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Contains Nonbinding Recommendations

Acceptance Checklist
for Traditional 510(k)s

{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.

510(k) #: K130304 Date Received by DCC: February 7, 2013
Lead Reviewer: Mario Mendoza

Branch: ANDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete. [t means the reviewer did not assess the
element during RTA and the element will be assessed during the substantive review.

with a device constituent part subject to review in a 510(k)?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product, or you are X
unsure, consult with the CDRH Jurisdictional Officer or the CBER Office Jurisdiction Liaison to determine the
appropriate action, and inform division management. Provide a summary of the Jurisdictional Officer's/Liaison's
determination. If the product does not appear to be a device or such a combination product, mark "No."

Comments?

2. Is the application with the appropriate Center?

If the product is a device or a combination product with a device constituent part, is it subject to review by the
Center in which the submission was received? If you believe the application is not with the appropriate Center or X
you are unsure, consult with the CDRH Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the

appropriate action and inform your division management. Provide a summary of the Jurisdictional Officer's/Liaison’s

determingtion. If application should not be reviewed by your Center mark "No."

Comments?

3) if a Request for Designation was submitted for the device or combination product with a device constituent
part and assigned to your center, identify the RFD # and confirm the following:

a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission ?

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you are unsure,
consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction Liaison to determine the appropriate
action and inform your division management. Provide summary of Jurisdictional Officer's/Liaison's determination.

If the answer to either question is no, mark "No." If there was no RFD, skip this question.

Comments? N/A

4) Is this device type eligible for a 510(k) submission?

If a 510(k) does not appear to be appropriate (e.g., Class lll type and PMA required, or Class | or ll type and 510(k)- X
exempt), you should consuit with the CDRH 510(k) Program Director or appropriate CBER staff during the
acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 1 of 9 Last Update: 01/11/2013



5)1s there a pending PMA forthe same device with the same indicationsfaruse?, neyion 11-14-2024
If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to determine
the appropriate action.

Comments?

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AlP)?
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM - BIMO) or CBER
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch

(OCBQ/DIS/BMB) to determine the appropriate action. Check on web at http://www.fda.gev/ICECI/
EnforcementActions/ApplicationintegrityPolicy/ucm134453.htm

Comments?

if the answer to 1 or 2 appears to be "No," then stop review of the 510(k} and issue the "Original Jurisdictional Product” letter.

If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison.
If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.
If the answer to 5 is “Yes," then stop review of the 510(k), contact the CDRH 510(k} Staff and PMA Staff, or appropriate CBER staff.

If the answer to 6 is "Yes," then contact CDRH/OC/DBM-BIMO or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with the BIMO Staff, and indicate BIMO's

recommendation/action.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1) Submission contains a Table of Contents

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3) All pages of the submission are numbered.

4) Type of 510(k) is identified (i.e., traditional, abbreviated, or special)

XX | X | X

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A. Administrative

1) All content used to support the submission is written in English (including translations of test

reports, literature articles, etc.) X
2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet X
(Form_ 3514) or 510(k) cover letter):
a) Device trade name or proprietary name X
b) Device common name X
¢) Device class and panel or
Classification regulation or X
Statement that device has not been classified with rationale for that conclusicn
3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also 21 X
CFR 801.109).
4) Submission contains 510(k) Summary or 510(k) Statement X
a) Summary contains all elements per 21 CFR 807.92 (See also 510(k} Summary Checklist) X
b) Statement contains all elements per 21 CFR 807.93
5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(Kk) See recommended format. X
Comments?
6) Submission contains Class il Summary and Certification. See recommended content. X
7) Submission contains clinical data
8) If submission references use of a national or international standard as part of demonstration of
substantial equivalence, submission contains Standards Data Report for 510(k}s (Form 3654) or X
includes detailed information about how and the extent to which the standard has been
followed.
9) The submission identifies prior submissions for the same device for which FDA provided
feedback related to the data or information needed to support substantial equivalence {(e.g.,
submission numbers for Pre-Submission, IDE, prior not substantially equivalent (NSE) X

determination, prior 510(k) that was deleted or withdrawn) or states that there were no prior
submissions for the subject device.

a) If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence outlined in
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.” Once finalized, this guidance will
represent the Agency's current thinking on this topic.

(b)(4)

_______________ Questions?-Contact-FDA/CDRHIOGE/RID at CDRH-FOISTATLS®
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B. Device Description

10)

a) If there are requirements regarding the device description, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
device description information to establish that the submitter has followed the device-
specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes device description information to
establish that the submitter has addressed the recommendations or otherwise has met
the applicable statutory or regulatory criteria through an alternative approach.

11) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the iabeling), including:

a) A description of the principle of operation and mechanism of action for achieving the
intended effect.

b) A description of proposed conditions of use, such as surgical technique for implants;
anatomical location of use; user interface; how the device interacts with other devices;
and/or how the device interacts with the patient.

¢) Alist and description of each device for which clearance is requested.

12) Submission contains representative engineering drawing(s), schematics, illustrations and/or
figures of the device that are clear, legible, labeled, and include dimensions.

13) If device is intended to be marketed with multiple components, accessories, and/or as part of a
system

a) Submission includes a list of all components and accessories to be marketed with the
subject device.

b) Submission includes a description (as detailed in item 11(a) and (b) and 12 above) of
each component or accessory.

<) A 510(k) number is provided for each component or accessory that received a prior
510(k) clearance.

C. Substantial Equivalence Discussion

14) Submitter has identified a predicate device.

a) Predicate’s 510(k) number, trade name, and model number (if applicable) provided.

For predicates that are preamendments devices, information is provided to document
preamendments status. Information regarding documenting preamendment status is
available online.

b) The identified predicate(s) is consistent throughout the submission (i.e., the predicate(s)
identified in the Substantial Equivalence section is the same as that listed in the 510(k)
Summary (if applicable) and that used in comparative performance testing.

15) Submission includes a comparison of the following for the predicate(s) and subject device

a) Indications for USeiestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7

)6-83(8
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b) Technology, including features, materials, and principles of operation

16) Submission includes an analysis of why any differences between the subject device and
predicate(s) do not render the device NSE (e.g., does not constitute a new intended use; and any
differences in technological characteristics are accompanied by information that demonstrates
the device is as safe and effective as the predicate and do not raise different questions of safety
and effectiveness than the predicate ), affect safety or effectiveness, or raise different questions

D. Proposed Labeling (see also 21 CFR part 801)

iIf in vitro diagnostic (IVD) device, criteria 17, 18, & 19 may be omitted.

17) Submission includes proposed package labels and labeling (e.g., instructions for use, package
insert, operator's manual) that include a description of the device, its intended use, and the
directions for use.

a) Indications for use are stated in labeling and are identical to Indications for Use form
and 510(k) Summary (if 510(k) Summary provided).

b) Submission includes directions for use that

- include statements of all conditions, purposes or uses for which the device is intended
(e.g., hazards, warnings, precautions, contraindications) AND

- includes directions for layperson (see 21 CFR 801.5) OR submission states that device
qualifies for exemption per 21 CFR 801 SubpartD

Comments? (b) (4)

18) If indicated for prescription use, labeling includes the prescription use statement (see 21 CFR

Requirements]

Comments? ( b) ( 4)

19) General labeling provisions

a) Labeling includes name and place of business of the manufacturer, packer, or distributor

(21 CFR 801.1).

Comments?

(b)(4)

20)

a) If there are requirements regarding labeling, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes labeling to
establish that the submitter has followed the device-specific requirement.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes labeling to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

¢) If there is a special controls document applicable to the device, the submission includes
labeling to establish that the submitter has complied with the particular mitigation
measures set forth in the special controls document or uses alternative mitigation
measures but provides a rationale to demonstrate that those alternative measures
identified by the firm will provide at least an equivalent assurance of safety and
effectiveness.

21) If the device is an in vitro diagnostic device, provided labeling includes all applicable
information required per 21 CFR 809.10.

E. Sterilization

If IVD device and sterilization is not applicable, select "N/A" and criteria below will be omitted from
checklist.

F. Shelf Life

26) Proposed sheif life/expiration date stated

27) For sterile device, submission includes summary of methods used to establish that device will
remain sterile through the proposed shelif life or a rationale for why testing to establish shelf life
is not applicable.

28) Submission includes summary of methods used to establish that device performance is not
adversely affected by aging or includes a rationale for why the storage conditions are not
expected to affect device safety or effectiveness.

(b)(4)

G. Biocompatibility

If IVD device, select "N/A" and the below criteria will be omitted from checklist.

H. Software

Submission states that the device: (one of the below must be checked)

does contain software/firmware.

X does not contain software/firmware.

Information regarding whether the device contains software is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

I. EMC and Electrical Safety
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Submission states that the device: (one of the below must be checked)

does require EMC and Electrical Safety evaluation.

X does not require EMC and Electrical Safety evaluation.

Information regarding whether the device requires EMC and Electrical Safety evaluation is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

J. Performance Data - General

If IVD device, select "N/A" and the below criteria will be omitted from checklist. Performance data
criteria relating to [VD devices will be addressed in Section K.

36) Full test report is provided for each completed test. A full test report includes: objective of the
test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail
criteria, results summary, conclusions, and an explanation of how the data generated from the
test supports a finding of substantial equivalence.

37)

a) If there are requirements regarding performance data, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
performance data to establish that the submitter has followed the device-specific
requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes performance data to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

c) If there is a special controls document applicable to the device, the submission includes
performance data to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

38) If literature is referenced in the submission, submission includes:

39) For each completed nonclinical (i.e., animal) study conducted

K. Performance Characteristics - In Vitro Diagnostic Devices Only
(Also see 21 CFR 809.10(b}(12})

Submission states that the device: (one of the below must be checked)

is an in vitro diagnostic device.

X is not an in vitro diagnostic device.

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Decision: (" Accept Reé@ds%l:’é?s%‘a BCEERIOIA Request 2024-6295; Released by CDRH on 11-14-2024

If Accept, notify applicant.

Mario Mendoza -S
2013.02.22 16:14:38 -05'00"

Reviewer Sign-Off

Branch Chief Sign-Off LESter W' SChUIth eis Jr
e parare 2013.02.22 16:17:42 -05'00"

optional)*

Division Sign-Off Kwame O. Ulmer 0

(digital signature

optionall” 2013.02.22 16:42:58 -05'00'

* Branch and Division review of checklist and concurrence with decision required.
Branch and Division digital signature optional.
N J

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/S003
Date: February 11, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIGNATURES

Reviewer Sign-Off

Mario Mendoza -S
2014.02.11 17:01:04 -05'00°

Branch Chief Sign-Off
(Optional)

Division Sign-Off
(Optional)

23
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Teleflex Medical, Inc.
2917 Weck Drive
P.O. Box 12600

510(k) Summary

Page 1 of 9 , MAY 30 2014

30-May-14

Tel-919-433-8076
Fax — 919-433-4996

Research Triangle Park, NC 27709 .

Official Contact:

Trade Name:

Common/Usual Name:

Classification Name:

Predicate Devices:

Trade Name:

Common/Usual Name:

Classification Name:

Predicate Devices:

Liz Paul ,
Director, Regulatory Affairs/Quality Engineering
Anesthesia/Respiratory

LMA Unique™

LMA Classic™

LMA Classic™ Excel

LMA Flexible™

LMA Flexible™ Single Use
LMA ProSeal™

LMA Fastrach™ Single Use
LMA Supreme™

Airway, oropharyngeal, anesthesiology

CAE — airway, oropharyngeal, anesthesiology
21 CFR 868.5110 \
Class 1

LMA Classic™ - K904834
L.MA Supreme™ - K001425
All others are Class | exempt

LMA Fastrach™ ETT
LMA Fastrach™ ETT Single Use

Tracheal tube

BTR — tracheal tube
21 CFR 868.5730
Class 2

LMA Fastrach™ ETT (reusable) - K991580
LMA Fastrach™ ETT Single Use ~ K051993

Modification and Changes to Predicate:
To seek MR Conditional environment of use. There have been no other medifications to any of

the LMA product series.

Device Description:

The LMA™ family of airways includes 2 types of airways:
e Generically referred to as supraglottic airways and

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdé.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

S0 Summary
Page Z of &
30-May-14

= Trachesl Tubes specific for use with the LA Fastrach™ device

Devies Deseription:
The LBMAT family of aleways includes 2 types of airways:
= Gengrically referred 1 a8 supraglotiis alrways and
s Tracheat Tubes specific for use with the LBA Fastrach™ device

The supraglottic airways are airways that incorporate a large culf that sits above the glottic

Figure 1 is s typical example of the LMA Classic™. The LMA Unigue™, Classie™ Exoel arg
also similer in design, the differences are listesd
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Figure 1

The LMA Flaxdble™ iz the same gs the Classic™ except that the shafl is wire rainforesd
allowing for great flexibilily,

Figure 2 is a picture of the LMA ProSeal™ which has a second tumen for drainage.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 3 is the LMA Fastrach™ singls use which has o righd handls to assist with insertion.
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Flgurs 3 — LMA Fastrach™ single use

Table 1 below lists the styles and thelr general design.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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-510(k) Summary
Page 4 of 9
30-May-14

These have been and continued to be-considered Class 1 exempt medical devices, however to be
marketed for use in MRI suites, even as Class 1 devices requiires testing and a review by CDRH
for the change in indications for use as MR conditional.

The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use is straight, cuffed, wire
reinforced tracheal tube that is designed to be used with the LMA Fastrach™ supraglottic

airway.,

Table 1 — Overall Device Description

Product | Brief Description
Classification CAE - oropharyngeal airway
LMA Classic™ Standard cuff — reusable
LMA Unique™ Same as Classic™ except single use
LMA Classic Excel™ Similar to Classic™ but can be reused more times
LMA Flexible™ Similar to Classic™ except with flexible wire

reinforced shaft
Reusable and Single Use models

LMA ProSeal™ Similar to Classic™ but with built-in drain lumen

LMA Fastrach™ To help facilitate intubation, has a rigid shaft to help
with insertion / placement

LMA Supreme™ Similar to LMA ProSeal™ with built-in drain lumen

and is singie use

Classification — BTR — tracheal tube
LLMA Fastrach™ ETT Endotracheal tube which is wire reinforced to be used
only with the LMA Fastrach™

Indications for Use:

Classification - CAE

The LMA Fastrach™ is indicated for use as a guide for intubation of the trachea The LMA
Fastrach™ is indicated for achieving and maintaining control of the airway during routine and
emergency situations, including anticipated or unexpected difficult airways. The LMA

Fastrach™ is indicated as a method of establishing an airway in the profoundly unconscious
patient with absent glossopharyngeal and laryngeal reflexes.

LMA Classic™, Classic™ Excel, Unique™ and Flexible™ are indicated for use in achieving
and maintaining control of the airway during routine anesthetic procedures on fasted patients and
emergency procedures using either spontaneous or Positive Pressure Ventilation (PPV). .

»  Analternative to a face mask.

+  An airway device in routine anesthesia procedures.

= Securing the immediate airway in anticipated or unexpected difficult airway situations.
*  Use in elective surgical procedures where tracheal intubation is not necessary.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Summary
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30-May-14

Establishing an immediate, clear airway during cardiopulmonary resuscitation (CPR) in
the profoundly unconscious patient requiring artificial ventilation when tracheal
intubation is not possible. )

The LMA Supreme™ is indicated for use in achieving and maintaining control of the airway
during routine anesthetic procedures on fasted patients using either spontaneous or Positive
Pressure Ventilation (PPV). LMA Supreme™ is also intended for use as a rescue device in
emergency situations.

An alternative to a face mask.

An airway device in routine anesthesia procedures.

A rescue airway device in anticipated or unexpected difficult airway situations.

A rescue airway device in CPR procedures. The LMA Supreme™ may be used to
establish an immediate clear airway during resuscitation in the profoundly unconseious

" patient with absent glossopharyngeal and laryngeal reflexes who may need artificial
ventilation.

It may also be used to secure an immediate airway when tracheal intubation is precluded
by lack of available expertise or equipment, or when attempts at tracheal intubation have
failed.

The LMA ProScal™ is indicated for use in achieving and maintaining control of the airway
during routine anesthetic procedures on fasted patients using either spontaneous or Positive
Pressure Ventilation (PPV). LMA ProSeal™ is also intended for use as a rescue device in
emergency situations.

The LMA ProSeal™ is indicated for use as:

An alternative to a face mask.

An airway device in routine anesthesia procedures.

A rescue airway device in anticipated or unexpected difficult airway situations.

A rescue airway device in CPR procedures.

The LMA ProSeal™ may be used to establish an immediate clear airway during
resuscitation in the profoundly unconscious patient with absent glossopharyngeal and
laryngeal reflexes who may need artificial ventilation.

Classification - BTR

The LMA Fastrach™ ETT is indicated for tracheal intubation through the LMA Fastrach™ or
for conventional intubation of the trachea using direct or indirect laryngoscopy.

Environment of Use:
Adding Magnetic Resonance (MR) environments up to 3.0 Tesla strength.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510¢k) Summary
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Predicate Device Comparison:

Table 2 —

Comparison fo Predicates - CAE Classification

'LMA™ Airway devices.

Predlcate LMATM Alrway devices
(Class 1 exempt) )

Characteristic | - LMA Classic™ - K904534
S LMA ProSeal™ . K001425
Product CAE - airway, oropharyngeal, CAE - airway, oropharyngeal,

Classification

anesthesiology
CFR 868.5110, Class 1

anesthesiology
CFR 868.5110, Class |

Devices inserted into a patient's pharynx
through the mouth to provide a patent
airway (see above detailed description)

The LMA family of airway have the
substantially equivalent indications for use:

Intended Use Devices inserted into a patient's pharynx
Adding can be used in a Magnetic through the mouth to provide a patent
Resonance (MR) environment, not to airway.
exceed a 3.0 Tesla static magnetic field.

Environment § MR environments Not tested

of Use Not to exceed 3.0 Tesla

Performance | ASTM F2052-06¢el

Testing Standard Test Method of Magnetically

Induced Displacement Force of Medical
devices in the Magnetic Resonance
Environment

Effects of MR conditions on the check
valve

Substantial Equivalence Comparison to Predicates:

Discussion of Classification — CAE

The LMA Unique™, LMA Classic™, LMA Classic™ Excel LMA Flexible™ LMA Flexible™
Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA Supreme™ are

substantially equivalent to the predicate device because:

Indications —

e Substantially equivalent to predicate — LMA Unique™, LMA Classic™, LMA Classic™
Excel LMA Flexible™, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™

s Intended to provide a patent airway in a Magnetic Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.

Discussion: There are no differences between the devices only the adclltlon of the MR

conditional indication.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technolegy —

- 510(k) Summary

Page 7 of 9
30-May-14

» Substantially equivalent to predicate — LMA Unique™, LMA Classic™, LMA Classic™
Excel, LMA Flexible™ LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™

Discussion: There are no differences in technology between the devices. Both devices are

Class | exempt

Materials —

®» There have been no changes in materials
Discussion: There are no differences in materials between the devices and they are Class |
exempt devices.

Environment of Use —
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0 Tesla
strength has been tested per ASTM F2502-06el.

Characteristic

"LMA Fastrach™ ETT
And
LMA Fastrach™ ETT Single Use

Predicate LMA Fastrach™ ET Tube
K991580 )
K051993

Product
Classification

BTR — tracheal tube
CFR 868.5730
Class 2

BTR — tracheal tube
CFR 868.5730
Class 2

Indications for
Use

The LMA Fastrach™ ETT is indicated
for tracheal intubation through the
LMA Fastrach™ or for conventional
intubation of the trachea using direct or
indirect laryngoscopy.

Adding can be used in a Magnetic
Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.

The LMA Fastrach™ ETT and LMA
Fastrach™ Single Use is indicated for
airway management by oral intubation of
the trachea. Reinforced ETT may be used
to reduce the potential for kinking
whenever an unusual positioning of the
head or neck is required following
intubation.

Environment § MR environments Not tested
of Use Not 1o exceed 3.0 Tesla

Performance | ASTM F2052-06el

Testing Standard Test Method of Magnetically

Induced Displacement Force of Medical
devices in the Magnetic Resonance
Environment

Effects of MR conditions on the check
valve

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Summary
Page 8 of 9
30-May-14

Substantial Equivalence Comparison to Predicates: '

Discussion of Classification — BTR

The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use are substantially equivalent to
the predicate device because:

Indications —
+  Substantially equivalent to predicate - LMA Fastrach™ E'TT and LMA Fastrach™ ETT
Single Use

s Intended to provide a patent airway in a Magnetic Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.
Discussion: There are no differences between the devices only the addition of the MR
conditional indication. Predicate LMA Fastrach™ ETT (reusable) — K991580 and LMA
Fastrach™ ETT Single Use — K051993.

Technology — .
e Substantially equivalent to predicate LMA Fastrach™ ETT (reusable) — K991580 and
LMA Fastrach™ ETT Singte Use — K051993.
Discussion: There are no differences in technology between the devices.

Materials —
¢ There have been no changes in materials
Discussion: There are ho differences in materials between the predicate LMA Fastrach™
ETT (reusable) — K991580 and LMA Fastrach™ ETT Single Use — K051993.

Environment of Use -
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0 Tesla
strength has been tested per ASTM F2502-06el. ‘

Non-clinical Comparative Performance and Specifications:

MRI Testing

Bench testing per ASTM F2502-06e1 demonstrated that the devices meet the pass / fail criteria
and thus there are no new risks associated with MR Conditional use. We have performed testing
in accordance to ASTM F2052-06el. ‘

We have performed testing in accordance to ASTM F2052-06e1 on 4 models of the LMA™
devices.

e LMA ProSeal™

e [LMA Fastrach™ETT

e [MA Supreme™
s LMA Flexible™

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Summary
Page 9 of 9
30-May-14

= As noted above the LMA Classic™, LLMA Unique™, LMA Classic Excel™, and LMA
Fastrach™ Single Use are almost substantially equivalent to the LMA Supreme™ as
they are of complete plastic, non-magnetic materials, except for the Check Valve, which
is substantially equivalent for each style as was part of the MRI evaluation of the LMA
Supreme™.

Since the LMA Supreme™ meets the ASTM F2502-06e1 requirements, one can justify
that the LMA Classic™, LMA Unique™, LMA Classic Excel"”k, and LMA Fastrach™
Single Use would also meet the requirements.

For those devices which exhibited a deflection greater than 45 degrees during their intended
use, they will be held in place or “fixed in place” with adhesive tape, cloth material, and/or
a plastic holding device. Based upon this normal condition of use, it was deemed that the
device will not dislodge or move is properly fixed in place. Our instructions include that
fixation in a MRI environment is mandated.

Effects of MR conditions on check valve
We evaluated the performance of the inflation check valve used in each device during MRI

exposure and post exposure to determine if there was an influence. There was no affects.

Substantial Equivalence Conclusion:

The addition of MR Conditional environment of use to the LMA airway devices does not raise
any new safety or performance questions which have not been addressed via testing to ASTM
F2502-06el.

The bench testing per ASTM F2502-06¢1 and the requirement of fixing the device in place

which is the normal practice support that the devices are substantially equivalent to the
predicates.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"'n,,h ) Food and Drug Administration

. 10903 New Hampshire Avenue
D_ucumcnl Contral Center — WO66-G6U9

Silver Spring, MD 206930002

May 30, 2014

Teleflex Medical, Inc.

¢/o Paul Dryden

Regulatory Consultant

2917 Weck Drive

P.0. Box 12600

Research Triangle Park, NC 27709

Re: KI130304

Trade/Device Name: LMA Unique. LMA Classic, LMA Classic Excel, LMA Flexible,
LMA Flexible Single Use, LMA ProSeal, LMA Fastrach Single Use, LMA Fastrach ETT,
L.MA Fastrach ETT Single Use, LMA Supreme

Regulation Number: 21 CFR 868.5730

Regulation Name: Tracheal Tube

Regulatory Class: Class [

Product Code: BTR, CAE

Daied: May 23, 2014

Received: May 27, 2014

Dcar Mr. Dryden:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices markeied in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments. or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) thal do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading. -

If your device is classified (sce above) into either class I (Special Controls) or class HI (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

Page 2 — Mr. Dryden

Plcase be advised that FDA s issuance of a substantial equivalence determination does not mean
that FDA has madc a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1006-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Division of Small Manufacturers, International and Constiimer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address

hup://www. fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.him. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.oov/Medical Devices/Satety/ReportaProblem/default. htm for the CDRI’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800} 638-2041 or (301) 796-7100 or at its Iniernet address

hitp/fwww fda.aov/MedicalDevices/Resourcesfor You/Industrv/default. him.

Sincerely yours,

kY

ey 7NN

i { Tc}asht}'lf_{xi::lhil-ghclh M.D.

ejashn Purp fif=S EMCDL Ciiméu Depyty Director
f,”i-——ﬂ }-li u,a.cmmonwc%m FOR
i 7‘.";1‘”’ T

Erin 1. Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure .

. Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement
Page 1 of 1
510(k) Number: ) K130304 (To be assigned)

Device Name: LMA Unigue™
LMA Classic™
LMA Classic Excel™
LMA Flexible™
LMA Flexible™ Single Use
LMA ProSeal™
LMA Fastrach™ Single Use
LMA Supreme™

Indications for Use:

The LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™, LMA
Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA
Supreme™ are devices inserted into a patient's pharynx through the mouth to provide a
patent airway. These can be used in a Magnetic Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.

Prescriptio.n Use XX or Over-the-counter use
{Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE I[F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

) Page (6.2
PDF PAGE 40 of 263

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement
Page | of |
510(k) Number: K130304 (Tg be assigned)

Device Name: LMA Fastrach™ ETT
LMA Fastrach™ Single Use

Indications for Use:

The LMA Fastrach™ ETT (reusable) and LMA Fastrach™ ETT Single Use are indicated
for airway management by oral intubation of the trachea. Reinforced ETT may be used to
reduce the potential for kinking whenever an unusual posmomng of the head or neck is
required following intubation.

These can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla
static magnetic field.

Prescription Use XX or Over-the-counter use __
{Part 21 CFR B01 Subpart D} {21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 06.3
PDF PAGE 41 of 263 :

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/S004
Date: May 30, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIGNATURES

Reviewer Sign-Off

Mario Mendoza -S
2014.05.30 15:12:30 -04'00"

Branch Chief Sign-Off
(Optional)

Division Sign-Off
(Optional)

25
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:
We have reviewed your Section 510{k) premarket notification of intent to market The Laryngeal Mask Company LMA family of airways {(K130304). We cannot determine if

the device is substantially equivalent to a legally marketed predicate based solely on the information you provided. To complete the review of your submission, we require
the following information:

(b)(4)

The deficiencies identified above represent the issues that we believe need to be resolved before our review of your 510(k) submission can be successfully completed. In
developing the deficiencies, we carefully considered the statutory criteria as defined in Section 513(j} of the Federal Food, Drug, and Cosmetic Act (Act) for determining
substantial equivalence of your device.

You may not market this device until you have provided adequate information described above and required by 21 CFR 807.87(l), and you have received a letter from FDA
allowing you to do so. If you market the device without conforming to these requirements, you will be in violation of the Act. You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence. Clinical investigations of this device must be conducted in accordance with

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
the investigational device exemption (IDE) regulations {21 CFR 812).
In accordance with 21 CFR 807.87(1), FDA may consider a 510(k) to be withdrawn if the submitter fails to provide additional information within 30 days of an Additional
Information (Al) request. FDA generally permits submitters additional time to respond to such requests. FDA intends to automatically grant a maximum of 180 calendar
days from the date of the Al request, even if the submitter has not requested an extension. Therefore, submitters are no longer required to submit written requests for
extension. However, you should be aware that FDA intends to issue a notice of withdrawal under 21 CFR 807.87(l) if FDA does not receive, in a submission to the
appropriate Document Control Center, a complete response to all of the deficiencies in this Al request within 180 calendar days of the date of this request. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a new premarket notification submission.
For further information regarding how various FDA and industry actions that may be taken on 510(k)s should affect the review clock for purposes of meeting the Medical
Device User Fee Amendments of 2012 {(MDUFA i1}, to the Federal Food, Drug, and Cosmetic Act, you may refer to our guidance document entitied *Guidance for
Industry and Food and Drug Administration Staff FDA and Industry Actions on Premarket Notification {510(k)) Submissions: Effect on FDA Review Clock and Goals".
You may review this document at hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocurnents/ucm089735.htrn.
The requested information should reference your above 510(k) number and should be submitted in duplicate to:

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Controf Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug Administration Safety and Innovation Act (FDASIA), authorizes
FDA to require an electronic copy (eCopy) for certain types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on a CD,
DVD, or other electronic media, accompanied by a signed cover letter and the complete original paper submission. This authorization applies to the original,
amendments, supplements, and reports, as applicable, for your submission type.

For more information about FDA's new eCopy program, including the new technical standards for an eCopy, refer to the guidance document, “eCopy Program for Medical
Device Submissions” at hitp://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM313794 .odf. In addition, we strongly
encourage you to visit FDA's eSubmitter website at hitp://www .fda.gov/Forindustry/FDAeSubmitter/ucm22150%.htm in order to develop an eCopy in accordance with the
new technical standards prior to sending it to FDA.

If you have any guestions concerning the contents of the letter and would like o set up a teleconference, please contact me via email or at (240) 402-5121. If you need
information or assistance concerning the IDE regulations, please contact the Division of Small Manufacturers, international and Consumer Assistance at its toll-free

Sincerely yours,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTME\TT OF HEALTH & HUV[AN SERVICES Public Health Service

. w Food and Drug Administration

vy 10903 New Hampshire Avenue
Document Control Center — W0O66-G609
Silver Spring, MDD 20993-0002

May 30, 2014

Teleflex Medical, Inc.

c/o Paul Dryden

Regulatory Consultant

2917 Weck Drive

P.O. Box 12600

Research Triangle Park, NC 27709

Re: K130304

Trade/Device Name: LMA Unique, LMA Classic, LMA Classic Excel, LMA Flexible,
LMA Flexible Single Use, LMA ProSeal, LMA Fastrach Single Use, LMA Fastrach ETT,
LMA Fastrach ETT Single Use, LMA Supreme

Regulation Number: 21 CFR 868.5730

Regulation Name: Tracheal Tube

Regulatory Class: Class Il

Product Code: BTR, CAE

Dated: May 23, 2014

Received: May 27, 2014

Dear Mr. Dryden:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Dryden

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www .fda.gcov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gcov/MedicalDevices/ResourcesforY ou/Industrv/default.htm.

Sincerely yours,

Tejashei Purchit-Sheth, MLD.
T 7 ﬁﬂ Q’lmm Mm. Clinigcal Deputy Director
£jasi pity

DAGRID/ODE/CDRH  FOR

Erin I. Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thank you for the meeting minutes Mr. Dryden,

Some minor edits included and file attached.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20893

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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jc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
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“evpsg
Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/5004
Date: May 30, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

rom: Mendoza, Mario
Sent: Wednesday, June 04, 2014 10:13 AM
To: 'Paul Dryden'; Courtney, Todd D

Cc: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelacelteleflex.com)

Subject: RE: K130304 i :

Mr. Dryden,

We are in discussion with 510k staff and will respond to you shortly.
Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10203 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Tuesday, June 03, 2014 5:48 PM

To: Courtney, Todd D

Cc: Mendoza, Mario; Paul, Liz (liz.paul@teleflex.com<mailto:liz.paul@teleflex.com>);
Lovelace, Justin (Justin.Lovelace@teleflex.com<mailto:Justin.Lovelace@teleflex.com>)

Subject: K130304 | a

Mr. Courtney and Dr. Mendoza:

use, for which we thank you. i i

lmmimem e i ——— -

We received the SE letter today_ for K130304 - Teleflex LMA airways for MR conditional

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Should you have any questions, please feel free to call me.

I left a voicemail this evening for Todd alerting him of the issue.
Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

- + 239-236-0354

tri

E - drydenp@promedic.cc<mailto:drydenplpromedic.cc>
Web - www.promedic.cc<http://www.promedic.cc/>

Twitter - https://twitter.com/ProMedicInc

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

12 Executive Summary Page
12.1 Background and Differences 2
12.2 Device Description 3
12.3 Accessories 6
12.4 Indications for Use 6
12.5 Environments of Use 6
12.6 Materials 6
12.7 Non-clinical Comparative Performance and Specifications 6
12.8 Substantial Equivalence Comparison to Predicates 7

Page 12.1
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

12.1 Background and Differences

The LMA™ family of airways includes 2 types of airways:
1. Generically referred to as supraglottic airways and
2. Tracheal Tubes specific for use with the LMA Fastrach™ device

LMA as a company is the world leader in supplying these types of airways.

The supraglottic airways have been and continued to be considered Class 1 exempt
medical devices, however to be marketed for use in MRI suites, even as Class 1
devices requires testing and a review by CDRH for the change in indications for use
as MR conditional.

The tracheal tube, LMA Fastrach™ ETT, is considered a Class 2 device, for which
we are seeking the same change in indications for use as MR conditional.

FDA guidance allows for device reviews to be bundled, even if they are different
indications for use and classes, if the review can be performed by the same reviewer.

This case can be supported for this submission as the MR conditional testing is
identical for all the LMA™ airway family of products and labeling modifications are
identical.

We have prepared separate Indications for Use statements for each product code see
Section 06 — Indications for Use.

Modifications:
e There have been NO modifications to any of the LMA product series
e We are only seeking MR Conditional labeling

Models under review:

As Class 1 — CFR 868.5110 — C AE - airway, oropharyngeal, anesthesiology
¢ LMA Unique™
e [MA Classic™
e [MA Classic Excel™
e [MA Flexible™
e [MA Flexible™ Single Use
e [MA ProSeal™
e [MA Fastrach™ Single Use)
e [MA Supreme™

As Class 2 — CFR 868.5730 — BTR — tracheal tube
e LMA Fastrach™ ETT (reusable and single use)

Page 12.2
Questions? Contact FDA/CDRH/@BIDIP AGERES @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

12.2 Device Description

The LMA™ family of airways includes 2 types of airways:
1. Generically referred to as supraglottic airways and
2. Tracheal Tubes specific for use with the LMA Fastrach™ device

The LMA™ family of supraglottic airways are all very similar is design. The
following is a brief description of each style.

The tracheal tube, LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use, are
tracheal tubes which are different than the supraglottic airway and were cleared
under K991580 and K051993.

Note that the subject of this submission is to seek clearance for labeling these
devices as MR Conditional.

Table 12.1 briefly outlines the different LMA™ products, while Figures 12.1
represent2 a typical style.

Page 12.3
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k)

Section 12 — Executive Summary

LMA MR Conditional

Table 12.1 - LMA™ Product Description

Product

Brief Description

Classification CAE — oropharyngeal airway

LMA Classic™

Standard airway — reusable

LMA Unique™

Same as Classic™ except single use

LMA Classic Excel™

Similar to Classic™ but can be reused more
times

LMA Flexible™ Similar to Classic™ except with flexible wire
reinforced shaft
Reusable and Single Use models
LMA ProSeal™ Similar to Classic™ but with built-in drain lumen
LMA Fastrach™ To help facilitate intubation, has a plastic rigid
Single Use shaft
LMA Supreme™ Similar to LMA ProSeal™ with built-in drain

lumen and is single use

Classification — BTR — tracheal tube

LMA Fastrach™ ETT

Endotracheal tube which is wire reinforced to be
used only with the LMA Fastrach™. Available
in reusable and single use models.

Questions? Contact FDA/CDRH/@BIDIP AGERET &f DY S@fda.hhs.gov or 301-796-8118

Page 12.4
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

Figure 12.1 - LMA Classic™

15 mm Connector

/ Airway Tube

Cuff Inflation
line

Inflation Pilot
Balloon

Check Valve

Aperature Bars

Cuff
12.3 Accessories and Kit Certification
This submission is limited to seeking MR Conditional indications.
There are no new or additional accessories for the LMA™ airway devices.
Page 12.5

Questions? Contact FDA/CDRH/@BIDIP AGERE T @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional

Section 12 — Executive Summary

124 Indications for Use

(b)(4)

12.5 Environments of Use

Adding Magnetic Resonance (MR) environments up to 3.0 Tesla strength.

12.6 Materials

There have been NO changes in materials for any of the devices.

12.7 Non-clinical Comparative Performance and Specifications

Bench testing per ASTM D2502-06e1 demonstrated that the devices meet the pass / fail
criteria and thus there are no new risks associated with MR Conditional use.

We have performed testing in accordance to ASTM F2052-06e1. The performance
testing for MR conditions is presented in Section 20 — Performance Testing - Bench.

Page 12.6
Questions? Contact FDA/CDRH/@BIDIP AGERET &f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

We have performed testing in accordance to ASTM F2052-06¢1 on 4 models of the

(b)(4)

12.8 Substantial Eguivalence Comparison to Predicates

This submission is seeking the addition of MR conditional environment of use for all of
our LMA airway devices.

There have been no changes made to the devices we have only performed testing to
demonstrate MR conditional compatibility.

The LMA™ family of airways includes 2 types of airways:
e Generically referred to as supraglottic airways and
e Tracheal Tubes specific for use with the LMA Fastrach™ device

The supraglottic airways have been and continued to be considered Class 1 exempt
medical devices, however to be marketed for use in MRI suites, even as Class 1 devices
requires testing and a review by CDRH for the change in indications for use as MR
conditional.

The tracheal tube, LMA Fastrach™ ETT tube, is considered a Class 2 device, for which
we are seeking the same change in indications for use as MR conditional.

Page 12.7
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k)
Section 12 — Executive Summary

LMA MR Conditional

Table 12.1 — Comparison to Predicates - CAE Classification

Predicate LMA™ Airway devices
. . LMA™ Airway devices (Class 1 exempt)
Characteristic K904834
KO001425
CAE - airway, oropharyngeal, CAE - airway, oropharyngeal,
Product ancsthesiology anesthesiology
Classification CFR 868.5110 CFR 868.5110
Class 1 Class 1
Environment | MR environments Not tested
of Use Not to exceed 3.0 Tesla
Performance | ASTM F2052-06el
Testing Standard Test Method of Magnetically

Induced Displacement Force of Medical
devices in the Magnetic Resonance
Environment

Pass criteria is deflection of < 45 degrees

Page 12.8
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Premarket Notification 510(k)
Section 12 — Executive Summary

LMA MR Conditional

Table 12.2  Comparison to Predicates — BTR Classification
ILMA Fastrach™ ETT Predicate LMA Fastrach™ ET Tube
Characteristic And K991580
LMA Fastrach™ ETT Single Use K051993

BTR - tracheal tube

BTR - tracheal tube

I(?lZSS?CMiOH CFR 868.5730 CFR 868.5730
Class 2 Class 2

Environment | MR environments Not tested

of Use Not to exceed 3.0 Tesla

Performance | ASTM F2052-06¢el

Testing Standard Test Method of Magnetically

Induced Displacement Force of Medical
devices in the Magnetic Resonance
Environment

Pass criteria is deflection of < 45 degrees

There are no differences between the proposed device and the predicate except we have
performed testing to determine MR Conditional performance per ASTM F2502-06¢l.

Discussion of Classification — CAE

The LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™, LMA
Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA
Supreme™ are substantially equivalent to the predicate device because:

Indications —

e Identical to predicate — LMA Unique™, LMA Classic™, LMA Classic Excel™,
LMA Flexible™, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™

e Intended to provide a patent airway in a Magnetic Resonance (MR) environment,
not to exceed a 3.0 Tesla static magnetic field.

Discussion: There are no differences between the devices only the addition of the MR

conditional indication.

Technology —

Page 12.9
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Premarket Notification 510(k) LMA MR Conditional
Section 12 — Executive Summary

e Identical to predicate — LMA Unique™, LMA Classic™, LMA Classic Excel™,
LMA Flexible™, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™

Discussion: There are no differences in technology between the devices. Both

devices are Class 1 exempt

Materials —
e There have been no changes in materials
Discussion: There are no differences in materials between the devices and they are
Class I exempt devices.

Environment of Use —
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0
Tesla strength has been demonstrated to be safe per ASTM F2502-06¢1 testing.

Performance Testing
e Complies with ASTM F2502-06¢el
Discussion: Testing has been performed according to ASTM F2052-06¢el for
deflection in a 3.0 Tesla environment and passed.

Discussion of Classification —- BTR

The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use is substantially
equivalent to the predicate device because:

- (04

e Identical to predicate LMA Fastrach™ ETT Reusable — K991580 and LMA
Fastrach™ ETT Single Use — K051993.
Discussion: There are no differences in technology between the devices.

Indications —

Materials —
e There have been no changes in materials
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Discussion: There are no differences in materials between the predicate LMA
Fastrach™ ETT Reusable — K991580 and LMA Fastrach™ ETT Single Use —
K051993.

Environment of Use —
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0
Tesla strength has been demonstrated to be safe per ASTM F2502-06¢1 testing.
Performance Testing
e Complies with ASTM F2502-06¢el
Discussion: Testing has been performed according to ASTM F2052-06el for
deflection in a 3.0 Tesla environment and passed.

Substantial Equivalence Conclusion:
The addition of MR Conditional environment of use to the LMA airway devices do not
raise any new safety or performance questions which have not been address via testing to

ASTM F2502-02.

Bench testing per ASTM D2502-02 demonstrated that the devices meet the pass / fail
criteria. Thus they can be found substantially equivalent.
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CONSULTING MEMO

Date: February 10, 2014
To: Mario Mendoza, M.D., M.S.
CDRH/ODE/DAGRID/ANDB

From: Daniel Krainak, PhD
Office of In Vitro Diagnostics and Radiological Health (OIR)
Division of Radiological Health (DRH)
Magnetic Resonance and Electronic Products Branch (MREP)

Subject: K130304/S003
Laryngeal Mask Airways (LMAs)
Laryngeal Mask Company

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

B)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(5)

e <> /1% (,% Daniel Krainak

2014.02.10 15:12:46 -05'00

MR Compatibility Consult Part 2 for K130304.5003 LMAs from Laryngeal Mask Company Page 14 of 14
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



AL
o WEALTH g
& o,

EAVIC
7 * o

Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

—wé DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

7
%,
ry1q

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/S003
Date: February 11, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDRB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc
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13.1 Background and Differences

The LMA™ family of airways includes 2 types of airways:
1. Generically referred to as supraglottic airways and
2. Tracheal Tubes specific for use with the LMA Fastrach™ device

LMA as a company is the world leader in supplying these types of airways.

The supraglottic airways have been and continued to be considered Class 1 exempt
medical devices, however to be marketed for use in MR1 suites, even as Class 1
devices requires testing and a review by CDRH for the change in indications for use
as MR conditional.

The tracheal tube, LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use, are
considered a Class 2 devices, for which we are seeking the same change in
indications for use as MR conditional.

FDA guidance allows for device reviews to be bundled, even if they are different
indications for use and classes, if the review can be performed by the same reviewer.

This case can be supported for this submission as the MR conditional testing is
identical for all the LMA™ airway family of products and labeling modifications are
identical.

We have prepared separate Indications for Use statements for each product code see
Section 06 — Indications for Use.

Modifications:

e There have been NO modifications to any of the LMA product series
e We are only secking MR Conditional labeling

Models under review:

As Class 1 — CFR 868.5110 — C AE — airway, oropharyngeal, anesthesiology
¢ LMA Unique™
e [MA Classic™
e [MA Classic Excel™
e [MA Flexible™ (reusable)
e [MA Flexible™ Single Use
e [LMA ProSeal™
e [MA Fastrach™ Single Use
e [MA Supreme™
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As Class 2 — CFR 868.5730 — BTR — tracheal tube
e [MA Fastrach™ ETT (reusable)
e [MA Fastrach™ ETT Single Use

13.2 Device Description

The LMA™ family of airways includes 2 types of airways:
1. Generically referred to as supraglottic airways and
2. Tracheal Tubes specific for use with the LMA Fastrach™ device

The LMA™ family of supraglottic airways are all very similar is design. The
following is a brief description of each style.

The tracheal tube, LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use, are
tracheal tubes which are different than supraglottic airways and were cleared under
K991580 and K051993.

Note that the subject of this submission is to seek clearance for labeling these
devices as MR Conditional.

Table 13.1 briefly outlines the different LMA™ products, while Figures 13.1 to
13.9 are representative pictures of each style.
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Section 13 — Device Description

LMA MR Conditional

Table 13.1 - LMA™ Product Description

Product

Brief Description

Classification CAE — oropharyngeal airway

LMA Classic™ Standard airway — reusable

LMA Unique™ Same as Classic™ except single use

LMA Classic Excel™ Similar to Classic™ but can be reused more
times

LMA Flexible™ Similar to Classic™ except with flexible wire
reinforced shaft
Reusable and Single Use models

LMA ProSeal™ Similar to Classic™ but with built-in drain lumen

LMA Fastrach™ To help facilitate intubation, has a metal rigid
shaft

LMA Supreme™ Similar to LMA ProSeal™ with built-in drain
lumen and is single use

Classification — BTR — tracheal tube
LMA Fastrach™ ETT Endotracheal tube which is wire reinforced to be

used only with the LMA Fastrach™

The following are pictures of each. One will notice that they are all very similar in

design.

Questions? Contact FDA/CDRH/@BIDIP AGERTF @f DY S@fda.hhs.gov or 301-796-8118
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Figure 13.1 - LMA Classic™
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Figure 13.2 - LMA Unique™

15 mm

Connector

Airway
¥~ Tube

. Cuff
Inflation

line

Inflation
Pilot

Balloon

Check
™~ Valve

_Aperature

Bars

— Cuff

Page 13.6

Questions? Contact FDA/CDRH/@BIDIP AGERTS @f DY S@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Premarket Notification 510(k) LMA MR Conditional

Section 13 — Device Description

Figure 13.3 — LMA Classic Excel™
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Figure 13.4 - LMA Flexible™ (reusable and single use)
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Figure 13.5 - LMA ProSeal™
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Figure 13.6 - LMA Fastrach™ (single use)
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Figure 13.7 - LMA Fastrach™ (Reusable use)
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Figure 13.8 - LMA Fastrach™ ETT (reusable and single use)
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Figure 13.8 - LMA Supreme™
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13.3 Accessories and Kit Certification

This submission is limited to seeking the MR Conditional environment of use indication.

There are no new or additional accessories for the LMA™ airway devices.

134 Indications for Use

0)4)
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Supreme™ are devices inserted into a patient's pharynx through the mouth to provide a
patent airway which can be used in a Magnetic Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.

For the LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use

The LMA Fastrach™ ETT and LMA Fastrach™ Single Use is indicated for airway
management by oral intubation of the trachea. Reinforced ETT may be used to reduce the
potential for kinking whenever an unusual positioning of the head or neck is required
following intubation.

These can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla
static magnetic field.

We would be adding the required MR language to all instructions for use.

MR Conditional symbol per ASTM F2503-05 -

Naon-clinical testing demonstrated that each product is MR Condifional and can be gsed
in the MRI environment according 1o the following conditions:

-Siatic magnetic fleld of 3-Tesla or less
-Spatial gradient magnetic field of 720-Gauss/om or less

IMPORTANT NOTE! Thess products are infended for use inside of the MRI
environment (e.g.. in the MR system room). They will not be utilized directly inside of the
MR systam {e.g.. inside of the bore of the scanner), during its operation {i.e., scanning).
As such, the assessment of magnetic field interactions for these products specifically
involved evaluations of transiational aliraction in relation o exposure fo a 3-Tesla MR
system, only.

13.5 Contraindications

There are new contraindications or changes from the predicates.

13.6 Environments of Use

Adding Magnetic Resonance (MR) environments up to 3.0 Tesla strength.
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13.7 Materials

There have been NO changes in materials for any of the devices.

Y

13.8 Software

There is no software operating these devices.

Y

13.9 Non-clinical Performance Testing

We have performed testing in accordance to ASTM F2052-06el. The performance
testing for MR conditions is presented in Section 20 — Performance Testing - Bench.

We have performed testing in accordance to ASTM F2052-06el on 4 models of the

(b)(4)

Fixation During Intended Use

(b)(4)

13.10 Risk (Hazards) Analvsis

The addition of MR Conditional environment of use has been address in our risk
assessment and testing performed to demonstrate that the devcies meet the performance
and acceptable requirements for MR Conditional use.
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Dear Mr. Dryden:

We have reviewed your Section 510 (k) premarket notification of intent to market The
Laryngeal Mask Company LMA family of airways (K130304). We cannot determine if the
device is substantially eguivalent to a legally marketed predicate based solely on the
information you provided. To complete the review of your submission, we require the
following information:

(b)(4)
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(b)(4)

The deficiencies identified above represent the issues that we believe need to be
resolved before our review of your 510(k) submission can be successfully completed. In
developing the deficiencies, we carefully considered the statutory criteria as defined
in Section 513(i) of the Federal Food, Drug, and Cosmetic Act (Act) for determining
substantial equivalence of your device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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You may not market this device until you have provided adequate information described
above and required by 21 CFR 807.87(1), and you have received a letter from FDA
allowing you to do so. If you market the device without conforming to these
requirements, you will be in violation of the Act. You may, however, distribute this
device for investigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be conducted in
accordance with the investigational device exemption (IDE) regulations (21 CFR 812).

In accordance with 21 CFR 807.87(l), FDA may consider a 510(k) to be withdrawn if the
submitter fails to provide additional information within 30 days of an Additional
Information (AI) request. FDA generally permits submitters additional time to respond
to such requests. FDA intends to automatically grant a maximum of 180 calendar days
from the date of the AI request, even if the submitter has not requested an extension.
Therefore, submitters are no longer required to submit written requests for extension.
However, you should be aware that FDA intends to issue a notice of withdrawal under 21
CFR 807.87(1l) if FDA does not receive, in a submission to the appropriate Document
Control Center, a complete response to all of the deficiencies in this AI request
within 180 calendar days of the date of this request. If you then wish to resubmit
this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

For further information regarding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical
Device User Fee Amendments of 2012 (MDUFA III), to the Federal Food, Drug, and Cosmetic
Act, you may refer to our guidance document entitled "Guidance for Industry and Food
and Drug Administration Staff FDA and Industry Actions on Premarket Notification

(510 (k)) Submissions: Effect on FDA Review Clock and Goals™. You may review this
document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucmn0897
35.htm.

The requested information should reference your above 510 (k) number and should be
submitted in duplicate to:

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center - WO66-G6092

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 113¢ of the
Food and Drug Administration Safety and Innovation Act (FDASIA), authorizes FDA to
require an electronic copy (eCopy) for certain types of submissions. An eCopy 1s an
exact duplicate of a paper submission, created and submitted on a CD, DVD, or other
electronic media, accompanied by a signed cover letter and the complete original paper
submission. This authorization applies to the original, amendments, supplements, and
reports, as applicable, for your submission type.

For more information about FDA's new eCopy program, including the new technical
standards for an eCopy, refer to the guidance document, "eCopy Program for Medical
Device Submissions" at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen
ts/UCM3137%94.pdf. In addition, we strongly encourage you to visit FDA's eSubmitter
website at http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm221506.htm in order to
develop an eCopy in accordance with the new technical standards prior to sending it to
FDA.

If you have any questions concerning the contents of the letter and would like to set
up a teleconference, please contact me via email or at (240) 402-5121. If you need
information or assistance concerning the IDE regulations, please contact the Division
of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100, or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sincerely yours,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional

Section 11 — Declarations of Conformity and Summary Reports

11 Declarations of Conformity and Summary Reports Page
11.1 Declaration of Conformity Standards (Form 3654) 2
Page 11.1

Questions? Contact FDA/CDRH/@BIDIP AGERE T @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 11 — Declarations of Conformity and Summary Reports

11.1 Declaration of Conformity Standards (Form 3654)

We have made a declaration of conformity to recognized standards in this submission and
therefore Form 3654 Declarations of Conformity are attached.

In addition, there are no established performance standards under Section 514 which
apply for the proposed device.

Page 11.2
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 11 — Declarations of Conformity and Summary Reports
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Premarket Notification 510(k) LMA MR Conditional

Section 11 — Declarations of Conformity and Summary Reports
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Section 11 — Declarations of Conformity and Summary Reports
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Premarket Notification 510(k)
Section 11 — Declarations of Conformity and Summary Reports

LMA MR Conditional
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22 Performance Testing — Clinical Page

22.1 Form 3674 2
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Premarket Notification 510(k) LMA MR Conditional
Section 22 — Performance Testing - Clinical

22.1 Form 3674

No clinical performance testing was performed with the proposed device. We have
completed as attached Form 3674 as required.

Page 22.2
Questions? Contact FDA/CDRHBBFOIMARG P RIEROSFT2E3S@fda.hhs.gov or 301-796-8118
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Section 22 — Performance Testing - Clinical

Joe OMB X 183 , Foam A 3 ORI Mo, 001805 13, Bxpiration Dater 5-30-2008
DEPARTMENT OF HEALTH AKD HUMAN SERVIGES

E Food and Drag Administeation
ir:minbs Certification of Compliance, under 42 U.8.C, § 2820}{5KB}, with

Regquiremants of GlinicalTrials.gov Data Bank (42 U.8.C. § 282(1

For subrnission with an applicationfsubminsion, including 4 an rsubeniselons, undar §5 508, 818, 8204, or 510k} of the
Federal F‘ aod, [‘msg, vt Cnsmﬂlc Aot or § 351 of the Public Heallh %Mm r\ct 3

SPOMSOR { APPLICANT/ SUBMITTER INFORMATION - 3 o
‘ 2. BATE OF TRE ARPLEATICNSURNISAN

TRRESE spm‘s“éﬁv‘a ﬁrfumw"nsu
o . WHIOH THES CERTHCATION ACCOMBANIES
LA North America SHOSIO12
3. ADDRESS (Mumbes, Stest, Stan, snd SIP Codaj 4. TELEPHOKNE AND FAX NUMBER
46l Ladells Village Dr., Bufte 900 {inciudte Arag Cogbe}
Ssn Dig A B . G-333-B07
Sun Driege, CA 92122 (el FE-AT3-BOT6
o) G19-433-49%6
. : : ?ROE!UCT lNFGRMA‘ﬁON i . L
& FQR ﬁﬁUGS QIQLQGMS Emh:ziﬁ Any»Ali Avaiiaide Established, Propdat y andior Ches 1{8 hamicalitoodiCellutanCens Therapy Product Noneish
FOR DEVICES: Inchude Anyfddl Comman or Usual Mamsis), Classil rade o7 Propostary o7 Model N 3 aradfer fodef Romber{s)
{hitac axira panes ag nornssaryf
LA ProSeadi™ LA Chassle Bxeelt™
LA Classic™ LA Flexible®™
EAdA Pastrach™ Single Use EMA Supreme™
LA Fastench™ ETT LA Undgue

EMA Fastomh ™ ETT Single Use
EAEA Plexible™ Single Use

: S APPLICATION F SUBMISSIONINFORMATION
6. TYPEGF A fﬂmmmw,m EMIESION WHIGH THIS CERTIFICATION A0ODMPANIES

e Mana Flhampa  lota N Maoe Blstoms [ Joo THoter

7, HHCLUDE NENDRANDABLAPMAHBE S {OHPOMOTHER NUMBER O numlr provieuws med}

8 SRRIAL NUMBER ASBIGNED TO ARPLICATIGRISURBRISSION WHICH THIS UERTIFICATION ACLUOMPARIESR

s o G RERTIFICATION STATEMENT INFORMATION
8. CHECK ONLY ONE OF THE FUL& ONING BOXES (Sey structions for sddifonsd informmlion and explanation]
m RIA 1 cerdify thal the requirements of 42 5.0 § ”‘*62{;} Section 4024} of the Public Health Serdce Act, enacded by 121 Sist. 823, Foblic Law
F5-88, do tot apply bacguse e applicati ton which this ondiication acsompanins does nof reference any clinicat tiel,
u 8. | cosify thed the roquirements of 42 BL5.C. § 2836}, Seclion 406341 of the Publlc Heslth Seovics Ach, enacled by 121 Stal, 823 Public Lew
1485, do not appy fo any clinleal sl relfarencsd I he applicationdsubrmission which s cetifioation aocompatties
E:I . padify that the requirements of 42 US.C. § 3824, Secfen 0841 of the Publis Mealth Servite Act, enacted by 121 Stal, 823, Public Law
VIE-BA, spply bo one o roote of the cindest tads meferenced i the applicaiordaubmission which fhis cofificalion acoompanies and Bt
those requirernents have been mal.
HLOIF YOU DHECKED BDX ©, N NUMBER 8, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER{S) POR &MY “AFPLICABLE CUINICAL TRIALS)."
UNDER 42 U.80C. § 282GW1MAKD. SECTION 403I{1MANY OF THE PUBLIC HEALTH SERVICE AUT, REFERENGED N THE ADPLICATION
KUBMISEIDN WHICH THIS CERTIFICATION ACCOKREANIES [dilch sxlrs pagee 98 necsssary}

NUT Mumber{sh

THE Gndbrsidesg doclirsd 1 e Bael of hehids kbddisdye, hat 1his 16 ar accurate inse. and mmpiem sisbinisgion of information.  vagderstind hat {
ExB0re f gubmit the certificalion saquired by 42.0.3. 0 § ZR2IHENR); seclivn SR (53{3} of dhe Public Hesith Seriins 8t i the keowing sult
b folee wertification onder suskissction any pmh;bslaﬁ woih under 2115.8.5.8 331, section 301 of the Fadami Food, rug( ané Gmmm M
Warning A wilifully ;md knawingly Talse stalamant ia 3 ‘criminal tiends, LS Coda, To 187 seclion 1001
11, SICHATURE OF SPONSORAPPLICANTISURMITTER OR AN T8 AN NG TITLE OF THE PERON WH\.’ SEGNEE} EN NG, ﬁ
AUTHOIZED REPRESENTATIVE (Sigrg

(Newnerh EHeabeth Panl

( b) ( 6) {Tilles} Director RAQE Anesthesia { Hespiratory

13, ATDRESE Wowiber, Sheel Blals, and 70 Dade] [of perscn idaniiing 14, TELERHORE AMD FAX NIMBER 16, DATE OF
in fo. 11 wnd 13 {irliie Araa Cads} CERTIFICATION
Hi24 Stirrup Creek Deve AT o
Durbarm, NC 27703 grayy SHF-A33-0676 Q3053013
F9) S19-433-9994
FDACISTS {1708} {FRONT} PG Shgoons {9013 S0 B

Page 22.3
Questions? Contact FDA/CDRHPBFOIMARGIPRIEROAGFT2E3S@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

Food and Drug Administration TOTROIAE

Center Devices and Radiological Health
Office of Device Evaluation

Docwment Mail Center — WO66-G608
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

May 23, 2014
Re: K130304 ~ Response to Deficiency E-mail for LMA Adrways for MR Conditional use
Dear Dr. Mendoza:

This is our respomse o the deficiencies raised during the intersctive review of January 27th and
subsequent e-mail of February 10th, 2814 for submission K130304.

el opy STATEMENT

In accordance with section 745(h} of the FD&C Act, we have prepared the eCopy of this submission. R
is an exact duplicate of the paper copy.

Per the instructions we are providing one (1} CD eCopy and one (1) hard copy.
Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medival

Questions? Contact FDA/CDRH/OCETH & 88RH P HATUS @fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

{understand thank you,

pario Mendoza, M.D.

Madical Officar
FDA/CDRH/CDE/DAGRID/ANDS
10903 New Harpshire Avanue
White Oak, Bldg 66, Room 2563
Silver Spring, M 20993

Email: Mario.Mendoza@fda.hhs.gov

EDAND MAY CONTAIN INFORMATION THAT 1S PRIVILEGED
PROTECTED FROM DESLLOSURE UNDER LAW. if you are not the addr'essec, ar a parsan authorized to deliver the document to the addresses, you ar
notified that any review disclosurs, dissemination, copying, or other action based on the content of this communication Is not autherized. if you have
this document in arror, plaase immediately notify us by email or telephone found above,
This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represants my best judgment af this time but does not
constitute an advisory opinion, doeas not necassarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Friday, May 30, 2014 1:16 PM

To: Mendoza, Mario

Subject: RE: K13030454 memo

Gk, but it will be about 1 hour before Fean get to it On a conferance call

Paul
Always with a handshaie,

Paul Diryden
ProMedic, ing,
24301 Woodsage Dr.
Borita Springs, FL341:

R

F- {“ 23%-zn0-Unad
£ —~drydenp@promedic.ce

Weh - www.promedic.cc
Twitter - https://twitter.com/ProMedicinc

e iy ﬂ_rmatm conizined in ns. nessdt}v—‘ may be px wleged, con
3 n is strictly prohibited. If vou have received 4
any dissemination, distribution,

Sent Frlday, May 30, 2014 1 14 PM
To: Paul Dryden
Subject: K13030454 memo

(b)(4)

Tharks and sorry about all of this back and forth,

Mario Mendoza, M.D.

Meadical Cificar

FDA/CORH/CDE/DAGRI/ANDS

10903 New Harnpshire Avenue

White Oak, Bldg 66, Room 2363

Silver Spring, MD 20993

Email: Mario.Mendeza@fda.hhs.gov

Fhane: 2404025121

THIS MESSAGE IS5 INTENDED FOR THE USE OF THE PARTY TO WHOM T 15 ADDRESSED ANE MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addrasses, or a person authorized to deliver the document to the addresses, you are heraby
notified that any review disclosurs, dissemination, copying, or othar action based on the content of this communication is not authorized, If you have received

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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this document in error, please immediately notify us by emall or telephone found above.
5 ¢ stent with 21 CFR 10.85(K} and canstitu ant informal communication that reprasants my dest judgment at this time hut does not
isary opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the

constitute an adv
view exprassed,

From: Courtney, Todd D

Sent: Friday, May 30, 2014 11:50 AM
To: Mendoza, Mario

Subject: RE: K13030454 memo

From: Mendoza, Mario

Sent: Friday, May 30, 2014 10:54 AM
To: Courtney, Todd D

Subject: K13030454 memo

tario R, Mendoza, MO, MS
Medical Officar
CORM/CDE/DAGRID/ANDS
WOES, Room 2563

Office: {240} 402-5121
Mario.Mendoza@fda.hhs.gov

From: Courtney, Todd D

Sent: Friday, May 30, 2014 10:35 AM
To: Mendoza, Mario
Subject: RE: K13030454 for i

From: Mendoza, Mario

Sent: Friday, May 30, 2014 9:52 AM
To: Courtney, Todd D
Subject: RE: K13030454 for' i

“Thaw ks,
4

pario R, Mendora, M.D., MS
Madical Officar
CDRH/CDE/DAGRI/ANDS
WIEE, Raom 2563

Office: {2401 402-5121
Mario.Mendoza@®fda.hhs.gov

From: Courtney, Todd D

Sent: Thursday, May 29, 2014 9:22 PM

To: Mendoza, Mario [rimmm s i -y
Subject: RE: K13030454] i

Thanks,

Todd

From: Mendoza, Mario

Sent: Thursday, May 29, 2014 4:14 PM
To: Courtney, Todd D
Subject: RE: K130304S4§ i

Thanks Todd,

vt

pario R, Mendora, M.D., MS
Medical Officer
CDRH/CDE/DAGRI/ANDS
WIEE, Raom 2563

Office: {240} 402-5121
Mario.Mendoza@®fda.hhs.gov

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Courtney, Todd D

Sent: Thursday, May 29, 2014 10:30 AM
To: Mendoza, Mario
Subject: RE: K130304S4§ i

Hi Mario,

Thanks,

Todd

From: Mendoza, Mario

Sent: Wednesday, May 28, 2014 2:25 PM
To: Courtney, Todd D

Subject: K13030454] i

HiTodd,

(b)(3)

Thanks for your review,
Mario

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Admimstation

Center Devices and Radiological Health
Oifice of Device Evaluation

Document Matl Center — WOGG-G60Y
13903 New Hampshire Avenue

Silver Spring, M 20993-6002

September 4, 2013

Subject: K130304 — Response o Refuse to Accept Tor LMA Adrveays for
MR Conditional use

Dear Dr. Mendoza:

This is response to the Refuse o Accept e-miat] of 94713 for K13038,

eCopy STATEMENT

In accordanecs with Section 745A00) of the FD&CU Act, we have prepared the eCopy of this submission,
11 15 an exact duplicate of the paper copy,

Per the mstroctions we are providing one {11 CD eCopy and one {1} hard copy.

We have addressed each deficiency as presented in the ~Comments” section of the Refuse To Accept
Checkhist,

Please do not hesitate 1o contact me should you have any questions o require any additional information.

Sinerely,

(b)(6)

Paul Dirvden
Regulatory consoltant for Teleflex Medical

Page 1 of 17
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

i

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Wednesday, January 29, 2014 5:20 PM
To: Mendoza, Mario

Subject: RE: K130304/S003

Dr, Mendoza

Thank you for this, I will review with Teleflex.

I take note on the extension to respond of COB 2/3.

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

ki

- + 239-236-0354
E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender."”

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]
Sent: Wednesday, January 29, 2014 5:17 PM

To: Paul Dryden

Subject: K130304/5003

Dear Mr. Dryden:
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Please let me know if you have any questions.

Sincerely,

Mario Mendoza, M.D.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Please provide your response to the above deficiencies via email to me close of business January 31, 2014.

Please let me know if you have any questions.
Sincerely,

Mario Mendoza, M.D.

Medical Officer
FDA/CDRH/ODE/DAGRID/ANDB
10903 New Hampshire Avenue
White Oak, Bldg 66, Room 2563
Silver Spring, MD 20993

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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received this document in error, please immediately notify us by email or telephone found above.
This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

May 23,2014
Re: K130304 — Response to Deficiency E-mail for LMA Airways for MR Conditional use
Dear Dr. Mendoza:

This is our response to the deficiencies raised during the interactive review of January 27th and
subsequent e-mail of February 10th, 2014 for submission K130304.

eCopy STATEMENT

In accordance with section 745(b) of the FD&C Act, we have prepared the eCopy of this submission. It
is an exact duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.
Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b)(6) |

| Paul Dryden
Regulatory consultant for Teleflex Medical

Questions? Contact FDA/CDRH/OCBBIE i;anDgr—jl-F%%'I@TUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 1

LMA Unique Size 5 Bespak Valve During and Post MRI Test

Questions? Contact FDA/CDRH/OWI:HDphg%RLIlzngWUS@fda.hhs.gov or 301-796-8118
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Meleflex™ ™

DESIGN VERIFICATION PROTOCOL
LMA Unique Size 5 Bespak Valve MRI Test
Summary Report

(b)(4)

ForUse by ARiliaies of Telsfiéx
This document contains proprietary information. |t may not be reproduced without prior written approval.
>>THE USER OF THIS DOCUMENT IS RESPONSIBLE FOR CHECKING THE CURRENT ISSUE DATE BEFORE USING THIS DOCUMENT<<
Approvals and Form History on file in Teleflex Document Control Center RTP. Form Issue Date: 14 Feb 2014

Questions? Contact FDA/CDRH/OWI:HDphg%RbllggFWUS@fda.hhs.gov or 301-796-8118
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Attachment # 5A

LMA Fastrach reusable Instructions for use with MR Unsafe

Questions? Contact FDA/CDRH/OWI:HDphg%RLIlngWUS@fda.hhs.gov or 301-796-8118



LMA

The Laryngeal Mask Company Limited

English
Instructions for Use — LMA Fastrach™, LMA

Fastrach™ Single Use, LMA Fastrach™ ETT &
LMA Fastrach™ ETT Single Use

Caution: Federal {U.S) law restricts this device to sale by or on the
order of a physician

Device Description:

LMA Fastrach™

The intubating LMA airway

The LMA Fastrach™ is designed to facilitate blind intubation without
moving the head or neck and aliowing for single handed insertion. The
LMA Fastrach™ allows continuous ventilation between intubation
attempts.

The LMA Fastrach is supplied in a sterile version for single use only as
well as in a non-sterile version which must be cleaned and sterilized
before initial use and before each subsequent use. The non-sterile
version may be used a maximum of 40 times before being discarded.
Both the single use and reusable LMA Fastrach™ are not made with
natural rubber latex.

LMA Fastrach™ ETT

The LMA 7, " Endotracheal Tube (ETT) has been developed
specifically for use with the LMA Fasirach™, It is a straight, wire-
reinforced silicone, cuffed endotracheal tube capable of being passed
entirely through the LMA ch™, The size of the pilot balloon and
placement of the inflation line facilitate passage through the LMA
Fastrach. The tip is made out of a radio opaque material so it is more
visible in x-rays.

The LMA Fastrach™ ETT is supplied in a sterile version for single use
only as well as in a non-sterile version which must be cleaned and
sterilized before initial use and before each subsequent use. The non-
sterile version may be used a maximum of 10 times before being
discarded. Both the single use and reusable LMA Fastrach™ ETT are
not made with natural rubber latex.

Intended Use:

The LMA Fastrach™ is indicated for use in achieving and maintaining
control of the airway during anticipated (1) or unanticipated (1}
difficult airways and emergency anesthetic procedures using either
spontaneous {2) or Positive Pressure Ventilation (PPV) (3). LMA
Fastrach™ is also intended for use as a rescue device in emergency
situations. {2, 1, 4, 5)

The LMA Fastrach™ ETT is indicated for tracheal intubation through the
LMA Fastrach™ or for conventional intubation of the trachea using
direct or indirect laryngoscopy (2, 6, 7).

Indications for Use:

o The LMA Fastrach™ is indicated for use as a guide for intubation of
the trachea {2, 6, 7).

e The LMA Fastrach™ is indicated for achieving and maintaining control
of the airway during routine and emergency situations, including
anticipated or unexpected difficult airways (2, 1, 4, 5).

® The LMA Fastrach™ is indicated as a method of establishing an airway
in the profoundly unconscious patient with absent glossopharyngeal
and laryngeal reflexes.

The LMA Fastrach™ ETT is indicated for tracheal intubation through the
LMA Fastrach™ or for conventional intubation of the trachea using
direct or indirect laryngoscopy (2, 6, 7).

Risk-Benefit Information

When used in the profoundly unresponsive patient in need of
resuscitation or in a difficuit airway patient on an emergency pathway
(i.e., “cannot intubate, cannot ventilate”), the risk of regurgitation and
aspiration must be weighed against the potential benefit of
establishing an airway.

Contraindications:

The use of the LMA as a substitute for an endotracheal tube is not
recommended in the foliowing elective or difficult airway patients on a
non-emergency pathway:

LMA Fastrach™ Airway

1. Non-fasted patients, including patients whose fasting cannot be
confirmed and in other situations where there may be retained gastric
contents.

2. Patients who are, more than 14 weeks pregnant, or those with any
condition associated with delayed gastric emptying, or using opiate
medication prior to fasting.

3. Patients with fixed decreased pulmonary compliance, such as
patients with pulmonary fibrosis or because the peak airway
inspiratory pressures are anticipated to exceed 20 cm H,0.

4. Adult patients who are unable to understand instructions or cannot
adequately answer questions regarding their medical history.

6. Patients in the prone position.

7. Patients who are not profoundly unconscious and who may resist
device insertion.

8. Intubation through the device is contraindicated in the presence of
oesophageal or pharyngeal pathology.

9. The reusable LMA Fastrach™ should not be used in patients eligible
for magnetic resonance imaging {MR!} investigation.

Contraindications {Continued}

1 The LMA Fastrach™ ETT should not be placed in patients eligible for
procedures which involve the use of a laser beam or electrosurgical
active electrode in the immediate area of the device.

Adverse Effects:

There are reported adverse reactions associated with the use of
laryngeal mask airways and endotracheal tubes. Standard textbooks
and published literature should be consuited for specific information.

Warnings:

1. LMA Fastrach™ and LMA Fastrach™ ETT are supplied non-sterile and
must be cleaned and sterilized before initial use and before each
subsequent use. The packaging cannot withstand the high
temperatures of autoclaving and should be discarded before
sterilization.

2. LMA Fastrach™ Single Use (LMA Fastrach™ SU) and LMA Fastrach™
ETT Single Use {LMA Fastrach™ ETT SU) are supplied sterile for single
use. Do not re-sterilise and/or reuse the LMA Fastrach™ SU and
Fastrach™ ETT SU. The device is provided sterile and should be used
straight from the package and is not designed to withstand reuse,
cleaning or exposure to disinfecting or sterilizing agents.

3. The results of certain animal experiments have shown phthalates to
be potentially toxic to reproduction. Proceeding from the present state
of scientific knowledge, risks for male premature infants cannot be
excluded in the case of long-term exposure or application. Medical
products containing phthalates should be used only temporarily with
pregnant women, nursing mothers, babies and infants.

4. The use of a standard, curved, plastic ETT in conjunction with LMA
Fastrach™ is not recommended as it may be associated with increased
likelihood of laryngeal trauma.

5. The rigid tube and handle of the LMA Fastrach™ may make it
unsuitable as the sole airway in cases where the head needs to be

turned to the side or in cases where the patient is in the prone position.

6. Do not cut the LMA Fastrach™ ETT.

7. If a malleable stylet is used in the LMA Fastrach™ ETT during
intubation, ensure that it does not protrude from the patient end or
Murphy Eye of the tube.

8. Do not overinflate the cuff of the LMA Fastrach ™ ETT as this can
result in rupture and subsequent deflation, or cuff distortion, which
may lead to airway blockage and/or patient injury.

9. Deflate LMA Fastrach™ ETT cuff prior to repositioning ETT.
Movement of the ETT with the cuff inflated couid result in patient
injury or cuff damage.

10. Never over-inflate the cuff over 60cm H,0. Excessive intra-cuff
pressure can result in malposition and pharyngo-iaryngeal morbidity,
including sore throat, dysphagia and nerve injury.

11. To avoid trauma, excessive force should not be used at any time
when using the LMA Fastrach™.

12. A water soluble lubricant, such as K-Y Jelly, should be used. Do not
use silicone-based lubricants as they degrade the LMA airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can deiay the return of the patient’s
protective reflexes expected prior to removai of the device, may
possibly provoke an allergic reactions, or may affect the surrounding
structures, including the vocal cords.

13. For reusable products, do not use germicides, disinfectants, or
chemical agents such as glutaraldehyde (e.g. Cidex), ethylene oxide,
phenol-based cleaners or iodine-containing cleaners to clean or
sterilize the LMA airway. Such substances are absorbed by the device
materials, resulting in exposure of the patient to unnecessary risk and
possible deterioration of the device. Do not use a device that has been
exposed to any of these substances.

14. Failure to properly clean, rinse and dry a device may result in
retention of potentially hazardous residues or inadequate sterilization.
15. Ensure that the patient is anesthetized, paralyzed and pre-
oxygenated. Inadequate anesthesia depth and/or muscle paralysis may
cause the glottis to close, preventing entry of the ETT into the larynx.
16. If the LMA Fastrach™ is retained in the patient after intubation, the
cuff should be deflated to 20-30 cm H,O pressure. This low pressure
stabilizes the airway in the pharynx. Avoid unnecessary movement of
the device and maintain head or neck in a neutral position.

17. Displacement of the LMA Fastrach™ ETT (esophageal intubation,
accidental extubation) may occur if the LMA Fastrach™ removal
procedure is not performed correctly. In these cases a correctly
deflated LMA Fastrach™ should be re-inserted without delay to ensure
patient oxygenation.

Precautions:

1. An unreliable or obstructed airway may result in cases where the
device has been incorrectly inserted.

2. Careful handling is essential. Avoid contact with sharp or pointed
objects at all times to prevent tearing or perforation of the device.

3. When passing a fibreoptic bronchoscope (FOB), it should not be
passed through the LMA Fastrach ™ airway aperture unless protected
by the ETT. Otherwise, the FOB tip may be damaged by contact with
the epiglottis elevating bar.

4. When selecting seal pressure for the ETT, an intracuff pressure
measuring device should be used in conjunction with the Minimai
Occluding Volume, or Minimum Leak techniques. Cuff inflation should
be monitored continuously to a “just seal” pressure. Any deviation
from the selected seal pressure should be investigated and corrected
immediately.

5. The use of aerosolized lidocane has been associated with the

Records processed ufférsFEIAFRequest 2024-6295; Released by CDRPHo I PP PAMA Fastrach™ ™ ETT SU cuffs.

6. Use only ventilators or anesthesia equipment with standard 15mm
connectors to ensure secure connection with the ETT connector.
Always ensure that the connector is securely seated in the breathing
circuit to prevent disconnection during use.

7. Three-way stopcocks, or other devices should not be left inserted in
the inflation valve for extended periods of time. The resulting stress
could crack the valve causing the cuff to deflate.

8. Diffusion of nitrous oxide, oxygen, or air may increase or decrease
cuff volume and pressure. To blunt such diffusion, it is recommended
that the cuff be inflated with the same gas mixture that contacts the
cuff’s external surface.

9. Laryngeal spasm may occur if the patient becomes too lightly
anaesthetized during surgical stimulation or if bronchial secretions
irritate the vocal cords during emergence from anesthesia. if laryngeal
spasm occurs, do not remove the LMA™ airway, but treat the cause.
10. Only remove the device when airway protective reflexes are fully
competent.

11. When using the device in special environmental conditions, such as
enriched oxygen, ensure that all necessary preparation and
precautions have been taken, especially with regard to fire hazards and
prevention.

12. Store device in a dark cool environment, avoiding direct sunlight or
extremes of temperatures.

13. Used reusable device shall be decontaminated first in accordance
with local hospital procedures for handling biohazard products and
subsequently disposed of by incineration or landfiil in accordance with
local and national regulations.

14. Do not use a device if it is damaged or the unit packaging for LMA
Fastrach™ SU and LMA Fastrach ™ ETT SU is damaged or opened.

15. The LMA airway does not always protect against regurgitation or
aspiration. its use in anaesthetized patients should be restricted to
fasting patients. A number of conditions predispose to regurgitation
under anesthesia. Do not use the device without taking appropriate
precautions to ensure the stomach is empty.

16. Gloves should be worn during preparation and insertion to
minimize contamination of the device.

17. if airway problems persist or ventilation is inadequate, the LMA
Fastrach™ should be removed and an airway established by some
other means.

18. The LMA Fastrach ™ is not indicated for use as an alternative to the
endotracheal tube (ETT}.

19. it is most important that pre-use checks are carried out on LMA
airway prior to use, in order to establish whether they are safe for use.
Failure of any one test indicates the device should not be used.

20. When applying lubricant avoid blockage of the airway aperture
with the lubricant.

21. For LMA Fastrach™ ETT, gently fit the connector into the LMA
Fastrach™ ETT prior to applying lubricant to the distal end of the tube.
Excessive amounts of lubricant may cause partial or full blockage of the
lumen and airway which may cause a risk of aspiration.

22, Ensure all removable denture work is removed before inserting the
device

23, Never use the handle of LMA Fastrach™ to lever upwards during
insertion as this will cause the mask to press into the tongue, making
insertion more difficuft

24, Use caution when using the LMA Fastrach™ during a procedure
where the patient’s head needs to be turned to the side during the
case.

Choose the correct size of LMA Fastrach ™ & LMA Fastrach ™ SU
Patient Weight/Size

Size 3: 30kg — 50kg pediatric/adult

Size 4: 50kg -~ 70kg aduit

Size 5: 70kg— 100kg adult

Compatibility of LMA Fastrach™ ETT & LMA Fastrach™
LMA Fastrach ™ ETT and LMA Fastrach ™ ETT SU are available in a
variety of sizes and can be used conventionally as an endotracheal tube.

All sizes {6, 6.5, 7, 7.5 and 8) of reusable LMA Fastrach ™ ETT are
compatible with LMA Fastrach™ and LMA Fastrach ™ SU. However,
only size 6, 6.5 and 7 of LMA Fastrach ™ ETT SU are compatible with
LMA Fastrach™ ™ and LMA Fastrach™ SU.

Caution: Clinical judgment should be used in the selection of the
appropriate device size for an individual patient.

Pre-Use Checks:
It is most important that pre-use checks are carried out on LMA
airways prior to use, in order to establish whether they are safe for use.
Warning: Failure of any one test indicates the device should not be
used.
For LMA Fastrach™:
These tests should be carried out as follows:
1. Examine the interior and exterior of the airway tube to ensure itis
free from blockage or loose particles. Examine the tube throughout its
length. Should any cuts or indentations be found, discard the device.
2. Examine the angle between the straight part of the airway tube and
the anterior plane of the inflated cuff. The angle should never exceed
90 degrees.
3. Examine the Epiglottis Elevating Bar {EEB}. Gently probe the flexible
EEB traversing the mask aperture to ensure the free end of the bar lies
in contact with the mask and is not broken or damaged. Do not use if
the EEB is not intact and positioned correctly as the epiglottis may
obstruct the airway. Do not attempt to remove or repair a
broken/damaged bar.
4, Deflate the cuff fully. Ensure that the anterior and posterior cuff
walls are tightly flattened against each other. Discard if cuff reinflates
immediately or spontaneously, even if only slightly, indicating possible
damage to device or valve.
5. Overinflate the Cuff. Reinflate the device with a volume of air 50%
greater than the maximum inflation value for each size.

Size3  30mi Pediatric/Adult

Size4  45mli Adult

Size5  60mi Adult
Keep a clearly marked syringe for inflation and deflation of the cuff.

Questions? Contact FDA/CDRH/O(i.I;B)‘_Dﬁ%&?ﬂ:g?zeTUS@fda.hhs.gov or 301-796-8118



Examine the cuff for leaks, herniations and uneven bulging. If any
indication of these, discard the device. A herfRigng Srd
obstruction during use. While the device remains 50% over-inflated,
examine the inflation pilot balloon and inflation line. The balloon shape
should be elliptical, not spherical or with any buiges.

For LMA Fastrach ™ ETT:

1. Deflate the cuff completely then fully inflate the valve and cuff to
test their integrity. Do not overinflate the cuff.

2. Visually check that the airway tube, cuff and balloon are free of
debris and leaks, and are not damaged, kinked, nor occluded. Do not
use if the device doesn’t inflate symmetrically, shows sign of
deterioration/abnormality or if there is a deficiency with the inflation
mechanism.

3. Ensure that the connector is attached into the LMA Fastrach™ ETT.

Pre-insertion Preparation:

Deflate completely: Deflate the LMA Fastrach™ by using the syringe or
LMA Cuff Deflator to create a fully deflated and smooth leading edge,
facilitating insertion and avoiding contact with the epiglottis.

Warning: For LMA Fastrach ™, fubricate only the posterior surface of
the deflated mask tip. Do not lubricate the front as this may result in
blockage of the EEB or aspiration of lubricant.

Warning: For LMA Fastrach ™ ETT, gently fit the connector into the
LMA Fastrach™ ETT prior to applying lubricant to the distal end of the
tube. Excessive amounts of {ubricant may cause partial or full blockage
of the lumen and airway which may cause a risk of aspiration.
Warning: A water-soluble lubricant, such as K-Y Jelly®, shouid be used.
Do not use silicone-based lubricants as they degrade LMA Fastrach ™ &
LMA Fastrach ™ ETT components. Lubricants containing Lidocaine are
not recommended for use with the device. Lidocaine can delay the
return of the patient’s protective reflexes expected prior to removal of
the device, may possibly provoke an allergic reaction, or may affect the
surrounding structures, including the vocal cords.

Warning: Ensure all removable denture work is removed before
inserting the device.

Insertion {for LMA Fastrach

Caution: gloves must be worn

Warning: Do not apply excessive force to the LMA Fastrach at any
time during use.

1. Anaesthesia must be deep enough or with adequate pharyngeal
topicalisation to permit insertion.

2. Position the head in a neutral position, with a pillow under the head.
Do not extend the head.

3. Hold LMA Fastrach™ by its handle, approximately paralle! to the
patient’s chest. Position the mask tip against the hard palate and slide
the tip briefly back and forth to distribute the lubricant and prevent
folding of the tip, before sliding the mask further backwards following
the curve of the rigid airway tube {Fig.1). Do not use the device handle
as a lever to force the mouth open.

4. Advance (without rotation) the curved airway tube until the straight
part of the airway tube is in contact with the chin. Rotate the mask into
place in a circular movement, ensuring pressure is maintained against
the soft palate and posterior pharynx {Fig.2}.

Warning: Never use the handle to lever upwards during insertion as
this will cause the mask to press into the tongue, making insertion
more difficult.

5. After insertion, check that the tube emerging from the mouth is
parallel to the plane of the inner surface of the upper incisors.

6. Inflate the cuff to a pressure of approximately 60 cm H,0, not
exceeding the maximum inflation volume.

Warning: Never overinflate the cuff.

Maximum inflation volumes {mi})

Size3  20mi
Size4  30ml
Size5  40mi

7. Connect to the anaesthetic system. Exercise care to prevent
dislodgement of the device.

8, Stabilize the device in neutral position (e.g. with bilateral bite blocks)
to minimize head or neck movement. Bite block should be removed
prior to intubation to allow adjustment of LMA Fastrach ™ position.
Warning: If the LMA Fastrach ™ is the sole airway, itis very important
to monitor cuff pressure and to ensure that the device is stabilized in a
neutral position to prevent unnecessary movement.

el

Figure 1 Figure 2
Intubation:
Below describes various methods of intubation using LMA Fastrach ™
ETT with and without an assisting device. It is recommended to use
LMA Fastrach™ with LMA Fastrach™ ETT for optimal intubation. LMC
will not be liable for use of an inappropriate ETT.

Caution: If LMA Fastrach ™ is used, ensure it is properly positioned
before attempting intubation.

Warning: Ensure that the patient is anaesthetized, paralyzed and pre-
oxygenated. Inadequate anaesthesia depth and/or muscle paralysis
may cause the glottis to close, preventing entry of the ETT into the
flarynx.

Tracheal intubation with the LMA Fastrach™

1. Pass the ETT into the LMA Fastrach™ airway tube and distribute the
lubricant within the shaft by moving the ETT up and down until it
travels freely through the entire airway tube.

2. Position the longitudinal line of ETT to face the LMA Fastrach™
handle. Gently insert the ETT into the device airway tube. ETT should
not pass beyond the 15 cm transverse depth marker. Ensure that the
tip of the ETT does not enter the mask aperture (Fig.3}.

3. Grip the handle firmly and lift the device using the handle to draw

optimize alignment of the trachea and ETT axes {Fig.4).

4, Slide the ETT gently into the LMA Fastrach™ another 1.5cm past the
15cm mark. If no resistance is felt, continue to advance the ETT while
holding the device steady until intubation is accomplished.

5. inflate the cuff of the ETT.

6. Confirm intubation by conventional means (e.g. end tidal CO,).

Figure 3 Figure 4

Intubation with LMA Fastrach ™ and with Fibreoptic Bronch:

{FOB) Assistance

1. Attach a self-sealing connector with a suitable side-arm through the
ETT to permit continued ventilation.

2. Select an FOB of an appropriate diameter and length to pass within
the ETT. When fully inserted, the FOB should not protrude through the
end of the assembled ETT and sealing port. it should also not pass
beyond the EEB of LMA Fastrach™ unless protected by the ETT.
Otherwise its tip may be deviated or damaged by the EEB.

3. Insert the ETT up to 15cm depth, verify with the FOB that the ETT tip
contacts the EBB of the device.

4, At 16.5cm depth, verify with the FOB that the ETT lifts the EEB
showing the glottis.

5. Advance the ETT into the trachea; avoid pushing on the EEB with the
FOB.

6. Inflate the cuff of the ETT.

Conventional tracheal intubation with LMA Fastrach™ ETT under
direct or indirect faryngoscopy

The LMA Fastrach ™ ETT is designed to be used conventionally as an
endotracheal tube.

Warning: Always use an aseptic technique.

1. Intubate using currently accepted medical techniques. A lubricated
malleable intubation stylet may need to be used due to the flexibility of
the airway tube of the ETT.

2. Inflate the cuff with the minimum amount of gas mixture to provide
an effective seal at the desired lung inflation pressure. Using minimal
Occluding Volume and Minimum Leak Techniques along with routine
monitoring of intracuff pressure may reduce the occurrence of many

adverse reactions associated with the use of cuffed endotracheal tubes.

3. Remove the luer-tip syringe from the valve.

4, Check ETT placement by confirming breathing sounds and
monitoring end-tidal CO;.

5. Connect ETT to the anaesthesia or ventilator circuit.

6. Securely anchor the ETT using a bite block to avoid unnecessary
movement or damage.

7. Monitor cuff pressure continuously.

Removal of the LMA Fastrach™ after tracheal intubation

Warning: There are reports of pharyngeal oedema and increased
mucosal pressure attributed to the rigidity of the airway tube. it is
recommended to remove LMA Fastrach™ ™ once intubation has been
accomplished. High pressures may develop against the pharyngeal wall
if the head or neck is moved from the neutral position, due to the
rigidity of the curved airway tube. The risk of maintaining in place the
LMA Fastrach™ ™ must be weighed against the potentiai risks
associated with the manoeuvre of removal of the device.

Warning: If the LMA Fastrach ™ is retained in the patient after
intubation, the cuff should be defiated to 20-30 cm H,0 pressure. This
low cuff pressure stabilizes the airway in the pharynx. Avoid
unnecessary movement of the device and maintain head or neck in a
neutral position.

Warning: Displacement of the LMA Fastrach™ ™ ETT {(oesophageal
intubation, accidental extubation) may occur if the LMA Fastrach™ ™
removal procedure is not performed correctly. in these cases a
correctly deflated LMA Fastrach™ ™ should be reinserted without delay
to ensure patient oxygenation.

1. Using the LMA™ Stabiliser Rod, measure the approximate distance
between the proximal end of the ETT and the patient’s teeth.

2. After ensuring that the patient is well oxygenated, disconnect the
circuit leaving the ETT connector attached. Fully deflate the LMA
Fastrach™ cuff, making sure the ETT cuff remains inflated.

3. Gently tap or swing the device handle caudally around the chin.
Using curvature of the airway tube, slide the device out of the pharynx
into the oral cavity, applying counter pressure to the ETT with the
finger {Fig.5}.

4. When the proximal end of the ETT is level with the proximal end of
the airway tube, remove the ETT connector and insert the stabilizer rod
to keep the ETT in place. While holding the stabilizer rod, slide out the
LMA Fastrach™ over the ETT and stabilizer rod until it is clear of the
mouth. {Fig.6}

5. Remove the stabilizer rod when the LMA Fastrach ™ cuff is clear of
the mouth while holding the ETT in place to prevent accidental
dislodgment {Fig.7}. Grasp the ETT firmly while gently unthreading the
inflation line and pilot balioon from the LMA Fastrach ™ tube {Fig.8).
Caution: Failure to remove the stabilizer rod from airway tube before
completely removing the LMA Fastrach ™ may result in the ETT being
accidentally pulled out or the pilot balioon or inflation line tubing being
damaged.

6. Using the stabilizer rod, check the position of the ETT by measuring
the distance of the proximal end from the teeth. If, during removal of
the LMA Fastrach ™, any displacement of the ETT has occurred, an
appropriate adjustment will need to be made.

7. Replace the ETT connector and ventilate the patient.

Caution: Verify correct tube placement and patient oxygenation
immediately after LMA Fastrach ™ removal, or if the patient’s position
is altered after intubation.

8. ETT should be securely anchored using a bite-block to avoid
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¢ ( ) in elective cases, after removal, LMA Fastrach ™ may be re-inserted
behind the ETT to provide an immediate airway if deep extubation is
planned or extubation is clinically determined to be hazardous.

Figure 7 Figure &

Removal of the LMA Fastrach ™ ETT

Clinical judgment should be used to determine how long LMA
Fastrach™ ETT is to remain in the patient.

1. immediately prior to extubation or repositioning of the ETT,
completely deflate the cuff using a syringe.
2. Extubate using currently accepted medical techniques.

Cleaning reusable LMA Fastrach ™ & LMA Fastrach™ ETT:

Thoroughly wash the cuff and airway tube in warm water using a dilute
(8-10% v/v) sodium bicarbonate solution until all visible foreign matter
is removed.

Mild detergents or enzymatic cleaning agents may be used in
accordance with the manufacturer’s instructions and at the proper
dilution. The detergent must not contain skin or mucous membrane
irritants. A specific cleaner found to be compatible with LMA™ airway
use is Endozime® (Ruhof, Valley Stream, NY).

Warning: Do not use germicides, disinfectants, or chemical agents such
as glutaraldehyde (e.g. Cidex®), ethylene oxide, phenol-based cleaners,
iodine-containing cleaners or quaternary ammonium compounds to
clean or sterilise LMA Fastrach ™ and LMA Fastrach ™ ETT. Such
substances are absorbed by the device materials, resulting in exposure
of the patient to unnecessary risk and possible deterioration of the
device. Do not use a device that has been exposed to any of these
substances.

Caution: Do not expose the vaive (the white plastic piece protruding
from the inflation balloon) to any cleaning solution as it may cause
premature valve failure.

If the inner vaive is exposed to a cleaning solution, rinse thoroughly
under warm flowing tap water, remove excess moisture, and allow it to
dry. If moisture is noticed in the valve, tap against a towel to remove
excess moisture.

Clean the LMA Fastrach™ using a small soft bristle brush
{approximately 17mm in diameter). Gently insert the brush through
the EEB bars into the airway tube, taking care not to damage the bars.
Ensure the whole interior of the metal tube is thoroughly cleaned.

Thoroughly rinse the device in warm flowing tap water to remove
cleaning residues. Carefully inspect the device to ensure that all visible
foreign matter has been removed.

Repeat the above as necessary.

Warning: Failure to properly clean, rinse and dry a device may result in
retention of potentially hazardous residues or inadequate sterilization.

Sterilizations of reusable LMA Fastrach ™ & LMA Fastrach ™ ETT
Immediately prior to steam autoclaving, deflate the cuff completely.
Ensure both the syringe {used to deflate the cuff) and the valve are dry.

Caution: Any air or moisture left in the cuff will expand at the high
temperatures and low pressures of the autoclave, causing irreparable
damage (herniation and/or rupture) to the cuff and/or inflation balloon.
To avoid damage to the valve, do not use excessive force when
inserting the syringe into the valve port. Remove the syringe from the
valve port after deflation.

if a deflated mask immediately and spontaneously reinflates after the
syringe has been removed, do not autoclave or re-use the mask. This
indicates the presence of a defective device. It is normal, however, for
the device to re-inflate slowly over a period of several hours as the
silicone rubber material is permeable to gas.

Steam autoclave the device following the recommendations of the
institution or the autoclave manufacturer. All steam autoclave cycles
typically used for porous items are acceptable for sterilization of the
LMA airway, provided that the maximum autoclave temperature does
not exceed 137°C or 278.6°F. One steam sterilization cycie that is
suitable for reusable device is to expose the device to steam at 134°C
with a hold time of at least 10 minutes.

Caution: The integrity of the LMA™ Fastrach airway materials may be
adversely affected by exceeding sterilization temperatures of 278.6°F
or 137°C.

Autoclaves vary in design and performance characteristics. Cycle
parameters should therefore always be verified against the autoclave
manufacturer’s written instructions for the specific autoclave and load
configuration being used.

Healthcare personnel are responsible for adhering to the appropriate
sterilization processes which have been specified. Failure to do so may
invalidate the sterilization process of the healthcare facility.

Questions? Contact FDA/CDRH/O(i.I;B)‘_Dﬁ%%?zeTUS@fda.hhs.gov or 301-796-8118



After autoclaving, allow the device to cool to room temperature before
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MRI Information

R Conditionat

The LMA Fastrach (Sinigle:Use), Fastrach ETT and Fastrach ETT SU are
MR Conditional. Non-clinical testing demonstrated that these products
are MR Conditional. A patient with this device can be scanned safely,
immediately after placement under the following conditions:

» Before the patient enters the MRI system room, the airway
must be fixed properly in place with adhesive tape, cloth tape
or other appropriate means to prevent movement or
dislodgement.

e Static magnetic field of 3-Tesla or less

e Maximum spatial gradient magnetic field of 720 gauss/cm
(7.2T/m) or less

° Maximum MR system reported, whole body averaged specific

absorption rate (SAR) of 4-W/kg (First Level Controlled
Operating Mode of operation for the MRI system) for 15 min. of
scanning {per pulse sequence).

Note: The EMA Fastrach {Reusable} is MR Unsafe.

MRi-Related Heating

Undet the scan:conditions defined ab: IFLMA devic pected
to prodiice a: maximum temperature rise of 2:3%C after 15 minutes of
cantinuols scanning:

Artifact information

The maximum artifact size as seen on a gradient echo pulse sequence
and a 3-Tesla MRI system extends approximately 90-mm relative to the
size and shape of the LMA Fastrach, ETT Size 8 and approximately 20-
mm relative to the size and shape of the LMA Supreme, Size 5 which is
representative of the LMA Fastrach SU.

Manufacturer

Authorized representative in the
European Community

Consult Instructions For Use on this
website: www.LMACO.com

Air inflation volume

&

@ Patient weight
¥

A

Read Instruction before use

Py

\»:f:;; Not made with natural rubber latex
EI Fragile, handle with care

[

ey Keep away from sunlight

'? Keep dry

This way up

Product Code

Lot Number

LY
42

CE Mark

&

Serial Number

g

i

Do not Re-use

Do not re-use more than 10 times

Do not reuse more than 40 times

Non-sterile

bl®@

n.

Contains or Presence of Phthalates:
Bis(2-ethylhexyl) phthalate (DEHP)

%

Questions? Contact FDA/CDRH/O(i.I;B)‘_Dﬁ%%?ZéTUS@fda.hhs.gov or 301-796-8118

Use By

Do not use if package is damaged
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The Laryngeal Mask Company Limited

English
Instructions for Use — LMA Classic™, LMA

Classic ExceITM, LMA Flexible™, LMA Flexible™
Single Use & LMA Unique™

Caution: Federal {U.S) law restricts this device to sale by or on the
order of a physician

Device Descriptions:

LMA Classic™

The first LMA airway

The LMA Classic™ is reusable general purpose airway for elective and
emergency procedures. LMA Classic™ consists of three main
components made primarily of medical grade rubber: an airway tube,
cuff and inflation line. The airway is a large-bore tube with a 15mm
connector on the proximal end. The distal end is fitted with an elfiptical
cuff which is inflated and deflated via a valve on the end of the
inflation line. The mask is designed to conform to the contours of the
hypoharynx with its lumen facing the laryngeal openings and covering
supraglottic structures,

The LMA Classic™ is supplied non-sterile and must be cleaned and
sterilized before initial use and each subsequent use. It may be used a
maximum of 40 times before being discarded. The LMA Classic™is not
made with natural rubber latex.

LMA Classic Excel

LMA Classic with Extended Benefits

The LMA Classic Excel is a specialized version of the LMA Classic. The
Classic Excel features a removable connector at the end of the airway
tube and an epiglottic elevating bar on the anterior surface of the mask
allow an endotracheal tube or gastric tube to be placed while the
Classic Excel remains in place.

The LMA Classic™ Excel is supplied non-sterile and must be cleaned
and sterilized before initial use and each subsequent use. it may be
used a maximum of 60 times before being discarded. The LMA
Classic™ Excel is not made with natural rubber latex.

LMA Unique™

The Single-Use LMA Classic™

LMA UniqueTM is used for the same indications as the LMA Classic™. It
is differentiated by having a PVC cuff and is supplied sterile for single-
use only. The LMA Uniquew can be used for a wide range of routine
applications ranging from general anesthesia to emergency use or as a
resuscitation device. The LMA Uni<:|uerM is not made with natural
rubber latex.

LMA Flexible™

For Head and Neck Surgery

LMA Flexible™ is differentiated from other LMA airways by having a
flexible wire-reinforced airway tube that allows it to be positioned
away from the surgical field. It may be particularly useful in procedures
where the surgeon and anesthesiologist are working in the same area,
such as procedures involving the head or neck. The flexibility of the
airway tube provides an easy connection at any angle from the mouth
and allows the tube to be repositioned from the side during the
surgical procedure without loss of seal of the cuff against the larynx.

The LMA Flexible™ is supplied in a sterile version for single-use as well
as in a non-sterile version which must be cleaned and sterilized before
initial use and each subsequent use. The non-sterile version may be
used a maximum of 40 times before being discarded. The LMA
Flexible™ is not made with natural rubber latex.

Intended Use:

LMA Classic™, Classis™ Excel, Unique™ and Flexible™ are indicated for
use in achieving and maintaining control of the airway during routine
anesthetic procedures on fasted patients (1, 2) and emergency
procedures (3} using either spontaneous or Positive Pressure
Ventilation (PPV).

Indications for Use:

» An alternative to a face mask (4}

@ An airway device in routine anesthesia procedures {2)

= Securing the immediate airway in anticipated or unexpected difficult
airway situations. {3)

» Use in elective surgical procedures where tracheal intubation is not
necessary. (5, 6, 1)

« Establishing an immediate, clear airway during cardiopulmonary
resuscitation {CPR) in the profoundly unconscious patient requiring
artificial ventilation when tracheal intubation is not possibie (7, 8, 9, 10,
11)

When used in the profouﬁdlv unresponsive e patient in need of
resuscitation or in a difficult airway patient on an emergency pathway
(i.e., “cannot intubate, cannot ventilate”}, the risk of regurgitation and
aspiration must be weighed against the potential benefit of
establishing an airway. {7)

Contraindications:

The use of the LMA as a substitute for an endotracheal tube is not
recommended in the following elective or difficult airway patients on a
non-emergency pathway:

» Non-fasted patients,

s Patients whose fasting cannot be confirmed

Questions? Contact FDA/CDRH/OCEB‘_Dlgté%FSE{g

» Any situation where there may be retained gastric contents.

® Patients more than 14 weeks pregnant

e Emergency and resuscitation situations

e Any condition associated with delayed gastric emptying

< Patients using opiate medication prior to fasting.

< Patients with fixed decreased puimonary compliance, or peak
inspiratory pressure anticipated to exceed 20 cm H;0,

@ Adult patients who are unable to understand instructions or cannot
adequately answer questions regarding their medical history.

» Patients who are not profoundly unconscious and who may resist
device insertion.

Adverse Effects

There are reported adverse reactions associated with the use of
laryngeal mask airways. Standard textbooks and published literature
should be consulted for specific information.

Warnings:

1. LMA Classic™, LMA Classic Exce! and LMA Flexible™ are supplied
non-sterile and must be cleaned and sterilized before initial use and
before each subsequent use. The packaging cannot withstand the high
temperatures of autoclaving and should be discarded before
sterilization.

2. LMA Unique™ and LMA Flexible™ Single Use (LMA Flexible™ SU} are
supplied sterile for single use only and shall be discarded after use and
must not be re-used. The use of products intended for single patient
use on more than one patient may result in degraded performance or
loss of functionality and may also result in exposure to viral, bacterial,
fungal, or prionic pathogens. Validated cleaning and sterilization
methods and instructions for reprocessing to original specifications are
not available for these products. This product is not designed to be
cleaned, disinfected or sterilized.

3. Failure to properly clean, rinse and dry a device may result in
retention of potentially hazardous residues or inadequate sterilization.
4. To avoid trauma, do not apply excessive force to the LMA Airways at
any time during use.

5. The results of certain animal experiments have shown phthalates to
be potentially toxic to reproduction. Proceeding from the present state
of scientific knowledge, risks for male premature infants cannot be
excluded in the case of long-term exposure or application. Medical
products containing phthalates should be used only temporarily
(typically less than 24 hours) with pregnant women, nursing mothers,
babies and infants.

6. Never inflate the cuff over 60cm H,0. Excessive intra-cuff pressure
can result in malposition and pharyngo-laryngeal morbidity, including
sore throat, dysphagia and nerve injury.

7. A water soluble lubricant, such as K-Y Jelly, should be used. Do not
use silicone-based lubricants as they degrade the LMA airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can delay the return of the patient’s
protective reflexes expected prior to removal of the device, may
possibly provoke an allergic reaction, or may affect the surrounding
structures, including the vocal cords.

8. For reusable products (LMA Classic™ and LMA Flexibiew), do not
use germicides, disinfectants, or chemical agents such as
glutaraidehyde {e.g. Cidex), ethylene oxide, phenol-based cleaners or
iodine-containing cleaners to clean or sterilize the LMA airway. Such
substances are absorbed by the device materials, resulting in exposure
of the patient to unnecessary risk and possible deterioration of the
device. Do not use a device that has been exposed to any of these
substances.

Precautions:

1. LMA airways do not always protect regurgitation or aspiration. its
use in anaesthetized patients should be restricted to fasting patients. A
number of conditions predispose to regurgitation under anesthesia. Do
not use the device without taking appropriate precautions to ensure
the stomach is empty.

2. Laryngeal spasm may occur if the patient becomes too lightly
anaesthetized during surgical stimulation or if bronchial secretions
irritate the vocal cords during emergence from anesthesia. if laryngeal
spasm occurs, do not remove the LMA airway, but treat the cause.

3. Only remove the device when airway protective reflexes are fully
competent.

4. Do not pull or use undue force when handling the inflation line or try
to remove the device from patient by the inflation tube as it may
detach from the cuff spigot.

5. When using the device in special environmental conditions, such as
enriched oxygen, ensure that all necessary preparation and
precautions have been taken, especially with regard to fire hazards and
prevention.

6. Use only syringe with standard luer taper tip for inflation or
deflation.

7. Do not immerse or soak single use devices (LMA Flexible™ SU & LMA
Unique™) in liquid prior to use.

8. Store device in a dark cool environment, avoiding direct sunlight or
extremes of temperatures.

9. Used reusable devices (LMA Classic™, LMA Classic Excel & LMA
Flexible™} should be decontaminated first in accordance with local
hospital procedures for handling of bio-hazard products and

subsequently disposed of by incineration or landfill in accordance with
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10. Do not use if the device is damaged or the packaging is damaged or
opened.

11. Gloves should be worn during preparation and insertion to
minimize contamination of the device.

12. if airway problems persist or ventilation is inadequate, the LMA
Airway should be removed and an airway established by some other
means.

13. When applying lubricant avoid blockage of the airway aperture
with the lubricant

14, Careful handling is essential. The LMA UniqueTM and LMA
Flexible™ SU are made of medical grade PVC which can be torn or
perforated. Avoid contact with sharp or pointed objects at all times. Do
not insert the device unless the cuff is fully deflated as described inthe
instructions for insertion.

15. Ensure all removable denture work is removed before inserting the
device.

16. It is most important that pre-use checks are carried out on LMA
airway prior to use, in order to establish whether they are safe for use.
Failure of any one test indicates the device should not be used.

17. For reusable products, do not expose the valve (the white plastic
piece protruding from the blue inflation balloon) to any cleaning
solution as it may cause premature valve failure.

18. For reusable products, immediately prior to steam autoclaving,
deflate the cuff completely. Any air or moisture left in the cuff will
expand at the high temperature and low pressure of the autoclave,
causing irreparable damage {herniation and/or rupture} to the cuff
and/or inflation balloon.

19. The integrity of the reusable LMA airway materials may be
adversely affected by exceeding sterilization temperature of 1372C or
278.69F

20. It is important that pre-use checks are carried out on LMA airways
prior to use, in order to establish whether they are safe for use. Failure
of any one test indicates the device should not be used.

Preparation for Use:

Choose the correct size of LMA™ airway
Patient Weight/Size

1: up to5kg Neonatal
1%: 5kg - 10kg Pediatric 1 50kg — 70kg Adult

2:  10kg - 20kg Pediatric 1 70kg - 100kg Adult

2Y%; : 20kg - 30kg Pediatric 6: >100kg Adult

Keep a clearly marked syringe for inflation and deflation of the cuff.
Pre-Use Checks

It is most important that pre-use checks are carried out on LMA™
airways prior to use, in order to establish whether they are safe for use.
Warning: Failure of any one test indicates the device should not be
used.

These tests should be carried out as follows:

1. Examine the interior of the airway tube to ensure it is free from
blockage or loose particles. Examine the tube throughout its length.
Should any cuts or indentations be found, discard the device.

2. Holding at each end fiex the airway tube to increase its curvature

up to but not beyond 180°. Should the tube kink during this procedure,
discard the device.

3. Deflate the cuff fully. Re-inflate the device with a volume of air 50%
greater than the maximum inflation value for each size.

1 30kg - 50kg Pediatric/Adult

usw

Size 1l 6mi Size3  30ml
Size1% 10mi Size4  45ml
Size 2 15mi Size5  60mi
Size2% 21mi Size6  75mi

Examine the cuff for leaks, herniations and uneven bulging. If there is
any indication of these, discard the device. A herniating mask may
cause obstruction during use. Then deflate the mask again. While the
device remains 50% over-inflated, examine the blue inflation pilot
balioon. The balioon shape should be eiiptical, not spherical.

4. Examine the airway connector. It should fit securely into the airway
tube and it should not be possible, using reasonable force, to remove.
Do not use excessive force or twist the connector as this may break the
seal. If the connector is loose, discard the device to avoid the risk of
accidental disconnection during use.

5. Discoloration. Discoloration affects visibility of fiuid in the airway
tube.

6. Gently pull the inflation line to ensure it is securely attached to both
the cuff and balloon.

7. Examine the aperture in mask. Gently probe the two flexible bars
traversing the mask aperture to ensure they are not broken or
otherwise damaged. If the aperture bars are not intact, the epiglottis
may obstruct the airway. Do not use if the aperture bar is damaged.

Pre-insertion Preparation:

Deflate completely using the LMA™ Cuff Deflator in order to create the
stiff thin leading edge necessary to wedge the tip behind the cricoid
cartilage. The cuff should fold back away from the aperture bars.
Lubricate the back of the cuff thoroughly just before insertion. Do not
lubricate the front as this may result in blockage of aperture bar or
aspiration of lubricant.

Warning: A water-soluble lubricant, such as K-Y Jelly®, should be used.
Do not use silicone-based lubricants as they degrade the LMA™ airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can delay the return of the patient’s
protective reflexes expected prior to removal of the device , may
possibly provoke an allergic reaction, or may affect the surrounding
structures, including the vocal cords.

Warning: Ensure all removable denture work is removed before
inserting the device.

Insertion:
Note: Gloves must be worn
Standard Insertion Method:
Anesthesia must be deep enough to permit insertion

#SI%TUS@fda.hhs.lgov or 301-796-8118



Do not try to insert immediately following barbiturate induction, unless
a relaxant drug has been given.
2. Position the head and neck as for normal tracheal intubation.

Keep the neck flexed and the head extended by pushing the head from
behind with one hand while inserting the mask into the mouth with the
other hand {Fig.1).

3. When inserting the mask, hold it like a pen with the index finger
placed anteriorly at the junction of the cuff and tube {Fig.1}. Press the
tip up against the hard palate and verify it lies flat against the palate
and that the tip is not folded over, before pushing further into the
pharynx.

4, Using the index finger, push the mask backwards still maintaining
pressure against the palate {Fig.2).

5. As the mask moves downwards, the index finger maintains pressure
backwards against the posterior pharyngeal wall to avoid collision with
the epiglottis. Insert the index finger fully into the mouth to complete
insertion {Fig.3}. Keep other fingers out of the mouth. As insertion
progresses, the flexor surface of the whole index finger shouid lie along
the tube, keeping it firmly in contact with the palate. {Fig.3).

AVOID INSERTING WITH SEVERAL MOVEMENTS OR JERKING UP AND
DOWN IN THE PHARYNX AFTER RESISTANCE IS FELT.

When resistance is felt the finger should already have been fully
inserted into the mouth. Use the other hand to hold the tube while
withdrawing the finger from the mouth {Fig 4).

6. Check that the black line on the tube faces the upper lip.

Now immediately inflate the cuff without holding the tube.

Do this BEFORE connection to the gas supply. This will permit the
device to position itself correctly. Inflate the cuff with sufficient air to
obtain a low pressure seal. During cuff inflation, do not hold the tube
as this prevents the device from settling into its correct location.
Warning: Never overinflate the cuff,

Maximum inflation volumes {ml}

Size 1 4ml Size3  20ml
Size1% 7ml Size4  30mi
Size 2 10mi Size5  40ml
Size2)s 14mli Size6  50ml

7. Connect to gas supply, holding tube, to prevent displacement.
Gently

inflate lungs to confirm correct placement. insert roll of gauze as bite-
block {ensuring adequate thickness), and tape the device into place,
ensuring that the proximal end of the airway tube is pointing caudally.
When correctly placed, the tube should be pressed back into the palate
and posterior pharyngeal wall. When using the device, it is important
to remember to insert a bite block at the end of the procedure.

Figure 2

Figure 3 Figure 4
Thumb Insertion Method:

This technique is suitable for patients in whom access to the head from
behind is difficult or impossibie and during cardiopulmonary
resuscitation. The LMA airway is held with the thumb in the position
occupied by the index finger in the standard technique {Fig.5). The tip
of the mask is pressed against the front teeth and the mask is pressed
posteriorly along the palate with the thumb. As the thumb nears the
mouth, the fingers are stretched forward over the patient’s face (Fig.6).
Advance the thumb to its fullest extent (Fig.7). The pushing action of
the thumb against the hard palate also serves to press the head into
extension. Neck flexion may be maintained with a head support.

Before removing the thumb, push the tube into its final position using
the other hand (Fig.8).

Figure 5 Figure 6

Figure 7 Figure 8

Maintaining the airway
1. Obstruction can occur if the LMA becomes dislodged, if the anatomy

regains activity or if the balance between anesthesia depth and
surgical stimulation intensity varies. Auscultation of both lungs and the
anterolateral neck aids in understanding and correcting the situation.
Various sounds (including stridor) heard during insufflation or
inspiration at the level of the anterolateral neck are an indication of
possible upper airway narrowing. Narrowing may be caused by:
inadequate anesthesia depth, abnormal position at insertion, partial
dislodgment of the mask, malposition of the head and neck or cervica

I
uestions? Contact FD.

spine mobilization. in these circumstances, anesthesia depth

Suggested techniques for reinsertion of a disiodged or incorrectly
inserted mask {potentially pushing down the epiglottis) include full
deflation of the mask, a jaw thrust or use of laryngoscopes to lift the
epiglottis anteriorly.

2. Malposition of mask tip into the glottis may mimic bronchospasm.
3. Avoid moving the device about in the pharynx when the patient is in
a light plane of anesthesia.

4. Keep the bite-block in place until the device is removed.

5. Do not deflate the cuff until airway reflexes have fully returned.

6. Air may be withdrawn from the cuff during anesthesia to maintain a
constant intra-cuff pressure (ideally about 60cm H,0).

Removal

1. The LMA airway, together with the recommended bite-biock, shouid
be left in place until the return of consciousness. Oxygen should be
administered using a “T” piece system and standard monitoring should
be in place. Before attempting to remove or deflate the device, it is
essential to leave the patient completely undisturbed until protective
reflexes have fully returned. Do not remove the device until the patient
can open the mouth on command.

2. Look for the onset of swallowing which indicates reflexes are almost
restored. It is usually unnecessary to perform suction because the
correctly used LMA airway protects the larynx from oral secretions.
Patients will swallow secretions on removal. Suction equipment should
however be available at all times.

3. Deflate the cuff completely just prior to removal, although partial
deflation can be recommended in order to assist in the removal of
secretions.

Fiber-optic Intubation {only applicable for Classic Excel
In anticipated difficuit airway situations where and LMA airway will be
used as a conduit for intubation the LMA Fastrach is recommended.

In an unanticipated difficult airway situation, intubation through the
Classic Excel should be attempted only under direct visualization with a
FOB. Refer to Table 1 for the maximum size ETT and FOB allowable for
each size airway.

Table 1: ETT and FOB Sizes
Airway Size ETT {mm]) FOB {mm)
3 7.0 5.0

4 7.0 5.0

5 7.5 5.5
intubation

1. Load the ETT onto the FOB prior to insertion

2. Orient the FOB so the tip flexes in the anteroposterior direction

3. Pass the FOB without flexing it through the airway tube of the LMA
Classic Excel

Note: The epiglottis should be observed lying against the epiglottic
elevating bar (EEB).

4. Once the vocal cords are visualized, pass the tip of the FOB into the
trachea

5. Thread the ETT downwards into the trachea over the FOB

6. Inflate the ETT cuff and ventilate to check for correct position

7. After confirmation of correct placement, fully deflate the cuff of the
LMA Classic Excel and leave in place until ETT is extubated

Extubation

1. Without holding the tube, re-inflate the cuff of the LMA Classic Excel
with an intracuff pressure no greater than 60 cm H,0.

2. Deflate the cuff of the ETT

3. While holding the Classic Excel in place, slowly remove the ETT
through the LMA Classic Excel to prevent removal or dislodgement of
the airway.

4. Remove the LMA Classic Excel airway when protective reflexes have
returned.

Gastric Drainage {only applicable for Classic Excel

Gastric tubes compatible with the Classic Excel may be used to
accomplish gastric drainage. It is recommended that the gastric tube
be passed before inserting the Classic Excel. The insertion of a gastric
tube does not guarantee that the stomach can be drained completely.

Cleaning {for LMA Classic™, LMA Classic Excel & LMA Flexible™ only):
Thoroughly wash the cuff and airway tube in warm water using a dilute
(8-10% v/v) sodium bicarbonate solution until all visible foreign matter
is removed.

Mild detergents or enzymatic cleaning agents may be used in
accordance with the manufacturer’s instructions and at the proper
dilution. The detergent must not contain skin or mucous membrane
irritants. A specific cleaner found to be compatible with LMA airway
use is Endozime® (Ruhof, Valley Stream, NY}.

Warning: Do not use germicides, disinfectants, or chemical agents such
as glutaraidehyde (e.g. Cidex®), ethylene oxide, phenol-based cleaners
or iodine-containing cleaners to clean or sterilize the LMA airway. Such
substances are absorbed by the device materials, resulting in exposure
of the patient to unnecessary risk and possible deterioration of the
device. Do not use a device that has been exposed to any of these
substances.

Caution: Do not expose the valve (the white plastic piece protruding
from the biue inflation balloon) to any cleaning solution as it may cause
premature valve failure.

If the inner valve is exposed to a cleaning solution, rinse thoroughly
under warm flowing tap water, remove excess moisture, and allow it to
dry. If moisture is noticed in the valve, tap against a towel to remove
excess moisture.

Clean the device using a small soft bristle brush {approximately 172
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aperture bars into the airway tube, taking care not to damage the bars.
Thoroughly rinse the cuff and airway tube in warm flowing tap water to
remove cleaning residues. Carefully inspect the device to ensure that
all visible foreign matter has been removed.

Repeat the above as necessary.

Warning: Failure to properly clean, rinse and dry a device may result in
retention of potentially hazardous residues or inadequate sterilization.

Ster
only):

Immediately prior to steam autoclaving, deflate the cuff completely.
Ensure that both the syringe used to deflate the cuff and the valve is
dry.

tion {for LMA Classic™, LMA Classic Excel & LMA Flexibie™

Caution: Any air or moisture left in the cuff will expand at the high
temperatures and low pressures of the autoclave, causing irreparable
damage (herniation and/or rupture} to the cuff and/or inflation balloon.
To avoid damage to the valve, do not use excessive force when
inserting the syringe into the valve port. Remove the syringe from the
valve port after deflation.

If a deflated mask immediately and spontaneously reinflates after the
syringe has been removed, do not autoclave or re-use the mask. This
indicates the presence of a defective device. It is normal, however, for
the device to re-inflate slowly over a period of several hours as the
silicone rubber material is permeable to gas.

Steam autoclave the device foilowing the recommendations of the
institution or the autoclave manufacturer. All steam autoclave cycles
typically used for porous items are acceptable for sterilization of the
LMA airway, provided the maximum autoclave temperature does not
exceed 137°C or 278.6°F. One steam sterilization cycle that is suitable
for reusable device is to expose the device to steam at 134°C with a
hold time of at least 10 minutes.

Caution: The integrity of the reusable LMA airway materials may be
adversely affected by exceeding sterilization temperatures of 278.6°F
or137°C.

Autoclaves vary in design and performance characteristics. Cycle
parameters should therefore always be verified against the autoclave
manufacturer’s written instructions for the specific autoclave and load
configuration being used.

Healthcare personnel are responsible for adhering to the appropriate
sterilization processes which have been specified. Failure to do so may
invalidate the sterilization process of the healthcare facility.

After autoclaving allow the device to cool to room temperature before
use.

MR Information

MR Conditionst

The LMA Classic, Classic Excel, Unique, Flexible and Flexible SU are MR
Conditional. Non-clinical testing demonstrated that these products are
MR Conditional. A patient with this device can be scanned safely,
immediately after placement under the following conditions:

° Before the patient enters the MRI system room, the airway
must be fixed properly in place with adhesive tape, cloth tape,
or other appropriate means to prevent movement or
dislodgement.

. Static magnetic field of 3-Tesla or less

. Maximum spatial gradient magnetic field of 720 gauss/cm
{7.2T/m} or less

. Maximum MR system reported, whole body averaged

specific absorption rate (SAR) of 4-W/kg (First Level
Controlled Operating Mode of operation for the MRI
system} for 15 min. of scanning {per pulse sequence}

MRi-Related Heating

Under the scan conditions defined above, all LMA devices are expected
to produce a maximum temperature rise of 2.3°C after 15 minutes of
continuous scanning.

Artifact information

The maximum artifact size as seen on a gradient echo pulse sequence
and a 3-Tesla MR! system extends approximately 20-mm relative to the
size and shape of the LMA Supreme, Size 5 which is also applicabie to
the LMA Classic, LMA Classic Excel and LMA Unique and approximately
50-mm relative to the size and shape of the LMA Flexible, Size 6.
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The Laryngeal Mask Comgany Limited

nstructions for Use — LMA Supreme™
Caution: Federal (US) law restricts this device to sale by or on the order
of a practitioner licensed by state law to use such device.

DEVICE DESCRIPTION
The LMA Supreme™ is a sterile, second generation, single use
supraglottic airway management device.

The LMA Supreme™ provides access to and functional separation of
the respiratory and digestive tracts. The anatomically shaped airway
tube is elliptical in cross section and ends distally at the laryngeal mask.
The inflatable cuff is designed to conform to the contours of the
hypopharynx, with the bowl and the mask facing the laryngeal opening
—the First Seai™.

The LMA Supreme™ also contains a drain tube which emerges as a
separate port proximally and continues distally along the anterior
surface of the cuff bowl, passing through the distal end of the cuff to
communicate distally with the upper oesophageal sphincter - the
Second Seal™.

The LMA Supreme™ has a new fixation system which prevents
proximal displacement. If correctly used, this will enhance the seal of
the distal end around the upper oesophageal sphincter - the Second
Seal™ thereby isolating the respiratory tract from the digestive tract,
so reducing the danger of accidental aspiration.

Figure 1: LMA Supreme™ components

LMA Supreme™ components {Figure 1):

(a) Anatomically-shaped airway tube

(b} A separate drain tube has been incorporated

(c) Inflatable cuff

(d) Cuffinflation line

(e} Pilot balloon

(f) A rigid molded proximal component which forms separate airway
and drain tube ports

(g) Fixation tab

(h) Integral bite-block

INTENDED USE

The LMA Supreme™ is indicated for use in achieving and maintaining
control of the airway during routine anesthetic procedures on fasted
patients using either spontaneous (1) or Positive Pressure Ventilation
(PPV) (2). LMA Supreme™ is also intended for use as a rescue device in
emergency situations (3).

INDICATIONS FOR USE

The LMA Supreme™ is indicated for use as:

1. An alternative to a face mask. (4, 5)

2. An airway device in routine anesthesia procedures. (6, 7, 8)

3. Arescue airway device in anticipated or unexpected difficult airway
situations. (9, 10)

4. Arescue airway device in CPR procedures. {11}

5. The LMA Supreme™ may be used to establish an immediate clear
airway during resuscitation in the profoundly unconscious patient with
absent glossopharyngeal and laryngeal reflexes who may need artificial
ventilation (12).

It may also be used to secure an immediate airway when tracheal
intubation is precluded by lack of available expertise or equipment, or
when attempts at tracheal intubation have failed. (5, 12}

Risk-Benefit Information

The benefits of establishing ventilation with the LMA Supreme™ must
be weighed against the potential risk of aspiration in some situations
including: symptomatic or untreated gastro-esophageal reflux,
pregnancy over 14 weeks {12, 13, 14}, multiple or massive injury {15),
conditions associated with delayed gastric emptying, such as the use of
opiate medication in patients with acute injury or peritoneal infectious
or inflammatory processes.

When used in the profoundly unresponsive patient in need of
resuscitation (2} or in a difficult airway patient on an emergency
pathway (i.e. “cannot intubate, cannot ventilate”) (2, 4) the LMA
Supreme™ is the preferential airway “rescue” device to ensure
oxygenation. The risk of regurgitation and aspiration is minimized as
the LMA Supreme™ offers easy access to liquid gastric contents (17).
However, the ultimate choice of the definite airway “rescue” device
remains with the airway manager.

In patients with severe oropharyngeal trauma, the device should only

CONTRAINDICATIONS
The use of the LMA as a substitute for an endotracheal tube is not

recommended in the following elective or difficult airway patients on a
non-emergency pathway:

® Patients who have not fasted

@ Patients whose fasting cannot be confirmed.

@ Patients who are grossly or morbidly obese (5, 13, 5)

e Patients known to be using opiate medication prior to fasting.

e Patients with fixed decreased puimonary compliance, or peak
inspiratory pressure anticipated to exceed 30 cm H,0 (19)

e Adult patients who are unable to understand instructions or cannot
adequately answer questions regarding their medical history

@ Patients who have had radiotherapy to the neck involving the
hypopharynx

« Patients with inadequate mouth opening to permit insertion

« Patients presenting for emergency surgery who are at risk of massive
reflux, such as acute intestinal obstruction or ileus, or patients having
been injured shortly after ingesting a substantial meal

s Patients requiring head or neck surgery where the surgeon cannot
gain adequate access due to the presence of the device

» Patients who have ingested caustic substances

s The LMA Supreme should not be used in the resuscitation or
emergency situation in patients who are not profoundly unconscious
and who may resist LMA Supreme insertion.

WARNINGS

1. The LMA Supreme™ may not always protect from aspiration even
when correctly fixed in place.

2. Do not attempt to pass a gastric tube into the stomach via the drain
tube in the presence of known or suspected esophageal pathology.

3. There is a theoretical risk of causing edema or hematoma if suction
is applied directly to the end of the drain tube.

4, Refer to Appendix for MRI information prior to using LMA
Supreme™ in MRi environment.

5. The results of certain animal experiments have shown phthalates to
be potentially toxic to reproduction. Proceeding from the present state
of scientific knowledge, risks for male premature infants cannot be
excluded in the case of long-term exposure or application. Medical
products containing phthalates shouid be used only temporarily
(typically less than 24 hours) with pregnant women, nursing mothers,
babies and infants.

6. To avoid trauma, excessive force should not be used at any time
during insertion of the LMA Supreme™ or insertion of a gastric tube
through the drain tube.

7. The LMA Supreme™ is a single use device and it shall not be reused.
The use of products intended for single patient use on more than one
patient may result in degraded performance or loss of functionality
and may also result in exposure to viral, bacterial, fungal, or prionic
pathogens. Validated cleaning and sterilization methods and
instructions for reprocessing to original specifications are not available
for these products.

8. Never over-inflate the cuff over 60cm H,0. Excessive intra-cuff
pressure can result in malposition and pharyngo-laryngeal morbidity,
including sore throat, dysphagia and nerve injury.

9. A water soluble lubricant, such as K-Y Jelly, should be used. Do not
use silicone-based lubricants as they degrade the LMA™ airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can delay the return of the patient’s
protective reflexes expected prior to removal of the device, may
possibly provoke an allergic reaction, or may affect the surrounding
structures, including the vocal cords.

10. Shouid the LMA Supreme be used in a fasted patient who is at risk
of retained gastric contents, prophylactic measures should be
employed by whenever possible,

CAUTIONS

1. Do not immerse or soak the device in liquid prior to use.

2. Only use with the recommended maneuvers described in the
instructions for use.

3. Do not use the LMA Supreme™ if the device is damaged or the unit
packaging is damaged or opened.

4. When applying lubricant avoid blockage of the airway aperture with
the lubricant.

5. If airway problems persist or ventilation is inadequate, the LMA
Supreme™ should be removed and an airway established by some
other means.

6. Careful handiing is essential. The LMA Supreme™ is made of
medical-grade PVC which can be torn or perforated. Avoid contact with
sharp or pointed objects at all times. Do not insert the device unless
the cuff is fully deflated as described in the instructions for insertion.
7. Gloves should be worn during preparation and insertion to minimize
contamination of the airway.

8. When using the device in special environmental conditions, such as
enriched oxygen, ensure that all necessary preparation and
precautions have been taken, especially with regard to fire hazards and
prevention.

9. Only use syringe with standard luer taper tip for inflation/deflation
of the cuff.

10. Store device in a dark cool environment, avoiding direct sunlight or
extremes of temperature.

11. Used device shall be decontaminated first in accordance with local

disposed of by incineration or landfill in accordance with all local and
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12. Ensure all removable denture work is removed before inserting the
device.

13. Ensure that pre-use checks are carried out on LMA™ airway prior to
use, in order to establish whether they are safe for use.

ADVERSE EFFECTS

There are reported adverse reactions associated with the use of
laryngeal mask airways. Standard textbooks should be consulted for
specific information.

SIZE SELECTION

For normal adults, use the size 4 device as a first choice. After
inserting, fixing the device in place, and then inflating to the
recommended pressure, there should be a minimum of one cm gap
between the fixation tab and the patient’s upper lip. If the tab is
pressing on the lip or very near to it, this indicates the device is too
small for the patient and the size 5 should be used instead to avoid the
risk of (a} poor seal against the esophagus and (b} possibie pressure
trauma to the lip. If the fixation tab is more than 2.5 ¢cm from the
upper lip after fixation, it may be advisable to use the size 3 device. The
decision to change to a smaller device will depend on the quality of
airway, device stability and seal pressure achieved.

Figure 3: LMA Supreme™ sizing (method 2)

The sizing method described above requires that all three adult sizes of
the LMA Supreme™ should be immediately available to hand before
inducing anesthesia.

For adult patients who are either smaller or larger than average, it is
often possible to obtain a good resuit using the size 4 device, provided
the quantity of air used to inflate the cuff is always based on achieving
60 cm H,0 intra-cuff pressure. in smaller patients this pressure is
achieved with a relatively small volume of air, while larger patients will
require larger volumes. However, when in doubt, an approximate
estimate of suitable sizing can be made by holding each device against
the side of the patient’s face in the position corresponding to that
shown in figure 3.

PRE-USE PERFORMANCE TESTS

The following inspections and tests must be conducted before use of
the device. The performance tests shouid be conducted in an area and
in a manner consistent with accepted medical practice that minimize
contamination of the LMA Supreme™ before insertion.

Warning: Do not use the device shouid it fail any one of the inspections
or tests.
* Examine the surface of the LMA Supreme™ and drain tube for
damage, including cuts, tears, scratches or kinks
* Examine the interior of the airway tube and drain tube to ensure
they are free from blockages, kinking of the drain tube within the
airway tube or loose particles. Any particles present in the tubes
should be removed. Do not use the airway if the blockage or
particle cannot be removed
» Deflate the cuff completely. Once deflated, check the cuff for
spontaneous inflation. Do not use the airway if the cuff
spontaneously inflates.

DEFLATING THE DEVICE PRIOR TO INSERTION

- After firmly connecting a syringe of at least 50mi to the inflation port,
hold the syringe and the LMA Supreme™ exactly as shown in figure 4.
Move the connected syringe away from the device until the inflation
line is slightly stretched as shown. Compress the distal end of the
device in between the index finger and thumb while withdrawing air
until a vacuum has been obtained.

- While deflating, hold the device so that the distal end is curled slightly
anteriorly as shown in Figure 4.

- Deflate the device until the tension in the syringe indicates a vacuum
has been created in the mask. Keep the syringe under tension whilst
rapidly disconnecting it from the inflation port. This will ensure the
mask remains correctly deflated, as shown in Fig 5.
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Figure 5: After achieving wedge
shaped cuff during deflation,
disconnect the syringe from the
inflation line

Figure 4: LMA Supreme™ deflation

INSERTION

- Lubricate the posterior surface of the mask and airway tube just prior
toinsertion.

- Stand behind or beside patient’s head.

-~ Place the head in the neutral or slight “sniffing” position (Sniffing =
extension of head + flexion of neck).

- Hold the device exactly as shown in figure 6.

Press the distal tip against the inner aspect of the upper teeth or

gums.

Slide inwards using a slightly diagonal approach (direct the tip away

from the mid-line).

- Continue to slide inwards rotating the hand in a circular motion so
that the device follows the curvature behind the tongue.

- Resistance should be felt when the distal end of the device meets the
upper esophageal sphincter. The device is now fully inserted.

Figure 6: Press the tip of the mask against the hard palate.

Figure 7: Maintaining pressure against the palate, continue to rotate
the mask inwards

-

Figure 8: Swing the device in a circular motion following the curvature
of the hard palate and soft palate

|

Figure 9: Continue until resistance is felt. The distal end of the mask
should now be in contact with the upper esophageal sphincter. The
device is now fully inserted.

FIXATION

Secure the LMA Supreme™ to patient’s face using adhesive tape as

follows:

- Use a piece of adhesive tape 30-40cm long, holding it horizontaily by
both ends.

- Press the adhesive tape transversely across the fixation tab,
continuing to press downwards so that the ends of the tape adhere
to each of the patient’s cheeks and the device itself is gently pressed
inwards by the tape.

- Do not rotate the tape around the proximai end of the device.

- Do not use a Guedel airway; the device has an integral bite block.

Figure 10a Figure 10b

Figure 10: Fix the device in place using adhesive tape. Stretch the
adhesive tape vertically downwards (See Figure 10a) and ensure that
the middle of the tape is pressed vertically downwards over the tab as
shown in Figure 10b.

INFLATION

Inflate the cuff with air until the intra-cuff pressure is reached. The

manometer is at handqnﬂate with just enough air to achieve a seal
sufficient to permit ventilation without leaks.

Airway Patient Max Recommended Optimum
Size Weight Size OG Maximum Intra-Cuff
Tube Inflation Pressure
Volume

1 < bkg OFr 5mi

1.5 5-10kg 6Fr 8mi

2 10-20kg 10Fr 12ml

2.5 20-30kg 10Fr 20mi 60cm H:0
3 30-50kg 14Fr 30mi

4 50-70kg 14Fr 45 mi

5 70-100kg 14Fr 45 mi

Table 1: LMA Supreme™ selection guide

CORRECT POSITION

Correct placement should produce a leak-free seal against the glottis
with the mask tip at the upper esophageal sphincter. The integral bite
block should lie between the teeth.

To facilitate diagnosis of correct mask placement, place a small bolus
(1-2ml) of suitably viscous water soluble lubricant in the proximal end
of the drain tube. In a properly placed mask, there should be a slight
up-down meniscus movement of the fubricant following the
application and release of gentle pressure in the suprasternal notch.
This indicates that the distal end of the drain tube is correctly placed so
that it seals around the upper esophageal sphincter (the ‘suprasternal
notch test’). A similar movement may also be seen when gentle
manual positive pressure is applied to the airway through the device.

GASTRIC DRAINAGE

The drain tube facilitates channeling of fluids and gases emerging from
the stomach. To facilitate gastric drainage, a gastric tube may be
passed through the drain tube into the stomach at any time during the
anesthetic procedure. Refer to Table 1 for maximum gastric tube sizes.
The gastric tube should be well lubricated and passed siowly and
carefully. Suction should not be performed until the gastric tube has
reached the stomach. Suction should not be applied directly to the end
of the drain tube, as this may cause the drain tube to collapse and
might theoretically cause injury to the upper esophageal sphincter.

ANESTHESIA MAINTENANCE

The LMA Supreme™ is well tolerated in spontaneously breathing
patients when used with volatile agents or intravenous anesthesia,
provided anesthesia is adequate to match the level of surgical stimulus
and the cuff is not over-inflated.

During PPV using the LMA Supreme™ tidal volumes should not exceed
8mi/kg and peak inspiratory pressures should be kept below the
maximum airway seal pressure.

If leaks occur during PPV, this may be due to light anesthesia causing a
degree of glottic closure, severe reduction in lung compliance related
to the procedure or patient factors or displacement or migration of the
cuff by head turning or traction in an inadequately fixed mask.

RECOVERY

Removal should always be carried out by trained personnel. If the
device is not removed in the operating room, its low invasivity makes it
a good device to maintain the airway during recovery in the Post
Anesthetic Care Unit (PACU) provided staff are appropriately trained
and equipped. Because recovery involves increase in pharyngeal tone,
it makes sense to reduce the volume of air in the cuff before sending
the patient to the PACU; however, the cuff must never be fully deflated
atthis point.

Fully deflate the cuff and simultaneously remove the device ONLY
when the patient can open the mouth on command. If the cuff is FULLY
deflated before the return of effective swallowing and cough reflexes,
secretions in the upper pharynx may enter the larynx, provoking
coughing or laryngeal spasm.

Patient monitoring should continue throughout the recovery stage.
Where appropriate, oxygen may be continuously administered through
the anesthetic circuit or via a T-piece attached to the proximal end of
the airway device.

MRI information

MR
HR Londitionss

The LMA Supreme is MR Conditional. Non-clinical testing

demonstrated that the LMA Supreme is MR Conditional. A patient with

this device can be scanned safely, immediately after placement under
the following conditions:

0 Before the patient enters the MRI system room, the airway
must be fixed properly in place with adhesive tape, cloth tape
or other appropriate means to prevent movement or
dislodgement.

» Static magnetic field of 3-Tesla or less

. Maximum spatial gradient magnetic field of 720 gauss/cm
(7.2T/m) or less

» Maximum MR system reported, whole body averaged specific

absorption rate (SAR) of 4-W/kg (First Level Controlled
Operating Mode of operation for the MRI system) for 15 min. of
scanning (per pulse sequence}

MRi-Related Heating

mt%@m%exRﬁé‘é@é*defy‘CDR‘H‘jﬂﬁhﬁ star proig Py defined above, the LMA Supreme is

expectedto produce a maximum temperature rise'of 2.3°C after 15
minutesof continuous scanning.

Artifact Information

The maximum artifact size as seen on a gradient echo pulse sequence
and a 3-Tesla MRi system extends approximately 20-mm relative to the
size and shape of the LMA Supreme, Size 5.

18. SYMBOLS DEFINITION

Manufacturer

Authorized representative in the
European Community

Consutt Instructions For Use on this
website: www.LMACO.com

Air inflation volume

Patient weight

Read Instruction before use

Not made with natural rubber latex

Fragile, handle with care

i Keep away from sunlight

Keep dry
T This way up
;HEF Product Code
Lot Number
. CE Mark
A
) Do not Re-
(& o not Re-use
‘\i’i’/; Contains or Presence of Phthalates:
P Bis{2-ethylhexyl) phthalate (DEHP)

Sterilized by Ethylene Oxide

Use By

o
@;} Do not use if package is damaged
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The Laryngeal Mask Comgany Limited

nstructions for Use — LMA ProSeai™
Caution: Federal (US) law restricts this device to sale by or on the order
of a practitioner licensed by state law to use such device.

WARNING: LMA ProSeal™ is supplied non-sterile and must be cleaned
and sterilized before initial use and before each subsequent use. The
packaging cannot withstand the high temperatures of autoclaving
and should be discarded before sterilization.

Device Description:
The LMA ProSeal™ is a second generation, reusabie supraglottic airway

management device.

The LMA ProSeal™ provides access to and functional separation of the
respiratory and digestive tracts. The anatomically shaped airway tube
is elliptical in cross section and ends distally at the laryngeal mask. The
inflatable cuff is designed to conform to the contours of the
hypopharynx, with the bowl and the mask facing the laryngeal opening
—the First Seal™

The LMA ProSeal™ also contains a drain tube which emerges as a
separate port proximally and continues distally along the anterior
surface of the cuff bowl, passing through the distal end of the cuff to
communicate distally with the upper oesophageal sphincter —the
Second Seal™

Intended Use:
The LMA ProSeal™ is intended for use in achieving and maintaining

control of the airway during routine anesthetic procedures on fasted
patients using either spontaneous (1) or Positive Pressure Ventilation
(PPV} (2). LMA ProSeal™ is also intended for use as a rescue device in

emergency situations {3).

Indication for Use:

The LMA ProSeal™ is indicated for use as:

1. An alternative to a face mask. {4, 5)

2. An airway device in routine anesthesia procedures. {6, 7, 8)

3. Arescue airway device in anticipated or unexpected difficult airway
situations. (9, 10)

4. Arescue airway device in CPR procedures. (11)

The LMA ProSeal™ may be used to establish an immediate clear airway
during resuscitation in the profoundly unconscious patient with absent
glossopharyngeal and laryngeal reflexes who may need artificial
ventilation. (12)

Risk-Benefit information:

The benefits of establishing ventilation with the LMA ProSeal™ must be
weighed against the potential risk of aspiration in some situations
including: symptomatic or untreated gastro-esophageal reflux,
pregnancy over 14 weeks (5, 9, 13}, multiple or massive injury {14),
conditions associated with delayed gastric emptying, such as the use of
opiate medication in patients with acute injury or peritoneal infectious
or inflammatory processes.

Contraindications:
The use of the LMA as a substitute for an endotracheal tube is not

recommended in the following elective or difficult airway patients on a
non-emergency pathway:

e Patients who have not fasted

e Patients whose fasting cannot be confirmed

@ Patients who are grossly or morbidly obese

@ Patients more than 14 weeks pregnant (2)

@ Resuscitation or emergency situation in patients who are not
profoundly unconscious and who may resist device insertion

e Patients with any condition associated with delayed gastric emptying
(15)

 Patients known to be using opiate medication prior to fasting

e Patients with fixed decreased pulmonary compliance, or peak
inspiratory pressure anticipated to exceed 30 cm H,0

e Adult patients who are unable to understand instructions or cannot
adequately answer questions regarding their medical history

# Patients who have had radiotherapy to the neck involving the
hypopharynx

# Patients with inadequate mouth opening to permit insertion
 Patients presenting for emergency surgery who are at risk of massive
reflux, such as acute intestinal obstruction or ileus, or patients having
been injured shortly after ingesting a substantial meal

® Patients requiring head or neck surgery where the surgeon cannot
gain adequate access due to the presence of the device

@ Patients who have ingested caustic substances

Warnings:

1. Do not attempt to pass a gastric tube into the stomach via the drain
tube in the presence of known or suspected esophageal pathology.

2. There is a theoretical risk of causing edema or hematoma if suction
is applied directly to the end of the drain tube.

3. Refer to Page 2 for information prior to using LMA ProSeal™ in MRI
environment.

4. The results of certain animal experiments have shown phthalates to
be potentially toxic to reproduction. Proceeding from the present state
of scientific knowledge, risks for male premature infants cannot be
excluded in the case of long-term exposure or application. Medical
products containing phthalates should be used only temporarily with
pregnant women, nursing mothers, babies and infants.

5. To avoid trauma, excessive force should not be used at any time

through the drain tube.

6. Never over-inflate the cuff over 60cm H,0. Excessive intra-cuff
pressure can result in malposition and pharyngo-laryngeal morbidity,
including sore throat, dysphagia and nerve injury.

7. A water soluble lubricant, such as K-Y Jelly, should be used. Do not
use silicone-based lubricants as they degrade the LMA™ airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can delay the return of the patient’s
protective reflexes expected prior to removal of the device, may
possibly provoke an allergic reaction, or may affect the surrounding
structures, including the vocal cords.

Precautions:

1. Do not immerse or soak the device in liquid prior to use.

2. Only use with the recommended maneuvers described in the
instructions for use.

3. Do not use the LMA ProSeal™ if the device is damaged or the unit
packaging is damaged or opened.

4. When applying lubricant avoid blockage of the airway aperture with
the lubricant.

5. If airway problems persist or ventilation is inadequate, the LMA
ProSeal™ should be removed and an airway established by some other
means.

6. Careful handiing is essential. Avoid contact with sharp or pointed
objects at all times. Do not insert the device unless the cuff is fuily
deflated as described in the instructions for insertion.

7. Gloves should be worn during preparation and insertion to minimize
contamination of the airway.

8. Laryngeal spasm may occur if the patient becomes too lightly
anaesthetized during surgical stimulation or if bronchial secretions
irritate the vocal cords during emergence from anesthesia. if laryngeal
spasm occurs, do not remove the LMA™ airway, but treat the cause.
Only remove the device when airway protective refiexes are fully
competent.

3. When using the device in special environmental conditions, such as
enriched oxygen, ensure that all necessary preparation and
precautions have been taken, especially with regard to fire hazards and
prevention.

10. Only use syringe with standard luer taper tip for inflation/deflation
of the cuff.

11. Store device in a dark cool environment, avoiding direct sunlight or
extremes of temperature.

12. Ensure all removable denture work is removed before inserting the
device.

13. Itis important that pre-use checks are carried out on LMA™ airway
prior to use, in order to establish whether they are safe for use. Failure
of any one test indicates the device should not be used.

Adverse Effects

There are reported adverse reactions associated with the use of
laryngeal mask airways. Standard textbooks should be consuited for
specific information.

Preparation for Use:

Choose the correct size of LMA ProSeal™
Patient Weight/Size

1: upto5kg neonatal
1%: 5kg - 10kg Pediatric
2 10kg - 20kg Pediatric
2% : 20kg - 30kg Pediatric

3: 30kg - 50kg Pediatric/Adult
4: 50kg — 70kg Adult
5: 70kg - 100kg Adult

Caution: Clinical judgment should be used in the selection of the
appropriate device size for an individual patient.

Pre-Use Checks

It is most important that pre-use checks are carried out on LMA
ProSeal™ prior to use, in order to establish whether they are safe for
use.

Warning: Failure of any one test indicates the device should not be
used.

These tests should be carried out as follows:

1. Examine interior of the airway tube, mask bow! and drain tube to

ensure they are free from blockage, loose particies, damage, cuts, tears

or scratches,

2. Examine the airway connector. It should fit securely into the airway
tube and it should not be possible using reasonable force, to remove.
Do not use excessive force or twist the connector as this may break the
seal, if the connector is loose, discard the device to avoid the risk of
accidental disconnection during use.

3. Examine rear cuff for wrinkies or folds suggesting herniation.

4. Deflate the cuff fully. Reinflate the device with a volume of air 50%
greater than the maximum inflation value for each size.

Size 1 6ml Size3  30ml
Size1% 10ml Size4  45ml
Size 2 15mi Size5  60mi

Size2% 21mi
Examine the cuff for leaks, non-symmetry, herniations and uneven
bulging. A herniating mask may cause obstruction during use. While
the device remains 50% over-inflated, examine the inflation pilot
balloon and interior of the drain tube. The balloon shape should be
elliptical, not spherical. The drain tube should not be collapsed or
perforated.
Warning: Use of an LMA ProSeal™ with a collapsed or occluded drain
tube may prevent venting of the stomach or insertion of a gastric tube
and may permit inflation of the stomach and possible regurgitation.
Use of a perforated or torn drain tube may prevent the device from
being inflated or allow for escape of anesthetic gases.
5. Discoloration. Discoloration affects visibility of fiuid in the airway
tube.

Pre-insertion Preparation:
Prior to deflating LMA ProSeal™ and during clinical use, ensure the red
plug is closed.

Records processed ulidgiFEOAREGHASZFAI4LEZTR Rewedsetby CDRMeR qmeitehzgegmanually or using the LMA™ Cuff Deflator or

LMA ProSea!™ Cuff Deflator in order to create the stiff thin leading
edge necessary to wedge the tip behind the cricoid cartilage. Ensure
back of mask is straight without any curvature of the distal end; distal
end should be maximally flattened. Lubricate the back of the cuff
thoroughly just before insertion. Do not lubricate the front as this may
result in aspiration of lubricant.

Warning: A water-soluble lubricant, such as K-Y Jelly®, should be used.
Do not use silicone-based lubricants as they degrade the LMA™ airway
components. Lubricants containing Lidocaine are not recommended
for use with the device. Lidocaine can delay the return of the patient’s
protective reflexes expected prior to removal of the device , may
possibly provoke an allergic reaction, or may affect the surrounding
structures, including the vocal cords.

Warning: Ensure all removable denture work is removed before
inserting the device.

Insertion:

Note: gloves must be worn

Index Finger Insertion Technique:

1. Anesthesia must be deep enough to permit insertion.

Do not try to insert immediately following barbiturate induction, unless
a relaxant drug has been given.

2. Position the head and neck as for normal tracheal intubation.

Keep the neck flexed and the head extended by pushing the head from
behind with one hand while inserting the mask into the mouth with the
other hand.

3. When inserting the mask, hold it like a pen with the index finger
pushed into the introducer strap {Fig. 1). Press the tip of the cuff
upwards against the hard palate and verify it lies flat against the paiate
and that the tip is not folded over, before pushing further into the
pharynx {Fig. 2).

4, Slide the mask inward, extending the index finger still maintaining
pressure against the hard palate.

5. Press the finger towards the other hand which exerts counter
pressure {Fig. 3).

6. Advance the device into the hypopharynx by fully extending the
index finger and flexing the wrist until a definite resistance is felt {Fig.
4).

7. Gently press the outer end of the airway tube while removing the
index finger {Fig 5). After insertion, the tubes should emerge from the
mouth directed caudally.

8. Without holding to the tubes, inflate the cuff with just enough air to
achieve an intracuff pressure of 60cm H,0.

Do this BEFORE connection to the gas supply. This will permit the
device to position itself correctly. During cuff inflation, do not hold the
tube as this prevents the device from settling into its correct location.
Warning: NEVER OVERINFLATE THE CUFF.

Figure 1

. Figure2

Figure 4

Figure 3

Figure 5

Figure 8

Figure 7

Maximum inflation volumes {mi}
Size 1l 4ml Size3  20ml
Size1% 7ml Sized  30ml
Size 2 10mi Size5  40mi

Size2% 14ml
Keep a clearly marked syringe for inflation and deflation of the cuff.

9, Connect to gas supply, holding tube, to prevent displacement.
Gently inflate lungs to confirm correct placement.

10. All sizes of LMA ProSeal™ have a built-in bite-block except size 1.
Tape the device in place and fix it with the outer end extending over
the chin in the mid-line. Ensure the tip of the mask is pressed securely
against the upper esophageal sphincter. For size 1, take extra care
during fixation of the airway to ensure the cuff does not rotate and
become dispiaced.

Thumb Insertion Technigue:
This technique is suitable for patients in whom access to the head from
behind is difficult or impossible and during cardiopulmonary

Questions? Contact FDA/CDRH/OCEB‘_Dlgté%%Fggd:g?I%TUS@fda.hhs.gov or 301-796-8118



resuscitation. The device is held with the thumb inserted into the strap.
The tip of the mask is pressed against the pal%ﬁiaﬂzjés
nears the mouth, the fingers are stretched forward over the patient’s
face {Fig.7}. Advance the thumb to its fullest extent {Fig.8). The
pushing action of the thumb against the hard palate also serves to
press the head into extension. Neck flexion may be maintained with a
head support. Before removing the thumb, push the tube into its final
position using the other hand {Fig.9).

LMA ProSeal™ Introducer Insertion Technigu
This technique is recommended for LMA ProSeal™ size 1to 2%.

1. Place tip of the introducer into the strap at the rear of the LMA
ProSeal™ cuff {Fig.10). Fold the tubes around the convex surface of the
blade and fit the proximal end of the airway tube into the matching
slot in the introducer {Fig.11).

2. Press the tip of the cuff upward against the hard palate and flatten
the cuff against it {Fig.12).

3. With the bowi of the mask facing the tongue, slide the cuff inward
against the hard palate. Ensure the tip of the cuff is not folded {Fig.13).
4, Keeping the introducer blade close to the chin, rotate the device
inward in one smooth circular movement {Fig.14)}.

5. During insertion, follow the curve of the rigid insertion device. The
jaw should not be held widely open during this movement as this may
allow the tongue and epiglottis to drop downward, blocking passage of
the mask. Do not use the handie as a lever to force the mouth open.

6. Advance into the hypopharynx until a definite resistance is felt {Fig.
15).

7. Before removing the introducer, the non-dominant hand is brought
from behind the patient’s head to stabiiize the airway tube, preventing
LMA ProSeal™ from being pulled out of place {Fig. 16).

Caution: The introducer should be removed prior to inflation and
fixation of the LMA ProSeal™.

Figu ré 10

Figu re12

Figure 14

Figure 16

Warning, Do not attempt to pass a gastric tube through the LMA
ProSeal™ drain tube if there is gas leaking through the drain tube or in
the presence of known or suspected esophageal pathology or damage.

If it is clinically indicated to pass a gastric tube into the stomach,
suction shouid not be performed until the gastric tube has reached the
stomach.

Warning: Suction should not be applied directly to the end of drain
tube, as this may cause the drain tube to collapse and cause possible
injury to the upper esophageal sphincter

The primary function of the drain tube is to provide a separate conduit
from and to the alimentary tract. It may direct gases or liquids from the
patient and may also serve as a guide for blind insertion of an oro-
gastric tube at any time during the anesthetic.

The oro-gastric tube shouid be well-lubricated and passed slowly and
carefully. Ensure the tube is at or above room temperature. Do not use
oro-gastric tubes which have been stiffened by refrigeration.

Upon insertion, some resistance may be detected as the tip of the
catheter is pressed gently against the upper sphincter. Do not use
excessive force. If a tube of appropriate size fails to pass, the mask may
be kinked or malpositioned. In these cases, the mask should be
removed and reinserted. Clinical judgment should be used in deciding
when the oro-gastric tube should be removed.

Removal

1. LMA ProSeal™ should be left in place until the return of
consciousness. Oxygen should be administered using a “T” piece
system and standard monitoring should be in place. Before attempting
to remove or deflate the device, it is essential to leave the patient
completely undisturbed until protective reflexes have fully returned.
Do not remove the device until the patient can open the mouth on
command.

tedsed URGETIFOIA

2. Look for the onset of swallowing which indicates reflexes are aimost

correctly used LMA™ airway protects the larynx from oral secretions.
Patients will swallow secretions on removal. Suction equipment
should however be available at all times.

3. Deflate the cuff completely just prior to removal, although partial
deflation can be recommended in order to assist in the removal of
secretions.

Cleaning:

Note: The LMA™ airway accessories {i.e. LMA ProSeal™ Introducer and
LMA ProSeal™ Cuff Deflator) should be cleaned and sterilized in the
same manner as LMA ProSeal™.

Thoroughly wash the cuff and airway tube in warm water using a dilute
(8-10% v/v) sodium bicarbonate solution until all visible foreign matter
is removed.

Mild detergents or enzymatic cieaning agents may be used in
accordance with the manufacturer’s instructions and at the proper
dilution. The detergent must not contain skin or mucous membrane
irritants. A specific cleaner found to be compatible with LMA™ airway
use is Endozime® (Ruhof, Valley Stream, NY}.

Warning: Do not use germicides, disinfectants, or chemical agents such
as glutaraldehyde (e.g. Cidex®), ethylene oxide, phenoi-based cleaners
or iodine-containing cleaners to clean or sterilize the LMA ProSeal™.
Such substances are absorbed by the device materials, resulting in
exposure of the patient to unnecessary risk and possible deterioration
of the device. Do not use a device that has been exposed to any of
these substances.

Caution: Do not expose the valve (the white plastic piece protruding
from the blue inflation bailoon) to any cleaning solution as it may cause
premature valve failure.

Caution: Close the LMA ProSeal™ red plug during cleaning to prevent
exposure of the valve to any cleaning solution.

If moisture is noticed in the red plug, open the plug and tap against a
towel to remove excess moisture.

When cleaning the LMA ProSeal™, ensure the areas behind the LMA
ProSeal™ Introducer strap and under the internal drain tube are clean.
Clean the tubes using a small soft bristle brush (approximately 174 inch
or 6mm in diameter for adult size device). Gently insert the brush
through the proximal (outer) end of the drain tube, taking care not to
damage the drain tube.

Thoroughly rinse the cuff, airway tube and drain tube in warm flowing
tap water to remove cleaning residues. Carefully inspect the device to
ensure that all visible foreign matter has been removed.

Repeat the above as necessary.

Warning: Failure to properly clean, rinse and dry a device may result in
retention of potentially hazardous residues or inadequate sterilization.

Sterilization:

For LMA ProSeal™ without red plug

Immediately prior to steam autoclaving, deflate the cuff completely.
Ensure that both the syringe used to deflate the cuff and the valve is
dry.

Caution: Any air or moisture left in the cuff will expand at the high
temperatures and low pressures of the autociave, causing irreparable

damage (herniation and/or rupture) to the cuff and/or inflation balioon.

To avoid damage to the valve, do not use excessive force when
inserting the syringe into the valve port. Remove the syringe from the
valve port after deflation.

if a deflated mask immediately and spontaneously reinflates after the
syringe has been removed, do not autoclave or re-use the mask. This
indicates the presence of a defective device. it is normal, however, for
the device to re-inflate slowly over a period of several hours as the
silicone rubber material is permeable to gas.

Steam autoclave the device following the recommendations of the
institution or the autoclave manufacturer. All steam autociave cycles
typically used for porous items are acceptable for sterilization of the
LMA ProSeal™, provided the maximum autoclave temperature does
not exceed 137°C or 278.6°F. One steam sterilization cycle that is
suitable for reusable device is to expose the device to steam at 134°C
with a hold time of at least 10 minutes.

Caution: The integrity of the reusable LMA™ airway materials may be
adversely affected by exceeding sterilization temperatures of 137°C or
278.6°F.

Autoclaves vary in design and performance characteristics. Cycle
parameters should therefore always be verified against the autoclave
manufacturer’s written instructions for the specific autoclave and load
configuration being used.

Healthcare personnel are responsible for adhering to the appropriate
sterilization processes which have been specified. Failure to do so may
invalidate the sterilization process of the healthcare facility.

After autoclaving allow the device to cool to room temperature before
use.

For LMA ProSeal™ with red plug

It is not necessary to deflate the cuff prior to steam autoclaving. It is
therefore normal for LMA ProSeal™ to be inflated upon removal from
autoclave, provide the manual vent is in the open position.

Caution: Ensure LMA ProSeal™ manual vent is open during sterilization
to prevent herniation of the cuff.

MRI Information
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MR Conditionat

Non-clinical testing demonstrated that the LMA ProSeal is MR
Conditional. A patient with this device can be safely scanned in an MRI
system meeting the following conditions:

® Before the patient enters the MRI system room, the airway
must be fixed properly in place with adhesive tape, cloth tape
or other appropriate means to prevent movement or
disiodgement.

o Static magnetic field of 3-Tesla or less

o Maximum spatial gradient magnetic field of 720 gauss/cm
(7.2T/m) or less

o Maximum MR system reported, whole body averaged specific

absorption rate (SAR) of 4-W/kg (First Level Controlied
Operating Mode of operation for the MRI system) for 15 min. of
scanning {per pulse sequence)

MRi-Related Heating
Underthe scan conditions defined above; the LMA ProSeal is expected
topr i temperat fi §.395 ¢ £

continuous scanning:

Artifact information

The maximum artifact size as seen on a gradient echo pulse sequence
and a 3-Tesla MRI system extends approximately 50-mm relative to the
size and shape of the LMA ProSeal 5.

Questions? Contact FDA/CDRH/OCEB‘_Dlgté%%ﬂgé;rg?I%TUS@fda.hhs.gov or 301-796-8118
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Read Instruction before use

Not made with natural rubber latex

Fragile, handle with care

Keep away from sunlight

Keep dry
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Do not reuse more than 40 times
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Y Non-sterile

Do not use if package is damaged
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Classic™, Classic™ Excel, Unigue™ and Flexible™

Indications for Use (Describe)

LMA Classic™, Classic™ Excel, Unique™ and Flexible™ are indicated for use in achieving and maintaining control of the airway
during routine anesthetic procedures on fasted patients and emergency procedures using either spontancous or Positive Pressure
Ventilation (PPV).

= An alternative to a face mask.

« An atrway device in routine ancsthesia procedures.

« Securing the immediate airway in anticipated or unexpected difficult airway situations.

= Use m elective surgical procedures where tracheal intubation is not necessary.

« Establishing an immediate, clear airway during cardiopulmonary resuscitation (CPR) in the profoundly uncenscious patient requiring
artificial ventilation when tracheal intubation is not possible.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁf@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Fastrach™

Indications for Use (Describe)

The LMA Fastrach™ is indicated for use in achieving and maintaiming control of the airway during anticipated or unanticipated
difficult airways and emergency anesthetic procedures using either spontancous or Positive Pressure Ventilation (PPV). LMA
Fastrach™ is also intended for use as a rescue device in emergency situations.

The LMA Fastrach™ ETT is indicated for tracheal intubation through the LMA Fastrach™ oy for conventional intubation of the
trachea using direct or indirect laryngoscopy.

» The LMA Fastrach™ is indicated for use as a guide for intubation of the trachea.

* The LMA Fastrach™ is indicated for achieving and mamtaining control of the anway during routine and emergency situations,
mcluding anticipated or vnexpected difficult airways.

» The LMA Fastrach™ is indicated as a method of establishing an airway in the profoundly unconscious patient with absent
glossopharyngeal and laryngeal reflexes.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OW][g@ﬁWGUS@fda.hhs.gov or 301-796-8118  PsCPudlishing Services (301) 4436740 EF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Fastrach™ ETT

Indications for Use (Describe)
The LMA Fastrach™ ETT 1s indicated for tracheal intubation through the LMA Fastrach™ or for conventional intubation of the

trachea using direct or indirect laryngoscopy.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁf@?WUS@fda.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Supreme

Indications for Use (Describe)

The LMA Supreme™ is indicated for use in achieving and maintaining control of the airway during routine anesthetic procedures on
fasted patients using either spontancous or Positive Pressure Ventilation (PPV). LMA Supreme™ is also intended for use as a rescue
device m emergency situations.

= An alternative to a face mask.

« An airway device in routine ancsthesia procedures.

« A rescue airway device in anticipated or unexpected difficult airway situations.

= A rescue airway device in CPR procedures.

* The LMA Supreme™ may be used to cstablish an immediate clear atrway during resuscitation in the prefoundly uncenscious patient
with absent glossopharyngeal and laryngeal reflexes who may need artificial ventifation.

= [t may also be used to secure an immediate anway when tracheal intubation is precluded by lack of available expertise or equipment,
or when attempts at tracheal intubation have failed.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁg@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF



RECUNUS Proctessed urnuceh TUTA'TReQUesl ZUZ54-02390, Reteased Oy CURTYOIT TT=T94=2UZ%

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA ProSeal

Indications for Use (Describe)

The LMA ProSeal™ is indicated for use in achieving and maintaining control of the airway during routine anesthetic procedures on
fasted patients using either spontancous or Positive Pressure Ventilation (PPV). LMA ProSecal™ is also intended for use as a rescue
device m emergency situations.

» The LMA ProSeal™ is indicated for use as:

« An alternative to a face mask.

« An airway device in routine anesthesia procedures.

» A rescue airway device in anticipated or unexpected difficult airway situations.

« A rescue airway device in CPR procedures.

¢ The LMA ProScal™ may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient
with absent glossopharyngeal and laryngeal reflexes who may need artificial ventilation.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWE‘@@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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Premarket Notification 510(k) LMA MR Conditional

Section 19 — Electromagnetic Compatibility and Electrical Safety,
Environmental and Mechanical Testing

19 Electromagnetic Compatibility and Electrical Safetv, Page
Environmental and Mechanical Testing

19.1 Electromagnetic Compatibility and Electrical Safety

i

19.2 Environmental and Mechanical Testing

[

Page 19.1
Questions? Contact FDA/CDRHPBFOmARGIPRHAHTT263S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 19 — Electromagnetic Compatibility and Electrical Safety,

Environmental and Mechanical Testing

19.1 Electromagnetic Compatibility and Electrical Safety

The LMA™ airway devices are not electrically operated and therefore EMC and
Electrical safety testing is not applicable.

19.2 Environmental and Mechanical Testing

There have been no changes in the components, materials, manufacturing or sterilization
method, thus there is no need to redo environmental or mechanical testing on the finished
device or its components.

Page 19.2
Questions? Contact FDA/CDRHBBFOIMARGIERHBPOSFT2E3S@fda.hhs.gov or 301-796-8118
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I understand thank you.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Friday, May 30, 2014 1:16 PM

To: Mendoza, Mario

Subject: RE: K13030434 memo

Ok, but it will be about 1 hour before I can get to it. On a conference call

(b)(4)

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

M - i

5]

- + 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

Twitter - https://twitter.com/ProMedicInc

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1if the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender.”

!

rom: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]

b

Sent: Friday, May 30, 2014 1:14 PM
To: Paul Dryden

Subject: KL13030454 memo

(b)(4)

Thanks and sorry about all of this back and forth,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Courtney, Todd D

Sent: Friday, May 30, 2014 11:50 AM

To: Mendoza, Mario

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Subject: RE: K1303C4S4 memo

From: Mendoza, Mario
Sent: Friday, May 30, 2014 10:54 AM
To: Courtney, Todd D

Subject: K13030454 memo

(b)(3)

Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDE

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

From: Courtney, Todd D
Sent: Friday, May 30, 2014 10:35 AM

To: Mendoza, Mario

Subject: RE: K130304s4

See comment in memo.

7

From: Mendoza, Mario
Sent: Friday, May 30, 2014 9:52 AM

To: Courtney, Todd D

Subject: RE: K13030454 |

Thanks,

M

Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

F

From: Courtney, Todd D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sent: Thursday, May 29, 2014 9:22 PM

To: Mendoza, Mario

Subject: RE: K13030454 |

Thanks,

Todd

From: Mendoza, Mario
Sent: Thursday, May 29, 2014 4:14 PM

To: Courtney, Todd D

Subject: RE: K130304s4 |

Thanks Todd,

(b)(3)

M

Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

From: Courtney, Todd D
Sent: Thursday, May 29, 2014 10:30 AM

To: Mendoza, Mario

Subject: RE: K13030454

Hi Mario,

(b)(3)

Thanks,

Todd

From: Mendoza, Mario
Sent: Wednesday, May 28, 2014 2:29 PM

To: Courtney, Todd D

Subject: K13030454 !

Hi Todd,
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5)

Thanks for your review,

Mario

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R, Mendoza, M.D,, MS
wMedical Officer
CDRH/ODE/DAGRID/ANDE
WOSE, Room 2563

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Wednesday, January 29, 2014 5:20 PM

To: Mendoza, Mario

Subject: RE: K130304/5003

Dr, Mendoza

Thank you for this, { will review with Teleflex.
{take note on the extension to respond of COB 2/3.
Paul

Abways with a handshake,

Paul Diryden

Prabdedis, inc

24301 Woodsage Dr.

Borita Springs, FL 34134-29538
T {office} - +232-498-2155

-z omunosd

£ ~drydenp@promedic.cc

and protected from disclosure, i you are

of this

ded recipient, or an employes, or agent responsibie for delivering this
d. I you have received 1 OMITILN rin errorn, please
iy dissemination, distibution, or sopying of sommanication may stiil be

d that any &
2 and delsting from vo
g upor by sender.”

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]
Sent: Wednesday, January 29, 2014 5:17 PM

To: Paul Dryden

Subject: K130304/5003

Dear Mr. Dryden:

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Please let me know if you have any questions.
Sincerely,

Mario Mendoza, M.D.

Medical Officer
FDA/CDRH/ODE/DAGRID/ANDB
10903 New Hampshire Avenue
White Oak, Bldg 66, Room 2563
Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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04.1 CDRH Premarket Review Submission Coversheet
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04.2 Refuse to Accept Checklist — Traditional Submission
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04.1 CDRH Premarket Review Submission Coversheet

Page 04.4
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 8010-0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.
Date of Submission User Fee Pavment ID Number FDA Submission Document Number (if known)
5-Feb-13 L
SECTION A TYPE OF SUBMISSIO
PMA PMA & HDE Supplement PDP 510(k) Meeting
] originat Submission | [_] Regular (180 day) ] original PDP [X] original Submission: [] Pre-510(K) Meeting
|:| Premarket Report |:| Special |:| Notice of Completion IZ Traditional |:| Pre-IDE Meeting
|:| Modular Submission |:| Panel Track (PMA Only) |:| Amendment to PDP |:| Special |:| Pre-PMA Meeting
|:| Amendment |:| 30-day Supplement |:| Abbreviated (Complete |:| Pre-PDP Meeting
] Report ] 30-day Notice section |, Page 5) ] Day 100 Meeting
] Report Amendment [] 135-day Supplement [] Additional Information [] Agreement Meeting
] Licensing Agreement [ ] Real-time Review [ Third Party [] Determination
] Amendment to PMA Meeting
&HDE Supplement |:| Other (specify):
|:| Other
IDE Humanitarian Device Class [l Exemption Evaluation of Automatic Other Submission
Exemption (HDE) Petition Class Il Designation
[ original Submission | [ Original Submission _(De Novo) [ 513()
[ ] Amendment [] Amendment [ original Submission [ O”Q_”?al Sme‘SS‘O_” [] other
[] Supplement ] supplement [ Additional Information [] Additional Information (describe
submission):
|:| Report
|:| Report Amendment
Have you used or cited Standards in your submission? & Yes |:| No
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company name FDA establishment nhumber
The Laryngeal Mask Company Limited 9681900
Division Name (if applicable) Phone Number (including area code)
+011 65 64946889
Street Address FAX Number (including area code)
PO Box 221, Le Rocher +011 65 64946989
City State / Province ZIP/Postal Code Country
Victoria Mahe Seychelles
Contact Name
Sharon Wong
Contact Title Contact E-mail Address
Regulatory Affairs Manager sharen.wond@lmacoe.com..sg
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
Teleflex Medical, Inc
Division Name (if applicable) Phone Number (including area code)
858-622-5621
Street Address FAX Number (including area code)
2917 Weck Drive, PO Box 12600 919-433-4996
City State / Province ZIP/Postal Code Country
Research Triangle Park NC 27709 USA
Contact Name
Kate Rizzo
Contact Title Contact E-mail Address
Semior Manager, Regulatory Affairs and Quality Assurance krizzo@lmana.com
Page 04.4
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Form FDA 3514 (12/10)

SSECTION D1 RE

|:| New Device

[ ] withdrawal

|:| Additional or Expanded Indications

|:| Request for Extension

|:| Post-approval Study Protocol

|:| Request for Applicant Hold

DRequest for Removal of Applicant Hold

[:l Request to Remove or Add Manufacturing Site

Page 1 of

ASON FOR APPLICATION - PMA, PDP, OR HDE

|:| Change in design, component, or
specification:
|:| Software / Hardware
[] color Additive
|:| Material
|:| Specifications
|:| Other (specify below)

|:| Location change:
|:| Manufacturer
|:| Sterilizer
|:| Packager

|:| Process change:
|:| Manufacturing
|:| Sterilization
|:| Packaging
|:| Other (specify below)

|:| Response to FDA correspondence:

|:| Labeling change:
|:| Indications
|:| Instructions
|:| Performance Characteristics
[ ] shel Life
|:| Trade Name
|:| Other (specify below)

|:| Report Submission:
|:| Annual or Periodic
|:| Post-approval Study
|:| Adverse Reaction
|:| Device Defect
[:I Amendment

|:| Change in Ownership
|:| Change in Correspondent
|:| Change of Applicant Address

[:] Other Reason (specify):

|:| New Device

|:| New Indication

[ ] Addition of institution

|:| Expansion / Extension of Study
[] IRB Certification

|:| Termination of Study

|:| Withdrawal of Application

|:| Unanticipated Adverse Effect
|:| Notification of Emergency Use
|:| Compassionate Use Request
|:| Treatment IDE

|:| Continued Access

|:| Change in:
|:| Correspondent / Applicant
|:| Design / Device
|:| Informed Consent
|:| Manufacturer
|:| Manufacturing Process
|:| Protocol - Feasibility
|:| Protocol - Other
D Sponsor

SECTION D2 REASON FOR APPLICATION - IDE

|:| Response to FDA Letter Concerning:
|:| Conditional Approval
|:| Deemed Approved
|:| Deficient Final Report
|:| Deficient Progress Report
|:| Deficient Investigator Report
|:| Disapproval

|:| Request Extension of
Time to Respond to FDA

|:| Report submission:
|:| Current Investigator
|:| Annual Progress Report
|:| Site Waiver Report

[ ] Final

|:| Request Meeting
|:| Request Hearing

D Other Reason (specify):

SECTION D3

|:| New Device

REASON FOR SUBMISSION - 510(k)

Additional or Expanded Indications

|:| Change in Technology

[:] Other Reason (specify):

Form FDA 3514 (12/10)

Page 2 of 5
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement
concerning, safety and

1| CAE 2| CAE 3| CAE 4] BTR effectiveness information

5/ BTR 6 7 g & 510 (k) summary attached
D 510 (k) statement

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer
1) K904834 1| LMA Classic™ 1| LMA
2 2| LMA ProSeal™ 2| LMA
LMA Unique™
LMA Classic Excel™
Tt T ; LMA Flexible™
5 ®| LMA Flexible ™ Single Use 3| LMA
LMA Supreme™
LMA Fastrach™ Single Use
4| K051993 4| LMA Fastrach™ ETT Single Use 4| LMA
5| K991580 5 LMA Fastrach™ ETT (reusable) 5| LMA

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

airway, oropharyngeal, anesthesiology (CAE) / tracheal tube (BTR)

Trade or Proprietary or Model Name for This Device

LMA Unique™

LMA Classic™

LMA Classic Excel™

LMA Flexible™

LMA Flexible™ Single Use

LMA ProSeal™

LMA Fastrach™ Single Use

LMA Fastrach™ ETT

LMA Fastrach™ ETT Single Use

LMA Supreme™

FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 4 5 6

= —

K904834 i i K991580 K051993

Data Included in Submission

Model Number

& Laboratory Testing D Animal Trials D Human Trials
Product Code C.F.R. Section applicable) Device Class
CAE /BTR 868.5110 / 868.5730 IZI Class | X class I
Classification Panel [ class m [7] Unclassified
Anesthesiology
Page 04.6
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Indications (from labeling)

are adding:

Tesla static magnetic field.

The indications for the LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™ , LMA Flexible™ Single
Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA Supreme™ are unchanged from their original indications. We

That they can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla static magnetic field.
The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use is indicated for airway management by oral intubation of

the trachea. Reinforced ETT may be used to reduce the potential for kinking whenever an unusual positioning of the head
or neck is required following intubation. These can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0

Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

FDA Establishment Registration Number

|:| Original
[]add [ ]Delete

FDA Document Number (if known)

|:| Manufacturer |:| Contract Sterilizer
|:| Contract Manufacturer |:| Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (inciuding area code)

FDA Establishment Registration Number

|:| Original
[]add [ ]Delete

Street Address FAX Number (inciuding area code)
City State / Province ZIP/Postal Code Country
Contact Name Contact Title Contact E-mail Address

|:| Manufacturer |:| Contract Sterilizer
|:| Contract Manufacturer |:| Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if appiicable)

Phone Number (inciuding area code)

( )

Street Address FAX Number (inciuding area code)

( )
City State / Province ZIP/Postal Code Country
Contact Name Contact Title Contact E-mail Address

Page 04.7
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FDA Establishment Registration Number
|:| Original |:| Manufacturer |:| Contract Sterilizer
|:| Add |:| Delete |:| Contract Manufacturer |:| Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Division Name (if applicable) Phone Number (inciuding area code)
( )
Street Address FAX Number (inciuding area code)
( )
City State / Province ZIP/Postal Code Country
Contact Name Contact Title Contact E-mail Address

SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"”
statement.

Standards No. Standards Standards Title Version Date
Organization

F2052-06 ASTM Standard Test Method for Magnetically 06el 2006
Induced Displacement Force in MR field
Standards No. Standards Standards Title Version Date

Organization

2
F2503-08 ASTM Standard Practice for Marking Devices in 08 2008
MR Environment
Standards No. Standards Standards Title Version Date

Organization

Standards No. Standards Standards Title Version Date
Organization

Please inciude any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Dept. of Health and Human Services

Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Dr., Room 400
Rockville, MDD 20850

Form FDA 3514 (12/10) Page 5 of 5

Page 04.8
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04.2 Refuse to Accept Checklist — Traditional Submission

For convenience we have included and completed the Refuse To Accept Checklist
(Elements of a Complete Submission - RTA Items per 21 CFR 807.87 unless otherwise
indicated)

Page 04.9
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Acceptance Checklist
for Traditional 510(k)s

(should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.
510(k) Number: Date Received:

Lead Reviewer Name: Branch:

Division: Office:

1. Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 )
CFR 3.2(e)) with a device constituent part subject to review in a 510(k)?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product, or
you are unsure, consult with the CDRH Jurisdictional Officer or the CBER Office Jurisdiction Liaison to
determine the appropriate action, and inform division management. Provide a summary of the
Jurisdictional Officer’s/Liaison’s determination. If the product does not appear to be a device or such a
combination product, mark “No.”

Comments C AE - airway, oropharyngeal, anesthesiology; BTR - tracheal tube

2. Is the application with the appropriate Center? X

If the product is a device or a combination product with a device constituent part, is it subject to review
by the Center in which the submission was received? If you believe the application is not with the
appropriate Center or you are unsure, consult with the CDRH Jurisdictional Officer or CBER Office
Jurisdiction Liaison to determine the appropriate action and inform your division management. Provide a
summary of the Jurisdictional Officer’s/Liaison’s determination. If application should not be reviewed
by your Center mark “No.”

Comments: CDRH / ODE / Anesthesiology

3. If a Request for Designation (RFD) was submitted for the device or combination product N/A
with a device constituent part and assigned to your center, identify the RFD# and confirm the
following:

Page 04.10
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a) Is the device or combination product the same (e.g., design, formulation as that
presented in the RFD submission?

b) Are the indications for use for the device or combination product identified in the S10(k)
the same as those identified in the RFD submission?

If you believe the product or the indications presented in the 510(k) have changed from the RFD,
or you are unsure, consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction
Liaison to determine the appropriate action and inform vour division management. Provide
summary of Jurisdictional Officer’s/Liaison’s determination.

If the answer to either question above is no, mark “No.” If there was no RFD, skip this question.

Comments:

4. Ts this device type eligible for 510(k) submission? X

If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, or Class I or I type
and 510(k)-exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER
staff during the acceptance review. If 510(k) is not the appropriate regulatory submission, mark “No.”

Comments: Class 1 - CFR 868.5110 - C AE - airway, oropharyngeal, anesthesiology
Class 2 — CFR 868.5730 — BTR — tracheal tube

5. Isthere a pending PMA for the same device with the same indications for use? X

If there is a pending PMA for the same device, consult division management and the CDRH 510(k)
Program Director or appropriate CBER staff to determine the appropriate action.

Comments:

6. If clinical studies have been submitted, is the submitter the subject of an Application )
Integrity Policy (AIP)?

If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM -
BIMO) or CBER Office of Compliance and Biologics Quality/Division of Inspections and
Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to determine the appropriate action.
Check on web at
http://www.fda.gcov/ICECI/EnforcementActions/ApplicationlntegritvPolicv/ucm134453.

htm.

If the answer to 1 or 2 appears to be “No,” then stop review of the 5S16(k) and issue the “Original
Jurisdictional Product” letter.

If the answer to 3 is no, the lead reviewer should consult division management and other Center resources to
determine the appropriate action.

If the answer to 4 is “Yes,” then stop review of the 510(k), contact the CDRH 510(k) Staff and PMA Staff, or
appropriate CBER staff,

If the answer to S is “Yes,” then contact CDRH/QOC/DBM ~ BIMO or CBER/OCBQ/DIS/BMB, provide a
summary of the discussion with the BIMO Staff, and indicate BIMO’s recommendation/action.

Page 04.11
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2. Submission contains Table of Contents

b. Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section,
ctc.)

c. All pages of the submission are numbered

41l pages should be numbered in such a manner that information can be referenced by page number. This
may be done eithr by consecutively numbering the entire submission, or numbering the pages within a
section (e.g., 12-1, 12-2...).

d. Type of 510(k) is identified— traditional, abbreviated, or special
If type of 510(k) is not designated, review as a traditional

Comments: See Sec 2 Table of Contents and Sec S Cover Letter

Page 04.12
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Administrative

1. |All content used to support the submission is written in English (including X
translations of test reports, literature articles, etc,)

(.

Comments:
2. Submission identifies the following (such as in CDRH Premarket Review X M
Submission Cover Sheet (Form 3514) or 510(k) cover letter:
a.  [Device trade name or proprietary name X M
b.  |Device common name X Il
c.  [Device class and panel X M
Classification regulation or
Statement that the device has not been classified with rationale for that
conclusion.
Comments: Sec 4 Form FDA 3514 CDRH Premarket Review submission Cover Sheet
3. Submission contains Indications for Use Statement with Rx and/or OTC designated| X ]

(see also 801.109)

Submitter should use format appropriate for the reviewing Center/Office
(CDRH/ODE, CDRH/OIVD, CBER/OBRR, CBER/OCTGT). If not provided in
correct format, request the correct format during substantive review.

Comments: Section 4

4. Submission contains 510(k) Summary or 510(k) Statement X M
Fither a) or b) must be answered “Yes” to be considered complete. Identify any
missing element(s) as Comments.

a.  |Summary contains all elements per 21 CFR 807.92 X 1l 1l
See also 510(k) Summary Checklist
b.  [|Statement contains all elements per 21 CFR 807.93 N X N

Comments: Section 7

5. Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) X ]
See recommended format

Page 04.13
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Comments: Section 8

6. Submission contains Class III Summary and Certification ] X ]
See recommended content
Form should be signed by a responsible person of the firm, not a consultant.

CDRH is not currently able to accept a digital signature.
“N/A” only if submission is not a Class III 510(k).

Comments: Sec 9 Class I and Class IT device

7. Does submission contain clinical data? X
Select “N/A” for this item and 8.a. and 8.b. if the submission does not contain
clinical data. If submission does contain clinical data, parts a. and b. must be
answered “ves” for the 510(k) to be complete.

a. Submission includes Financial Certification (3454) /Disclosure (3455) X ]
Statement
b. Submission includes Certification of Compliance with requirements of X ] ]
ClinicalTrials.gov Data Bank (FDA. Form 3674) (42 U.S.C.
282())(5)(B))
Comments: Sec 10 and Sec 22
8. If submission relies upon a national or international standard as part of X O

demonstration of substantial equivalence, submission containg Standards Data

Report for 510(k)s (FDA Form 3654) or includes detailed information about
how and the extent to which the standard has been followed.

There should be a completed form for each referenced national or international
standard.

Select “N/A” only if submission does not reference any standards

Comments: Sec 11 Form 3654

Page 04.14
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The submission identifies prior submissions for the same device for which FDA X ]
provided feedback related to the data or information needed to support substantial
equivalence (e.g., submission numbers for Pre-Submission, IDE, prior not
substantially equivalent (NSE) determination, prior 510(k) that was deleted or
withdrawn) or states that there were no prior submissions.

2. [If there were prior submissions: within current submission, the sponsor has X O
identified where in the current submission any issues related to substantial
equivalence outlined in prior communications are addressed.

Comments: Sec 4 Form FDA 3514, Sec 5, Sec 14

B. Device Description

10, fa If there are requirements regarding the device description, such as special ] X ]
controls, in a device-specific regulation that are applicable to the device,
the submission includes device description information to establish that the
submitter has followed the device-specific requirement.

10. |b. If there is a device-specific guidance document or special controls ] X ]
applicable to this submission, documentation has been provided to establish
that the submitter has followed the recommendations in the applicable
device-specific guidance document or special controls regarding the device
description or otherwise met the applicable statutory or regulatory criteria
through an alternative approach.

Select “No” if the submission does not include a rationale for any omitted
information or any allernative approaches. Select “N/A” if there is no
device-specific guidance document, Select “No” if the submission does not
include a rational for any omitted information or any alternative approach
as outlined above.
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Comment

11.  |All descriptive information is present and consistent within the submission (e.g., the
device description section is consistent with the device description in the labeling),
including:

2. A description of the principle of operation and mechanism of action for X ]
achieving the intended therapeutic/diagnostic effect.

b.  |A description of all conditions of use such as surgical technique for implants; X ]
anatomical location of use; user interface; how the device interacts with other
devices; and/or how the device interacts with the patient.

c.  |A list and description of each model for which clearance is requested. X ]
Select “N/4” if there is only one model.

Comments: See Section 13 Device Description

12.  |Submission contains engineering drawing(s), schematics, illustrations and/or figures X ]
of the device that are clear, legible, labeled, and include dimensions.

Un lieu of drawings, schematics, etc. of each device to be marketed,
“representative’ drawings, efc. may be provided, where “representative” is
intended 1o mean thal the drawings, elc. provided capture the differences in design,
size, and other important characteristics of the various models, sizes, or versions of|
the device(s) to be marketed.

Select “N/A” if the submitter provided a rationale for why the submission does not
contain engineering drawings, schematics, etc. (e.g., device is a reagent and
igures are not pertinent to describe the device).

Comments: See Section 11 Device Description
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13.  [If device is intended to be marketed with multiple components, accessories, and/or X
as part of a system,

Select “N/A” if the device is not intended to be marketed with multiple
components, accessories, and/or as part of a system.

2. |Submussion includes a list of all components and accessories to be marketed ] X ]
with the subject device.

b.  [Submission includes a description (as detailed above) of each component or ] X ]
accessory.
c.  |A 510(k) number is provided for each component or accessory that received a| [] X O

prior 510(k) clearance.
Select “N/A” if the submission states that the component(s)/ accessory(ies) do
not have a prior 510(k) clearance.

Comments: Section 13

C. Substantial Equivalence Discussion
14. [Submitter has identified a predicate(s) device X ]
2. |Predicate’s 510(k) number, trade name, and model number (if applicable) X ]
provided
b.  [The identified predicate(s) is consistent throughout the submission (i.e., the X ]

predicate(s) identified in the Substantial Equivalence section is the same as
that listed in the 510(k) Summary (if applicable) and that used in comparative
performance testing

Comments: Section 14

15. [Submission includes a comparison of the following for the predicate(s) and subject

device
a.  {Indications for use X ]
b.  [Technology, including features, materials, and principles of operation X ]

Comments: Section 14 Substantial Equivalence
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Submission includes an analysis of why any differences between the subject device | X ]
and predicate(s) do not render the device NSE (e.g., do not constitute a new
intended use, affect safety or effectiveness, or raise different questions of safety and
effectiveness) (see section 513(1)(1)(A) of the FD&C Act)

If there is no difference between the subject and predicate(s) with respect to
indications for use or technology, this should be explicitly stated, in which case
“N/4” should be selected. Select “No” only if the submission does not include an
analysis of differences as described above or a statement that there are no
differences. Note that due to potential differences in manufacturing that may not
be known to the submitter, no identified differences does not necessarily mean that
1o performance testing is needed.

Comments: See Section 14 Substantial Equivalence

D. Proposed Labeling (see also 21 CFR part 801) ]
If in vitro diagnostic (IVD) device, criteria may be omitted. These criteria will be omitted
rm the checklist if “N/A " is selected. IVD labeling is addressed in section below.

17. [Submission includes proposed labels, labeling (e.g., instructions for use, package X ]
insert, operator’s manual), and advertisements that describe the device, its intended
use, and the directions for use

2. [Indications for use stated in labeling (21 CFR 801.61) and identical to [FU X
form and 510(k) Summary (if applicable)

b.  |Submission includes directions for use that X

e Include statements of all conditions, purposes or uses for which the
device is intended (e.g., hazards, warnings, precautions,
contraindications) (21 CFR 801.5) AND

e Includes directions for layperson (see 21 CFR §01.5) OR submission
states that device qualifies for exemption per 21 CFR 801 Subpart
D)

Comments: Section 15 Labeling
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18. [If indicated for prescription use, labeling includes the prescription use statement X ] ]
(see 21 CFR 801.109(b)(1)) or “Rx only” symbol [See also Alternative to
Certain Prescription Device Labeling Requirements]

Select “N/A” if not indicated for prescription use.

Comments: Section 15 Labeling

19. [General labeling provisions

a. {Labeling includes name and place of business of the manufacturer, packer, or | X ]
distributor (21 CFR 801.1)
b.  [Labeling includes device common or usual name (21 CFR 801.61) ] X ]

Comments: Section 15 Labeling

0. | If there are requirements regarding labeling, such as special controls, in a ] X ]
device-specific regulation that are applicable to the device, the submission
includes labeling to establish that the submitter has followed the device-
specific requirement.

Select “N/A” if there are no applicable requirements in a device-specific
regulation. Select “No” if the submission does nol includes a rationale for
omitted information. Note that the adequacy of how such requirements
have been addressed should be assessed during the substantive review.

b. [If there is a device-specific guidance, special controls, or regulation, the ] X ]
provided labeling establishes that the submitter has followed the
recommendations in the applicable guidance document, special controls, or
regulation, or otherwise has met the applicable statutory or regulatory criteria
through an alternative approach.

Select “N/A” if there is no device-specific guidance or regulation.

c. |[fthere is a special controls document applicable to the device, the ] X ]
submission includes labeling to establish that the submitter has complied with
the particular mitigation measures set forth in the special controls document
or uses alternative mitigation measures but provides a rationale to
demonstrate that those alternative measures identified by the firm will provide
at least an equivalent assurance of safety and effectiveness.

Select “N/A” if there is no applicable special controls document.
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Comments:

21. [If the device is an in vitro diagnostic device, provided labeling includes all ] X ]
applicable information required per 21 CFR 809.10.
Select “N/A” if not an in vitro diagnostic device.

E. Sterilization X
71 in vitro diagnostic (IVD) device and sterilization is not applicable, select “N/A” if not
an in vitro diagnostic device.

Submission states that the device and/or accessories are: (one of the below must be checked) O

L provided sterile
LI non-sterile but sterilized by the end user

] non-sterile when used

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

If “non-sterile when used” is selected, the sterility-related criteria below are omitted from the checklist.
If information regarding the sterility status of the device is not provided, select “No.”

Comments:

2.  {Assessment of the need for sterilization information

2. [Identification of device, and/or accessories, and/or components that are ] ] ]
provided sterile.

b.  [Identification of device, and/or accessories, and/or components that are end ] ] ]
user sterilized

c. |Identification of device, and/or accessories, and/or components that are ] ] ]
reusable and cleaning/disinfection instructions are provided.

Comments:
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23, [If the device, and/or accessory, and/or a component is provided sterile: ]
Select “N/A” if no part of the device, accessories, or components is provided
sterile, otherwise complete a-f below.

a.  [Sterilization method is stated for each component (including parameters such | [] ]
as dry time for steam sterilization, radiation dose, etc.)

b. A description of method to validate the sterilization cycle (e.g., half-cycle ] ]
imethod and full citation of FDA-recognized standard, including date) is
provided

c.  |For devices sterilized using chemical sterilants such as ethylene oxide (EO) ] ] ]

and hydrogen peroxide, submission states maximum levels of sterilant
residuals remaining on the device and sterilant residual limits.
Select “N/A” if not sterilized using chemical sterilants.

d.  [Submission includes description of packaging and packaging contents (e.g., if | [] ]
multiple devices are included within the same package)

e.  [Sterility Assurance Level (SAL) stated ] ]

Comments:

24. |If the device, and/or accessory, and/or a component is end user sterilized: X
Select “N/A” if no part of the device, accessories or components are end user
sterilized, otherwise complete a-d below.

2. [Sterilization method is stated for each component (8including parameters ] ]
such as dry time for steam sterilization, radiation dose, ctc.)

Page 04.21
Questions? Contact FDA/CDRH/@BIDIP AGERPE &f DY S@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Premarket Notification 510(k) LMA MR Conditional
Section 04 — CDRH Premarket Review Submission Cover Sheet

A description of method to validate the sterilization parameters (e.g., half- ] ]
cycle method and full citation of FDA-recognized standard, including date) is
provided for each proposed sterilization method.
Note, the sterilization validation is not required.

c.  |Submission includes description of packaging and packaging contents (e.g., if | [] ]
multiple devices are included within the same package, Tyvek packaging,
cte.)
d.  |Submission includes sterilization instructions for end user. ] ]
Comments:
25, If there are requirements regarding sterility, such as special controls, in a ] X ]

device-specific regulation that are applicable to the device, the submission
includes sterility information to establish that the submitter has followed the
device-specific requirement.

b. If there is a device-specific guidance, other than a special controls guidance | [] X ]
document, applicable to the device, the submission includes sterility
information to establish that the submitter has addressed the
recommendations or otherwise has met the applicable statutory or
regulatory criteria through an alternative approach.

C. If there is a special controls document applicable to the device, the ] X ]
submission includes sterility information to establish that the submitter has
complied with the particular mitigation measures set forth in the special
controls document or uses alternative mitigation measures but provides a
rationale to demonstrate that those alternative measures identified by the
firm will provide at least an equivalent assurance of safety and effectiveness
Comments: Section 18

. Shelf Life
26 [Proposed shelf life/expiry date stated ] X ]

Select “N/A” if the device is not provided sterile and the submitter states that
storage conditions could not affect device safety or effectiveness.
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7. |For sterile device, submission includes summary of methods used to establish that ] X ]
device sterility will remain substantially equivalent to that of the predicate through
the proposed shelf life, or a rationale for why testing to establish shelf life is not
applicable.

Select “N/A” if the device is not provided sterile.

28.  [Submission includes summary of methods used to establish that device performance] X ]
is not adversely affected by aging and therefore device performance will remain
substantially equivalent to that of the predicate, or includes a rationale for why the
storage conditions are not expected to affect device safety or effectiveness.

Comments: No change in Shelf-life

G. Biocompatibility

Submission states that there: (one of the below must be checked)

X are

are not

direct or indirect (e.g., through fluid infusion) patient-contacting components.

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

I “are not” is selected, the biocompatibility-related criteria below are omitted from the checklist. If
information regarding whether the device is patient-contacting is not provided, select “No.”

Comments: See Section 17

29.  [Submission includes list of patient-contacting device components and associated ] X ]
materials of construction, including identification of color additives, if present

Comments:

30.  [Submission identifies contact classification (e.g., surface-contacting, less than 24 ] X ]
hour duration)

Comments:
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31.  |Biocompatibility assessment of patient-contacting components ] X ]

Submission includes:

Test protocol (including identification and description of test article), methods,
pass/fail criteria, and results provided for each completed test, OR

2 statement that biocompatibility testing is not needed with a rationale (e.g.,
materials and manufacturing/processing are identical to the predicate).

H. Software

Submission states that the device: (one of the below must be checked) X
| does

X does not
contain software.

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

I “does not” is selected, the sofiware-related criterion is omitted from the checklist. If information
regarding whether the device contains software is not provided, select “No."

Comments:

32.  [Submission includes a statement of software level of concern and rationale for the X ]
software level of concern

Comments: Section 16 Software
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33, |All appropriate categories of software verification and validation documentation X ]
provided based on stated level of concern, as described in Guidance for the

Content of Premarket Submissions for Software Contained in

Medical Devices, or the submitter has provided documentation that it has
otherwise met the applicable statutory or regulatory criteria through an alternative
approach.

Comments: Section 18 Software
1, EMC and Electrical Safety

Submission states that the device: (one of the below must be checked) X
[ does

X does not

require EMC and Electrical Safety evaluation.

This information will determine whether and what type of additional information may be necessary for a
substantial equivalence determination.

T “does not” is selected, the EMC-related and Electrical Safety-related criteria below are omitted from
the checklist. If information regarding whether the device requives EMC and Electrical Safety evaluation
is not provided, select “No.”

Comments: Section 19

34.  |Submission includes evaluation of electrical safety per IEC 60601-1 or equivalent [ O]
FDA-recognized standard and if applicable, the device-specific standard

OR

submission includes electrical safety evaluation using methods or standards that are
not FDA-recognized and information indicating that these methods/standards
otherwise meet applicable statutory and regulatory requirements.

Comments:
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35. |Submiission includes evaluation of electromagnetic compatibility per IEC 60601-1- | [] ]
2 or equivalent FDA-recognized standard and if applicable, the device-specific
standard

OR

submission includes electromagnetic compatibility evaluation using methods or
standards that are not FDA-recognized and information indicating that these
methods/standards otherwise meet applicable statutory and regulatory requirements.

Comments:
J. Performance Data — General X ]
If in vitro diagnostic (IVD) device, select “N/A.” The criteria in this section will be

mitted from the checklist if “N/A” is selected. Performance data eriteria relating to IVD
Llevices will be addressed in Section K.
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Full test report is provided for each completed test to explain how the data X ]
generated from the test supports a finding of substantial equivalence. (A full test
report includes: objective of the test, description of the test methods and
procedures, study endpoint(s), pre-defined pass/fail criteria, results summary, and
conclusions.)

Comments: Section 20

37.

a. | If there are requirements regarding performance data, such as special ] X
controls, in a device-specific regulation that are applicable to the device, the
submission includes performance data to establish that the submitter has
followed the device-specific requirement.

b. | If there is a device-specific guidance, other than a special controls guidance | [] X
document, applicable to the device, the submission includes performance

data to establish that the submitter has addressed the recommendations or
otherwise has net the applicable statutory or regulatory criteria through an
alternative approach.

c. | Ifthere is a special controls document applicable to the device, the ] X
submission includes performance data to establish that the submitter has
complied with the particular mitigation measures set forth in the special
controls document or uses alternative mitigation measures but provides a
rationale to demonstrate that those alternative measures identified by the
firm will provide at least an equivalent assurance of safety and
cffectiveness.
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Comments:
38.  |If literature is referenced in the submission, submission includes: X
a. |Legible reprints or a summary of each article ] X
b.  [Discussion of how each article is applicable to support the substantial ] X
equivalence of the subject device to the predicate.

Comments:

39.  [For each completed nonclinical (i.e., animal) study conducted, Select “N/4 ™ if no X
animal study was conducted. Note that this section does not address
biocompatibility evaluations which t “N/A” if no animal study was conducted. Note
that this section does not address biocompatibility evaluations which are assessed
in Section G of the checklist.

2. Submission includes a study protocol which includes all elements as ] O
outlined in 21 CFR 58.120

b. Submission includes final study report which includes all elements outlined | [] O
in 21 CFR 58.185.

C. Submission contains a statement that the study was conducted in ] O

compliance with applicable requirements in the GLP regulation (21 CFR
Part 58), or, if the study was not conducted in compliance with the GLP
regulation, the submission explains why the noncompliance would not
impact the validity of the study data provided to support a substantial
equivalence determination.

K. Performance Characteristics — In Vitro Diagnostic Devices Only (see also 21 CFR
809.10(b)(12))

Submission indicates that device: (one of the below must be checked)

Llis

X is not

an in vitro diagnostic device (IVD).

I “is not” is selected, the performance data-related criteria below are omitted from the checklist.
Comments:

40. Submission includes the following studies as appropriate for the device type,
including associated protocol description, study results and line data:
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a Precision/reproducibility [l U B

b. Accuracy (includes as appropriate linearity; calibrator or assay ] ] M
traceability; calibrator and/or assay stability protocol and acceptance
criteria; assay cut-off; method comparison or comparison to clinical
outcome; matrix comparison; and clinical reference range or cutoff.

c. Sensitivity (detection limits, LoB, LoD, LoQ where relevant for the O ] ]
device type).
d. Analytical specificity O ] ]
Comments:
41. a. If there are requirements regarding performance data, such as special ] O |

controls, in a device-specific regulation that are applicable to the device,
the submission includes performance data to establish that the submitter
has followed the device specific requirement.

b. If there is a device-specific guidance, other than a special controls O ] ]
guidance document, applicable to the device, the submission includes
performance data to establish that the submitter has addressed the
recommendations or otherwise has met the applicable statutory or
regulatory criteria through an alternative approach.

c. If there is a special controls document applicable to the device, the ] ] M
submission includes performance data to establish that the submitter has
complied with the particular mitigation measures set forth in the special
controls document or uses alternative mitigation measures but provides a
rationale to demonstrate that those alternative measures identified by the
firm will provide at least an equivalent assurance of safety and
effectiveness.
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Decision: Accept Refuse to Accept

If Accept, notify applicant; if Refuse to Accept, notify applicant in writing and include a copy of this
checklist.

Reviewer Signature Date:

Supervisory Signature Date:
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<font face='arial'>February 22, 2013</font></br></br><font face="arial">

<b>Acceptance Review Notification - Refuse To Accept (RTA)</b>
<br/><br/>
</font>

<p>We have completed the administrative acceptance review of your premarket
notification (510 (k)) submission K130304. Our review indicates that your 510 (k)
submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of
your submission at this time and are placing it on RTA hold. </p>

<p>Please submit two copies of your response, referencing the 510(k) number K130304,
addressing the elements identified as missing or inconsistent in the attached checklist
to:</p>

<p style="padding-left:50">U.S. Food and Drug Administration<br />

Center for Devices and Radiological Heath<br />

Document Control Center - WO66-0609<br />

10903 New Hampshire Avenue<br />

Silver Spring, MD 20993-0002</p>

<p>FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days
from the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist within 180 days, we will consider this 510(k) submission to
be withdrawn, and we will delete it from our review system.</p>

<p>Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission. </p>

<p>Should you have questions about this email, you may contact Mario Mendoza, the lead
reviewer assigned to your 510(k) submission.</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

August 19, 2013

Subject: K130304 — Response to Refuse to Accept for LMA Airways for
MR Conditional use

Dear Dr. Mendoza:

This is response to the Refuse to Accept e-mail of 2/22/13 for K130304.

eCopy STATEMENT

In accordance with Section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission.
It is an exact duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.

We have addressed each deficiency as presented in the “Comments” section of the Refuse To Accept
Checklist.

Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medical

Questions? Contact FDA/CDRH/OCE/DpaagteCDlRBifFQJ'STATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 8010-0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.
Date of Submission | User Fee Pavment ID Number FDA Submission Document Number (if known)
19-Aug-13 i
SECTION A TYPE OF SUBMISSIO
PMA PMA & HDE Supplement PDP 510(k) Meeting
] original Submission | [_] Regular (180 day) [] original PDP X original Submission: [] Pre-510(K) Meeting
|:| Premarket Report |:| Special |:| Notice of Completion IE Traditional |:| Pre-IDE Meeting
odular Submission anel Tracl nly mendment to pecial re- eeting
[ ] Modular Submissi [ ] Panel Track (PMA Onl [ ] Amend PDP [] special [ ] Pre-PMA Meeti
|:| Amendment |:| 30-day Supplement |:| Abbreviated (Complete |:| Pre-PDP Meeting
L] Report L] 30-day Notice section |, Page 5) L] Day 100 Meeting
] Report Amendment [] 135-day Supplement [L] Additional Information [] Agreement Meeting
] Licensing Agreement | [_] Real-time Review ] Third Party [ ] Determination
[ ] Amendment to PMA Meeting
&HDE Supplement |:| Other (specify):
|:| Other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lli Designation
- . n L - _ (De Novo)
|:| Original Submission |:| Original Submission |:| Original Submission |:| Original Submissi |:| 513(g)
|:| Amendment |:| Amendment |:| Additional Information |:| A;'g,‘:a Iul ;nlssnot.n |:| Other
[ Supplement [ supplement itional Information (describe
submission):
|:| Report
|:| Report Amendment

Have you used or cited Standards in your submission? Yes |:| No

SECTION B SUBMITTER, APPLICANT OR SPONSOR

Company name FDA establishment number
The Laryngeal Mask Company Limited 9681900
Division Name (if applicable) Phone Number (including area code)
+011 65 64946889
Street Address FAX Number (including area code)
PO Box 221, Le Rocher +011 65 64946989
City State / Province ZIP/Postal Code Country
Victoria Mahe Seychelles
Contact Name
Sharon Wong
Contact Title Contact E-mail Address
Regulatory Affairs Manager sharon.wond@lmaco.com..sg
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
Teleflex Medical, Inc
Division Name (if applicable) Phone Number (including area code)
239-498-2155
Street Address FAX Number (including area code)
2917 Weck Drive, PO Box 12600 239-236-0354
City State / Province ZIP/Postal Code Country
Research Triangle Park NC 27709 USA
Contact Name
Paul Dryden
Contact Title Contact E-mail Address
Consultant drydenp@promedic.cc

Questions? Contact FDA/CDRH/OCE/%@@@Uf@kﬁTATUS@fda.hhs.gov or 301-796-8118
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Form FDA 3514 (12/10) Page 1 of

5SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

I:] New Device I:] Change in design, component, or I:] Location change:

[ ] withdrawal specification: [ ] Manufacturer

[ ] Additional or Expanded indications [ Software / Hardware [ ] sterilizer

[ ] Request for Extension [ color Additive [ ] Packager

[ ] Post-approval Study Protocol [ material

[ ] Request for Applicant Hold [] specifications

[ Request for Removai of Applicant Hold [ other (specify below)

I:] Request to Remove or Add Manufacturing Site

I:] Process change: I:] Labeling change: |:| Report Submission:
I:] Manufacturing |:| Indications I:] Annual or Periodic
|:| Sterilization |:| Instructions I:] Post-approval Study
|:| Packaging I:] Performance Characteristics I:] Adverse Reaction
|:| Other (specify below) I:] Shelf Life I:] Device Defect

I:] Trade Name |:] Amendment

D Other (specy below) I:] Change in Ownership

I:] Change in Correspondent
I:] Change of Applicant Address

I:] Response to FDA correspondence:

l:l Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE
I:] New Device I:] Change in: |:| Response to FDA Letter Concerning:
I:] New Indication |:| Correspondent / Applicant I:] Conditional Approval
I:] Addition of Institution |:| Design / Device I:] Deemed Approved
I:] Expansion / Extension of Study |:| Informed Consent I:] Deficient Final Report
I:] IRB Certification |:| Manufacturer I:] Deficient Progress Report
I:] Termination of Study |:| Manufacturing Process I:] Deficient Investigator Report
I:] Withdrawal of Application I:] Protocol - Feasibility I:] Disapproval
I:] Unanticipated Adverse Effect I:] Protocol - Other I:] Request Extension of
[ ] Notification of Emergency Use [ 1 sponser Time to Respond to FDA
[ ] compassionate Use Request o [] Request Meeting
D Treatment IDE I:] Report submlssxon.: I:] Request Hearing
D Continued Access I:] Current Investigator
I:] Annual Progress Report
I:] Site Waiver Report
[ ] Final

l:l Other Reason (specify).

SECTION D3 REASON FOR SUBMISSION - 510(k)

I:] New Device & Additional or Expanded indications I:] Change in Technology

D Other Reason (specify):

Form FDA 3514 (12/10) Page 2 of 5

Questions? Contact FDA/CDRH/OCE/%@@%ﬂf@kﬁTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Summary of, or statement

Product codes of devices to which substantial equivalence is claimed congcerning, safety and
effectiveness information

1| CAE 2| CAE 3| CAE 4 BTR |Z510(k)summaryattached
I:I 510 (k) statement

5| BTR 6 7 8

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer

K904834 LMA Classic™ LMA

[

LMA ProSeal™

LMA Unique™

LMA Classic Excel™

LMA Flexible™

LMA Flexible ™ Single Use
LMA Supreme™

LMA Fastrach™

LMA Fastrach™ Single Use

LMA Fastrach™ ETT Single Use

Class 1 exempt LMA

[ 3]

Class 1 exempt LMA

K051993 LMA

5| K991580 5| LMA Fastrach™ ETT (reusable) 5| LMA

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

airway, oropharyngeal, anesthesiology (CAE) / tracheal tube (BTR)

Trade or Proprietary or Model Name for This Device Model Number

LMA Unique™
LMA Classic™
LMA Classic Excel™
LMA Flexible™

LMA Flexible™ Single Use
1 LMA ProSeal™ 1
LMA Fastrach™ Single Use

LMA Fastrach™ ETT

LMA Fastrach™ ETT Single Use

LMA Supreme™

FDA document numbers of all prior related submissions (regardless of outcone)
1
No prior 2 3 4 5 6
submissions

Questions? Contact FDA/CDRH/OCE/%@@WUf@kﬁTATUS@fda.hhs.gov or 301-796-8118
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Data Included in Submission

]Z Laboratory Testing D Animal Trials D Human Trials

Product Code C.F.R. Section applicable) Device Class
CAE /BTR 868.5110 / 868.5730 X class1 Class Tl
[ ] class [ ] unclassified
Classification Panel
Anesthesiology

Indications (firom labeling)

The indications for the LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™, LMA Flexible™
Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA Supreme™ are unchanged from their
original indications.

The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use is indicated for airway management by oral
intubation of the trachea. Reinforced ETT may be used to reduce the potential for kinking whenever an unusual
positioning of the head or neck is required following intubation.

We are adding to the labeling:
That they can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla static magnetic
field.

Questions? Contact FDA/CDRH/OCE/%@@@?UfQﬁTATUS@fda.hhs.gov or 301-796-8118
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Note: Submission of this inforniation does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

FDA Establishment Registration Number

|:| Original
[Jadd []Delete

FDA Document Number (if known)

|:| Contract Sterilizer
|:| Repackager / Relabeler

|:| Manufacturer
|:| Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (inciuding area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP/Postal Code

Country

Contact Name Contact Title

FDA Establishment Registration Number

|:| Original
[]add [ ] Delete

Contact E-mail Address

|:| Contract Sterilizer
|:| Repackager / Relabeler

|:| Manufacturer
|:| Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (inciuding area code)

( )

Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

Contact Name Contact Title

Contact E-mail Address

Questions? Contact FDA/CDRH/OCE/PQgéC{pﬁkblfQjﬂ,TATUS@fda.hhs.gov or 301-796-8118
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SECTION 1 UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.

Standards No. Standards Standards Title Version Date
1 Organization
F2052-06 ASTM Standard Test Method for Magnetically 06el 2006
Induced Displacement Force in MR field
Standards No. Standards Standards Title Version Date
2 Organization
F2503-08 ASTM Standard Practice for Marking Devices in 08 2008
MR Environment
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
4
Organization

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Dept. of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer

1350 Piccard Dr., Room 400
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control

Form FDA 3514 (12/10) Page 5 of 5

Questions? Contact FDA/CDRH/OCE/Pagbpq)lfkblfQjﬂ,TATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 1 — Instructions for Use.
We have included the Instructions for Use which cover the following LMA products.

Label for -
e LMA Classic™ (reusable)
e LMA Classic Excel™ (reusable)
e LMA Flexible™ (reusable)
e LMA Flexible™ Single Use
e LMA Unique™ Single Use

Label for —
e LMA ProSeal™ (reusable)

Label for -
e LMA Fastrach™ ETT (reusable)
e LMA Fastrach™ Single Use
e LMA Fastrach™ ETT Single Use

Label for -
e LMA Supreme™ Single Use

Questions? Contact FDA/CDRH/OCE/Pagécq)gkblfanATUS@fda.hhs.gov or 301-796-8118
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Label for -
e LMA Classic™ (reusable)
e LMA Classic Excel™ (reusable)
e LMA Flexible™ (reusable)
e LMA Flexible™ Single Use
e LMA Unique™ Single Use

Questions? Contact FDA/CDRH/OCE/Pagécq)gkblfanATUS@fda.hhs.gov or 301-796-8118
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The Laryngeal Mask Company Limited b 4

English
Instructions for Use | i

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Label for —
e [LMA ProSeal™ (reusable)

Questions? Contact FDA/CDRH/OCE/PQQ@C@BFbeanATUS@fda.hhs.gov or 301-796-8118
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The Laryngeat Mask Company Limited

. v
Instructions for Use j,

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Label for -
e [MA Fastrach™ ETT (reusable)
e [MA Fastrach™ Single Use
e [LMA Fastrach™ ETT Single Use

Questions? Contact FDA/CDRH/OCE/PQgéC@?Fbe@ﬂTATUS@fda.hhs.gov or 301-796-8118



LMA

English
Instructions for Use!

Records processed iunder FOIA Request 2024-6295; Rel@hs CIRRHAN 1 -2@R4
The Laryngeal Mask Company Limited

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Label for -
e LMA Supreme™ Single Use

Questions? Contact FDA/CDRH/OCE/PQgéC@$Fb$(3ﬂTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Memo

To: Mario Mendoza ! Digitally signed by Wolfgang N. Kainz
ﬁp DN: ¢=US, o=U.5. Government, ou=HHS, ou=FDA,
From: W0|fgang Kainz ou=People, cn=Wolfgang N. Kainz,

0.9.2342.19200300.100.1.1=1300202342
CC: H.Bassen, V. Krauthdfmer, T. Woods Date: 2013.03.12 14:31:06 -07'00

Date: 12 MAR 2013
Re: K130304 - Laryngeal Mask Company LMA Airways

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:

(b)(4)

Given the clarification that was needed based on our telephone conversation, please provide your response to the above deficiencies {as well as those posed in our January
27, 2014 email} via email to me by close of business February 3, 2014.

Please let me know if you have any questions.
Sincerely,

Mario Mendoza, M.D.

Medical Officer
FDA/CDRH/ODE/DAGRID/ANDB
10903 New Hampshire Avenue
White Oak, Bldg 66, Room 2563
Silver Spring, MD 20993

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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r lé— CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

CONSULTING MEMO

Date: January 24, 2014
To: Mario Mendoza, M.D., M.S.
CDRH/ODE/DAGRID/ANDB R
' & \> 14/’% ~+:5:Daniel Krainak

Office of In Vitro Diagnostics and Radiological Health (OIR)
Division of Radiological Health (DRH)
Magnetic Resonance and Electronic Products Branch (MREP)

Subject: K130304/S003
Laryngeal Mask Airways (LMAs)
Laryngeal Mask Company

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. wc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
i,

“ovyag
Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/S003
Date: January 29, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIGNATURES

Reviewer Sign-Off

Mario Mendoza -S
2014.02.11 16:59:04 -05'00"

Branch Chief Sign-Off
(Optional)

Division Sign-Off
(Optional)

19
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R, Mendoza, M.D,, MS
DA Commissionar’s Feliow
CDRH/ODE/DAGRID/ANDE
WOSE, Room 2523

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Mario Mendoza [mailto:mario.mendoza@fda.hhs.gov]
Sent: Friday, February 22, 2013 4:50 PM

To: KRIZZO@LMANA.COM

Cc: Mendoza, Mario

Subject: K130304 was Refused

February 22, 2013

Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification (510(k)) submission K130304. Our review indicates that your 510(k)
submission does not meet the criteria established for administrative completeness. Thus, we regret to inform you that we are unable to conduct a substantive review

of your submission at this time and are placing it on RTA hold.

Please submit two copies of your response, referencing the 510(k) number K 130304, addressing the elements identified as missing or inconsistent in the attached
checklist to:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from the date of this email. if you do not correct the missing or inconsistent
elements identified in the checklist within 180 days, we will consider this 510(k) submission to be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative review of your 510(k) submission.

Should you have questions about this email, you may contact Mario Mendoza, the lead reviewer assigned to your 510(k) submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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—wé DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
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Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K130304/S003
Date: January 29, 2014
To: The Record Office: ODE
From: Mario Mendoza, MD Division: DAGRID/ANDRB

510(k) Holder: Teleflex Medical, Inc. (The Laryngeal Mask Company Limited, a subsidiary of Teleflex
Medical, Inc.)

Device Name: LMA Airways

Contact: Paul Dryden c/o Teleflex Medical, Inc.
Phone: 239-498-2155

Fax: 239-236-0354

Email: drydenp@promedic.cc

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R, Mendoza, M.D,, MS
wMedical Officer
CDRH/ODE/DAGRID/ANDE
WOSE, Room 2563

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Monday, February 10, 2014 6:00 PM

To: Mendoza, Mario

Subject: RE: K130304/S003

Thank yau far confirming.
Paul
Always with a handshaie,

Paul Diryden
ProMedic, Ing,
24301 Woodsage Dr.
Borita Springs, FL 34134-2958
cal - 494082155

F -+ 239 250-usd
£ —drydenp@promedic.cc
Weh - www.promedic.ce

insure. If you are not i
ing of this co:
puter, Additionaily, even if the intended re

& intended recipiert, or an employee, or agent respor
tion is sirictly p d. If you have received thi
rit, any dissemination, distribution, or copying of

Sent: Monday, February 10, 2014 5:52 PM
To: Paul Dryden
Subject: RE: K130304/5003

Mr, Brydan,

The file has been placed on a second telephone hold and you have up to 180 davs to respond, from 2/11/14 since it is after close of business today.

Mario Mendoza, M.D.

Medical Cificar

FDA/CDRH/ODE/DAGRID/ANDS

10903 New Hampshire Avenue

Whits Oak, Bldg 66, Room 2563

Silver Spring, M 20993

Email: Mario.Mendoza@fda.hhs.gov

Phane: 240.402.5121

THIS MESSAGE 15 INTENDED FOR THE USE OF THE PARTY TO WHOMIT 15 ADDRESSED ANE MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addrasses, or a person authorized to deliver the document to the addresses, you are heraby
notified that any review disclosurs, dissamination, copying, or othar action based on the content of this communication is not authorized. if you bave received
this document in r, please immediately notify us by email or telephone found above,

This communication is consistent with 21 CFR 10.85{(k} and constitutes an infarmal communication that reprasants my best judgment at this time but does not
constitute an advisory opinion, doas not necassarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view exprassed.

Sent: Monday, February 10, 2014 5:49 PM
To: Mendoza, Mario
Subject: RE: K130304/S003

Dr. Mandoza

Twanted to ackrowledge receint of this e-mail,

it appears that we have been given a second hoid and up to 3180 days to respond, from 2/10/14, please confirm
Faul

Always with a handshake,

Paul Dryden
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Profedic, Inc.
24301 Woodsage Dr.
Bonita Springs, FL 34134-2958
T {office} -~ +718-448-21
M-l -
Fo b 239 {3304
E~drydenp@promedic.cc
Web - www.promedic.cc
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Thank you for the meeting minutes Mr. Dryden,

Some minor edits included and file attached.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. if you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R, Mendoza, M.D,, MS
wMedical Officer
CORH/ODE/DAGRID/ANDE
WOSE, Room 2563

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Mendoza, Mario

Sent: Wednesday, June 04, 2014 10:13 AM

To: 'Paul Dryden’; Courtney, Todd D

Ce: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (1ustin.Lovelace@teleflex.com)
Subject: RE: K130304 i

M. Dryden,

We are in discussion with 510K staff and will respond 1o you shortly,
Mario Mendos:

Medical Officer

FDA/CORH/ODE/DAGRID/ANDS

10903 New Hampshire t\ve-me
White Oak, Bldg 68, Room
Silver Spring, MD 20993
£mail: Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM T IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized {o deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action kasad on the content of this communication is not authorized. If vou have received
this documant in error, please immediately notify us by emall or telaphone found above.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment al this time but does not
corstitute an advisory opinion, doss not necessarily represent the formal pasition of FDA, ard does not bind or otherwisa ohligate or commit the agency to the
view expressed,

Sent Tuesday, June 03, 2014 5:48 PM
To Courtney, Todd D

SubJect K130304:

Mr. Courtney and Dr. Mendoza:

I0)(4)

Should you have any questions, please feel free to call me.
| left a voicemail this evening for Todd alerting him of the issue.
Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958
(ofﬁce) +239- 498 2155

Twitter - https //twitter. com/ProMed!clnL

this message may be privileged, confidentia ployes, or agent responsibie for deliverir
i, you are hereby notified 1hdtany

replving to the message and deleting from your computer. Additis

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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prohibited if not previously understood andf/or agreed upon by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:

(b)(4)

Given the clarification that was needed based on our telephone conversation, please
provide your response to the above deficiencies (as well as those posed in our January
27, 2014 email) via email to me by close of business February 3, 2014.

Please let me know if you have any gquestions.

Sincerely,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

i

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Monday, February 10, 2014 6:00 PM
To: Mendoza, Mario

Subject: RE: K130304/S003
Thank you for confirming.
Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958
T (office) - +239-498-2155

M -

=1
i
i
i

I

- + 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1if the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender."

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]

Sent: Monday, February 10, 2014 5:52 PM

To: Paul Dryden

Subject: RE: K130304/S003

Mr. Dryden,

The file has been placed on a second telephone hold and you have up to 180 days to
respond, from 2/11/14 since it is after close of business today.

Mario Mendoza, M.D.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

103803 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FRCM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Monday, February 10, 2014 5:4% PM

To: Mendoza, Mario

Subject: RE: K130304/S003

Dr. Mendoza

I wanted to acknowledge receipt of this e-mail.

It appears that we have been given a second hold and up to 180 days to respond, from
2/10/14, please confirm

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

=]

- + 239-236-0354
E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon

by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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wir. Drydern,

Tha fiie has been placed on a second telaphone hold and you have up to 180 days ta respond, from 2/11/14 since it is after closs of business today.
Mario Mendoza, M.D.

Medical Offic
FDA/CDRH/ODE/DAGRID/ANDE

10903 New Hampshine Avanue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov

Phona: 2404025121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM T IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UMDER LAW. f you are nat the addressee, o & parson authorized to deliver the document to the addressee, you are heraby
notified that any review disclosure, dissemination, copying, or ather action basad on the content of this communication is not authorized, If you have received
this document i ror, please immediataly notify us by emall or telephone found above,

This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necassarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view sxpressad.

ar

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Monday, February 10, 2014 5:49 PM

To: Mendoza, Mario

Subject: RE: K130304/S003

. Mendoza

Vwanted to acknowledge receipt of this e-mail,

it appears that we have been given a second hoid and up to 180 days to respond, from 2/10/14, please confirm
Paul

Always with a handshalke,

Paul Dryden

ProMedic, Inc,

24301 Waoodsags Dir

Borita s _anr . FL34134-2958
T rof ic
M- .
F+ 239«25t}~u.15>4-
£ drydenp@promedic cc

iy
prohibited if not pxew\_hly understood an ’QYLE\.‘ Jpon hy sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2917 Weck Drive
P.0O. Box 12600
03-Apr-13 Research Triangle Park, NC 27709

Food and Drug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Document Mail Center ~ WQB6-GB09
10803 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: K130304 — LMA MR - Change in Submission Carrespondent
Dear Mr. Maric Mendoza:
We wish to inform you that we need to change the originat submission correspondent for K130304,

sCopy STATEMENT
in accordance with section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission. itis an exact
duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one {1) hard copy.

NEW OFFICIAL CORRESPONDENT
Paui Dryden

sfo Teleflex Medical, inc.

2917 Weck Drive

P.C. Box 12600

Research Triangle Park, NC 27708

Tel ~ 239-498-2155
Fax - 239-236-0354
E - drydenp@promedic.cc

Please do not hesitate to contact me should you have any questions or require any additional information.

Sinceraly,

__(b)(6)

Director, Requlatory Affairs/Quality Engineering
Anesthesia/Respiratory

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional

Section 07 — 510(k) Summary

510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional

Section 16 — Sterilization, Shelf-life and Cleaning Information

16 Sterilization, Shelf Life, and Cleaning Information Page
16.1 Sterilization 2
Page 16.1

Questions? Contact FDA/CDRHPBBFOIMAGIPRIOBDTT263S@fda.hhs.gov or 301-796-8118
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Section 16 — Sterilization, Shelf-life and Cleaning Information

16.1 Sterilization

This submission is for the addition of MR Conditional environment of use.

There are no changes in the sterilization or cleaning methods for the proposed devices.

Page 16.2
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OR-Feb-13

Food and Drug Administration

Center Devices and Radivlogical Health
Office of Device BEvaluation

Dooument Mall Center — WOES-GGOD
10803 Mew Hampshire Avenue

Sitver Spring, MD 20883-0002

Re: TRADITIONAL 510{k) Notification for LMA Alrways for MR Conditional use
Dear Sir or Madam:

The Laryngeal Mask Company Limited {a subsidiary of Teleflex Medical} is submitiing this Traditional
510(k) Notification for the LMA™ family of airways lo expand the indications for use to inolude use in
Magnetic Resonance imaging lecations under & ME conditional labeling.

We have preparad this Traditional submission based upon available Guidance documants for S10{k}
submissions.

BUNDLED SUBMIBSION

Az narniited we are bundling the Class 1 exempt product olassification CAE {oropharyngesl
airway) with Class 2 product classification — BTR {trachea! tuhes) as this submission is for expanding
the indications for use to include MR conditional seflings. The test data and thusg the review can be
performed by the same reviswer,

We have prepared separate Indications for Use stalements, Section 8 for each devios.
elopy STATEMENT

In accordances with section 7458A[0) of the FR&D Act, we have preparad the oCopy of this
submission. s an gxaod duplicate of the paper copy.

Par the instructions we are providing one {1} CD elopy and one {1) hard copy.
TYPE OF SUBMISBION
Traditional

PAYMENT IDENTIFICATION NUMBER

TRADE NAMES
LA Unigue™
LA Classic™
LBA Classio Exoel™
LA Flaxible™

Page 5.1
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LMA Flexible ™ Single Use
LMA ProSeal™

LMA Fastrach™ Gingle Use
LA Fastrach™ ETT

LMA Fastrach™ ETT Single Use
LMA Supreme™

DEVICE TYPE
The LMA™ family of alrways includes 2 typses of alrways:
= CGenerically referrad to as supragliotiic sirways and
» Tracheal Tubes specific for use with the LMA Fastrach™ devics

The supragiottic alrways have heen and continued 10 be considerad Class 1 exempl medical
davices, how wever io he marketed for use in MR] suites, aven as Class 1 devices reguires testing and
a review by CDRHM for the change in indications for use as MR conditional.

The t raches! lubs, LMA Fastrach™ ETT fube, both reusable and gmgi is considered &
Class 2 devics, for which we are seeking the same change in indications for u e as MF«: conditional,
BUBMITTER

The Laryngeal Mask Company Limited
PO Box 221, Le Rocher
Victoria, Mahe, Sevchelias

OFFICIAL CORRESPONDENT
Kate Rizzo
cin Teleflex Medics!, Ino.
28977 Weack Drive
P2 Box 12600
Research Triangle Park, NC 27708

Tt BEB-H22-5621

Fax 919-433-408%

Eemail krizroiiimang com
CONFIDENTIALITY

We request as outlined under 21 CGFR 807 .95 that FDA reat this premarks! notification and
nur intert o market as confidential commercial information under the conditions and requirements of
CFR BO7.85.

CLASE J CLASSIFICATION f PRODUCT CODE
Class 1 CFR 888.5110 - CAL ~ alrway, cropharyngeal, anesthesinlogy
Clags 2 — CUFR 888 5730 ~ BTH — racheal fube

PAMEL
Anssthasiology

Page 5.2
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PQEW{}US FE};& ﬁ@ﬂ%&&‘?ﬁ?&’f%

LiE swqu%f}ﬂy ihe p;c:}du o classi fsca’{ or was wnf rm&d 23:;' i

ih? ERA Fastrach™ ET tube, reusable and single use, wers cleared under Re21580 and
KDB1983, respactively.

BASIS FOR THE SUBMISRION

To sesk MR Condiiona! emvvironment of use.

GUESTION YES MO
is the devics intended for prescripfion uss (21 OFR 801 Sabpart D)7 Yes
Is the device intended for overdhe-counter use (271 OFR 201 Subpart Mo
oy?
Dines the device cordain components derved from a tssue or other Mo
biclogic source?
Is the device provided sterile? Yeas
is the device intended for single use? Yes e
is the device g mpmca&geu single use device? Mo
if yes, does this device type require reprocessed validation dalg? Mo
Does the device contain a drug? e
Does the devics contain a bickogie? Mo
Coes the device use software? Mo
Does the submission include clinical information? Mo
fo the device implanied? ' fudiy

Please do not hesitate (o contant me should vou have any questions or requirg any additional

Information

(b)(6)

SENOT WSS Rey ety s hnd Gualily Assurance

Page 5.3
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Section 3 — Medical Device User Fec Cover Sheet

3 Medical Device User Fee Cover Sheet

The following User Fee has been paid by ProMedic as the consultant assisting with for
this submission, however as indicated in Section 4 — CDRH Cover Sheet and Section 5
— Cover Letter, the sponsor and official correspondent for the submission are as follows:

SUBMITTER
The Laryngeal Mask Company Limited
PO Box 221, Le Rocher
Victoria, Mahe, Seychelles

OFFICIAL CORRESPONDENT
Kate Rizzo
c/o Teleflex Medical, Inc.
2917 Weck Drive
P.O. Box 12600
Research Triangle Park, NC 27709

Tel: 858-622-5621
Fax: 919-433-4996
E-mail: krizzo(@lmana.com

Page 3.1
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Food and Drug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

September 4, 2013

Subject: K130304 — Response to Refuse to Accept for LMA Airways for
MR Conditional use

Dear Dr. Mendoza:

This is response to the Refuse to Accept e-mail of 9/4/13 for K130304.

eCopy STATEMENT

In accordance with Section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission.
It is an exact duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.

We have addressed each deficiency as presented in the “Comments” section of the Refuse To Accept
Checklist.

Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medical

Questions? Contact FDA/CDRH/OCE/DpaagteCDlRBifF‘P*STATUS@fda.hhs.gov or 301-796-8118
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Table of Contents - Summary of Refuse to Accept items

Topic Page
D (17)a) — Labeling Indications for Use 3
Attachment # 1 — Indications for Use statement 4
Attachment # 2 — 510(k) Summary 9

Questions? Contact FDA/CDRH/OCE/%@@%ﬂfQVSTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 2 — 510(k) Summary

Questions? Contact FDA/CDRH/OCE/%@@WUfQVSTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2917 Weck Drive
P.QO. Box 12600
03-Apr-13 Research Triangte Park, NC 27709

Food and Diug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Dacument Mall Center ~ W066-G60%
10903 New Hampshire Avenue

Sitver Spring, MD 20883-0002

Re; K130304 - LMA MR - Change in Submission Correspondent

Daar Mr. Mario Mendoza:

We wish to inform you that we need fo change the original submission correspondent for K1 30304,

eCopy STATEMENT
In accordance with section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission. Itis an exact

duplicate of the paper copy.
Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.

NEW OFFICIAL CORRESPONDENT
Paul Dryden

¢lo Teleflex Medical, inc.

2917 Weck Drive

P.O. Box 12600

Resesarch Triangle Park, NC 27708

Tel ~ 239-498-2155
Fax ~ 239-236-0354
E ~ drydenp@promedic.cc

Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b))

Director, Regulatory Affairs/Quality Engineering
Anesthesia/Respiratory

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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18 Software

The LMA™ airway devices do not incorporate any software.

Page 18.1
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Food and Drug Administration

Center Devices and Radiclogical Health
Office of Device Evaluation

Document Mail Center — WOB6-GGH9
{903 New Hampshire Avenue

Silver Spring, MD 20993-0002

woanw teledin mom

lanuary 14, 2014

Subject: K130304 — Response for LMA Airways for MR Conditional use

Dear Mr. Parvinian:

This is our response to the deficlency e-mail dated November 1, 2013 for K13U304.
eCopy STATEMENT

tn accordance with section 745A(h) of the FD&C Act. we have prepared the eCopy of this submission.
It is an exact duplicate of the paper copy.

Per the instructions we are providing one {17 CD eCopy and one (1) hard copy.
We have addressed each deficiency.

Please do not hesitate 1o contact me should you have any questions or require any additional information.
Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medical

Questions? Contact FDA/CDRH/OCERIIFaFafeHirofstBT Us@fda.hhs.gov or 301-796-8118
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Hi M. Dryder,

1 wili do my best to accommodats the dmes for today, [ will need to have the MR consuitant invoived in the conversation. Once [can confiray with the MR
consuitant, then bwill confirm with you for today or for later in the waek.

Mario Mendoza, MO,

Medical Officer

FDA/CORH/ODE/DAGRID/ANDR

10903 New Hampshire Avenue

White Dak, Rldg 66, Room 2363

Silver Spring, MD 20993

trail Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE (S INTENDED FOR THE USE OF THE PARTY TO WHOM T 15 ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNBER LAW. If you are not the addragses, or a person authorized to deliver the document to the addresses, you are hereby
notified that any review disclosure, dissemination, copying, or other action basad on the content of this communication is not authorized, If vou have received
this doacument in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment al this time but does not
canstitute an advisary opinion, doas not necessarily represent the formai pasition of FDA, and does not bind or otherwisa obiligate ar commit the agency to the
view expressed,

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Tuesday, January 28, 2014 8:36 AM

To: Mendoza, Mario

Ce: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com)
Subject: K130304/S003 request for teleconference

Dr. Mendoza:

We wouid e to have a conference call today, 1728, any time batween 1- 230 0r 4-5:00 £5T, to discuss some of the questions and requests made 1/27 for
K130304, the Teleflex LMA submissian,
Since we are under a short timeiing, we would appreciale your accommuodating this requast.

Participating would be

Uiz Paul —Telefiex Director RASQE Anesthesia/Respiratory
lustin Lovelace — Regulatary Affairs Specialist

Please confirm a time and we will set call a call in numbar,
Paul

Abways with a handshake,

Paul Dryden

Prabdedis, inc

24301 Woodsage Dr.
Bonita Springs, FL 34134-2958

"The information

intended recipient, or an employee, or agent responsibie for delivering this
tion is strictly prohibited, i you have received this comm
i, any dissemination, distribution, or copying of thi

i, and protected from disclosure. if you are not i
message to the i agtified that an QMY i on, or copying of this co

notify us immediately by replying to the e and delating from your compuite onaily, even if th
=d if not previcusly understood andfor agreed upon by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mr. Dryden,

The file has been placed on a second telephone hold and you have up to 180 days to
respond, from 2/11/14 since it is after close of business today.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10203 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20293

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Monday, February 10, 2014 5:492 PM

To: Mendoza, Mario

Subject: RE: K130304/S003
Dr. Mendoza
I wanted to acknowledge receipt of this e-mail.

It appears that we have been given a second hold and up to 180 days to respond, from
2/10/14, please confirm

Paul
Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

M - E

Frj

- + 239-236-0354
E - drydenp@promedic.cc<mailto:drydenplpromedic.cc>
Web - www.promedic.cc<http://www.promedic.cc/>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1if the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender."”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:

(b)(4)

Given the clarification that was needed based on our telephone conversation, please
provide your response to the above deficiencies (as well as those posed in our January
27, 2014 email) via email to me by close of business February 3, 2014.

Please let me know if you have any questions.

Sincerely,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dear Mr. Dryden:

(b)(4)

Given the clarification that was needed based on our telephone conversation, please provide your response to the above deficiencies {as well as those posed in our January
27, 2014 email} via email to me by close of business February 3, 2014.

Please let me know if you have any questions.
Sincerely,

Mario Mendoza, M.D.

Medical Officer
FDA/CDRH/ODE/DAGRID/ANDB
10903 New Hampshire Avenue
White Oak, Bldg 66, Room 2563
Silver Spring, MD 20993

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Food and Drug Administration

Center Devices and Radiological Health
Office of Device Bvaluation

Document Matll Center — WORG-GOUD
H0903 New Hampshire Avenue

Silver Spring, MD 20993-0002

August 19, 2013

Kubject: KI30304 - Response 1o Refuse 1o Accept for LMA Afrways for
MR Conditional use

Dear Or. Mendoza:
This is response 1o the Refisse w Accept e-mait of 2722713 for K130304
eCopy STATEMENT

In accerdance with Sectiop 743A(b) of the FD&C Act. we have prepared the eCopy of this submission.
1115 an exact daplicate of the paper copy.

7
{

Per the instructions we are providing one (11 CD eCopy and one (1) hard copy.

We have addressed each deficioncy as presented in the “Commenis” section of the Refuse To Aceept
Checkhist,

Please do not hesitate to contact me shousid you have any questions or require any additional information.

Sincerely,

(b)(6)

Paul Pryden
Regulmory consultant for Teleflex Medical

Page 1 of 34
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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w

e
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From: Smith, Alysia * [Alysia.Smith@fda.hhs.gov]
Sent: 5/27/2014 3:14:15 PM

To: DRYDENP@PROMEDIC.CC

cC: DCClLetters [DCCletters@fda.hhs.gov]
Subject: K130304.5004 ACK LETTER

Attachments: K130304.5004 ACK LETTER.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

5, Food and Drug Administration
gy Center for Devices and Radiological Health
e Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 27,2014

THE LARYNGEAL MASK CO.,LTD. 510k Number: K130304
C/O TELEFLEX MEDICAL, INC.

§

S o Product: LMA FAMILY OF AIRWAYS

RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709
ATTN: PAUL DRYDEN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will
not be considered as part of your official premarket notification submission. Also, please note the new Blue
Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry
about Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail
practices at
http:/fwww.fda.cov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.eov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, statcs that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug
Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an electronic copy (eCopy) for certain
types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on a CD, DVD, or
other electronic media, accompanied by a signed cover letter and the complete original paper submission. This
authorization applies to the original, amendments, supplements, and reports, as applicable, for your submission type.

For more information about FDA’s new eCopy program, including the new technical standards for an ¢Copy, refer to
the guidance document, “eCopy Program for Medical Device Submissions” at
http://www.lda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 13794 . pdf

In addition, we strongly encourage you to visit FDA’s eSubmitter website at
http://www.{da.gov/Forindustry/FIDAeSubmitter/ucm22 1506.htm in order to develop an eCopy in accordance with the
new technical standards prior to sending it to FDA.

Please ensure that whether you submit a S10(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer

Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041 , or contact the 510k staff at
(301)796-5640 .

Sincerely,

510(k) Staff
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Memo

To: Mario Mendoza ! Digitally signed by Wolfgang N. Kainz -$
. ﬁp DN: c=US, 0=U.5. Government, ou=HHS, ou=FDA,

From: Wolfgang Kainz

cn=Wolfgang N. Kainz -$

CC: H.Bassen, V. Krauthafer, T. Woods Date: 2014.07.20 11:08:36 -08.00'
Date: 20 JAN 2014
Re: K130304-S003 - Laryngeal Mask Company LMA Airways

ou=People, 0.9.2342.19200300.100.1.1=1300202342,

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

i

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Wednesday, January 29, 2014 12:23 PM
To: Mendoza, Mario

Subject: RE: K130304 telecon meeting minutes.0l 28 14.doc

Thank you and changes / edits noted.

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

M -

I

- + 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1if the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender."

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]

Sent: Wednesday, January 28, 2014 12:10 PM

To: Paul Dryden

Subject: K130304 telecon meeting minutes.01 28 1l4.doc

Thank you for the meeting minutes Mr. Dryden,
Some minor edits included and file attached.
Mario Mendoza, M.D.

Medical Officer
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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<font face='arial'>September 4, 2013</font></br></br><font face="arial">

<b>Acceptance Review Notification - Refuse To Accept (RTA)</b>
<br/><br/>
</font>

<p>We have completed the administrative acceptance review of your premarket
notification (510(k)) submission K130304/S001. Our review indicates that your 510 (k)
submission does not meet the criteria established for administrative completeness.
Thus, we regret to inform you that we are unable to conduct a substantive review of
your submission at this time and are placing it on RTA hold. </p>

<p>Please submit two copies of your response (1 eCopy and 1 paper copy), referencing
the 510 (k) number K130304/5001, addressing the elements identified as missing or
inconsistent in the attached checklist to:</p>

<p style="padding-left:50">U.S. Food and Drug Administration<br />

Center for Devices and Radiological Heath<br />

Document Control Center - WO66-G609<br />

10903 New Hampshire Avenue<br />

Silver Spring, MD 20993-0002</p>

<p>FDA will permit your 510 (k) submission to remain on hold for a maximum of 180 days
from the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist within 180 days, we will consider this 510(k) submission to
be withdrawn, and we will delete it from our review system.</p>

<p>Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission. </p>

<p>Should you have questions about this email, you may contact Mario Mendoza, the lead
reviewer assigned to your 510(k) submission.</p>

<p>For additional information regarding the <a
href="http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceD
ocuments/UCM315014.pdf">Refuse to Accept Policy for 510(k)s</a> please refer to the
guidance document available at <a
href="http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceD
ocuments/UCM315014.pdf">http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationand
Guidance/GuidanceDocuments/UCM315014.pdf</a>.</p>

<p>****This is a system generated email notification****</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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{understand the issue, sa b will try my best to got the MR consuliant {whao s also critical} to be avaliable today.
Mario Mendoza, M.D.
Madical Officar
FDA/CDRH/CDE/DAGRID/ANDS
10903 New Hampshire Avanue
White Oak, Bldg 66, Room 2563
Silver Spring, M 20993
Email: Mario.Mendoza@fda.hhs.gov

32.5121
SINTENDED FOR THE USE OF THE PARTY TO WHOM 1T 1S ADDRESSED AND MAY CONTAIN INFORMATION THAT 1S PRIVILEGED, CONF
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addresses, ar a parson authorized to deliver the document to the addresses, you ar
notified that any review disclosurs, dissemination, copying, or other action based on the content of this communication Is not autherized. if you have
this document in arror, plaase immediately notify us by email or telephone found above,
This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represants my best judgment af this time but does not
constitute an advisory opinion, doeas not necassarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Tuesday, January 28, 2014 11:07 AM

To: Mendoza, Mario

Cc: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com)
Subject: RE: K130304/5003 request for teleconference

Thank you but according to your emall we must respond by 1731, so there is not much Bme. Also Ma, Paul is traveling and may not be available and it is critical

that she is part of the call,
Paul
Always with a handshale,

Paul Dryden

ProMedic, Inc,

24301 Woodsage Dr.

Bonita Springs, FL34134-2958
" E230.408 .1 Eg

F-+239-236-0354
£ drydenp@promedic.cc

is message may be privileged, confidential
nt, you are hereby notified that any

< protected from disciosure. if you sre not the intended recipient, or an employes, or agent responsibie for defiveris
s strictly prot d. ¥f your have rec o 1 ormunication
ny dissemination, distribution, or copying of communication may

“Thre information contained in

olyving to the message and deleting from your computer. Ad
sly understood andior agreed tpon by sender.”

Sent: Tuesday, January 28, 2014 11:03 AM
To: Paul Dryden
Subject: RE: K130304/5003 request for teleconference

Hi Mr. Dryder,

i do my best to accommodate the times for today, D will need to have the MR consuitant involved in the conversation. Once ean confirm with the MR
insitant, then Pwill confirm with you for today or for later in the waek,

Mario Mendoza, MO,

Medical Gfficer

FDA/CORH/ODE/DAGRID/ANDR

10903 Mew Hampshire Aventis

White Dak, Rldg 66, Room 2363

Silver Spring, MD 20893

Email: Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT 15 ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW, If vou are not the addrasses, or a person autharized to deliver the document to the addrassas, you are hereby
notified that any review disclosure, dissemination, copying, or other action basad on the content of this communication is not authorized. i vou have received
this dacumant in error, pleass immediately notify us by email or hone found above.

This communication is consistent with 21 CFR 16.85{k} and constitutes an informal communication that reprasents my best judgment at this time but does not
canstitute an advisary opinion, doas not necessarily represent the formal pasition of FDA, and does not bind or otherwiss obiligate ar commit the agency to the
view expressed,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Collins, Virginia * [Virginia.Collins@fda.hhs.gov]
Sent: 6/3/2014 6:03:15 PM

To: drydenp@promedic.cc

cC: DCClLetters [DCCletters@fda.hhs.gov]

Subject: K130304 SE letter

Attachments: K130304.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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..... Public Health Servige

Foad and Drug Administragion

13903 New Hampshire Avenue
Document Contred Conter — WS6.0409
Sifvar Spring, MDD 209830002

Teleflex Medical, Inc.

¢/o Paul Dryden

Regulatory Consultant

2917 Weck Drive

P.O. Box 12600

Research Triangle Park, NC 27709

Re: K130304

Trade/Device Name: LMA Unique, LMA Classic, LMA Classic Excel. LMA Flexible,
[.MA Flexible Single Use, LMA ProSeal, LMA Fastrach Single Use, LMA Fastrach ETT,
LMA Fastrach ETT Single Use, LMA Supreme

Regulation Number: 21 CFR 868.3730

Regulation Name: Tracheal Tube

Regulatory Class: Class I

Product Code: BTR, CAE

Dated: May 23, 2014

Received: May 27, 2014

Dear Mr. Dryden:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

if your device is classified (see above) into either class 1l (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Dryden

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
cornply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807): labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-refated adverse events) (21 CFR 803); good manutacturing practice requirgments as set
forth in the guality systems (Q8) regulation {21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Acty; 21 CFR 1000-1050.

If vou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address

httpy//www fda.gov/Medical Devices/ResourcestorYow/Industrv/detautt him.  Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
BU7.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

httnswww. idacoviMedical Devices/Safety/ ReportaProblenvdefawit.him for the CIDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on vour responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(B00Y 638-2041 or {(301) 796-7100 or at its Internet address

b www, fda,coviMedicalDevices/ResowrcesforYow/Industry/default. him.

Sincerely yours,

Erin L Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement
Page 1 of 1

510(k) Number: KI30304 14 pe assigned)

Device Name: LMA Unique™
LMA Classic™
LMA Classic Excel™
LMA Flexible™
LMA Flexible™ Single Use
LMA ProSeal™
LMA Fastrach™ Single Use
LMA Supreme™

Indications for Use:

The LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™, LMA
Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA
Supreme™ are devices inserted into a patient's pharynx through the mouth to provide a
patent airway. These can be used in a Magnetic Resonance (MR) environment, not to
exceed a 3.0 Tesla static magnetic field.

Prescription Use XX or Over-the-counter use __
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

1= e Y .
5129.20:059:62-04'00

N b

Page 06.2
PDF PAGE 40 of 263

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

Indications for Use Statement
Pége 1ofl
510(k) Number: K130304 (1o be assigned)

Device Name: LMA Fastrach™ ETT
LMA Fastrach™ Single Use

Indications for Use:

The LMA Fastrach™ ETT (reusable) and LMA Fastrach™ ETT Single Use are indicated
for airway management by oral intubation of the trachea. Reinforced ETT may be used to
reduce the potential for kinking whenever an unusual positioning of the head or neck is
required following intubation.

These can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla
static magnetic field.

Prescription Use XX or Over-the-counter use ___
(Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Todd,D=Courtney:S

201410529 20159
04'00"

Page 06.3
PDF PAGE 41 of 263

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

Center Devices and Radiological Health
Office of Device Evaluation

Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

January 14, 2014

Subject: K130304 — Response for LMA Airways for MR Conditional use

Dear Mr. Parvinian:

This is our response to the deficiency e-mail dated November 1, 2013 for K130304.
eCopy STATEMENT

In accordance with section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission.
It is an exact duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.
We have addressed each deficiency.

Please do not hesitate to contact me should you have any questions or require any additional information.
Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medical

Questions? Contact FDA/CDRH/OC&BPﬁtanDeR -(F) L?géTUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 1 — Indications for Use statement (Form 3881)

IFU LMA Classic
IFU LMA Fastrach
IFU LMA ProSeal
IFU LMA Supreme

Questions? Contact FDA/CDRH/quFI[pqg@mF@fS{g‘yUS@fda.hhs.gov or 301-796-8118
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IFU LMA Classic

Questions? Contact FDA/CDRH/qﬁgFI[pqg@mF@fS{g‘yUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120

Expiration Date: December 31, 2013

See PRA Statement on last page.

RECUNUS Proctessed urnuceh TUTA'TReQUesl ZUZ54-02390, Reteased Oy CURTYOIT TT=T94=2UZ%

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

Indications for Use

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

IFU LMA Fastrach

Questions? Contact FDA/CDRH/qﬁgFI[pqg@%F@fS{g‘yUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
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Food and Drug Administration

Indications for Use
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Attachment # 2 — 510(k) Summary

Questions? Contact FDA/CDRH/qﬁgFI[pqg@MF@fS‘]'g‘yUS@fda.hhs.gov or 301-796-8118
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510(k) Summary

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 3 — Instructions for Use — revised

LMA Classic, LMA Unique, LMA Excel and LMA Flexible
LMA Fastrach
LMA ProSeal
LMA Supreme

Questions? Contact FDA/CDRH/quFI[pqg@Fﬂ;ﬁF@fS‘]'g‘yUS@fda.hhs.gov or 301-796-8118
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The Laryngeal Mask Company Limited

Instructions for Use — LMA Classic™, LMA
Classic ExceITM, LMA Flexible™, LMA Flexible™

Single Use & LMA Unique™

Caution: Federal {U.S) law restricts this device to sale by or on the

order of a physician

b)(4
b)al (b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LMA Fastrach

Questions? Contact FDA/CDRH/qﬁgFI[pqg@Fﬂ;ﬁF@fS‘]'g‘yUS@fda.hhs.gov or 301-796-8118



ed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

™
LMA Records process

The Laryngeal Mask Company Limited

English
Instructions for Use — LMA Fastrach™, LMA

Fastrach™ Single Use, LMA Fastrach™ ETT &
... MA Fastrach™ ETT Single Use

b)(4
(b)(4) (b)(4)

ions? N Z796°
Questions? Contact FEA/CDRH/O%?%%CD%F&_IﬁWUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LMA ProSeal

Questions? Contact FDA/CDRH/qﬁgFI[pqg@ﬁtgF@fS‘]'g‘yUS@fda.hhs.gov or 301-796-8118



LMA

Instructions for Use — LMA ProSeal™

Records processed under FOIA Request 2024-6295; Rejffas| CRRHAN 1148-2
The Laryngeal Mask Comgany Limited
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LMA Supreme

Questions? Contact FDA/CDRH/qﬁgFI[pqg@l%gF@fS{g‘yUS@fda.hhs.gov or 301-796-8118



LMA Records processediunder FOIA Request 2024-6295Rel ClmH 1424
The Laryngeal Mask Comgany Limited

Instructions for Use — LMA Supreme™
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 4 — MR Test Reports revised

SHELLOCK LMA Supreme report revised
SHELLOCK LMA Flexible report revised
SHELLOCK LMA Fastrach report revised
SHELLOCK LMA ProSeal report revised

Questions? Contact FDA/CDRH/qﬁgFI[pqg@Fg?F@fS‘]'g‘yUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Supreme, Size 5

Proioct Condiicted by

(b)(4)

06/07/10 — Revised 12/17/13

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SHELLOCK LMA Flexible report revised

Questions? Contact FDA/CDRH/qﬁgFI[pqg@l@?F@fS{g‘yUS@fda.hhs.gov or 301-796-8118
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(b)(4)

REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Flexible, Size 6

Project Conducted by:

(b)(4)

06/08/10 REVISED 12/17/13

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110
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d.nns.gov or sUT-r9o6-o611o
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA ProSeal, Size 5

Project Conducted by:
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06/09/10 REVISED 12/17/13

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110
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Mr. Dryden,

We are in receipt of your response.

Thank you,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Monday, February 03, 2014 1:55 PM

To: Mendoza, Mario

Cc: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@@teleflex.com)

Subject: RE: K130304/S003 Response
Dr. Mendoza:

Please find attached our responses to your interactive review questions of 1/27 and
1/29/14 for K130304.

Should you have any questions please advise.
Please confirm receipt.

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T (office) - +239-498-2155

M - i §

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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F - + 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

Web - www.promedic.cc<http://www.promedic.cc/>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender.®

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]
Sent: Wednesday, January 292, 2014 5:17 PM
To: Paul Dryden

Subject: K130304/3003

Dear Mr. Dryden:

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Please let me know if you have any questions.

Sincerely,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R, Mendoza, M.D,, MS
wMedical Officer
CDRH/ODE/DAGRID/ANDE
WOSE, Room 2563

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Wednesday, January 29, 2014 12:23 PM

To: Mendoza, Mario

Subject: RE: K130304 telecon meeting minutes.01 28 14.doc

Thark yau and changes / edits noted,
Paul
Always with a handshaie,

Paul Diryden

ProMedic, Ing,
24301 Woodsage Dr.
Borita Springs, FL

T {nffice) - +239- 493

£ —drydenp@promedic.cc

Weh - www.promedic.cc

insure. If you are not i
ing of this co:
puter, Additionaily, even if the intended re

& intended recipiert, or an employee, or agent respor
tion is sirictly p d. If you have received thi
rit, any dissemination, distribution, or copying of

Sent: Wednesday, January 29, 2014 12:10 PM
To: Paul Dryden
Subject: K130304 telecon meeting minutes.01 28 14.doc

Thank you for the meeting minutes Mr. Dryden,

Some minor edits included and file attached.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 09 — Class Il Summary and Certification

09 Premarket Notification Class III Certification and Summary
(As Required by 21 CFR 807.94)

(To be submitted when claiming equivalence to a Class 111 device)

The proposed devices, LMA™ airways, are not claiming equivalence to a Class III
device, therefore the summary and certification is not required.

Page 09.1
Questions? Contact FDA/CDRH/@BIDIP AGERAT &f DY S@fda.hhs.gov or 301-796-8118
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wr. Dryder,

We ars in recaipt of your responss.
Thartk you,

Mario Mendoza, MO,

Medical Officer
FDA/CORH/ODE/DAGRID/ANDR
10903 New Hampshire Avenue
White Dak, Rldg 66, Room 2363
Silver Spring, MD 20993

trail Mario.Mendoza@fda.hhs.gov
Phone: 240.402.5121

PROTECTED FROM DISCLOSURE UNBER LAW. If you are not the address
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not auth
this dacument in 7, please immediately notify us by emall or telephone found abova.

This communication is consistent with 21 CFR 10.85{k} and constitutes an informal communication that represents my best judgment al this time but does not
canstitute an advisary opinion, doas not necessarily represent the formal pasition of FDA, and does not bind or otherwisa obiligate ar commit the agency to the
view expressed,

ad, If yvou have received

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Monday, February 03, 2014 1:55 PM

To: Mendoza, Mario

Ce: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com)
Subject: RE: K130304/S003 Response

Dr. Mendoza:

Plzase find attached aur raspansas to vour interactive revisw gquestions of 1/27 and 1/28/14 for 130304,
Should you have any questions please ardvise.

Pigase confirm recaipt.

Paul

Always with a handshale,

Paul Dryden

ProMedic, Inc,
24301 Woodsage Dr.

28

Bonita Springs, FL34134-2958
T{offica) - +236-4¢

on may still be

T in e, please

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]

Subject: K130304/5003

Dear Mr. Dryden:

Sent: Wednesday, January 29, 2014 5:17 PM

To: Paul Dryden
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Please let me know if you have any questions.
Sincerely,

Mario Mendoza, M.D.

Medical Officer
FDA/CDRH/ODE/DAGRID/ANDB
10903 New Hampshire Avenue
White Oak, Bldg 66, Room 2563
Silver Spring, MD 20993

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT {S ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this time but does not constitute
an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Department of Health & Human Services Center for Devices and Radiological Health
Food and Drug Administration Records processed under FOIA Reqm& Released by CDRJifiee dflEk4i2éBdaluation & Office of In-Vitro Diagnostics

Contains Nonbinding Recommendations

Acceptance Checklist
for Traditional 510(k)s

{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.

510(k) #: K130304 Date Received by DCC: September 3, 2013
Lead Reviewer: Mario Mendoza

Branch: ANDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete. [t means the reviewer did not assess the
element during RTA and the element will be assessed during the substantive review.

with a device constituent part subject to review in a 510(k)?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product, or you are X
unsure, consult with the CDRH Jurisdictional Officer or the CBER Office Jurisdiction Liaison to determine the
appropriate action, and inform division management. Provide a summary of the Jurisdictional Officer's/Liaison's
determination. If the product does not appear to be a device or such a combination product, mark "No."

Comments?

2. Is the application with the appropriate Center?

If the product is a device or a combination product with a device constituent part, is it subject to review by the
Center in which the submission was received? If you believe the application is not with the appropriate Center or X
you are unsure, consult with the CDRH Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the

appropriate action and inform your division management. Provide a summary of the Jurisdictional Officer's/Liaison’s

determingtion. If application should not be reviewed by your Center mark "No."

Comments?

3) if a Request for Designation was submitted for the device or combination product with a device constituent
part and assigned to your center, identify the RFD # and confirm the following:

a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission ?

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you are unsure,
consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction Liaison to determine the appropriate
action and inform your division management. Provide summary of Jurisdictional Officer's/Liaison's determination.

If the answer to either question is no, mark "No." If there was no RFD, skip this question.

Comments?

4) Is this device type eligible for a 510(k) submission?

If a 510(k) does not appear to be appropriate (e.g., Class lll type and PMA required, or Class | or Il type and 510(k)- X
exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER staff during the
acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5)1s there a pending PMA forthe same device with the same indicationsfaruse?, neyion 11-14-2024
If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to determine
the appropriate action.

Comments?

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AlP)?
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM - BIMO) or CBER
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch

(OCBQ/DIS/BMB) to determine the appropriate action. Check on web at http://www.fda.gev/ICECI/
EnforcementActions/ApplicationintegrityPolicy/ucm134453.htm

Comments?

if the answer to 1 or 2 appears to be "No," then stop review of the 510(k} and issue the "Original Jurisdictional Product” letter.

If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison.
If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.
If the answer to 5 is “Yes," then stop review of the 510(k), contact the CDRH 510(k} Staff and PMA Staff, or appropriate CBER staff.

If the answer to 6 is "Yes," then contact CDRH/OC/DBM-BIMO or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with the BIMO Staff, and indicate BIMO's

recommendation/action.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 2 of 1
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1) Submission contains a Table of Contents

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3) All pages of the submission are numbered.

4) Type of 510(k) is identified (i.e., traditional, abbreviated, or special)

XX | X | X

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 3 of 11
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A. Administrative

1) All content used to support the submission is written in English (including translations of test
reports, literature articles, etc.)

2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet

a) Device trade name or proprietary name

b) Device common name

¢) Device class and panel or
Classification regulation or
Statement that device has not been classified with rationale for that conclusion

X XX X | X

CFR 801.109).

X

4) Submission contains 510(k) Summary or 510(k) Statement

X

a) Summary contains all elements per 21 CFR 807.92 (See also 510{k} Summary Checklist)

X

b) Statement contains all elements per 21 CFR 807.93

5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) See recommended format.

X

6) Submission contains Class lil Summary and Certification. See recommended content.

X

7) Submission contains clinical data

8) If submission references use of a national or international standard as part of demonstration of
substantial equivalence, submission contains Standards Data Report for 510(k}s (Form 3654) or
includes detailed information about how and the extent to which the standard has been
followed.

9) The submission identifies prior submissions for the same device for which FDA provided
feedback related to the data or information needed to support substantial equivalence (e.g.,
submission numbers for Pre-Submission, IDE, prior not substantially equivalent (NSE)
determination, prior 510(k) that was deleted or withdrawn) or states that there were no prior
submissions for the subject device.

a) If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence outlined in
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.” Once finalized, this guidance will
represent the Agency's current thinking on this topic.

B. Device Description

10)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a) If there are requirements regarding the device description, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes

device description information to establish that the submitter has followed the device- X
specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes device description information to %

establish that the submitter has addressed the recommendations or otherwise has met
the applicable statutory or regulatory criteria through an alternative approach.

11) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling), including:

a) A description of the principle of operation and mechanism of action for achieving the
intended effect.

b) A description of proposed conditions of use, such as surgical technique for implants;
anatomical location of use; user interface; how the device interacts with other devices; X
and/or how the device interacts with the patient.

¢) A list and description of each device for which clearance is requested. X
12) Submission contains representative engineering drawing(s), schematics, illustrations and/or %
figures of the device that are clear, legible, labeled, and include dimensions.
13) If device is intended to be marketed with multiple components, accessories, and/or as part of a
system
a) Submission includes a list of all components and accessories to be marketed with the
subject device.
b) Submission includes a description (as detailed in item 11(a) and (b) and 12 above) of
each component or accessory.
¢) A 510(k) number is provided for each component or accessory that received a prior
510(k) clearance.
C. Substantial Equivalence Discussion
14) Submitter has identified a predicate device. X
a) Predicate’s 510(k) number, trade name, and model number (if applicable) provided.
For predicates that are preamendments devices, information is provided to document X
preamendments status. Information regarding documenting preamendment status is
available online.

b) The identified predicate(s) is consistent throughout the submission (i.e., the predicate(s)
identified in the Substantial Equivalence section is the same as that listed in the 510(k) X
Summary (if applicable) and that used in comparative performance testing.

15) Submission includes a comparison of the following for the predicate(s) and subject device

a) Indications for Use X

b) Technology, including features, materials, and principles of operation X

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 5 of 11



16) Submission includes an analysis of why any differences between the subject device and
predicate(s) do not render the device NSE (e.g., does not constitute a new intended use; and any
differences in technological characteristics are accompanied by information that demonstrates
the device is as safe and effective as the predicate and do not raise different questions of safety
and effectiveness than the predicate ), affect safety or effectiveness, or raise different questions

D. Proposed Labeling (see also 21 CFR part 801)

If in vitro diagnostic (IVD) device, criteria 17, 18, & 19 may be omitted.

17) Submission includes proposed package labels and labeling (e.g., instructions for use, package
insert, operator's manual) that include a description of the device, its intended use, and the
directions for use.

a) Indications for use are stated in labeling and are identical to Indications for Use form
and 510(k) Summary (if 510(k) Summary provided).

b) Submission includes directions for use that

- include statements of all conditions, purposes or uses for which the device is intended
(e.g., hazards, warnings, precautions, contraindications) AND

qualifies for exemption per 21 CFR 801 Subpart D

(b)(4)

801.109(b}{1)) or “Rx only” symbol [See also Alternative to Certain Prescription Device Labeling
Requirements]

19) General labeling provisions

a) Labeling includes name and place of business of the manufacturer, packer, or distributor

b) Labeling includes device common or usual name. (21 CFR 801.61)

20)

a) If there are requirements regarding labeling, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes labeling to
establish that the submitter has followed the device-specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes labeling to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¢) If there is a special controls document applicable to the device, the submission includes
labeling to establish that the submitter has complied with the particular mitigation
measures set forth in the special controls document or uses alternative mitigation
measures but provides a rationale to demonstrate that those alternative measures
identified by the firm will provide at least an equivalent assurance of safety and
effectiveness.

21) If the device is an in vitro diagnostic device, provided labeling includes all applicable
information required per 21 CFR 809.10.

E. Sterilization

If IVD device and sterilization is not applicable, select "N/A" and criteria below will be omitted from
checklist,

Submission states that the device and/or accessories are: (one of the below must be checked)

X provided sterile

provided non-sterile but sterilized by the end user

non-sterile when used

Information regarding the sterility status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

22) Assessment of the need for sterilization information

a) Identification of device, and/or accessories, and/or components that are provided sterile.

b) Identification of device, and/or accessories, and/or components that are end user
sterilized.

c) Identification of device, and/or accessories, and/or components that are reusable and
cleaning /disinfection instructions are provided.

23) If the device, and/or accessory, and/or a component is provided sterile:

a) Sterilization method is stated for each component (including parameters such as dry
time for steam sterilization, radiation dose, etc.).

b) A description of method to validate the sterilization parameters (e.g., half-cycle method
and full citation of FDA-recognized standard, inciuding date} is provided for each
proposed sterilization method. Note, the sterilization validation report is not required.

¢) For devices sterilized using chemical sterilants such as ethylene oxide (EQ) and hydrogen
peroxide, submission states maximum levels of sterilant residuals remaining on the
device and sterilant residual limits.

d) Submission includes description of packaging and packaging contents (e.g., if mulitiple
devices are included within the same package, Tyvek packaging, etc.)

X

e) Sterility Assurance Level (SAL) is stated.

X

24) If the device, and/or accessstiynandiora cobmpebRAIIC ErtdluseC DR @G TATUS @fda.hhs.gov or 301-7

Y6-8118
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25)

a) If there are requirements regarding sterility, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes sterility
information to establish that the submitter has followed the device-specific
requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes sterility information to establish that
the submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

c) If there is a special controls document applicable to the device, the submission includes
sterility information to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

F. Shelf Life

26) Proposed shelf life/expiration date stated

27) For sterile device, submission includes summary of methods used to establish that device will
remain sterile through the proposed sheif life or a rationale for why testing to establish shelf life
is not applicable.

28) Submission includes summary of methods used to establish that device performance is not
adversely affected by aging or includes a rationale for why the storage conditions are not
expected to affect device safety or effectiveness.

G. Biocompatibility

If IVD device, select "N/A" and the below criteria will be omitted from checklist.

Submission states that there: (one of the below must be checked)

X are direct or indirect (e.g., through fluid infusion) patient-contacting components.

are no direct or indirect {(e.g., through fluid infusion) patient-contacting components.

Information regarding the patient contact status of the device is not provided.

a substantial equivalence determination.

This information will determine whether and what type of additional information may be necessary for

Comments?

29) Submission includes list of patient-contacting device components and associated materials of
construction, including identification of color additives, if present

30) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour duration,
etc)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 8 of 11



31) Biocompatibility assessment of patient-contacting components

Submission includes:

Test protocol (including identification and description of test article), methods, pass/fail criteria, X
and results provided for each completed test, OR

a statement that biocompatibility testing is not needed with a rationale (e.g., materials and
manufacturing/processing are identical to the predicate).

H. Software

Submission states that the device: (one of the below must be checked)

does contain software/firmware.

X does not contain software/firmware.

Information regarding whether the device contains software is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

I. EMC and Electrical Safety

Submission states that the device: (one of the below must be checked)

does require EMC and Electrical Safety evaluation.

X does not require EMC and Electrical Safety evaluation.

Information regarding whether the device requires EMC and Electrical Safety evaluation is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

J. Performance Data - General

If IVD device, select "N/A" and the below criteria will be omitted from checklist. Performance data
criteria relating to IVD devices will be addressed in Section K.

36) Full test report is provided for each completed test. A full test report includes: objective of the
test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail
criteria, results summary, conclusions, and an explanation of how the data generated from the
test supports a finding of substantial equivalence.

37)

a) If there are requirements regarding performance data, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
performance data to establish that the submitter has followed the device-specific
requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes performance data to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

O 41 D O nmtont COA/CNDLINANCININ A+ ANOLL M)
UCSUONSTCUNtattr orv o UN T OC /U at SUNT T O
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¢) If there is a special controls document applicable to the device, the submission includes
performance data to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

38) If literature is referenced in the submission, submission includes: h ¢

39) For each completed nonclinical (i.e., animal) study conducted X

K. Performance Characteristics - In Vitro Diagnostic Devices Only
(Also see 21 CFR 809.10(b}{(12))

Submission states that the device: (one of the below must be checked)

is an in vitro diagnostic device.

X is not an in vitro diagnostic device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Decision: (" Accept Reé@ds%l:’é?s%‘a BCEERIOIA Request 2024-6295; Released by CDRH on 11-14-2024

If Accept, notify applicant.

If Refuse to Accept, notify applicant in writing and include a copy of this checklist.

Mario Mendoza -S
2013.09.03 11:34:11 -04'00'

Reviewer Sign-Off

Branch Chief Sign-Off LESter W' SChUIth eis Jr
dsialsigrawre 19013 ,09,04 10:38:09 -04'00'

Tejashri S.
Division Sign-Off Purohitsheth -S
(digital signature v ] - 1O,
optional)* Tejashri Purolii-Sheth, M1 B 201 3'99'04 1 2'1 8'06
Imical DeputeBirector Al
DAGRD -04'00

* Branch and Division review of checklist and concurrence with decision required.
Branch and Division digital signature optional.
N J

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Suantak, Ngocinthawng * [Ngocinthawng.Suantak@fda.hhs.gov]
Sent: 9/10/2013 3:16:05 PM

To: drydenp@promedic.cc

cC: DCCletters [DCCletters@fda.hhs.gov]

Subject: K130304/5002 Ack Letter

Attachments: K130304.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

5, Food and Drug Administration
gy Center for Devices and Radiological Health
e Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

September 10, 2013

THE LARYNGEAL MASK CO.,.LTD. 510k Number: K130304
C/O TELEFLEX MEDICAL, INC.

2917 WECK DR

PO BOX 12600

RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709
ATTN: PAUL DRYDEN

Product: LMA FAMILY OF AIRWAYS

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will
not be considered as part of your official premarket notification submission. Also, please note the new Blue
Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry
about Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail
practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.{da.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug
Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an electronic copy (eCopy) for certain
types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on a CD, DVD, or
other electronic media, accompanied by a signed cover letter and the complete original paper submission. This
authorization applics to the original, amendments, supplements, and reportts, as applicable, for your submission type.

For more information about FDA’s new eCopy program, including the new technical standards for an eCopy, refer to
the guidance document, “eCopy Program for Medical Device Submissions” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 13794 .pdf

In addition, we strongly encourage you to visit FDA’s eSubmitter website at
http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm?221506.htm in order to develop an eCopy in accordance with the
new technical standards prior to sending it to FDA.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer

Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041 , or contact the 510k staff at
(301)796-5640 .

Sincerely,

510(k) Staff
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mario R. Mendoza, M.D., MS
Medical Officer
CDRH/ODE/DAGRID/ANDB

WO66, Room 2563

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

rom: Paul, Liz [mailto:liz.paul@teleflex.com]
Sent: Tuesday, January 28, 2014 2:10 PM

To: Mendoza, Mario; Paul Dryden

Cc: Lovelace, Justin

Subject: RE: K130304/S003 request for teleconference
That time will work for me.
Conference call information

Toll free: |

International Access:i i

Conference Code: i i

RA/QE Anesthsia/Respiratory | Teleflex | Office: 919-433-8076 |
Liz.Paul@Teleflex.com<mailto:Liz.Paul@Teleflex.com>

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]
Sent: Tuesday, January 28, 2014 2:07 PM

To: Paul Dryden

Cc: Paul, Liz; Lovelace, Justin

Subject: RE: K130304/5003 request for teleconference

Mr. Dryden,

We are available, 4-5pm EST today. Please advise.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Tuesday, January 28, 2014 8:36 AM

To: Mendoza, Mario

Cc: Paul, Liz (liz.paul@teleflex.com<mailto:liz.paul@teleflex.com>); Lovelace, Justin
(Justin.Lovelace@Qteleflex.com<mailto:Justin.Lovelace@teleflex.com>)

Subject: K130304/S003 request for teleconference

Dr. Mendoza:

We would like to have a conference call today, 1/28, any time between 1 - 2:30 or 4-
5:00 EST, to discuss some of the guestions and requests made 1/27 for K130304, the
Teleflex LMA submission.

Since we are under a short timeline, we would appreciate your accommodating this
request.

Participating would be

Liz Paul - Teleflex Director RA/QE Anesthesia/Respiratory

Justin Lovelace - Regulatory Affairs Specialist

Please confirm a time and we will set call a call in number.

Paul

Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T - +239-498-2155

i
i
Lo

i

+ 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even if the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 8 — Truthful and Accuracy Statement

8 Premarket Notification Truthful and Accuracy Statement
[As Required by 21 CFR 807.87(K)]

I certify that in my capacity as Regulatory Affairs Manager of The Laryngeal Mask
Company Limited , I believe to the best of my knowledge, that all data and
information submitted in the premarket notification are truthful and accurate and that
no material fact has been omitted.

(b)(6)

Sharon Wong
Regulatory Affairs Manager

01-Feb-13

Questions? Contact FDA/CDRHIGSEPIB AIGRREFSISIES US@fda.hhs.gov or 301-796-8118 Page 8.1
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510(k) Summary

(b)(4)

Questions? Contact FDNCDRH/OW&%Qi%FWUS@Ma.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Review Memorandum

To: Mario Mendoza Te r r O Digitally signed by Terry O. Woods
BN: ¢=US p=U.S. Government, ou=HHS,
From: TCH’Y O. WOOdS, Ph.D. y * ou=FDA ous=People, cn=Terry O.
WO 62-2116 Woods,
WOOd S 0:9.2342 19200300.100.1.1=1300085350
Date: 2013.03.14 14:58:46 -04'00'

Date: March 14, 2013
Re: K130304 Laryngeal Mask Company LMA Airways MR induced force, torque, and
artifact testing and labeling

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

20 Performance Testing Page

20.1 Background of Bench Testing 2

20.2 Summary of ASTM F2052-02 Testing 2

20.3 Test Report LMA ProSeal™ 9

204 Test Report LMA Flexible™ 44

20.5 Test Report LMA Fastrach™ ETT 79

20.6 Testreport LMA Supreme™ 114

Questions? Contact FDA/CDRHPBFOMARGIERHBASFT263S@fda.hhs.gov or 301-796-8118

Page 20.1
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Premarket Notification 510(k) LMA MR Conditional

Section 20 — Performance Testing - Bench

20.1 Background of Bench Testing

The LMA™ airway products are very similar in the design, materials of construction and
function.

We have performed testing in accordance to ASTM F2052-06e1 on 4 models of the
LMA™ devices.
e [MA ProSeal™
e [MA Fastrach™ ETT
e [LMA Supreme™
e L[LMA Flexible™
e Asnoted above the LMA Classic™, LMA Unique™, LMA Classic Excel™, and
LMA Fastrach™ Single Use are almost identical to the LMA Supreme™ as they
are of complete plastic, non-magnetic materials, except for the Check Valve,
which is identical for each style as was part of the MRI evaluation of the LMA
Supreme™.,

Since the LM A Supreme™ meets the ASTM F2502-06¢1 requirements, one can

justify that the LMA Classic™, LMA Unique™, LMA Classic Excel™, and LMA
Fastrach™ Single Use would also meet the requirements.

20.2 Summary of ASTM F2052-0el Testing

Testing was performed for
1. Static Magnetic Field — deflection
2. MRI-related heating
3. Artifact Information

(b)(4)

Fixation During Intended Use

During the intended use, it is held in place or “fixed in place” with adhesive tape, cloth
material, and/or a plastic holding device. Based upon this normal condition of use, it was
deemed that the device will not dislodge or move is properly fixed in place. Our

Questions? Contact FDA/CDRHP ORGP RHATT263S@fda.hhs.gov or 301-796-8118 Page 20.2
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

instructions highlight that fixation in a MRI environment is mandated. The test reports
discuss the testing in detail.
LMA ProSeal™

Non-clinical testing demonstrated that the LMA ProSeal™ is MR Conditional. A patient
with this device can be scanned safely immediately after placement under the following
conditions:

(b)(4)

Questions? Contact FDA/CDRHPBFOMARGIERHEQSFT263S@fda.hhs.gov or 301-796-8118 Page 20.3
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

LMA Classic Excel™

Non-clinical testing demonstrated that these devices are MR Conditional. A patient with
this device can be scanned safely immediately after placement under the following
conditions:

(b)(4)

Questions? Contact FDA/CDRHPBFOMARGIERHBDTT263S@fda.hhs.gov or 301-796-8118 Page 20.4
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

LMA Flexible™

(b)(4)

Non-clinical testing demonstrated that these devices are MR Conditional. A patient with
this device can be scanned safely immediately after placement under the following
conditions:

(b)(4)

Questions? Contact FDA/CDRHPBFOMARGIERH7TOHFT263S@fda.hhs.gov or 301-796-8118 Page 20.5
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

LMA Fastrach™ ETT

Non-clinical testing demonstrated that these devices are MR Conditional. A patient with
this device can be scanned safely immediately after placement under the following
conditions:

(b)(4)

Questions? Contact FDA/CDRHBBFOIMARGIERHBQSFT263S@fda.hhs.gov or 301-796-8118 Page 20.7
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

LMA Supreme™

Non-clinical testing demonstrated that the LMA Supreme™ is MR Conditional. A patient
with this device can be scanned safely immediately after placement under the following
conditions:

(b)(4)

Questions? Contact FDA/CDRHPBFOMAGIPRIPEHTT263S@fda.hhs.gov or 301-796-8118 Page 20.8
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

20.3 Test Report LMA ProSeal™

Evaluation of Magnetic Field interactions, Heating, and Artifacts at 3-Tesla
for the LMA ProSeal, Size 5

Questions? Contact FDA/CDRHPBFOMARGIPRIPACHTT2EIS@fda.hhs.gov or 301-796-8118 Page 20.9
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(b)(4)

REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA ProSeal, Size 5

Proiect. Conducted bv:

(b)(4)

06/09/10

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110

(b)(4)

d.NNs.gov or sUT-7rJ6-6116 Pagezolo
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

20.4 Test report LMA Flexible™

Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Flexible, Size 6

Questions? Contact FDA/CDRHPBFOMARGIPRSEDFT263S@fda.hhs.gov or 301-796-8118 Page 20.44
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(b)(4)

REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Flexible, Size 6

Project Conducted by:

(b)(4)

06/08/10

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110

(b)(4)

=796-8116 Page 20.45



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Premarket Notification 510(k) LMA MR Conditional
Section 20 — Performance Testing - Bench

20.5 Test report LMA Fastrach™ ETT

Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Fastrach, ETT Size 8

Questions? Contact FDA/CDRHPBFOIMARGIPROACHFT263S@fda.hhs.gov or 301-796-8118 Page 20.79



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

REPORT
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla
for the LMA Fastrach, ETT Size 8

(b)(4)

06/09/10

Presented to:
Sharon Wong
Regulatory Manager
The Laryngeal Mask Company (Singapore) Pte. Ltd.
35 Joo Koon Circle, 4th Floor
Singapore 629110

(b)(4)

I=796-81"18 Page 20.80



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Premarket Notification 510(k) LMA MR Conditional

Section 20 — Performance Testing - Bench

20.6 Test report LMA Supreme™
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Subject: K130304/5002 Ack Letter
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THE LARYNGEAL MASK CO.,.LTD. 510k Number: K130304
C/O TELEFLEX MEDICAL, INC.

2917 WECK DR

PO BOX 12600

RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709
ATTN: PAUL DRYDEN

Product: LMA FAMILY OF AIRWAYS

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will
not be considered as part of your official premarket notification submission. Also, please note the new Blue
Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry
about Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail
practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.{da.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug
Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an electronic copy (eCopy) for certain
types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on a CD, DVD, or
other electronic media, accompanied by a signed cover letter and the complete original paper submission. This
authorization applics to the original, amendments, supplements, and reportts, as applicable, for your submission type.

For more information about FDA’s new eCopy program, including the new technical standards for an eCopy, refer to
the guidance document, “eCopy Program for Medical Device Submissions” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 13794 .pdf

In addition, we strongly encourage you to visit FDA’s eSubmitter website at
http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm?221506.htm in order to develop an eCopy in accordance with the
new technical standards prior to sending it to FDA.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer

Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041 , or contact the 510k staff at
(301)796-5640 .

Sincerely,

510(k) Staff
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 21 — Performance Testing - Animal

21 Performance Testing — Animal

No animal performance testing was performed with the proposed device. Therefore this
section is not applicable.

Page 21.1
Questions? Contact FDA/CDRHPBFOIMARGIPRIEEHTT263S@fda.hhs.gov or 301-796-8118
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Food and Drug Administration T“‘i“ﬁ“ incarporated

Center Devices and Radiological Health _FD A (

Oftice of Device Evaluation CDRH DMC SP
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Mack [rive

2500

won Trangle Park
)

September 4, 2013

Subject: K130304 — Response to Refuse to Aceept for LMA Airways for
MR Conditional use

Dear Dr. Mendoza:

This is response to the Refuse to Accept e-mail of 9/4/13 for K130304,

eCopy STATEMENT

In accordance with Section 745A(b) of the FD&C Act, we have prepared the eCopy of this submission.
It is an exact duplicate of the paper copy.

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy.

We have addressed each deficiency as presented in the “Comments™ section of the Refuse To Accept
Checklist,

Please do not hesitate to contact me should you have any questions or require any additional information.

Sincerely,

(b)(6)

Paul Dryden
Regulatory consultant for Teleflex Medical

Page 1 of 17
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table of Contents - Summary of Refuse to Accept items

Topic Page

D {17)(a) — Labeling Indications for Use 3

Attachment # 1 — Indications for Use statement 4

Attachment # 2 — 510(k) Summary 9
Page 2 of 17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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D (17)a) — Labeling and Indications for Use

(b)(4)

Page 3 of 17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 1 — Indications for Use statement

We have included Indications for Use statements for the following LMA products.

e LMA Classic™ (rcusable)

o LMA Classic Excel™ (reusable)
o [.MA Flexiblc™ (reusable)

o [.MA Flexible™ Single Usc

e LMA Unigque™ Single Use

e LMA ProSeal™ (rcusable)
e ILMA Fastrach™ ETT (reusable)
s LMA Fastrach™ Single Use

e LLMA Fastrach™ ETT Single Use

s LLMA Supreme™ Single Use

Page 4 of 17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use Statement

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment # 2 — 510(k) Summary

Page 9 of 17

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 310(k) [.LMA MR Conditional
510(k) Summary

S10(k) Summary

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k)

Questions? Contact FDA/CDRHPBBFOIMAGIPRIOBADTT263S@fda.hhs.gov or 301-796-8118

LMA MR Conditional
Section 17 - Biocompatibility
17 Biocompatibility Page
17.1 Materials in Patient Contact 2
Page 17.1
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Premarket Notification 510(k) LMA MR Conditional
Section 17 - Biocompatibility

17.1 Materials in Patient Contact

This submission does not relate to any change in materials for the LMA™ devices.
Therefore we do not need to disclose the materials or provide a Material certification.

The materials in patient contact are identical to the Class 1 exempt predicate LMA™
airway devices or the Class 2 LMA Fastrach™ ETT and LMA Fastrach™ ETT Single
Use.

Page 17.2
Questions? Contact FDA/CDRHPBFOIMAGIPRIOBAHFT263S@fda.hhs.gov or 301-796-8118
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Hi Mr. Dryden,

I will do my best to accommodate the times for today, I will need to have the MR
consultant involved in the conversation. Once I can confirm with the MR consultant,
then I will confirm with you for today or for later in the week.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10203 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

rom: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Tuesday, January 28, 2014 8:36 AM

To: Mendoza, Mario

Cc: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com)

Subject: K130304/3S003 request for teleconference
Dr. Mendoza:

We would like to have a conference call today, 1/28, any time between 1 - 2:30 or 4-
5:00 EST, to discuss some of the questions and requests made 1/27 for K130304, the
Teleflex LMA submission.

Since we are under a short timeline, we would appreciate your accommodating this
request.

Participating would be

Liz Paul - Teleflex Director RA/QE Anesthesia/Respiratory

Justin Lovelace - Regulatory Affairs Specialist

Please confirm a time and we will set call a call in number.
Paul

Always with a handshake,

Paul Dryden

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ProMedic, Inc.

24301 Woodsage Dr.
Bonita Springs, FL 34134-295

T - +239-498-2155

M -

]

+ 239-236-0354

E - drydenp@promedic.cc<mailto:drydenplpromedic.cc>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or
agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is
strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 15 — Proposed Labeling

15 Labeling Page
15.1 Promotional Information 2
15.2 Other information 2
15.3 Proposed Labeling 2

Page 15.1
Questions? Contact FDA/CDRHPBFOIMARGIPRIOAHTT263S@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024 Food and Drug Administration

C' COVERSHEET MEMORANDUM Office of Device Evaluation &

Office of In Vitro Diagnostics and
K ;\z Radiological Health

WEALT gy
of L]
B,
L7y
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MOTE: This form is REQUIRED for holds and for final decisions.

Reviewer Name Mario Mendoza, MD

510(k) Number K130304/5004

Please list CTS decision code: SE - Substantially Equivalent

[ ] Hold (Additional Information or Telephone Hold) Hold Date

X] Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.)

[ ] Incomplete Response - Convert Supplement to Amendment (attach email sent to firm)
[ ] AddtoFile

(review staff should follow the instructions and complete the memo/routing sheet at:
http://eroom.fda.gov/eRoom/CDRH3/CDRHPremarketNotification510kProgram/0_3bbka7. DCC should refer to that documentation
for the close-out code and mail any provided letter.)

The remainder of this form must be filled out for close-outs only

r ~
Class: i

Regulation Number: 868.5730

Product Code: BTR

Additional Product Codes: CAE
\ J

Please complete the following for a final clearance decision (i.e, SE, SE with Limitations, etc.) YES

X

Indications for Use Page éAttach fFU)

X

510(k) Summary or 510(k) Statement {Atfach Summary)

X

Truthful and Accurate Statement (Must be present for a Final Decision)}

Is the device Class lI?

X

Is this a combination product?

X

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.) X

Is clinical data necessary to support the review of this 510(k)? X

For United States based clinical studies only, did the application include a completed Form FDA 3674, Certification with
Requirements of ClinicalTrials.gov Data Bank? (If study was conducted in the United States and Form FDA 3674 was not
included or was incomplete, then applicant must be contacted to obtain completed form.)

X

Does this device include an Animal Tissue Source?

X

All Pediatric Patients age <= 21
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Infant (29 days to < 2 years)

Child (2 years to <12 years)

Adolescent (12 years to <18 years)

Transitional Adolescent A (18 years to <21 years); Special considerations are being given to this group, different from
adults age >= 21 (different device design or tesating, different protocol procedures, etc.)

Transitional Adolescent B (18 years to <21 years); No special considerations compared to adults >= 21 years)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Guidance)

XX X[ X[ X|X]|X

Todd D. Courtney -S
2014.05.30 09:57:17 -04'00"

Tejashri,S. Purohitsheth -S
Clinical Deputy Director

Branch Chief Sign-Off

Division Sign-Off Tejashri Purchit-Sheth, M.D. DAGRID/ODE/CDRH
© 2014.05.30:13:22:13
-04'00"
\. J

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Laryngeal Mask Company Limited
LMA™ Airways

TRADITIONAL 510(k)

5-Feb-13

Binder 1 of 1

OFFICIAL CORRESPONDENT

Kate Rizzo

c/o Teleflex Medical, Inc.

2917 Weck Drive

P.O. Box 12600

Research Triangle Park, NC 27709

Tel: 858-622-5621
Fax: 919-433-4996
E-mail: krizzo@lmana.com

Questions? Contact FDA/CDRH/OPEffH [P GIRH Fe¥SIG FUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

14 Comparison to Legally Marketed Predicate Devices Page

14.1 Definitions 2

14.2 Discussion of the Comparison and Differences 2
Table 14.1 Comparison to Predicate — CAE Classification 3
Table 14.2  Comparison to Predicates — BTR Classification 4

14.3 Substantial Equivalence Comparison to Predicates S

14.4 Non-clinical Comparative Performance and Specifications 7

14.5 Predicate Information 7

Page 14.1

Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

14.1 Definitions

LMA makes a series of supraglottic airway devices. They are commonly referred to as
LMAs yet we have several product families. We will use the following names throughout
the submission:

e LMA

e LMA airway devices

e LMA Unique™

e L[LMA Classic™

e L[LMA Classic Excel™

e L[LMA Flexible™

e LMA Flexible™ Single Use
e L[LMA ProSeal™

e LMA Fastrach™ Single Use
e [MA Fastrach™ ETT

e LMA Fastrach™ ETT Single Use
e [MA Supreme™

14.2 Discussion of the Comparison and Differences

This submission is seeking the addition of MR conditional environment of use for all of
our LMA airway devices.

There have been no changes made to the devices we have only performed testing to
demonstrate MR conditional compatibility.

The LMA™ family of airways includes 2 types of airways:
e Generically referred to as supraglottic airways and
e Tracheal Tubes specific for use with the LMA Fastrach™ device

The supraglottic airways have been and continued to be considered;
medical devices, however to be marketed for use in MRI suites, even as Class 1 dcvu,es
requires testing and a review by CDRH for the change in indications for use as MR
conditional.

The tracheal tube, LMA Fastrach™ ETT tubej‘i 1s considered a Class 2 device, for which
we are seeking the same change in indications for use as MR conditional.

Page 14.2
Questions? Contact FDA/CDRH/@BIDIP AGERE4 @ DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

Table 14.1 — Comparison to Predicates - CAE Classification

(b)(4)

There are no differences between the proposed device and the predicate except we have
performed testing to determine MR Conditional performance per ASTM F2502-06el.

Page 14.3
Questions? Contact FDA/CDRH/@BIDIP AGERE T @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

Table 14.2  Comparison to Predicates — BTR Classification

(b)(4)

T =" T 1

There are no differences between the proposed device and the predicate except we have
performed testing to determine MR Conditional performance per ASTM F2502-06el.

Page 14.4
Questions? Contact FDA/CDRH/@BIDIP AGEREE &f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

14.3 Substantial Eguivalence Comparison to Predicates

Discussion of Classification - CAE

The LMA Unique™, LMA Classic™, LMA Classic Excel™, LMA Flexible™, LMA
Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™ Single Use, and LMA
Supreme™ are substantially equivalent to the predicate device because:

Indications —

e Identical to predicate - LMA Unique™, LMA Classic™, LMA Classic Excel™,
LMA Flexible™, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™

e Intended to provide a patent airway in a Magnetic Resonance (MR) environment,
not to exceed a 3.0 Tesla static magnetic field.

Discussion: There are no differences between the devices only the addition of the MR

conditional indication.

Technology —
e Identical to predicate — LMA Unique™, LMA Classic™, LMA Classic Excel™,
LMA Flexible™, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™
Single Use, and LMA Supreme™
Discussion: There are no differences in technology between the devices.

Materials -
e There have been no changes in materials

i !
I, - mmmimm——— -

Environment of Use —
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0
Tesla strength has been tested per ASTM F2502-06el.

Performance Testing
e Complies with ASTM F2502-06¢el
Discussion: Testing has been performed according to ASTM F2052-06el for
deflection in a 3.0 Tesla environment.

(b)(4)

Questions? Contact FDA/CDRH/@BIDIP AGERET &f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

Discussion of Classification —- BTR

The LMA Fastrach™ ETT and LMA Fastrach™ ETT Single Use is substantially
equivalent to the predicate device because:

Indications —
e Identical to predicate — LMA Fastrach™ ETT and LMA Fastrach™ ETT Single
Use

e Intended to provide a patent airway in a Magnetic Resonance (MR) environment,
not to exceed a 3.0 Tesla static magnetic field.

Discussion: There are no differences between the devices only the addition of the MR

conditional indication. Predicate LMA Fastrach™ ETT Reusable — K991580 and

LMA Fastrach™ ETT Single Use — K051993.

Technology —
e Identical to predicate LMA Fastrach™ ETT Reusable — K991580 and LMA
Fastrach™ ETT Single Use — K051993.
Discussion: There are no differences in technology between the devices.

Materials —
e There have been no changes in materials
Discussion: There are no differences in materials between the predicate LMA
Fastrach™ ETT Reusable — K991580 and LMA Fastrach™ ETT Single Use —
K051993.

Environment of Use —
e Addition of the MR Conditional environment
Discussion: The addition of the Magnetic Resonance (MR) environments up to 3.0
Tesla strength has been tested per ASTM F2502-06¢1.

Performance Testing
e Complies with ASTM F2502-06¢1
Discussion: Testing has been performed according to ASTM F2052-06e1 for
deflection in a 3.0 Tesla environment.

(b)(4)

Questions? Contact FDA/CDRH/@BIDIP AGERES @f DY S@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

Substantial Equivalence Conclusion:

The addition of MR Conditional environment of use to the LMA airway devices do not
raise any new safety or performance questions which have not been address via testing to
ASTM F2502-06¢l.

Bench testing per ASTM F2502-06el and requirements of fixing the device in place
which is the normal use, the devices have been found safe and thus substantially

equivalent.

14.4 Non-clinical Comparative Performance and Specifications

Bench testing per ASTM F2502-06e1 demonstrated that the devices meet the pass / fail
criteria and thus there are no new risks associated with MR Conditional use]

(b)(4)

We have performed testing in accordance to ASTM F2052-06e1. The performance
testing for MR conditions is presented in Section 20 — Performance Testing - Bench.

We have performed testing in accordance to ASTM F2052-06e1 on 4 models of the
LMA™ devices.
e [MA ProSeal™
e [MA Fastrach™ ETT
e L[LMA Supreme™
e [LMA Flexible™
e Asnoted above the LMA Classic™, LMA Unique™, LMA Classic Excel™, and
LMA Fastrach™ Single Use are almost identical to the LMA Supreme™ as they
are of complete plastic, non-magnetic materials, except for the Check Valve,
which is identical for each style as was part of the MRI evaluation of the LMA
Supreme™,
Since the LMA Supreme™ meets the ASTM F2502-06¢1 requirements, one can
justify that the LMA Classic™, LMA Unique™, LMA Classic Excel™, and LMA
Fastrach™ Single Use would also meet the requirements.

14.5 Predicate Information

e [MA Classic™ - K904834
e [ MA Fastrach™ ETT Reusable — K991580
e [LMA Fastrach™ ETT Single Use — K051993

Page 14.7
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118
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LMA Classic™ - K904834

Device Classification Name
510(K) Number

Device Name

Applicant

Contact
Regulation Number
Classification Product Code

Date Received
Decision Date

Decision

airway, oropharyngeal, anesthesiologvzo
K904834
INTAVENT LARYNGEAL MASK

INTAVENT INTL. S.A.
st. andrews, abney ct dr.
bourne end, bucks sI8 5dl
england,

brain
868.5110%
CAE’

2

10/24/1990
07/26/1991
substantially equivalent (SE)

Classification Advisory Committee Anesthesiology

Review Advisory Committee
Type

Reviewed by Third Party
Combination Product

Anesthesiology
Traditional

No

No
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LMA Fastrach™ ETT Reusable — K991580

Page 14.9
Questions? Contact FDA/CDRH/@BIDIP AGERSF @f DY S@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
Premarket Notification 510(k) LMA MR Conditional
Section 14 — Substantial Equivalence Discussion

LS RO
FER 4 000

Attachment 1

510(k) Summary

§807.92(a)(1)

Submitler's Name:
C.L. Muintosh & Associates for The Laryngeal Mask Company Lid.

Submifier's Address:
12300 Twinbrook Parkway
Buite 625
Rotkville, MD 20852

Submitter's Telephone Number!
{301} 770-09580

Confact Person;
Roberd L. Sheridan

Date of Preparafion:
April 5, 1998

§807.92{a}(2)

Trade/Proprictary Name:
LM Endotrachesl Tube (LM ETT)

Commondlisual Name:
Endotracheal Tube

Classification Name:
Tracheal Tube

E80T.92(a}3)

Legally Marketed Predicate Device:
Euromedical™ ILM (Intubating Laryngeal mask) 100% Silicone Wire-
Reirforced Endotracheal Tube

§807.92(alf4)

Description of Subjact Device:
The LM ETT is a straight, cuffed, wire-reinforced tracheal tube, with
a Murphy Eye. Itis available in 2 hree sizes with internal diameters
of 7.Omm, 7.5mm and 8.0mm.

Page 14.10
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The girway tube is made from sificone and features a stainless steel
rainforcing wire fo prevent kinking or occlusion of the tube. The tip of
the twbe is molded from a softer grade of silicons for passage through
the vocal cords, The airway tube features an inflatable silicone cuff
for sealing the tube inthe rachea. The tip of the WM ETT is beveled
in two dirsctions 1o aid passaqe of the tube through the trachea.

Depth markings are printed on the airway tube (in centimseters).
These indicate the distance to the distal tip of the tube. The tubs also
has a printed black line to indicate its caudal surface.

The ILM ETT features a small diameter silicone tube connectadio g
pilot batioon with a luer check valve for inflation of the cuff.

The LM ETT can be conngcted io the anesthesia cirouit by &
removable 1hmm standard male connector which conforms o
1IS05355-1 (1987). A conneclor is supplied with sach LM ETT,

The LM ETT is designed to be compaiible with the LMA-Fastrach {an
oropharyngesal airway). To ensure compatibility, a marker line
indicates when the tube passes through the LMA-Fastrach. In
addition, the inflation line is mounted dose {o the rear of the ILM ETT
fo ensure unobstructed passage of the fube through the LMA-
Fastrach,

§807.92(a)(5)

Staternent of intended Use.
The ILM ETY is indicated for airway management by oral intubation
of the trachea.

§BOT.92(a)6)
Comparison with Predicale Device:

The UM ETT and the Euromedical Silicone Wire-Reinforced
Endotracheal Tube have idenlical performance, and with the
exception of the labeling, they are the same device. The two devices
use the same materigls and are dimensionally identical. They are
moided and assemided in the same manufackiring plant to the same
specifications (except for the labeling). The differences in the labeling
are limited to changes in the company details, product names and
attempts 1o make the Instructions for Use more readable.
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Iy,
5‘ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
L JC
Mo Food and Drug Administration
§200 Carporete Boulevand

Rocko e MD 20850

FEB 4 200

Mr. Reobert L. BSheridan

The Larymgeal Mask Company Lid.
¢/ ©.L. MeIntosh & Asso
12300 Twinbrook Parkway,
Pockville, Mp 20852

Her  KH91530
IiM Endotrachesl Tube
Regulatory Class: II (twe)d
Froduct Tode: 73 BIR
That Hovember 5, 13%9 .
Peceived: Hovember 8, 19%%

Deay Mr. Sheridan:

We have reviewed your Sectiom 510({(k} notification of inte
the device referenced abovse and we have determined the devis

iE

sukstantially sguivalent {for the indicstions for use stated in the

enclosure}l to legally marketed predicate devices marketed in

interstate commerce pmr\r wo May I8, 13'?#3, the snactment d;n; wf the
5 ssifie

Medioal Dews
in ascordance Wit
Cosmeiic Act {Ret). ?

the general contrals provisionz of the act. The geperal controls
provisions of the Aot inclode reguirements £or annus
listing of devives, good manufacturing practice, labeling, and
prohibitions sgainst misbranding and aduliteration.

to devine : hﬁ«c

If yout device
Conbrols) ss 111 {Premarket Approvall, it may be subject to
ackd Lt Ll Brislliy mejor regulations affecking
can be found in the Code of Fedwral Begulations, Title 21,

to B23. A substantially sguiva 3 ok zm;ﬁatxaq aqsunps compliance

with the Current Good Manufactu
forth in the Quality Systen Regy
Genersl regulatiopn {21 CFR Part 82
msgeui(,na. the ¥Tood and Loug A

sumptions, Failure to rprly Witk
TF1dluth’ action. In add
concerning your device in the
LeSponss L4 yOour premarket nobtidi
vhiiyg an you might have u
for devicss under the Rles
o oihey Federal laws oy reguiabis

@8 met
c&i Devices:

] thah; gh pariodic ﬁﬁ
tion {FDAT W ‘

Yh(:l:vﬁfarc, market the rj:m "a, subject

I registvation,

B Lo markev

o

ko]

is classified {see abovel into either class I1 {Special
gk
device

: GMP regulation may :.usult in
tiow, FDR may pubxlish further announoemsn(s
~ed#ral nglfter Please nobte:  this
ssion doms not sffect any
through 342 of the kot
art Eadigtion Coptrel provisions,
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Fage ? - My. Ropert L. Zheridan

This letter will allow you to begin marketing vour device as desc prd
in your 210{k} premarket natific:t5 The FLA
squivalencs of your device to a marketed
resuits in a Lgﬁablfl gt ion ly devios angd thus, pens
davios to provsed to ths market.

o
B

=
k..

If you desire specific advioe for yoi o onr iabe ing
reguiation {21 CFR Part 8801 and additionally 838.10 for in vitro
dlagnostic devices), plesse contact the Gifice of Compliance at
{301 594-464%8, Additionally, for guesticns oo Lhe promotion and
advertising of your device, please contact the Office of Complisnce at
{301} 594 46’9. Eldo, pleahn Nt wa Végh arlrﬁ pntxrl i

Othar ge?¢ al 1nzarmat1un on ¥
bae sbiained from the Divisien of
toll-frze number (80U} 838-2041
address “http://www. fda. goviodrh

;feﬂxr ;
1ia M., Witten, Ph.B., ¥.D.

Acting Directop

Division of Cardiovesqular,
Bespiratory, and Hesuroisyg

Dffice of Device Evaluation

senter for Devices and
Radiclogical Health

Enclosure
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Attachment 3

Indications for Use Statement

Applicant: The Laryngeal Mask Comparny Ltd

540{k) Number (if known):

Device Mame: I Endofracheal Tube

indications for Use: The LM Endolracheal Tube is indicated for
airway management by oral intubation of the
trachea.

Cancurrence of CDRH, Office of Device Evaluation {ODE)

Devigion Signin
vision of Cardiovaseular, Respiratory,
{Pﬁ‘r 21 CFR 801 109} and NCUM:I‘U&?C&G Devioes
100 Number K 53 L5810

gfg A ,@Jm 3’(%“

,_,_Z_ PFP E»ii"f)\:um s
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LMA Fastrach™ ETT Single Use — K051993

Page 14.15
Questions? Contact FDA/CDRH/@BIDIP AGERGT &f DY S@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

Premarket Notification 510(k)

LMA MR Conditional

Section 14 — Substantial Equivalence Discussion

DEC 18 2005 Kﬁ S‘.l 7 93

The Laryngsal Mask Cernpany Limited

Submitter:

US Agent for Subimission
And Contact Person:

Date Prepared:

Trade Name:
Common Hame;

Device Type and Class:

Prodicate Device:

LMA Fastrach™ ETT SU

510(K} SUMMARY

The Laryngeat Mask Company Limited
PO Box 221, Mahe, Seyohelles

{dr. Foster Boop

LMA Narth America, inc.
4880 La Jolta Village Drive
Suite 300

San Diege, CA 82122
Phone: B58-587-4026

04 Jigly 2008
L. MA Fastrach™ETT 8U
Hainforced Traches! Tube {Cuflad)

Reinforoed Fracheal Tube Class § BTR,
21 GFR 868.5730

o Pradisste 10 LMA Eastrach™ ETT abeady marketed in the USA under

Kug1580

« Predicate 2; Sheriden Spiral-Flex FTT already marksted in the USA under

Kag105

» Pradicate 3: Rusch Reinforced ETT aready markeled in USA under

KO80619

« Predicate 4 Porex reinforced £1T aiready marketed in the USA undet

Kodz12

Device Description:

The LMA Fastrach™ ETT SU is a straight, cuffed, wire-reinforced, single use
fracheat fube with 2 Murphy Eye The metal wire spiral reinforcement is to
provide kink-resistance  This type of product is typically used during operatiohs
whare a high degree of flexibifity is required from the tube, for instance prone

position, head and neck swrgery.

Questions? Contact FDA/CDRH/@BIDIP AGERES &f DY S@fda.hhs.gov or 301-796-8118
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The Laryngsal Mask Gompany Limited LMA Fastrach™ ETT SU

510{K] SUMMARY

“The plastic materiat and the spring aflow the tube tn be easily bent in all dirsction
The stainless steel reinforcad wire prevent kinking or occlusion of the tube.

The ouff is intended to provide a seal against the trachea, ensuring that
ivspiratory and expiratory gasses are routed through the Wwhe and not alfowed
escape o the pafienis uppst airway, thus preventing loss of ventilation !
anaesthatic, and reducing the ikelihood of any aspirated stomach contents from
entering the lungs.

This reinfarced tracheal tube is avaiable in size 6, 6.8, 7.0, 7.0 and &0 rrmy on b,
And it is designed to be compatible with the LMA Fastrach™. LMA Fastrach™
Single Use and LMA CTrach™ Altways.

intended Use:

The LMA Fastrach™ ETT &L is inferidad to be used for oral intubation for airway
managemaent during anaesthesia. The product maybe used whets the patient's
neck is ikely to be moved or Bexed or the patient is in the prane position so that
a norreinforead tracheat tube might become kinked.

Technological Characteristics of the Proposed Versus Fredicate Davices:

The proposed device is substantially equivalent to predicate 1 - MA Fastrach™
ETT. in ali aspects except the followings:

« Material. The proposed device is identical in materal to the wbing
used in Predicate 2 Sherdan Spiral-Flex ETT, Predicate 3 Rusch
Reinforoed ETT and Predicate 4: Porlex reinforend E17.

« Storile. The proposed device is a sterila single use device witich is
identical to the Predicats 4- Porlex teinforced ETT and Pradicaie 2-
Sharidan Spiral-Flax ETT.

« Cuff. The proposes device is identical in matedal and degign to that of
Predicats 2- Sharidan Spiral-Flex ETT,

_ Page 14.17
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‘ o w2 s
The Larynges) Mask Campany Limited LI8A Eastrach™ ETT SU

510(K) SUMMARY

Performanse | Clinical Data:

Clhinical evalsation data is shown in Saction 6.

col 107K

Cormparison of the proposed device 1o the predicate devices supporis the

canclusion that the proposed device is substantially e_quiva!a_nt in safety and
cHectivanass in its intendad use to exdsting legally marketed dewces.

21
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LMA MR Conditional

DEPARTMENT OF HEALTH & HUMAN SERVICES

Puhlic Health Servica

BEC 1§ 200

The Larvageal Mask Company Limitad
(Y0 M Foster Boop

Prirector, Techrioal Affairs

LIEA North Amenca, Incorporated
@360 Townse Centre Drive

San Disge, California 92121

Re: Ko51993
Tradeevice Mame:

Regutation Numbers 8683

Regutation Name: Tracheal Tabe

Reguatory Class: T

Product Coder BTR

Prated: Decermber 2, 2005

Recrived: December 3, 2005

Fastrach™ ETT Siagle Use

DPrear Mr, Boop:

Fouod and Drug Administration
9260 Corporats Bowevard
Rockvilie MD 20850

We have reviewed vour Section 3106k} prensarket potification of intent fo marke! the devies
referenend above snd have deternined the devise s sobstantially equivalent (tor the
indications for uge stied in the enclosure) to lepally marketed predicate devices marketed in
fnterstate commetce prior o May 28, 1976, the enactiment date of the Medieal Device
Amendments, or to Jevices that hive been sified in aceordance with the provisions of
the Faderal Food, Drug, and Cosmetie At {Act that do not require approval of a premarket
approval application (PMAY You may, therefore, mahes the device, subject to the general

comtrols provisions of the Act. The general controls provisions of the Act mclade
¥ f

requiternents for annuad regstration, listing of devigt

i yerar device i
{FMATL UL
your

add

good manutseturing
labeling, and prohibitions against mishranding and adulicwtion.

A,

s class B
rons ubfect
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Pape 7 - My Boop

Please he advised that FDA's issuanece of 5 substantial equivaience determination does not
mean that FDA hag made a detenmination that yow device complies with other ICMM(“mLHt‘\
f (he Act ox any Federal stafutes and regulatinns administersd by other Pederal ¢ :

¥ on must coniply with all the Act’s reguirements, including, but tot Hendted 1o e
arsd Heting (21 CFR Part 307y Iabeling (21 CFR Part 801Y good masufactaring praciics
redgiirernents as set fouth in the quality systerns {5} regulation (21 CFR Part 8207y and if’
applivable, the elerfronic product radiation control provisions (Sections 331 -542 ofthe Act)
21 CFR MIGO-1030.

pES

This letier will allow you o begin marketing voor device as desuribed i your Section 31K}
premarked sotification. The FDA finding of # eguivalence of your deviee to a
fegally marketed predicate duvice results in s classification for your device and Hos, permils
vour device i procead 1o the market,

1 you desire specitic advice for your devis
emss contact the Offee of Compliance at (2
entitled. "Mishranding by referencs 1o premtarket notification” (2VCVR Parl 807973 You
may obm,ﬂ other peneral infrrroation on your responsibilities noder the Act from the

: abll M a*miactmurs International and Consumer Assistance at ity toll-froe
P {301 A43-639T ar wd its Infermiet addy
Justrydsupport inde bl

on our lubeling regulation {21 CFR Part 8i1 Y,
403 276-01200 Also, plesse note the regulation

Chin Lin, Pheil

Director

Dvigion of Anesthesiology, Gencral Hospital,
Infection Control and Usmal Dreviees

Ofice of Devis abveiva

Ceter {or Devices and

Radicdogival Health
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7

indications for Use

510{k} Mumber {if known}: KAS1993
Device Name: LinA Fastrach™ ETT Single Use

The LMA Fastrach™ ETT 8U is imended to be fnserted through the patient's
mouth into the trachea fo maintain an open arway and is allached o the
ansesthetic machine via a connector after insertion into the patisnt, L is intended
that following the insertion, the user will be able to inflate the device cuff and
ventilate the patient. '

indications for Use:

The LMA Fasirach™ ETT SU is indicated for airway management by oral
intubation of the rachea, Reinforead ETT may be used to raduce the potential for
Kinking whenever an unusual positioning of the head of riack is required folloewing
imtubation.

Presoription Use X ARDIR Crege-Tha-Counter Use
{Rart &1 SFF 801 Juby 21 CFR 801 Subpart O

(PLEASE D0 NOT WRITE BELDW THIS LINE-CONTIRUE Ol ANCTHER PAGE IF
NEERED}

Cancurrence of GORH, Oifios of Device Bvahiation {O0E}

. é{&@x&f/ﬂw/‘,\

R e LA S I

LB e R

LI O@‘ i@%“fb

Page bof §
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06 Indications for Use Statement

As required, we have prepared the Indications for Use statement for each of the product
classifications as part of the bundled submission.

Page 06.1
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(b)(4)

Please let me know if you have any gquestions.

Sincerely,

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>

Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

ProMedic, In

24301 Woodsage Drive
Bonita Springs, FL 34134-2958
Tel (239) 498-2155 ~ Fax (239) 236-0354
E-mail - drydenp@promedic.cc

MEMORANDUM

(b)(6) ;

SUBJECT: FDA communications for K130304 — Teleflex LMA for MR use

FROM: Paul E. Dryden — ProMedic, Inc

28-Jan-14
Call started 4:03 PM EST

FDA
Mario Mendoza, MD and Dan Krainak, PhD

Teleflex

Liz Paul — Director — RA/QE Anesthesia / Respiratory
Justin Lovelace — Regulatory Affairs Specialist

Paul Dryden — ProMedic, Inc. — consultant

(b)(4)

Page 1
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RECUNUS Proctessed urnuceh TUTA'TReQUesl ZUZ54-02390, Reteased Oy CURTYOIT TT=T94=2UZ%

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Classic™, Classic™ Excel, Unigue™ and Flexible™

Indications for Use (Describe)

LMA Classic™, Classic™ Excel, Unique™ and Flexible™ are indicated for use in achieving and maintaining control of the airway
during routine anesthetic procedures on fasted patients and emergency procedures using either spontancous or Positive Pressure
Ventilation (PPV).

= An alternative to a face mask.

« An atrway device in routine ancsthesia procedures.

« Securing the immediate airway in anticipated or unexpected difficult airway situations.

= Use m elective surgical procedures where tracheal intubation is not necessary.

« Establishing an immediate, clear airway during cardiopulmonary resuscitation (CPR) in the profoundly uncenscious patient requiring
artificial ventilation when tracheal intubation is not possible.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Todd D. Courtney -S
2014.07.02 15:58:19 -04'00'

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁf@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Fastrach™

Indications for Use (Describe)

The LMA Fastrach™ is indicated for use in achieving and maintaiming control of the airway during anticipated or unanticipated
difficult airways and emergency anesthetic procedures using either spontancous or Positive Pressure Ventilation (PPV). LMA
Fastrach™ is also intended for use as a rescue device in emergency situations.

The LMA Fastrach™ ETT is indicated for tracheal intubation through the LMA Fastrach™ oy for conventional intubation of the
trachea using direct or indirect laryngoscopy.

» The LMA Fastrach™ is indicated for use as a guide for intubation of the trachea.

* The LMA Fastrach™ is indicated for achieving and mamtaining control of the anway during routine and emergency situations,
mcluding anticipated or vnexpected difficult airways.

» The LMA Fastrach™ is indicated as a method of establishing an airway in the profoundly unconscious patient with absent
glossopharyngeal and laryngeal reflexes.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OW][g@ﬁWGUS@fda.hhs.gov or 301-796-8118  PsCPudlishing Services (301) 4436740 EF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Fastrach™ ETT

Indications for Use (Describe)
The LMA Fastrach™ ETT 1s indicated for tracheal intubation through the LMA Fastrach™ or for conventional intubation of the

trachea using direct or indirect laryngoscopy.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁf@?WUS@fda.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA Supreme

Indications for Use (Describe)

The LMA Supreme™ is indicated for use in achieving and maintaining control of the airway during routine anesthetic procedures on
fasted patients using either spontancous or Positive Pressure Ventilation (PPV). LMA Supreme™ is also intended for use as a rescue
device m emergency situations.

= An alternative to a face mask.

« An airway device in routine ancsthesia procedures.

« A rescue airway device in anticipated or unexpected difficult airway situations.

= A rescue airway device in CPR procedures.

* The LMA Supreme™ may be used to cstablish an immediate clear atrway during resuscitation in the prefoundly uncenscious patient
with absent glossopharyngeal and laryngeal reflexes who may need artificial ventifation.

= [t may also be used to secure an immediate anway when tracheal intubation is precluded by lack of available expertise or equipment,
or when attempts at tracheal intubation have failed.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWﬁg@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K.130304

Device Name
LMA ProSeal

Indications for Use (Describe)

The LMA ProSeal™ is indicated for use in achieving and maintaining control of the airway during routine anesthetic procedures on
fasted patients using either spontancous or Positive Pressure Ventilation (PPV). LMA ProSecal™ is also intended for use as a rescue
device m emergency situations.

» The LMA ProSeal™ is indicated for use as:

« An alternative to a face mask.

« An airway device in routine anesthesia procedures.

» A rescue airway device in anticipated or unexpected difficult airway situations.

« A rescue airway device in CPR procedures.

¢ The LMA ProScal™ may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient
with absent glossopharyngeal and laryngeal reflexes who may need artificial ventilation.

Type of Use (Select one or both, as applicable)
] Prescription Use (Part 21 CFR 801 Subpart D) [ ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

FORM FDA 3881 (9/13) Questions? Contact FDNCDRH/OWE‘@@?WUS@Ma.hhs.gov or 301-796-8118  psC Publishing Services (301)443-6740  BF
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r AP- CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

CONSULTING MEMO

Date: May 28, 2014
To: Mario Mendoza, M.D., M.S.
CDRH/ODE/DAGRID/ANDB

From: Daniel Krainak, PhD
Office of In Vitro Diagnostics and Radiological Health (OIR)
Division of Radiological Health (DRH)
Magnetic Resonance and Electronic Products Branch (MREP)

Subject: K130304/S004
Laryngeal Mask Airways (LMAs)
Laryngeal Mask Company

(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(3)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Signatures

V.

32 -04'00'

28

Daniel M. Krainak
7 R 2014.05.28 09

Page 50of 5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

D. Krainak - MR Compatibility Consult for K130304.5004 — Teleflex - LMA Airways
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Mario R. Mendoza, M.D., MS
FDA Commissioner's Fellow
CDRH/ODE/DAGRID/ANDB

WO66, Room 2523

Office: (240) 402-5121

Mario.Mendoza@fda.hhs.gov

i

From: Mario Mendoza [mailto:mario.mendoza@fda.hhs.gov]
Sent: Friday, February 22, 2013 4:50 PM

To: KRIZZOW@LMANA.COM

Cc: Mendoza, Mario

Subject: K130304 was Refused

February 22, 2013

Acceptance Review Notification - Refuse To Accept (RTA)

We have completed the administrative acceptance review of your premarket notification
(510(k)) submission K130304. Our review indicates that your 510 (k) submission does not
meet the criteria established for administrative completeness. Thus, we regret to
inform you that we are unable to conduct a substantive review of your submission at
this time and are placing it on RTA hold.

Please submit two copies of your response, referencing the 510 (k) number K130304,
addressing the elements identified as missing or inconsistent in the attached checklist
to:

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Control Center - WO66-0609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

FDA will permit your 510(k) submission to remain on hold for a maximum of 180 days from
the date of this email. If you do not correct the missing or inconsistent elements

identified in the checklist within 180 days, we will consider this 510(k) submission to
be withdrawn, and we will delete it from our review system.

Upon receipt of the requested information, FDA will conduct another administrative
review of your 510(k) submission.

Should you have questions about this email, you may contact Mario Mendoza, the lead
reviewer assigned to your 510(k) submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I understand the issue, so I will try my best to get the MR consultant (who is also
critical) to be available today.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

From: Paul Dryden [mailto:drydenp@promedic.cc]

Sent: Tuesday, January 28, 2014 11:07 AM

To: Mendoza, Mario

Cc: Paul, Liz (liz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com)
Subject: RE: K130304/S003 request for teleconference

Thank you but according to your email we must respond by 1/31, so there is not much

time. Also Ms. Paul is traveling and may not be available and it is critical that she
is part of the call.

Paul
Always with a handshake,

Paul Dryden

ProMedic, Inc.

24301 Woodsage Dr.

Bonita Springs, FL 34134-2958

T - +239-498-2155

M - |

t
I

+ 239-236-0354

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc>

"The information contained in this message may be privileged, confidential, and
protected from disclosure. If you are not the intended recipient, or an employee, or

agent responsible for delivering this message to the intended recipient, you are hereby
notified that any dissemination, distribution, or copying of this communication is

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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strictly prohibited. If you have received this communication in error, please notify us
immediately by replying to the message and deleting from your computer. Additionally,
even 1f the intended recipient, any dissemination, distribution, or copying of this
communication may still be prohibited if not previously understood and/or agreed upon
by sender."

=

rom: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov]
Sent: Tuesday, January 28, 2014 11:03 AM
To: Paul Dryden

Subject: RE: K130304/S003 request for teleconference

Hi Mr. Dryden,

I will do my best to accommodate the times for today, I will need to have the MR
consultant involved in the conversation. Once I can confirm with the MR consultant,
then I will confirm with you for today or for later in the week.

Mario Mendoza, M.D.

Medical Officer

FDA/CDRH/ODE/DAGRID/ANDB

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendoza@fda.hhs.gov<mailto:Mario.Mendoza@fda.hhs.gov>
Phone: 240.402.5121

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document
to the addressee, you are hereby notified that any review disclosure, dissemination,
copying, or other action based on the content of this communication is not authorized.
If you have received this document in error, please immediately notify us by email or
telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal
communication that represents my best judgment at this time but does not constitute an
advisory opinion, does not necessarily represent the formal position of FDA, and does
not bind or otherwise obligate or commit the agency to the view expressed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) LMA MR Conditional
Section 10 — Financial Certification or Disclosure Statement

10 Financial Certification or Disclosure Statement

This submission for the family of LMA™ Airways does not included clinical data in this
submission and therefore Forms 3454 and 3455 for investigator certification and
disclosure are not required.

Page 10.1
Questions? Contact FDA/CDRH/@BIDIP AGERET @f DY S@fda.hhs.gov or 301-796-8118



ViCeg
‘;\ksm o5y,

Yt
“a

y Recards processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024
/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

St BEALTH g

%, v Food and Drug Administration

rvgaa 10903 New Hampshire Avenue
Document Control Center — WO66-G609
Silver Spring, MDD 20993-0002

May 30, 2014

Teleflex Medical, Inc.

c/o Paul Dryden

Regulatory Consultant

2917 Weck Drive

P.O. Box 12600

Research Triangle Park, NC 27709

Re: K130304

Trade/Device Name: LMA Unique, LMA Classic, LMA Classic Excel, LMA Flexible,
LMA Flexible Single Use, LMA ProSeal, LMA Fastrach Single Use, LMA Fastrach ETT,
LMA Fastrach ETT Single Use, LMA Supreme

Regulation Number: 21 CFR 868.5730

Regulation Name: Tracheal Tube

Regulatory Class: Class Il

Product Code: BTR, CAE

Dated: May 23, 2014

Received: May 27, 2014

Dear Mr. Dryden:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Dryden

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Erin I. Keith, M.S.

Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ProMedic, In

24301 Woodsage Drive
Bonita Springs, FL 34134-2958
Tel (239) 498-2155 ~ Fax (239) 236-0354
E-mail - drydenp@promedic.cc

MEMORANDUM

FROM: Paul E. Dryden — ProMedic, Inc. ( )( )

SUBJECT: FDA communications for K130304 — Teleflex LMA for MR use

28-Jan-14
Call started 4:03 PM EST

FDA
Mario Mendoza, MD and Dan Krainak, PhD

Teleflex

Liz Paul — Director — RA/QE Anesthesia / Respiratory
Justin Lovelace — Regulatory Affairs Specialist

Paul Dryden — ProMedic, Inc. — consultant

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Napper, Jesse * [lesse.Napperli@fda.hhs.gov]
Sent: 2/8/2013 3:21:46 PM

To: KRIZZO@LMANA.COM

cC: DCCLetters [DCClLetters@fda.hhs.gov]
Subject: K130304 ACK LETTER

Attachments: CrystalViewer[11].rtf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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‘/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

. Food and Drug Administration

°‘Q;,i,_(“ Center for Devices and Radiological Health
‘q Document Control Center WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

February 08, 2013

THE LARYNGEAL MASK CO.,LTD. 510k Number: K130304
%?72%:%%5?{( MEDICAL. INC. Received: 2/7/2013

PO BOX 12600 .

RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 Product: LMA FAMILY OF AIRWAYS

ATTN: KATE RIZZO

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been complcted or if any additional information is required. ' YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years
2008 - 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the
Food and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.cov/MedicalDevices/DeviceReenlationandGuidance/Overview/Medical DeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at

http://www . fda.cov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.tda.cov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.cov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotificationS10k/ucm134034.itm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions:  510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at

http:/fwww . fda.sov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uem089402 htm.

Please refer to this guidance for information on a formalized interactive review process.  2) Guidance for Industry
and FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e- Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an électronic copy. For more information about the program, including the formattlng requlrements
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/uem134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.ecov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm070201.htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the
status of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at
their internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staft at (301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Contains Nonbinding Recommendations

Acceptance Checklist
for Traditional 510(k)s

{Should be completed within 15 days of DCC receipt)

The following information is not intended to serve as a comprehensive review.

510(k) #: K130304 Date Received by DCC: Sep 5, 2013
Lead Reviewer: Anh Nguyen, M.D., MBA

Branch: ANDB Division: DAGRID Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete. [t means the reviewer did not assess the
element during RTA and the element will be assessed during the substantive review.

with a device constituent part subject to review in a 510(k)?

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination product, or you are X
unsure, consult with the CDRH Jurisdictional Officer or the CBER Office Jurisdiction Liaison to determine the
appropriate action, and inform division management. Provide a summary of the Jurisdictional Officer's/Liaison's
determination. If the product does not appear to be a device or such a combination product, mark "No."

Comments?

2. Is the application with the appropriate Center?

If the product is a device or a combination product with a device constituent part, is it subject to review by the
Center in which the submission was received? If you believe the application is not with the appropriate Center or X
you are unsure, consult with the CDRH Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the

appropriate action and inform your division management. Provide a summary of the Jurisdictional Officer's/Liaison’s

determination. If application should not be reviewed by your Center mark "No."

Comments?

3) if a Request for Designation was submitted for the device or combination product with a device constituent
part and assigned to your center, identify the RFD # and confirm the following:

a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD
submission?

b) Are the indications for use for the device or combination product identified in the 510(k) the same as those
identified in the RFD submission ?

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you are unsure,
consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction Liaison to determine the appropriate
action and inform your division management. Provide summary of Jurisdictional Officer's/Liaison's determination.

If the answer to either question is no, mark "No." If there was no RFD, skip this question.

Comments?

4) Is this device type eligible for a 510(k) submission?

If a 510(k) does not appear to be appropriate (e.g., Class lll type and PMA required, or Class | or ll type and 510(k)- X
exempt), you should consuit with the CDRH 510(k) Program Director or appropriate CBER staff during the
acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5)1s there a pending PMA forthe same device with the same indicationsfaruse?, neyion 11-14-2024
If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to determine
the appropriate action.

Comments?

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AlP)?
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM - BIMO) or CBER
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch

(OCBQ/DIS/BMB) to determine the appropriate action. Check on web at http://www.fda.gev/ICECI/
EnforcementActions/ApplicationintegrityPolicy/ucm134453.htm

Comments?

if the answer to 1 or 2 appears to be "No," then stop review of the 510(k} and issue the "Original Jurisdictional Product” letter.

If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison.
If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.
If the answer to 5 is “Yes," then stop review of the 510(k), contact the CDRH 510(k} Staff and PMA Staff, or appropriate CBER staff.

If the answer to 6 is "Yes," then contact CDRH/OC/DBM-BIMO or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with the BIMO Staff, and indicate BIMO's

recommendation/action.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1) Submission contains a Table of Contents

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3) All pages of the submission are numbered.

4) Type of 510(k) is identified (i.e., traditional, abbreviated, or special)

XX | X | X

Comments?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A. Administrative

1) All content used to support the submission is written in English (including translations of test
reports, literature articles, etc.)

2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet

a) Device trade name or proprietary name

b) Device common name

¢) Device class and panel or
Classification regulation or
Statement that device has not been classified with rationale for that conclusion

X XX X | X

CFR 801.109).

X

4) Submission contains 510(k) Summary or 510(k) Statement

X

a) Summary contains all elements per 21 CFR 807.92 (See also 510{k} Summary Checklist)

X

b) Statement contains all elements per 21 CFR 807.93

5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) See recommended format.

X

6) Submission contains Class lil Summary and Certification. See recommended content.

X

7) Submission contains clinical data

8) If submission references use of a national or international standard as part of demonstration of
substantial equivalence, submission contains Standards Data Report for 510(k}s (Form 3654) or
includes detailed information about how and the extent to which the standard has been
followed.

9) The submission identifies prior submissions for the same device for which FDA provided
feedback related to the data or information needed to support substantial equivalence (e.g.,
submission numbers for Pre-Submission, IDE, prior not substantially equivalent (NSE)
determination, prior 510(k) that was deleted or withdrawn) or states that there were no prior
submissions for the subject device.

a) If there were prior submissions, the submitter has identified where in the current
submission any issues related to a determination of substantial equivalence outlined in
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.” Once finalized, this guidance will
represent the Agency's current thinking on this topic.

B. Device Description

10)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a) If there are requirements regarding the device description, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes

device description information to establish that the submitter has followed the device- X
specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes device description information to %

establish that the submitter has addressed the recommendations or otherwise has met
the applicable statutory or regulatory criteria through an alternative approach.

11) Descriptive information is present and consistent within the submission (e.g., the device
description section is consistent with the device description in the labeling), including:

a) A description of the principle of operation and mechanism of action for achieving the
intended effect.

b) A description of proposed conditions of use, such as surgical technique for implants;
anatomical location of use; user interface; how the device interacts with other devices; X
and/or how the device interacts with the patient.

¢) A list and description of each device for which clearance is requested. X
12) Submission contains representative engineering drawing(s), schematics, illustrations and/or %
figures of the device that are clear, legible, labeled, and include dimensions.
13) If device is intended to be marketed with multiple components, accessories, and/or as part of a
system
a) Submission includes a list of all components and accessories to be marketed with the
subject device.
b) Submission includes a description (as detailed in item 11(a) and (b) and 12 above) of
each component or accessory.
¢) A 510(k) number is provided for each component or accessory that received a prior
510(k) clearance.
C. Substantial Equivalence Discussion
14) Submitter has identified a predicate device. X
a) Predicate’s 510(k) number, trade name, and model number (if applicable) provided.
For predicates that are preamendments devices, information is provided to document X
preamendments status. Information regarding documenting preamendment status is
available online.

b) The identified predicate(s) is consistent throughout the submission (i.e., the predicate(s)
identified in the Substantial Equivalence section is the same as that listed in the 510(k) X
Summary (if applicable) and that used in comparative performance testing.

15) Submission includes a comparison of the following for the predicate(s) and subject device

a) Indications for Use X

b) Technology, including features, materials, and principles of operation X

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16) Submission includes an analysis of why any differences between the subject device and
predicate(s) do not render the device NSE (e.g., does not constitute a new intended use; and any
differences in technological characteristics are accompanied by information that demonstrates
the device is as safe and effective as the predicate and do not raise different questions of safety
and effectiveness than the predicate ), affect safety or effectiveness, or raise different questions

D. Proposed Labeling (see also 21 CFR part 801)

I in vitro diagnostic (IVD) device, criteria 17, 18, & 19 may be omitted.

17) Submission includes proposed package labels and labeling (e.g., instructions for use, package
insert, operator's manual) that include a description of the device, its intended use, and the
directions for use.

a) Indications for use are stated in labeling and are identical to Indications for Use form
and 510(k) Summary (if 510(k) Summary provided).

b) Submission includes directions for use that

- include statements of all conditions, purposes or uses for which the device is intended
(e.g., hazards, warnings, precautions, contraindications) AND

801.109(b}{1}) or “Rx only” symbol [See also Alternative to Certain Prescription Device Labeling
Requirements]

19) General labeling provisions

a) Labeling includes name and place of business of the manufacturer, packer, or distributor

(21 CFR 801.1).

b) Labeling includes device common or usual name. (21 CFR 801.61)

20)

a) If there are requirements regarding labeling, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes labeling to
establish that the submitter has followed the device-specific requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes labeling to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

c) If there is a special controls document applicable to the device, the submission includes
labeling to establish that the submitter has complied with the particular mitigation
measures set forth in the special controls document or uses alternative mitigation
measures but provides a rationale to demonstrate that those alternative measures
identified by the firm will provide at least an equivalent assurance of safety and
effectiveness.

21) If the device is an in vitro diagnostic device, provided labeling includes all applicable
information required pep 21 CER 86310+ FpA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7

Y6-8118
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E. Sterilization

If IVD device and sterilization is not applicable, select "N/A" and criteria below will be omitted from
checklist.

Submission states that the device and/or accessories are: (one of the below must be checked)

X provided sterile

provided non-sterile but sterilized by the end user

non-sterile when used

Information regarding the sterility status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

22) Assessment of the need for sterilization information

a) ldentification of device, and/or accessories, and/or components that are provided sterile.

b) Identification of device, and/or accessories, and/or components that are end user
sterilized.

¢) Identification of device, and/or accessories, and/or components that are reusable and
cleaning /disinfection instructions are provided.

23) If the device, and/or accessory, and/or a component is provided sterile:

a) Sterilization method is stated for each component (including parameters such as dry
time for steam sterilization, radiation dose, etc.).

b) A description of method to validate the sterilization parameters {e.g., half-cycle method
and full citation of FDA-recognized standard, including date) is provided for each
proposed sterilization method. Note, the sterilization validation report is not required.

c) For devices sterilized using chemical sterilants such as ethylene oxide (EQ) and hydrogen
peroxide, submission states maximum levels of sterilant residuals remaining on the
device and sterilant residual limits.

d) Submission includes description of packaging and packaging contents (e.g., if mulitiple
devices are included within the same package, Tyvek packaging, etc.)

e) Sterility Assurance Level (SAL) is stated.

24) If the device, and/or accessory, and/or a component is end user sterilized:

25)

a) If there are requirements regarding sterility, such as special controls, in a device-specific
regulation that are applicable to the device, the submission includes sterility
information to establish that the submitter has followed the device-specific
requirement.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes sterility information to establish that
the submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

¢) If there is a special controls document applicable to the device, the submission includes
sterility information to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

F. Shelf Life

26) Proposed shelf life/expiration date stated X

27) For sterile device, submission includes summary of methods used to establish that device will
remain sterile through the proposed sheif life or a rationale for why testing to establish shelf life X
is not applicable.

28) Submission includes summary of methods used to establish that device performance is not
adversely affected by aging or includes a rationale for why the storage conditions are not X
expected to affect device safety or effectiveness.

G. Biocompatibility

If IVD device, select "N/A" and the below criteria will be omitted from checklist.

Submission states that there: (one of the below must be checked)

X are direct or indirect {e.g., through fluid infusion) patient-contacting components.

are no direct or indirect {e.g., through fluid infusion) patient-contacting components.

Information regarding the patient contact status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

29) Submission includes list of patient-contacting device components and associated materials of
construction, including identification of color additives, if present

30) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour duration,
etc)

31) Biocompatibility assessment of patient-contacting components
Submission includes:

Test protocol (including identification and description of test article), methods, pass/fail criteria, X
and results provided for each completed test, OR

a statement that biocompatibility testing is not needed with a rationale (e.g., materials and
manufacturing/processing are identical to the predicate).

H. Software

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Submission states that the device: (one of the below must be checked)

does contain software/firmware.

X does not contain software/firmware.

Information regarding whether the device contains software is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

I. EMC and Electrical Safety

Submission states that the device: (one of the below must be checked)

does require EMC and Electrical Safety evaluation.

D¢ does not require EMC and Electrical Safety evaluation.

Information regarding whether the device requires EMC and Electrical Safety evaluation is not provided.

This information will determine whether and what type of additional information may be necessary for
a substantial equivalence determination.

J. Performance Data - General

If IVD device, select "N/A" and the below criteria will be omitted from checklist. Performance data
criteria relating to IVD devices will be addressed in Section K.

36) Full test report is provided for each completed test. A full test report includes: objective of the
test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail
criteria, results summary, conclusions, and an explanation of how the data generated from the
test supports a finding of substantial equivalence.

37)

a) If there are requirements regarding performance data, such as special controls, in a
device-specific regulation that are applicable to the device, the submission includes
performance data to establish that the submitter has followed the device-specific
requirement.

b) If there is a device-specific guidance, other than a special controls guidance document,
applicable to the device, the submission includes performance data to establish that the
submitter has addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

¢) If there is a special controls document applicable to the device, the submission includes
performance data to establish that the submitter has complied with the particular
mitigation measures set forth in the special controls document or uses alternative
mitigation measures but provides a rationale to demonstrate that those alternative
measures identified by the firm will provide at least an equivalent assurance of safety
and effectiveness.

38) If literature is referenced in the submission, submission includes:

X

X

39) For each completed nonglinicadi-eoanimabstsiygondusted: CORH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K. Performance Characteristics - In Vitro Diagnostic Devices Only
(Also see 21 CFR 809.10(b}{(12))

Submission states that the device: {(one of the below must be checked)

is an in vitro diagnostic device.

X is not an in vitro diagnostic device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Decision: & Accept Reﬁds%l:’é@s%‘a BCEERIOIA Request 2024-6295; Released by CDRH on 11-14-2024

If Accept, notify applicant.

If Refuse to Accept, notify applicant in writing and include a copy of this checklist.

Digitally signed by Anh T. Nguyen
A n h T DNz c=l8,'0=U.5. Government,
® ou=HHS, ou=FDA, ou=People,
Reviewer Sign-Off cn=Anh T.Nguyen,

! 0.8.2342 19200300.100.1.1=200081
guyen

Date: 2013.09.16 13:29:33 -04'00'

sranch et Sign O Lester W. Sgch ult_h eﬁis Jr
eaomgere 2013.09.17 15:40:04 -04'00'

Division Sign-Off
(digital signature
optional)*

* Branch and Division review of checklist and concurrence with decision required.
Branch and Division digital signature optional.
N J

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2024-6295; Released by CDRH on 11-14-2024

Mario R, Mendoza, M.D,, MS
wMedical Officer
CDRH/ODE/DAGRID/ANDE
WOSE, Room 2563

Office: (240} 402-5121

tarin Mendoza@fdahhs.gov

From: Paul, Liz [mailto:liz.paul@teleflex.com]

Sent: Tuesday, January 28, 2014 2:10 PM

To: Mendoza, Mario; Paul Dryden

Cc: Lovelace, Justin

Subject: RE: K130304/S003 request for teleconference

That time will wark for me.

Conference call infarmation

Toll free: |

International /

Conference Cot

Lix Paul | Director, RAVOE Anesthsia/Respiratory | Telefiex | Office: 915-433-8076 | Cell: 9194

Sent: Tuesday, January 28, 2014 2:07 PM

To: Paul Dryden

Cc: Paul, Liz; Lovelace, Justin

Subject: RE: K130304/S003 request for teleconference

Mr, Brydan,

We are availabis, 4-3pm EST today. Pleass advise.

Mario Mendoza, M.D.

Medical Cificar

FDA/CORH/CDE/DAGRI/ANDS

10903 New Hampshire Avenue

White Oak, Bldg 66, Room 2563

Silver Spring, MD 20993

Email: Mario.Mendaza@fda.hhs.gov

Fhone: 240.402.5121

THIS MESSAGE IS5 INTENDED FOR THE USE OF THE PARTY TO WHOM T 15 ADDRESSED ANE MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNBER LAW. If you are not the addrassas, or a person authorized to deliver the dacument to the addre LYok ave hereby
notified that any review disclosura, dissemination, copying, or othar action based on the cortent of this communication is not authorized, if you have received
this document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85{(k} and constitutes an infarmal communication that reprasants my best judgment at this time but does noi
constitute an advisory opinion, dees not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the

From: Paul Dryden [mailto:drydenp@promedic.cc]
Sent: Tuesday, January 28, 2014 8:36 AM

To: Mendoza, Mario

Subject: K130304/S003 request for teleconference

Dr. Mandoza:

We waouid like to have a conference call ioday, 1/28, any time befween 1 - 2:30 or 4-%:00 £ST, 1o discuss some of the guestions and requests made 1/27 for
1130304, the Teleflex LMA submissian,
Sinca we ara undar a short timaline, we would appreciate your accommodating this request.

Participating would be

Liz Paul ~Telefiex Director RA/OF Anesthesia/Respiratory
fustin Lovelace — Regulatory Affairs Specialist

Please confirm a time and we will set call a call in number,
Paul

Always with a handshake,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Paul Dryden
ProMedic, Inc.
24301 Woodsags D
Bonita Springs, FL34134-2958
’ 4GS 7155

- 4{:,5{"5--(,?5.‘33
£ drydenp@promedic.cc

wended recipient, or an employes, or agent responsibie for delivering
tHion s striclly prohibited. i vou have receivad this communication in g
rt, any dissemination, distribution, or copying of commurnication may stiil be

“The information contained iis message may be privileged, confidentis!, and protected from disciosure. if you are no
message 1o the intended recipiant, you are hereby notified that any Bmination, ibution, or copying of this coms
notify us immediatet olving to the message and deleting from your computer. Adgitinnally, sven if the interded

prohibited if nol pravdously understood andior agreed upon by sender.”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Pugh, Dominique * [Dominigue.Pugh@fda.hhs.gov]
Sent: 8/21/2013 2:37:26 PM

To: drydenp@promedic.cc

cC: DCCLetters [DCCletters@fda.hhs.gov]

Subject: K130304/S001 ACK LETTER

Attachments: K130304-S001.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

5, Food and Drug Administration
gy Center for Devices and Radiological Health
e Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 21, 2013

THE LARYNGEAL MASK CO.,.LTD. 510k Number: K130304
C/O TELEFLEX MEDICAL, INC.

2917 WECK DR

PO BOX 12600

RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709
ATTN: PAUL DRYDEN

Product: LMA FAMILY OF AIRWAYS

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will
not be considered as part of your official premarket notification submission. Also, please note the new Blue
Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry
about Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail
practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.{da.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food and Drug
Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an electronic copy (eCopy) for certain
types of submissions. An eCopy is an exact duplicate of a paper submission, created and submitted on a CD, DVD, or
other electronic media, accompanied by a signed cover letter and the complete original paper submission. This
authorization applics to the original, amendments, supplements, and reportts, as applicable, for your submission type.

For more information about FDA’s new eCopy program, including the new technical standards for an eCopy, refer to
the guidance document, “eCopy Program for Medical Device Submissions” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM3 13794 .pdf

In addition, we strongly encourage you to visit FDA’s eSubmitter website at
http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm?221506.htm in order to develop an eCopy in accordance with the
new technical standards prior to sending it to FDA.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer

Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041 , or contact the 510k staff at
(301)796-5640 .

Sincerely,

510(k) Staff
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118





