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Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics 

510(k) #: K130304 

lead Reviewer: Mario Mendoza 

Branch: ANDB 

Contains Nonbinding Recommendations 

Acceptance Checklist 
for Traditional 51 O(k)s 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

Date Received by DCC: February 7, 2013 

Division: DAGRID Center/Office: CDRH/ODE 

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

1) Is the product a device (per section 201 (h) of the FD&C Act) or a combination product (per 21 CFR 3.2(~}) 
with a device constituent part subject to review in a 51 O(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? 

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 
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? N/A 

4) Is this device type eligible for a 51 O(k) submission? 

If a 510(k) does not appear to be appropriate (e.g., Class Ill type and PMA required, or Class I or II type and 510(k)­
exempt), you should consult with the CDRH 51 0(k) Program Director or appropriate CBER staff during the 
acceptance review. If 51 0(k) is not the appropriate regulatory submission, mark "No." 

Comments? 
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5) Is there a pending PMA for the same device with the same indications for use? 

If yes, consult division management and the CDRH 51 0(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;l/www.fda.gov/!_CECU 
EnforcementActions/ Application I ntegrityPol icy/ucm 134453.htm 

Comments? 

If the answer to 1 or 2 appears to be "No," then stop review of the 51 O(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 appropriateCBERstaff. 
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. 

X 

X 
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1) Submission contains a Table of Contents X 

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

3) All pages of the submission are numbered. X 

4) Type of 51 O(k) is identified (i.e., traditional, abbreviated, or special) X 
Comments? I (b)(4) ! 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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A. Administrative 
1) All content used to support the submission is written in English (including translations oftest 

reports, literature articles, etc.) 

2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet 
(Form 3514) or 51 0(k) cover letter): 

a) Device trade name or proprietary name 

b) Device common name 

c) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion 

3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also -2.1 
CFR 801.109). 

4) Submission contains 510(k) Summary or 51 0(k) Statement 

a) Summary contains all elements per 21 CFR 807 .92 (See also 510(k) Summary Checklist; 

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. 

Comments? 

6) Submission contains Class Ill Summary and Certification. See recommended content. 

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 51 0(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 51 0(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 "M_gd.l!::.ie!LDevt,_es_; _ _Ib_g _ _e_re:: 
Submission Program and Meetings with FDA Staff." Once finalized, this guidance will 
represent the Agency's current thinking on this topic. 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 

' Comments? ; 

(b}(4} I 
! i 
1-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
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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 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; 
and/or how the device interacts with the patient. 

c) A list 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. 

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

C. Substantial Equivalence Discussion 

14) Submitter has identified a predicate device. 

a) Predicate's 51 O(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 51 O(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 Use 
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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 
of safety and effectiveness {see section 513(i)(l)(A) of the FD&C Act and 21 CFR 807.87(f)) 

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 51 0(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 Subpart D 

X 

X 

X 

Comments? . {b){4) ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

18) If indicated for prescription use, labeling includes the prescription use statement (see 21 CFR 
8_QlJ __ Q~_(b1(ll) or "Rx only" symbol [See also A)Jg_m_ijt_ly_~JQ __ e_~_!1i;1_lo__frg~-~IiPtJ9n Device L~_bg_!_lo_g 

Requirements],--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-· 

X 

X 

X 

(b)(4) 
-----------""'""---=="'""-====I 

Comments? 

19) General labeling provisions 

a) Labeling includes name and place of business of the manufacturer, packer, or distributor 
(21 CFR801.1). 

b) Labeling includes device common or usual name. (21 CFR 801.61) 

X 

X 
Comments? 

I (b)(4) i 

20) 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

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. 
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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. 

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 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 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 shelf 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 X 
expected to affect device safety or effectiveness. 

' 

Commeoo? I (b }( 4} 
! I 

l---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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 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. 

c) lfthere 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 809.1 O(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? 
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Decision: C Accept (e:• Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant in writing and include a copy of this checklist. 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(digital signature 
optional)* 

Division Sign-Off 
(digital signature 
optional)* 

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

Lester W. Schultheis Jr 
2013.02.22 16:17:42 -05'00' 

Kwame 0. Ulmer 
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. 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Premarket Notification [51 O(k)] Review 
Traditional 

Date: February 11, 2014 

To: The Record 

From: Mario Mendoza, MD 

K130304/5003 

Office: ODE 

Division: DAGRID/ANDB 

51 0(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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Teleflex Medical, Inc. 
2917 Weck Drive 
P.O. Box 12600 

SlO(k) Summary 
Page 1 of9 
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, Regula1ory Affairs/Quality Engineering 
Anesthesia/Respiratory 

LMA Unique™ 
LMA Classic™ 
LMA Classic™ Excel 
LMA Flexible™ 
LMA Flexible™ Single Use 
LMA ProSeal™ 
LMA Fastrach™ SiI1gle Use 
LMA Supreme™ 

Airway, oropharyngeal, anesthesiology 

CAE - airway, oropharyngeal, anesthesiology 
21 CFR 868.5110 
Class I 

LMA Classic™ - K904834 
LMA Supreme™ - K001425 
All others are Class I exempt 

LMA Fastrach™ ETT 
LMA Fastrach™ ETT Single Use 

Tracheal tube 

BTR ···· tracheal tube 
21 CFR 868.5730 
Class 2 

LMA FastrachTM ETT (reusable)- K991580 
LMA FastrachTM ETT Single Use - K05 l 993 

Modification and Changes to Predicate: 

MAY 3 0 2014 

To seek MR Conditional environment of use. There have been no other modifications to any of 
the LMA product series. 

Device Description: 
The LMA TM family of airways includes 2 types of airways: 

• Generically referred to as supraglottic airways and 

) 
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* Tracheal Tubes specific for use with the LMA FastrnchTM device 

Devh~e Description: 
The LMA TM fanlily of ainvays includes 2 types of airways: 

* Generically referred to as supraglottic airways and 
• Tracheal Tubes specific for use with the LtvL\ FastrnchTM device 

The supraglottk airways are airways that incorporate a large cuff that sits above the glottic 
opening and the opposite end has a standard l 5 mm OD connector that connector to a gas source. 

Figure 1 is atypical example of the LMA. ClassfoTM_ The LMA UniqueTM, ClassicTM Excel are 
also similar in design, the differences are listed. 

Figure 1 

.t..i'btl;," i>lfot 
ffruk@ 

The Lt-4.A FkxlbleTM is the same as the Classic TM except that the shaft is wire reinforced 
allowing for great flexibility. 

Figure 2 is a picture of the LMA PrnSeaJTM which ha,; a second lumen for drainage. 
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Figure 2 Lf\-1/\ PrnSea! 

Figure 3 ls the LMA Fastrn.chl'M single use which has a dgid handle to assist with insertion. 

'\, 
,,.,,,/·'· \\ 

o.w r . .,w .. w, I,1.,..,,_,,,,,, 1i,., a:r.m ''""'"'. T.;h• 
Figure 3 - LMA FastmchTM singk use 

n·T•I»· 

WI"" 
·~~f.:.<r~w 

s.·i.,,i. 
t·.~hw:f::::-t" 

Kl''h,ii,, 

{"'"ll' 
b~~~SJ:e::-~ 

::M~*J 
row 

c11,..,1, 

\\W~:~ 

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

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



• 510(k) Summary 
Page 4 of9 
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 l devices requires 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 Fac;trachTM supraglottic 
airway. 

Table l - 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 ClassicTM 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™ wi_th built-in drain lumen 

and is single use 
Classification - BTR. - tracheal tube 

LMA Fa<;trach™ 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 

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

LMA Classic™, ClassicTM 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). 

• An alternative 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. 
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• 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 TM is indicated for use in achieving and maintaining control ofihe 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 unconscious 
• 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 ProSeal™ 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 PrnSealTM 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 Fastrac]:l™ 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. 
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Table 1-'= Comparison to Predicates: CAE Classification 

,t 

Predicate LMATl~(Airway devices ;'" ' 
,, 

" ' LMATM Airway devices . • (Class 1 ~xempt) • Characteristic 
LMA ClassicTM - K.904834 

' LMA ProSeafTM - K001425 

Product 
CAE- airway, oropharyngeal, CAE - airway, oropharyngeal, 

Classification 
anesthesiology anesthesiology 
CFR 868.5110, Class I CFR 868.5110, Class I 
Devices inserted into a patient's pharynx The LMA family of airway have the 

·• 

through the mouth to provide a patent substantially equivalent indications for use: 
airway (see above detailed description) 

Intended Use Devic,es 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 F2052-06e I 
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 ClassicTM, LMA ClassicTM Excel LMA Flexible™, LMA Flexible™ 
Single Use, LMA ProSeai™, LMA Fastrach™ Single Use, and LMA Supreme™ are 
substantially equivalent to the predicate device because: 

Indications -
• 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™ 

• 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. 
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• Substantially equivalent to predicate - LMA Unique™, LMA Classic TM, LMA ClassicTM 
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 -
• There have been no changes in materials 
Discussion: There are no differences in materials between the devices and they are Class r 
exempt devices. 

Environment of Use -
• 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 F2502-06e 1. 

Table J_: Comparison to Predicates:: BTR Classification 

•' 

LMA FastracbTM ETI Predicate LMA FastracbTM ET Tube 
Characteristic And K.991580 

LMA Fastrach™ ETI Sine:le Use K05l993 

Product 
B TR - tracheal tube BTR - tracheal tube 

Classification CFR 868.5730 CFR 868.5730 
Class 2 Class 2 
The LMA Fastrach™ ETT is indicated The LMA Fastrach™ ETT and LMA 
for tracheal intubation through the Fastrachn,t Single Use is indicated for 

LMA Fastrach™ or for conventional airway management by oral intubation of 

intubation of the trachea using direct or the trachea. Reinforced ETT may be used 
Indications for to reduce the potential for kinking 
Use indirect laryngoscopy. whenever an unusual positioning of the 

Adding can be used in a Magnetic 
head or neck is required following 

Resonance (MR) environment, not to intubation. 

exceed a 3.0 Tesla static magnetic field. 
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 
Effects of MR conditions on the check 
valve 
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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 FastrachTM ETT and LMA Fastrach™ ETT 

Single Use 
• fntended 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 
F astrach TM ETT Single Use - K05 l 993. 

Technology -
• Substantially equivalent to predicate LMA _Fastrach™ ETT (reusable)- K991580 and 

LMA Fastrach™ ETT Single Use - KOS 1993. 
Disc_ussion: There are no differences in technology between the devices. 

Materials-
• 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 -
• 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 F2502-06e l. • 

Non-clinical Comparative Performance and Specifications: 

MRI Testing 

Bench testing per ASTM F2502-06e 1 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. 

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

• LMA ProSeal™ 
• LMA Fa'>trach™ ETT 
• LMA Supreme™ 
• LMA Flexible™ 
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• As noted above the LMA Classic™, LMA UniqueTM, LMA Classic Excel"™, and LMA 
Fastrach™ Single Use are almost substantially equivalent to the LMA Supreme™ as 
they are of complete pla">tic, 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 SupremeTM meets the ASTM F2502-06e I requirements, one can justify 
that the LMA Classic™, LMA Unique™, LMA Classic Excel'™, 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 MRJ 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 
F2502-06e I. 

The bench testing per ASTM F2502-06e I and the requirement of fixing the device in place 
which is the normal practice support that the devices are substantially equivalent to the 
predicates. 
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Teleflex Medical, lnc. 
c/o Paul Dryden 
Regulatory Consul tam 
2917 Weck Drive 
P.O. Box l 2600 
Research Triangle Park. NC 27709 

Re: Kl30304 

May 30, 2014 

Public Health Service 

Food and Drug Adm inis1mion 
10903 New H~mpshirc Avenu~ 
Do,:1nncnt Control Center - WO66-G609 
Silver Spring. .\l D :'.l0993.0002 

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

Regulation Number: 21 CFR 868.5730 
Regulation Name: Tracheal Tube 
Regulatory Class: Class II 
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 infom1ation related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading. 

lfyour device is classified (see above) into either class JI (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. 
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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); lab.el ing (21 CFR Part 80 l ); medical device reporting (reporting of medical 
device-related adverse events) (2 l CFR 803 ); good manufacturing practice requirements as set 
forth in the qua I ity systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR l 000~ I 050. 

lfyou desire specific advice for your device on our labeling regulation (21 CFR Part 80!). please 
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll­
free number (800) 638-204 l or (30 I) 796-7 l 00 or at its Internet address 
http://www.fda.gov/MedicalDevices/RcsourcesforYou/lndustrv/defoult.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MOR regulation (2 l 
CFR Part 803 ), please go to 
http://www.fda.gov/McdicalDcvices/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 (30 l) 796-7 l 00 or at its Internet address 
http://www.fda.gov/Medica!Dcviccs/RcsourccsforYou/lndustrv/dcfault.htm. 

Enclosure 

Sincerely yours, 

t"ip: 5,:: =:~~~.~-, .11}& 
!.i I ~ 'f~Jashn!l'urohh-Shclh, M.D. 

"- ' t: • , ~":' '&,';;i.t;:"'n,1 1 •- 11 ·f 'l>Y\.c"" 
·.ieyas,m tPui'ol'm"'~!Kr.;/;ndD:,; pini~I Dep.\'1! P.trec1or ~l f.l • .. :i H t1.L~~-.ef,... 'G. RID/.ODE/CDRII WR 

' ;t!ltlb.,17 Y/-1 I "[i"••''>Y 
L ••. IL~ L,) L.;_"O~ 

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 Healtp 
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510(k) Number: 

Device Name: 

Indications for Use: 

Indications for Use Statement 

Kl 3o304 (To be assigned) 

LMA Unique™ 
LMA Classic™ 
LMA Classic Excel™ 
LMA Flexible™ · 
LMA Flexible™ Single Use 
LMA ProSeal™ 
LMA Fastrach™ Single Use 
LMA Supreme™ 

Page 1 of 1 

The LMA Unique™, LMA Classic™, LMA Classic ExcelTM, 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 
(Part 21 CFR 80 I Subpart D) 

or Over-tbe--counter use 
(21 CFR 807 Subpart C) 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Todd 
2014. 

PDF PAGE 40 of 263 

-04'00' 

Page 06.2 
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510(k) Number: 

Device Name: 

Indications for Use: 

Indications for Use Statement 

K130304 (To be assigned) 

LMA Fastrach™ EIT 
LMA Fastrach™ Single Use 

Pagel of l 

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 
(Part 21 CFR 801 Subpart D) 

or Over-the-counter use 
(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~" 
2014' 
-0410 -
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Premarket Notification [51 O(k)] Review 
Traditional 

Date: May 30, 2014 

To: The Record 

From: Mario Mendoza, MD 

K130304/5004 

Office: ODE 

Division: DAGRID/ANDB 

51 0(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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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: 

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. 

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 
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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(1) 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 51 0(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 51 0(k)s should affect the review clock for purposes of meeting the Medical 
Device User Fee Amendments of 2012 (MDUFA Ill), 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 httg:llwww.fda.gov/MedicalDevices/DeviceHegulationandGuidance/GuidanceDocuments/ucm089735.hlm. 
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-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 httg:l/www.fda.gov/downloads/MedicalDevices/DeviceHegulationandGuidance/GuidanceDocuments/UCM313794.gdf. In addition, we strongly 
encourage you to visit FDA's eSubmitter website at http://www.fda.gov/Forlndustry/FDAeSubmitter/ucrn221506.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 tl!lJ;l;L/wwwJdil_,gQ_YlM!l.d_ii;:<1_lblsl.l/ji;_l;l_SlR"'ll_Q1J[Qsl.ofQ{'(Q_WllndMlllryldl;lf:;1_,J]tb_tm. 

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(ii)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 PHIVILEGED, 
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. 
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Teleflex Medical, Inc. 
c/o Paul Dryden 
Regulatory Consultant 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

Re: Kl30304 

May 30, 2014 

Public Health Service 

Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD 20993-0002 

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 II 
Product Code: BTR, CAE 
Dated: May 23, 2014 
Received: May 27, 2014 

Dear Mr. Dryden: 

We have reviewed your Section 5 lO(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. 
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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/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803 ), please go to 
http:/ /vVvVvV. f da. gov/MedicalDevices/Safety/ReportaProb lem/ 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://vVvVvv.fda.gov/MedicalDevices/ResourcesforYou/lndustry/default.htm. 

Enclosure 

Sincerely yours, 

Tejashri Pllrohit-Sheth, M.D. 
,.,.. m,t:...! m.-t:1,,. nc.,..,c. tl-L "'. ·.1.1,;,-nn lITTH'UffW'\.>IWHfJ ;;,n..,u, Clinical Deputy Director 

Erin I. Keith, M.S. 
Director 

DAGRID/ODE/CDRH :FOR 

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

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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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<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. 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 

Date: May 30, 2014 

To: The Record 

From: Mario Mendoza, MD 

Premarket Notification [510(k)] Review 
Traditional 

K130304/S004 

MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Office: ODE 

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 
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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 

From: 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.Lovelace@teleflex.com) 

Subject: RE: K130304 i (b)(4) 

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 

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, 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 (b)(4) 

Mr. Courtney and Dr. Mendoza: 

We received the SE letter today for K130304 - Teleflex LMA airways for MR conditional 
use, for which we thank you. (b)(4) 
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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 
; 

M - i (b)(6) 
F - + 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 
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." 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

12 Executive Summary 

12.1 Background and Differences 

12.2 Device Description 

12.3 Accessories 

12.4 Indications for Use --

12.5 Environments of Use --------

12.6 Materials 

LMA MR Conditional 

2 

3 

6 

6 

6 
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12.7 Non-clinical Comparative Performance and Specifications 6 

12.8 Substantial Equivalence Comparison to Predicates 7 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

12.1 Background and Differences 

The LMA TM 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 FastrachTM 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 TM 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: 
• There have been NO modifications to any of the LMA product series 
• We are only seeking MR Conditional labeling 

Models under review: 

As Class 1 - CFR 868.5110 - C AE - airway, oropharyngeal, anesthesiology 
• LMA Unique™ 
• LMA Classic™ 
• LMA Classic ExcelTM 
• LMA Flexible™ 
• LMA Flexible™ Single Use 
• LMA ProSeal™ 
• LMA FastrachTM Single Use) 
• LMA Supreme™ 

As Class 2 - CFR 868.5730 - BTR - tracheal tube 
• LMA Fastrach™ ETT (reusable and single use) 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

12.2 Device Description 

The LMA TM 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 FastrachTM device 

The LMA TM 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 LMATM products, while Figures 12.1 
represent2 a typical style. 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

Table 12.1 - LMATM Product Description 

Product Brief Description 
Classification CAE - oropharyngeal airwav 

LMA ClassicTM 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. 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

Figure 12.1 - LMA ClassicTM 

12.3 Accessories and Kit Certification ----

This submission is limited to seeking MR Conditional indications. 

LMA MR Conditional 

15 mm Connector 

Airway Tube 

Cuff Inflation 
line 

Inflation Pilot 
Balloon 

Check Valve 

Aperature Bars 

Cuff 

There are no new or additional accessories for the LMA TM airway devices. 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

12.4 Indications for Use --

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 D2502-06el 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. The performance 
testing for MR conditions is presented in Section 20 - Performance Testing - Bench. 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

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

12.8 Substantial Equivalence 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: 
• Generically referred to as supraglottic airways and 
• 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. 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

Product 
Classification 

e 
Perfomiance 
Testing 

Table 12.1 = Comparison to Predicates: CAE Classification 

CAE - airway, oropharyngeal, 
anesthesiology 
CFR 868.5110 

CAE - airway, oropharyngeal, 
anesthesiology 
CFR 868.5110 

Class 1 Class 1 

MR environments 
Notto exceed 3.0 Tesla 

ASTM F2052-06e l 
Standard Test Method of Magnetically 
Induced Displacement Force of Medical 
devices in the Magnetic Resonance 
Environment 
Pass c1iteria is deflection of< 45 de ees 

Not tested 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

Table 12.2 ---- Comparison to Predicates= BTR Classification 

Product 
Classification 

BTR - tracheal tube 
CFR 868.5730 
Class 2 

BTR - tracheal tube 
CFR 868.5730 
Class 2 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Environment 
ofUse 
Performance 
Testing 

MR environments 
Not to exceed 3.0 Tesla 

ASTM F2052-06el 
Standard Test Method of Magnetically 
Induced Displacement Force of Medical 
devices in the Magnetic Resonance 
Environment 
Pass criteria is deflection of< 45 degrees 

Not tested 

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. 

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 -
• Identical to predicate - LMA Unique™, LMA Classic TM, LMA Classic ExcelTM, 

LMA Flexible TM, LMA Flexible™ Single Use, LMA ProSeal™, LMA Fastrach™ 
Single Use, and LMA Supreme™ 

• 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 -
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

• 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 -
• 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 -
• 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 F2502-06el testing. 

Performance Testing 
• Complies with ASTM F2502-06el 
Discussion: Testing has been performed according to ASTM F2052-06el 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: 

Indications -

b 4 ~ 
; 
; 
; 
; 
; 
; 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Technology -
• 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 -
• There have been no changes in materials 
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Premarket Notification 51 O(k) 
Section 12 - Executive Summary 

LMA MR Conditional 

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 -
• 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 F2502-06el testing. 

Performance Testing 
• Complies with ASTM F2502-06el 
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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li=iM CENTER FOR DEVICES AND RADIOLOGICAL HEAL TH 

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 

CONSUL TING MEMO 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Premarket Notification [51 O(k)] Review 
Traditional 

Date: February 11, 2014 

To: The Record 

From: Mario Mendoza, MD 

K130304/5003 

Office: ODE 

Division: DAGRID/ANDB 

51 0(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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Premarket Notification 51 O(k) LMA MR Conditional 
Section 13 - Device Description 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

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 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 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 TM 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: 

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

Models under review: 

As Class 1 - CFR 868.5110 - C AE - airway, oropharyngeal, anesthesiology 
• LMA Unique™ 
• LMA Classic™ 
• LMA Classic Excel™ 
• LMA Flexible™ (reusable) 
• LMA Flexible™ Single Use 
• LMA ProSeal™ 
• LMA Fastrach™ Single Use 
• LMA Supreme™ 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

As Class 2 - CFR 868.5730 - BTR - tracheal tube 
• LMA FastrachTM ETT (reusable) 
• LMA 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 TM 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 LMATM products, while Figures 13.1 to 
13.9 are representative pictures of each style. 
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Premarket Notification 51 O(k) 
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 TM Similar to LMA ProSeal™ with built-in drain 

lumen and is single use 
Classification - BTR - tracheal tube 

LMA FastrachTM 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. 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Figure 13.1- LMA Classic™ 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Figure 13.2 - LMA UniqueTM 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Figure 13.3 - LMA Classic Excel™ 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

Figure 13.4 - LMA Flexible™ (reusable and single use) 

15 mm Connector Check Valve Inflation Pilot Balloon 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Figure 13.5 - LMA ProSeal™ 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

Fi ure 13.6 - LMA Fastrach™ sin le use 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Fi ure 13.7 - LMA Fastrach™ Reusable use 

Cuff Epiglottic Elevating Bar (EEB) Airway Tube 

PDF PAGE 78 of 263 

LMA MR Conditional 

Page 13.11 

15mm 

Inflation 

ET Tube 

Wire 

Reinforced 

Check 

ET Tube 

Handle 

Cuff 

Inflation 

line 

Check 

Valve 

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

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



Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

Figure 13.8 - LMA Fastrach™ ETT (reusable and single use) 
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

Figure 13.8 - LMA SupremeTM 
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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 LMATM airway devices. 

13.4 Indications for Use ----------
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Premarket Notification 51 O(k) 
Section 13 - Device Description 

LMA MR Conditional 

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 FastrachTM ETT and LMA FastrachTM 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 £ 
Non-dinical testing dernonstrated that each product is MR Conditional and can be used 
in the MR! environment according to the follo\v!ng conditions: 

-Static magnetic field of 3-Tesla or less 

-Spatial gradient magnetic field of 720-Gauss/cm or less 

IMPORTANT NOTE: These products are intended for use inside of the fv1Ri 
environment (e.g .. in the MR system room). They wm not be utilized directiy inside of the 
MR system (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 evaiuations of translational attraction !n relation to exposure to a 3-Tesla MR 
systern, 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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Premarket Notification 51 O(k) 
Section 13 - Device Description 

13.7 Materials 

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

13.8 Software 

There is no software operating these devices. 

13.9 Non-clinical Performance Testing 

LMA MR Conditional 

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 
LMA TM devices. 

__ Fixation_ Durio g Intended.Use·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

(b)(4) 
13.10 Risk (Hazards) Analysis 

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. 

Page 13.15 
PDF PAGE 82 of 263 

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

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



Dear Mr. Dryden: 

We have reviewed your Section 510(k) premarket notification of intent to market The 
Laryngeal Mask Company LMA family of airways (Kl30304). 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: 
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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. 
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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(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 (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(1) 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/ucm0897 
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-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 
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocumen 
ts/UCM313794.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/Med calDevices/ResourcesforYou/Industry/default.htm. 
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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. 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 11 - Declarations of Confom1ity and Summary Reports 

11 Declarations of Conformity and Summary Reports 

11.1 Declaration of Conformity Standards (Form 3654) 2 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 11 - Declarations of Confom1ity and Summary Reports 

11.1 Declaration of Conformitv 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. 
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Premarket Notification 51 O(k) LMA MR Conditional 

Section 11 - Declarations of Confom1ity and Summary Reports 

Department of HeaiH1 and Hurnan S~r;k;e~_; 
Food 2nd Dr:._Jg Adrninisfra't;nn 

STANDARDS DATA REPORT FOR 5H.l(k}s 
(To be filled in by applicBnt) 

This report arnj the S,lfnrnary Report fabl0 nm to be cCJmplet0d by t!1e applicanl when subrnittiqJ ,J 51 D(k) lha, ref•H· 
ences a nahon,11 or inlernatim1ai stan·,1ard. A sepsrate report is rl',quir,:d ior each ci"!andmd referencr"r.J lri the ~i1 D(k) 

Please answer the fo/loi.ving questions No 

'.Zl 

FDA f<er;ognition nwntle,-' 

\Nas a r.hirrJ pady 1HboratCH'Y responsible for k~stinq coi·ifonnity' of the cjevlee tu this :..~tan,j.;~rd idon"t;liE.x! 
in the 510/k)? .. " .............. .. 

Is a summary report' descnbing the nxlcnl of conformance of the sl,mckird used i ncl,;;:Jed in •he 
S10(k)? .... ,. . ........... . 

If no. comple!e a swnmary r,;,porl table. 

Does th~ te~~i dat8 fiJr this devi(>~ demonstraie cnnfonrnty ta the requirements ct JLhis standc1rci z.13 l1 
tJer-tains to lh1s cievicfJ'-' 

Doe~ ihh~ standard inc!~;de acceptance criterl~_t? 

If no, indu,1e the resulls of !es ti rig in the 5 ·1 O(k) 

Does i.his ;3tendt=J:d ·1ncluc!8 rnore ~han one o:ption or sGh~ction ot tests? 

If yr=?$_ report .::.Jptions se!ected in !.he .surrnnary repi.Jrt t1J~)l0. 

VVere theH~ an'/ deviaiiont=; (J( ::-1dc~ptations n1s.oie in t1~1e u.sE: 0f J-ie ~:;tandurd? ...... 

It ye;,, were dt~v1at1ons in accr.irc!ance wm, !he FDA suppl(,me~fal infmmation she1-"t (SIS)''? 

Wer'<''I dev,ukms or adapta!ions mace beyond what ls specified in th, FDA SIS? 

if yes_ report these devtaHons or aGaptatlvr~s in the surrnT1ary rt~pcd LJb(e, 

VVcre there any exdu~;tons frorr th[.:• :~t~~ndard? ......... . 
If :r"t~s. n~port these C){C1U't1ions Jn ihf..1 surrrn'"<.;:iry repcr t t21bJe. 

i£ [] 
------·····---···· 

----- ···-----··-. 

fs the;e 3n FD/\ 9uid~Jnc€l; thal is at:-:sodntnd ;,-vith this sl;;lndard? f2i 
lfye.s., \l\/df; the qu)dancn docurnent fo!io~ued in pn.:'"pfjr·:.rnon ofit1is !.i"iCik? 

Tille of guidance 

rn-::: r,,nq;.::ltlH(~ :::0r:':..'C•n:iiOn for 1.~1H tit:~ is· fSDOj l.nu::;e::-i0 ic!f"n~)fo2(: 
[!We ,y.- ;;::;1_r(f:3:·Uj i;,:i;;;t,: Uf ;.~1J:hi1.:-:r-.!ioe1] 

:: AtH:twity l u.:s.c 16:)ri]_, ',\(\,\!\'\o'.WO:~ gt,,dc,;,,~h/,,Jd::,P:"Dt;; Mer." 

-: Tk,., sl•rM:1~,iry rt:;.,c;;rt 3h::::ui,J lnr; :.;cte: ~;'.:}' f.l~J•~rto:,1j,..:ir:::.'! t,::;.~~d :.o :·'!{/C-H::~ 
t-l' lt"i·2: tlf":;>,,jC~'- ,.:i·;J:c:r (ev"i:o-w (r::;,: ~:.-c::.im:JI~~-. 2d2rn:3tj,.,(-,- ·:0t.: ~n-~t:-s~~,;j: 

d:ci(..C·~' rr:;::1d8 ;_,,1ncr: n;-:-,tiot:S m ,<:i S;r-:ftc'.::-tic,: d rn~.<C.B'oo(l'.~ ;::JJ4 dssc:-:•tci(:: 

d,:~1;.;/k:ii-~0 frn:r1 ~Jt.:i11Jc1n.L rei~t~ii1..'!-m,-:,.:1t~~ 0f,t ;y;r,11-:.:.;::t/~·- [-::.1 ,,:,~.e 

G-c:.,'A,:::<.::: -:l'7[J t~G n,~rr:c ;,::::-1 r:1 a,::k:!r,~'~:3 ,-:f ~i",c ~':'::.~t :;.;l-.-.::x.;,;io:y ::,r 

ORM FDA 3654 (9HH) 

,:,r.;·nit1~..:~::ti0ri f:{.'(j'Y 1min!v-e-j : ~, -::::0r f;)~·fff.:ir1r;1J A'i-'8<:i.s.~ment to tti11-; 

st:1:·:-L).~rrJ n1;~ ~;~frr:rn.:Jr)· rcr-1.;]r~ ii··,j,;_,.Jc':"~ if"'.:f(;J;1\:-1i:~-t o:·- ,,1: s.:.,1nd-~':rrJ!:> 

Uii:i(.(~lj c1:.Jr/r";1J th:? (.i.;,,;".~;vp ment of th~~ 

•• Tr,,·r ::-,L:pplt;.rn~,tr:~: 1n[crm:r't,nn ~~c:et {Sl:::-? 10 c;d,;.'ii:kin;i: i1'.:fr,rn·1a::i,c,1-, 

·1,f1:d1 b nen-;-3:-rn-n.' ~)eioi-··,· FD/\ 1·8'C-:JfJ1li:;~;~s t:Jf~ i-::-18.f'ldMr.i i="-:._J,cP;-r:: al 

M;p::r,r,-~•:'.N ;K1:~::s<!ddi:2..f:Je .t:t.'vl:,;;nr:,ts:i'.d(h,i;_:'.rjQ-,;::G/CmEri:11d:;;r•:Ji3{ 

S&c:.Hd·\,(',:m 

~: nF: n11:1;1e ~r-,~:d·· ior CD.RH {;[Jid8:f:C'.Sl r.'ir,;c::_!(Ylf"':r:t:;, Gr;.'r• tie fou'd al 
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Premarket Notification 51 O(k) 
Section 11 - Declarations of Confom1ity and Summary Reports 

ST,'l.ND!\[-~D nn.E. 

EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORTTABLE 

ASTM F2052-/J6 St,,ndar<l Test .Method for Magn('ti,::,dly lnih,c.ed Di,place,nent t:orce 

CONFORMANCE WITH STANDARD SECTIONS' 

i SFCT!ON T:TtF 

Nodc,vbtion 

SECT!U', HUMBER 

LMA MR Conditional 

'. (;()Nf0Hfv11\NGE? 

Yw; ,., ·, N() /_.] \Ufa. 

i CONF()Rf,,•11\UCE? 

~-f.•:n. t,J;) ~~: Ni','"'-

,,. r-·cr l'.;o:,-ip/oteness Jist Jlt $B(..tJG~)S of thH standard .:-md irH~i1~cJlt.(.: ~Nhethr:!· '-..':0:1fr:in11ancc is nie-t 1f 0 '.}C(:ti~~m ,~ nol 0ppllc(3:bk: {f'~/.A~i 
,:--ff: expl2.naben is 1:eed>FJd • __ mde: ''j:_.sti1k.,~rt1on Scrne standard~; inci.JdE O~!t;or'ls_, sc similar to UE:vlaticns, thi~ :Jpticn crwsen rw.et1s 
to- bs d(~$C'ibed crnd dciew .. :att;iy iu~Ufk--d i1S :e.1pprcpdatr, ft;i· th,: ~-;;~jbject 1jevir0.. r-~ ?:p!;;inafbn n-1 au ,j(}1.;[,1Uuns or Jescdpt.i(.li"!: of 
0~1tions seieded ;.t.;h1:m foHGwi~\J -i'il stt.:::v.t:f'(i b. n:~quired l..md~r "1.ype of dev:atfon or optm11 sdr?dcrl," "(;:t:s.criptlor:.·• ilr;d "_·ustificd­
ti,Jn" en UK;: report Mure t:·:an one p~-ge may bo n-:~cr':;fi.;";i:'y, 

v T:::r·pe~3 o!: devi~-,i1rn~s c:an ind!_,[~G an c:;xGlusir.:n c-f ,:~ ;:..0.ctkn in 1.rto st.;,nd.;;;:ir.'..::, c de·,1iat1cn b~ough1 out 
inform~:1tio11 sheet {813\ a deviation to adapt the stan-dard to th,:;. d8V~G8. c-r ~ny ,~r.bptation <..)f .a 

P;:'1p<:nvork 'R1..•ri1H'oti(Hl A.l't StiHcnH·aS 

F\iH!,~ n~ponfng bnrden for lrii~~ col1edl0u ::d(ffm:.-l:tio:t is ,::1\"Fir"Effcd to ;:.1v:.:n.11~.: l hour p<:t· rc:,r: .. }n-.:[:, i:1dL~ding fr~i.~ 
tin1t.' !":ir·f{'\•':,_·~v.,Jn_~ :r:'S'.t:11:;tkH,~, i.C~_:rtliing uj.:-:ting- J:H:a snu~·ccs. g;nhcfin1r, .. md mainrait1i.ng 1b:: dr:t~i n:~~dt>l ;-3;·; •. } 

1:-{irnpL;;:ing :1.iH.! :rc-1.:ic,vi u;:S fr:,;:- n)]kcti0n -::cfontrnl.(;Jc Si::nd .:.nmsri..:::h l"(':;i"irdin? ·1hi~ hm den i:~sriH1;:·1tt, Dr~:;)~} other 

a~:p,;::(t nf ~hi:- ~~·dkcL.on of in;~-_H'mJ:irin~ ~nc\diil.g su_gg;:~:!icitH LJ1 H.'.:duci.n:-', th1s bm.:i::~n. ,,~.i: 

FORM f0A 3fi54 (!H07] 

Cc~:t._;r l~.ir D:.::vice~ and Rat:L:.1Jt1gka] fle.Jlth 
l JjO ril'card Dr~Vt' 

RtH.:J .. vilk. ~\ff) 2ns50 
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Premarket Notification 510(k) LMA MR Conditional 
Section 11 - Declarations of Confom1ity and Summary Reports 

Dt~U-,3rlTt:aent cf He,~±tU: a-r:tl ~--i::;~:r;:_-m S.er,,.-ivr:·s 
r·::io{~ ~1nd O:u2 :\fJ:r. .. ;iriis·~ratlon 

STANDARDS DATA REPORT FOR 510(k)s 
(To bu fi!lNl in by app!!cant) 

This report and U'lf: Surnma:ry Report Tab!e are to be c.crr:plet~~d by the ~1pplic~nt 1,,vhe:n s1 . .1brr:itting rJ E- ·r O(k) thi'jt re-ftH" 

(~nces a nartona! or intcrnatjona! stsndard. A separate repcHi. is required for e2ich standard referenced in the 510(k). 

P!ease ;ins'>"l<&r Hie foHowing questions 
----------------------------

·v\/as a thkd ~'~~H"iy lr:-:1-~-rFfjtory ff~spons1f1ie for testing confo:rrdy cf lhe dff;/lce ro this &tandard ident,fied 
inth~r:~10{k)? , . .,, 

Is a sumrnary repon ~ descnbi11g tilt~ extent 07· co1;ton':":anc0 c""f the standard us~:;d frc!ud{;~d in the 
SH\kl" _ 
lf no, cornplete ~1 surnt(::ary report t:1ble 

Dees the test d8t.f: for this device demonstrate cor1fcrrnrfy to the rcqiJ:rernsnt:s 07 this r:,tand.::ffd as It 

1--:-,
1
:-'r!_ea_si-:~1~~~:.~:~2~;i~:;1ude acceptar:2(• criren~:;-~"~----·"- ---------"'"''_--_ .. _"'_·-__ -_· __ ·_-___ ·_:~------ ___ [, -1 

if no. fndude the results of teDtin~; ;p the 51O(k). ! 
Dots U ils standard in ciude rno"te ther~ ()rlC op Hon er se:ectbn of ies~s? 

If J!-:?-~
1 
r~:;port npl1nn~~ s~lr::~c1ed !n the surnrna:y recort ialJ!e. 

V\/efe then~ any tk~viat1011s er .3c~.aptaUons t'node in tht Ll~fr of the st£~nc.i;3.f.d?. 

!f yes, \:verf: cJeviaHons in accot"dr-,nce ':.iVHh the r:·D,h. suppietnen!al infonnation sheet {SfS) s? 

\/Ve!e dr;viations or adaptai.!ons rnad~ beyond what is spcdf1ed in the FD.A SJS? .. 

If ye;s, report !hese de,,iations or ;-Hiapt:itions in \he £urt·1rn:cry ,r,,port tab Ir,. 
-------------------------------1 

\ti-Jere u~ir~:E any e->~C!tJGJons from the standard? 
H yes, ra;:;pr::li tht::-.st1 t:~xc:lu.s.ions 1n the surrnn.1Yy •ep..;ir{ {:;.tbl~-

;~.; then~ an FDA gwdar:ce ,·. that is E.sziociated :.1-.,.ri~h u1:s !li.ar:cfatcf"'t 

If ves ·-t~•;::s thr! guitfa~nCE' dt?curnent fo!icv\,!·ed i:1 pr?rn:::r2~ior: of th:•~, ~~·lOk? 

: Tt·:1~ ;¢:?::zi:t1r:-:J o:::r\,,.)dEon fc, it:-2::· f.i'~t:; \., !0GGI [':, :wiier't( ,:;(i;-,: :f :m] [:t:.:f• G! 
.J1t:J.:1J;..-:rG] [chn~ c~ !:,.~•t::i:c;,k:r:j 

-n,~ ,;;;~ff:!>":"':cllY :1::p{T ~,r:otJ:ci i1·:::::,_:dp a:1v ;;d~i;"Jt;:1(k·:· ~:, 1.t$Cf.? l.-.:: ~•t't1pt ~D Ur:.::• 

:JiJ\1'(:1.,1 >J:wt:t ,:sv·,.:N,, :tt::: ;1:f>:~rrl~ti•,:~ ~~$~ :.:h:- s:::&s ~r.:ad& 
YV~1:::.:J (',::.tf:-:::-::':-', ;:i:· ;-5 ~:.e,;:;:::,: »·o:-Y! 
•c::::~r-,--::1:•-1 i,,:--:.:~1-1 •'.:.'1-.1F2~r:.~ i ,ct t.~-:p1 ('-r.-::t,!.::; t(, tha ':Jr:0~1 '.'.s:>: ~E::i t:·"'--:- r:s;:-r:":::" r.:s?i.d 

;Xi~te:~~; 
2r..s~:-1?!~:;n1e:~1 :D 

, T1~.;; ;;J1~1jr~,} ~>~_..):-:;;/·: fi.)r Cf)nH ~-:llHJ:,;;.ra;,~) ~):>(;•.it'n-811!;-~ r·::,t: t'V•: f~)~!!itj ::;J 
hi:n·/i·.10.;~-..')· t::-Js QC\1/M1:.:.cti,:.aiD;::\:Ces/Dc·.:ll,~:Re;_i'cll-r~1i, . ..-:r;dr,~.:G~:i[j,:11 :~:,,;,} 

i·:; _!>Ja:cf!L"..:.•LL:rnf!i'!!:1:l'C:2f~dt1lt t1t·T1 

IF 
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Premarket Notification 51 O(k) 
Section 11 - Declarations of Confom1ity and Summary Reports 

S[CTlON NUMBER 

-~. ------ --- -
f)~!.:•k. k iFTL.A-.J 

' 3EOION TTIY 

EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE 

CONFORM,<\NCE WITH STANDARD SECTIONS" 

LMA MR Conditional 

I CClM--CY·,\-li'\NCC? 

, ::J ',"\,s .. Na 1·.··; ~I/A 

: ["~! Vc,s [~~ N~ 
·········································1 

£:Ap!ar2.t1~,n •S :1i~;;;,,::J~{:i ·., .. m:~kr '·i:...Jstif!c.atio~,." t·:~•~;~';f:; !':-J():wh;rrJ~~ :nr.:!ude 
d€::t:::.(1bed .eir:d .~-~~ti~q...::::.1tc:l} ju~r:f:f;0 -ac- J:µ1:i1or;f::s~te fu: \;H:; }.<:JJJ')Ct 

t.t; -~>(r:1it::' ~o ,')('\.-%1HDll:S. ::1e oc:ttGn Ch()fif":i'l C:ei?.-d~ to be 

F.::K:dartaticn ()f ai! dP;\1k!liDn<:r or rn~scn:-.1!k):'i (Y/ cpr1or1s 

~=~~~o~-~::i~=~hf:~~~~,;~~;]:~~~;;:!;;~;:~~~~~;;~:
1
~u:der ·ly~e of duvi2.tacrn c.r '-'Pti::,n ~K-;locrefj ·, ··,;,:;~~e;r'ir,tkm'' r.1w~ ,:j~istifi;;:;i.ticJ::'' on t~e 

~,. TypP.,:: cl ,"';~vi3Uons s.1r: :nd:Jd.;;::- ,;ff1 exch.i~lon of n Hf:(:;non in CJ,(:: :::",t~nc1..:~ro, ::=s d8,.,::at:rn-: fJ~it b ►1 tM~ FCJ.,.{\ ·:,'-.1;::,p1r::r-·(·12;1al 

mforrnZi!Cfl :::ir.e.,.::t· (S~S). r.-1 dtwiG~lon ~o ;.;:;(fa:-pi the Si>!l:1:dard 't~) :he d~'I.J:-r.;~J, r_1, ... -~H1\J -o:d2.pta!ion ,~ secti~.in 

CT::~:r,l;:'-.h!:g_ :.::·.\ 0,d n.·vu.'-..;,•ijJg \~H.· ,.:.,•,i\c.i..'1..iun ~•i.it1'1~wrr:,:i~\1.Y1. >~c;1C: ~~•.:,t";.'1:l~h.Y:~~ l\'.).i.lfcini t!H~ huidc:l e;_;.t!mJk {~t :1ny ,·:Lhc:' 

u'.::~c.ct nr n! :-'L i.::i l lk-:...~Lt(l C' l 1 {' i' r~,,·! r1..,1 (ii f\7. ir:-.._'.!1_:1.l; [1~~ '-s1 !\1,?C,'.~lin:1s r,1r >YJ'.JCin:-::': tl 1i:; h:.rt·df>i in: 

D;.\);:r!c··:1;1 !:_ oi" 1 k·alti: :-1i1-d ! f; 11~UJ'. ''\en- ,....:c:­
!·i1iyl :::1~d !)r1.1;; ,•\diiJi:1;:!tr~:Li{~n 

(.':;ff._v l,rc1--::::.:-r l:,C~Jrm.11.:nn (')j-T;,;1~,L 

! J50 l'"i..,.:,,:;~:rd Dr~y1.~. H.PPn1. 4(f) 
Rnc~vllk~ \JD ~0/-L)t: 

. 11· u't,?';/?,_~· n:,,1· rf(lt ".'(1.-n;'·:h.:t ,0,'' ,<'}-"'Oil,~, 1. u.,·,,d ,: r~-:::,-\OP .'.\ ;.;iH 

.•rf(i>':r, t< !o l'P"i/fl":.;Jt-/ r,·:•. (r c,r./lt._-,,:,-,:! 1';_/ 1,,:1/,:1t1!!, :';r:n u,;li~Y·< 

i-/i\f't:',t_'.-·,, (I 1)!.;•,c-,·~;;t/;: l'u/h~;' ~ )}-fl? ."{Jii{.""r•l 1/Y,'ntJ.''',~ 

FORM FDA 3554 (61i1) 

Page 11.6 
PDF PAGE 56 of 263 

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

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



Premarket Notification 51 O(k) 
Section 22 - Performance Testing - Clinical 

22 

22.1 

Performance Testing-:: Clinical 

Form 3674 ----

PDF PAGE 261 of 263 

LMA MR Conditional 

2 

Page 22.1 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 22 - Performance Testing - Clinical 

22.1 Form 3674 ----

No clinical perfom1ance testing was performed with the proposed device. We have 
completed as attached Form 3674 as required. 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 22 - Performance Testing - Clinical 

~ 
o~PARTMENT 01" HEALTH ANO HUMAN SERVICES 

Food ~r\cl Dm9 AdmirJ~lmliOll 

Certlf!ca!lon of Compliance, under 42 U.S.C, § 282{J)(Sl{BJ, with 
Requirements of Cl!nlcalTr!a!s .. gov Data Bank (42 U.S,C. § 282())) 

, an $pplkati<)r,/$ s11:>mt~$iM, incl wing 11rn'111drn-0n!s, "'-'Pt~~rn,m1i. ml# t</$UIJmis r-i<!M, mwlar §§ &-05, ilHi, 52-0{m ), or 51()!~) of !ha 
Federal Ft>P<l, Drctg, am! Co~me!lc Ad or § 351 ,ii lh(, Publk: Health S•rvit:,, Act) 

SPONSOR/ APPLICANT/ SUBMITTER INFORMATION 
L NAME OF SPONSOl'l/Mf'LICANTISUflMf!TER z"". -o""'A""r"'E""'o'"p'"r"'H"":e""t-"",p""p""l-lC""-1""\-"'st""o"N"'/s"'u"'e"'·~"'11,,.ss"'1"'0",N,.' ---1 

WHICH THIS crnnF!CATION ACCOMPANIES 
LMA North Amerfoa 

cl. i\OORESS /Nwnoo,, Sito~/, Sl~/,e_, ~,,,; l/P C<><m) 

46M Lafo!l~ VWrtiJe Dr., Suiw 90!) 
S,m t.li~g,,, CA 92lV 

4. TELEPHONE /\NO FAX NUMBER 
Ondt:Jdft ,Aro~ Co{fuJ 

(fol,) 9l'HJ:H,076 

Wax) 9!9•4JM9% 

. PRODUCT INFORMATION . 
,, FOR OllJJC$/6lOLOGIC$; bol,.,/a An)'!AII A,wif«bfo fa½blish,d, f'top,iataiy M>dl◊< Chem,,ca!i!l-!<whon,,qa\'f!IO<Xi/Q~llul\>rlG~c$ ,oijrapyPi<Xl<l<l 

FOR OEV~CES:; fnt~d~- Af:"1yfi\.ll Common: ur Utua¾ Narn~{s}, Ctm,~ff!f;;ijlJtm, Trsd:a- Gr Prop:f3Bt:«ry r:r Mtide! Namo{s} 8:n&-Or f-M.l(ft?f 
(AUsch a.~tm pag.0s BS nu>.t'.B:Ssery} 

Lll'!A l'mSeoP"' 

Li'l'lA fMtmd,m Single th;; 
LMA Fru;!mdl"'' ETT 

LMA fo,trndi''" ETT Singfo Use 
LMA fbiHe'" %1g_l<! Use 

LMA Clussk fa~e lrn 
LMA fltKibk'" 

LMA St1pmn""' 
LMA Unique 

-. APPLICATION l$UBM!SSION INFOR_M_,A_T_IO_•_N ____________ _ 
o, WPE Cl( APPUCAt!ONi'$1J8MISSION WHICH THIS CEJHlflCAilON i,CCOMPAMES 

[]IND []NDA []ANDA []Bi.A []PMA □ HOE 0Pt)P 

t , INCL UDE INfliNDNMlDA/!lt.NPMM-lD!'JiH O{s)IPOPIOTHER NUMi'lER (Ii m,mt,~, pr,,-,fo,,sly asaiqn«J/ 

11. SERIAL NIJMHGR ASSIONED TO APPt.lCP.:nONISUHMISSION WHICH n,1s CERTIFICATION ACCOMPANIES 

<> >> -... CERTIFICATION STATEMENTIINFORMATlON < -·• < > ·-·• ·•••• ••· > ••.· 
9. CHECK ONLY ONE Of THE FOltoW1NG BOXES ($,;,, inWuallom foc Mdl!ioiml info,<malion ,md ~.,ptanalion) 

(8) A i c<><!lly !ha! the 1eqoire,rnm1s of 42 LtS.C § 182tl), Secllon 4020} ol 1he PobHc KeaJth Serv,t.e Aot, !l~ac!<ld by 121 Sta.t en p.,t.,u.,, L"w 
t 10-85, do not <:ippfy bm~lUf~l the· appik~-atkln.lmJ:bmlisskm whi'.c'.ft lM~ ~;t3rtiricRti:on at~~ftlp~oftts doe,~ nol referanca any cifnlca.l b:iat 

0 B. I tortl(y lh1>t lho rnquirnm"mlz pf 42 ll.$,C. § WJO), Sedtm 402tj) of !fa, Puhllt: H,,,,!th Sarnic,i Act tmaded by t21 stat. 823, P•ubllt Law 
1 Hl,-05, do no: apply lo any ciln!,:;al ma.I mf~n;mca<l In lhe appHrni!c,n/,mi:>rnisakln wlilch this cmtificalion .&'A'/4lmp.a~iM 

DC, I certify thal Ille requfremeola pf 42 U.S.C. !I W2(j), S~cilon 402',m of 111'1 P<•hlk H,mlU, s~rvb, .Ad, ,maeled by !2:l Stal. 823. Public Law 
110,-05, .app.ly l.o one, ot room ol th" ctin!cal Mais mfornnced iii Iha awllcafi,m/submiss!co whfi:11 !Ms cert,f!c<1Um acoom!'."'nit-s a11d 11ml 
lho~e ,.,qwemMlt hew beeo met • 

HJ. IF YOIJ CHECKED BOX G, IN NllM8ER S, PROVIDE THE NATIONAL CLINICAL TRIAL (NCTl NUM!lf.R(S) f()R AIW 0 APPUCAllU.o CUNICAt TRIAL(S).' 
UNDER 42 U,S.C. § 282tj)(1)(A)(f), SE!JTION 4UZIJ){1l{A)(i) OF THE PU8UC HEALTH SERVICE ACT, REFERENCED IN THE APPUCA110N/ 
SUBMISSION WHICH THIS Cf;.RTIHCATION ACCOMPANl!':S (All~Ch (}:(/(,; pa.g,,e JS aawee¥y} 

NCi Numhe-,(s): 

Thr••\\0/ifytjr,#1 d('<:l;lf11S,.(<,l\hii_lJr$t.0f ••~irltl1$_-,l<~~ei(Jg11,·'1hat lti,s, •11.rf\ 11,0(:tfra@·•t•u:r,;·,lt\•d_·r,,,r!lplll1~-•~uL""'$·~!Q!\ ol_\f/l,l,r,1rt1<i<,.•1 .ij1f,!,,,s1rn#•.!l1.stJ .\ho 
1,11t1re.i.:, ~uM,ef !h~ ~ai-t1fi0ll?11/'-'qulr!!d t11,,gp.sJ.i.i2a~Q)\5)(8), sec!lgr,fgi(J)(?Xt3) 11t~., l'ubllf-H~1\lt!Jlij['#e;,i Mt,.tn.iJ~k?"""''¼l. i.ul>t"'~"}"'' 
QffJ fa!~o pe(l,111,:,,a',i<ir, ui>d~r~\J<:t", 1lllOti91> ll•tll1'¢lPll:>!ti><j at.teund11rJ'l lJ.S.Q. § 331.,sectloo}01, 9[11¥> Fa<:lsl<!I fo<XI, !:l-l\lfh11Qd_QOljm<1!fcAcl, 
W;imlng: i\Wlllfully ~n~ lmoWi11gly f-llls~ stalement!i •~ <irk'!lfriiilo!lense, •W.S,.G6$, mliH.8;Me~M 1001, • 

02/0.5/2013 

FOA,3614 (1/0il) (FRONT) 
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Food and Drug Administration 
Center Devices and Radiological Health 
Office of Device Evaluation 
Document Mail Center - WO66-G609 
l 0903 Ne,v Hampshire Avenue 
Silver Spring, MD 20993-0002 

May 23, 20 14 

l leflex 

Re: Kl 30304 - 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 tH11ail of February I 0th, 20 l 4 fbr submission Kl 30304. 

eCopy STATEMENT 

In accordance \vith 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 arc providing one ( l ) CD eCopy and one ( l) hard copy. 

Please do not hesitate to contact me should you have any questions or require any additional information, 

Sincerelv. 

1 (b)(6) i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Paul Dryden 
Regulatory consultant for Teleflex Medical 
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I understand thank ymL 

Mario Mendoza, M.D. 
Medicai Office;­

FDA/CDRH/ODE/DAGRID/ANDB 

10903 New Hampshire Avenue 

White Oak., l,ldg 66., Room 2.563 

Silver Spring, MD 20993 

Email: Mario.Mendoza@fda.hhs.gov 

Phone: 240.402..5121. 
THIS MLSSACiE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFOHMATION THAT IS PRIVILEGED, CONFIDENTIAi., AND 
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, ma per·son authorized to deliver the document to the addressee, you ace ,1ereby 

notified that any ;-eview disclosure, dissemination, copying, or othe;- action based on the content of this communication is not authorized. If you have received 
this document in er·rnr·, please irnmediateiy notify us by email or teiep,1one found above. 
This communication is consistent with 2.1 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 forrnai 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: K130304S4 memo 

Ok, but it wili be about 1 hour before I can get to it, On a conference call 

[ _·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-( b) ( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Paul 

Always with a handshake, 

Paul Dryden 

ProMedic, Inc. 
24301 Woodsage Dr. 
Bonita Springs, Fl. 34134-2958 

T (office) - +239-498-2.155 

M • L ________ (b)(6) ·-·-·-·-·-: 
F ·• + 239--236-0354 
E ... drydenp@promedic.cc 

'Web ... www.promedic.cc 

Twitter - https://twitter.com/ProMediclnc 

'The information contained in this message may be privileged, confidentia!, and protected from disciosure. !f you are not the intended recipient, or an employee, or agent respons!b!e for delivering this 
message to the intended recipient, you are he:eby notified that any dissemination, dist:ibution, or copying of this corr::r:ur:ic:ation is strictly prohibited. If you have received this communication in e:To:, please 
notify us irnrnediate!y by replying to the message and deleting from your computer. /1..dditbnaily, even if the intended recipient, any dissemination, cfotributbn, or copying of this comrnunicatkm may sti!I be 
prohibited if not previously ur.de:stood and/or agreed upon by sender." 

From: Mendoza, Mario [mai lto: Mario.Mendoza@fda.hhs.gov] 
Sent: Friday, May 30, 2014 1:14 PM 
To: Paul Dryden 
Subject: K130304S4 memo 

Thanks and sorry about all of this back and forF1, 

Mario 1,1endoza, M.D. 
Medicai Officer· 

FDA/CDRH/ODE/DAGRID/1\NDB 

10903 r~ew Hampshire Avenue 

'White Oak, Bldg 66, Room 2563 

Silver Spring, MD 20993 

Email: Mario.Mendoza@fda.hhs.gg_11 
Phone: 2.40.402..5121. 
THIS IVlESSACiE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAi., AND 
PROTECTED FROM DISCLOSURE UNDER IAW. If you are not the addressee, or a person authorized to deliver the dornnient to the addressee, you are hereby 
notified that any n:-vimt1,1 disclosure., dissemination, copying; or othe:· action based on the content of this communication Is not authorized. lf vou have received 
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this document in error, please immediately notify us by email or telephone found above. 
This communication is consistent with 2.l cm 10.BS(k) and constitutes an informal communication that represents my best judgment at this tirne but does not 
constitute an advisory opinion, does not necessarily represent the formal position of FD,\ 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 
Subject: RE: K130304S4 memo 

From: Mendoza, Mario 
Sent: Friday, May 30, 2014 10:54 AM 
To: Courtney, Todd D 
Subject: K130304S4 memo 

[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b) ( 5) -·-·-·-·-·-·-·-·-·-·-·-·-·-·___i 
Mario R. Mendoza, M.D., MS 
Medical Officer 
CDRH/ODE/DAGRID/ANDB 
\bi066, 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: K130304S4 for._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_,(b )( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

[ -·-·-·-·-·-·-·-· ( b )( 5) ·-·-·-·-·-·-·-·-· i 
From: Mendoza, Mario 
Sent: Friday, May 30, 2014 9:52 AM 

!:~f;:;n:r ;~~i3~4S4 fort~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~(6-)_@~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~) 
: Than ks, -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 

5
) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,: 

M 

Mario R. Mendoza, M.D., MS 
Medical Office!' 
CDRH/ODE/DAGRID/ANDB 
W066, Hoom 2563 
Olfae: (240) 402-5121 
Mario. Mendoza(wfda.h hs.gov 

From: Courtney, Todd D 
Sent: Thursday, May 29, 2014 9:22 PM 
To: Mendoza, Mario ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Subject: RE: K130304S4 i ( b }( 5) 

•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-<.b) c.s) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
Thanks, 

Todd 

From: Mendoza, Mario 
Sent: Thursday, May 29, 2014 4: 14 PM 

To: Courtney, Todd D ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Subject: RE: K130304S4j (b )( 5) : 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Mario R. Mendoza., M.D., MS 
Medicai Office,· 
CDRH/ODE/DAGRID/ANDB 
W066, Hoom 2563 
Office: (240) 402-5121 
Mario. Mendoza(wfda.h hs.gov 
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From: Courtney, Todd D 
Sent: Thursday, May 29, 2014 10:30 AM 

!:~;e:~c;:;; ~1~~~04S4::.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:(b)(5)_·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·:.·: 

Hi Mario, 

I (b)(5) j 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Thanks_, 

Todd 

From: Mendoza, Mario 
Sent: Wednesday, May 28, 2014 2:29 PM 
To: Courtney, Todd D 

Subject: K130304S4 :__ __________________________________ (_b )( 5) ____________________________________ : 

Hi Todd, 

Thanks for your review, 
Mario 
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K ' 

Food and Drug Adniinistmtion 
Center Devices and Radiological Health 
Office of Device Eva I nation 
Document Mail Ceimw---·· \VC)66-G609 
1 0903 New l--Iampsh ire A venue 
Silver Spring, rvtD 20993-0002 

September 4, 20 !3 

Subject K 130304 Response tu Reh.1se to Acct:pi for !J\.lA Airways for 
V!R Conditional use 

Dear Dr. fviendoza: 

This is response to 1he Refuse to Accept e-mail of9!4/! 3 k1r K. ! 30304. 

cCopy STATEMENT 

'; 
/' 

L,y;.;,,~~ 

In accordance with Section 745A(b) of the FD&C A.ct, \Ve have prepared the eCopy (}f this submission. 
It is an exact duplicate of the paper copy. 

Per the instructions we are providing one ( 1) CD eCopy nnd one (]) hard copy 

We have addressed each deficiency as presented in the ··C\imrnents" section of the Refuse To Accept 
Checklist 

Please do not besitaw to contact rne should you have any qu(·stions or require any additional infi1nnation. 

_____ SI nc ere! V, ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

i (b)(6) i 

i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Pau l Drvdcn 
Regulatory consultant for Teleflex /vfodical 
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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 

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 D-

Bonita Springs, FL 34134-2958 

T (office) - +239-498-2155 

M (b)(6) 
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 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." 

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov] 

Sent: Wednesday, January 29, 2014 5:17 PM 

To: Paul Dryden 

Subject: K130304/S003 

Dear Mr. Dryden: 
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Please let me know if you have any questions. 

Sincerely, 

Mario Mendoza, M.D. 
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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. 
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Dear Mr. Dryden: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

' ; 
; 
; 
; 
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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 
Email: Mario.Mendoza(ivfda.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 
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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. 
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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 7 45(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 (I) CD eCopy and one (I) 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 

PDF Page 1 of 46 
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

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

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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Attachment # 1 

LMA Unique Size 5 Bespak Valve During and Post MRI Test 
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lreleflex 
DESIGN VERIFICATION PROTOCOL 

LMA Unique Size 5 Bespak Valve MRI Test 
Summary Report 

j __________ Jb )_( 4 ) ___________ _! 

---------------------------------------------·-·-·-·-·-·-

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-"For lJse by Afflfates·oneletrex-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

This document contains proprietary information It 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 
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Attachment # SA 

LMA Fastrach reusable Instructions for use with MR Unsafe 
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LMA' 
Tile 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 TM 

The intubating LMA airway 
The LMA Fastrach™ is designed to facilitate blind intubation without 
moving the head or neck and allowing 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 TM ETT 
The LMA :-2.:-:..:;;ch';,, Endotracheal Tube (ETT) has been developed 
specifically for use with the LMA f: •. E:r,ra:::h"'. It is a straight, wire­
reinforced silicone, cuffed endotracheal tube capable of being passed 
entirely through the LMA ~ti:,trach'''. 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 Fastrachrn 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'M is also intended for use as a rescue device in emergency 

situations. (2, 1, 4, 5) 

The LMA Fastrach TM ETT is indicated for tracheal intubation th rough the 

LMA Fastrach'M or for conventional intubation of the trachea using 

direct or indirect laryngoscopy (2, 6, 7). 

Indications for Use: 

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

• 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 FastrachTM is indicated as a method of establishing an airway 

in the profoundly unconscious patient with absent glossopharyngeal 
and laryngeal reflexes. 

The LMA Fastrach TM ETT is indicated for tracheal intubation through the 
LMA Fastrach TM or for conventiona I 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 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. 

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: 
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 H2O. 
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 (MRI) investigation. 

Contraindications {Continued) 
LMA Fastrach TM ETT 
1 The LMA Fastrach'M 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 consulted for specific information. 

Warnings: 

1. LMA Fastrach'M and LMA Fastrach'M 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'M 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 TM ETT. 

7, If a malleable stylet is used in the LMA FastrachTM 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 TM 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 FastrachTM ETT cuff prior to repositioning ETT. 

Movement of the ETT with the cuff inflated could result in patient 

injury or cuff damage. 

10. Never over-inflate the cuff over 60cm H2O. Excessive intra-cuff 

pressure can result in malposition and pharyngo-laryngeal 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 delay the return of the patient's 

protective reflexes expected prior to removal of the device, may 

possibly provoke an a lie rgic 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 H2O 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 FastrachTM 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 TM 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 Minimal 
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. 
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5. The use of aerosolized lidocane has been associated with the 
formation of pin holes in LMA Fastrach'M TM 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 landfi II in accordance with 
local and national regulations. 
14. Do not use a device if it is damaged or the unit packaging for LMA 
Fastrach'M SU and LMA Fastrach TM 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'M ETT, gently fit the connector into the LMA 
FastrachTM 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 difficult 
24. Use caution when using the LMA Fastrachrn during a procedure 
where the patient's head needs to be turned to the side during the 

case. 

Preparation for Use: 
Choose the correct size of LMA Fastrach TM & LMA Fastrach TM SU 
Patient Weight/Size 

Size 3: 30kg- 50kg pediatric/adult 
Size 4: S0kg- 70kg adult 
Size 5: 70kg - 100kg adult 

Compatibility of LMA FastrachTM ETT & LMA Fastrachrn 
LMA Fastrach TM 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 TM ETT are 
compatible with LMA Fastrach™ and LMA Fastrach TM SU. However, 

only size 6, 6.5 and 7 of LMA Fastrach"' ETT SU are compatible with 
LMA Fastrach"' TM 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'M: 

These tests should be carried out as follows: 
1. Examine the interior and exterior 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. 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 re inflates 
immediately or spontaneously, even if only slightly, indicating possible 
damage to device or valve. 
5. Overinflate the Cuff. Re inflate the device with a volume of air 50% 
greater than the maximum inflation value for each size. 

Size 3 30ml Pediatric/Adult 
Size 4 45ml Adult 
Size 5 60ml Adult 

Keep a clearly marked syringe for inflation and deflation of the cuff. 
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Examine the cuff for leaks, herniations and uneven bulging. If any 
indication of these, discard the device. A herniating mask may cause 
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 bulges. 

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'M by using the syringe or 
LMA Cuff Deflatorto create a fully deflated and smooth leading edge, 
facilitating insertion and avoiding contact with the epiglottis. 
Warning: For LMA Fastrach ™, lubricate 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'M 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. 
Warning: A water-soluble lubricant, such as K-Y Jelly®, should be used. 
Do not use silicone-based lubricants as they degrade LMA Fastrach"' & 
LMA Fastrach rM 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 parallel 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 hand le 
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 H20, not 
exceeding the maximum inflation volume. 
Warning: Never overinflate the cuff. 

Maximum inflation volumes {ml) 
Size 3 20ml 
Size4 30ml 
Sizes 40ml 

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 TM position. 
Warning: If the LMA Fastrach TM is the sole airway, it is very important 

to monitor cuff pressure and to ensure that the device is stabilized in a 
neutral position to prevent unnecessary movement. 

Figure 2 

Jntubation: 
Below describes various methods of intubation using LMA Fastrach"' 
ETT with and without an assisting device. It is recommended to use 
LMA Fastrach'M with LMA Fastrach'M ETT for optimal intubation. LMC 
will not be liable for use of an inappropriate ETT. 
Caution: If LMA Fastrach TM 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 
larynx. 

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 ETTto face the LMA FastrachTM 
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 
the larynx forward by a few millimetres to increase seal pressure and 
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 ITT 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 2). 

Figure 3 

Intubation with LMA Fastrach ""' and with Fibreoptic Bronchoscope 
{FOB) Assistance 
1. Attach a self-sealing connector with a suitable side-arm through the 
ETTto 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 FastrachTM 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'M ETT under 

direct or indirect laryngoscopy 
The LMA Fastrach TM 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'M after tracheal intubation 

Warning: There are reports of pharyngeal oedema and increased 
mucosa I pressure attributed to the rigidity of the airway tube. It is 
recommended to remove LMA Fastrach'M 'Monce 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 FastrachTM rn must be weighed against the potential 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 deflated to 20-30 cm H20 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™ TM ETT (oesophageal 
intubation, accidental extubation) may occur if the LMA Fastrach™ TM 

removal procedure is not performed correctly. In these cases a 
correctly deflated LMA Fastrachrn TM 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'M 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.SJ. 
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 FastrachTM over the ETT and stabilizer rod until it is clear of the 
mouth. (Fig.6) 
5. Remove the stabilizer rod when the LMA Fastrach TM 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 balloon from the LMA Fastrach lM 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 balloon 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 TM removal, or if the patient's position 
is altered after intubation. 

8. ETT should be securely anchored using a bite-block to avoid 

unnecessary movement or damage. 

In elective cases, after removal, LMA Fastrach TM may be re-inserted 

behind the ETTto provide an immediate airway if deep extubation is 
planned or extubation is clinically determined to be hazardous. 

Figure 5 

Removal of the LMA Fastrach •M 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 TM & 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 
accord a nee with the manufacture r'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 valve (the white plastic piece protruding 
from the 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 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 •M & 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 13rc 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 LMA'M 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. 
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After autoclaving, allow the device to cool to room temperature before 
use. 

MRI Information 

A 
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The LMA Fastrach (Single 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. 

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). 

Note:The LMA Fastrach (Reusable} is MR unsafe. 

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 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. 
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-- Manufacturer 

lc.CIREPj 
Authorized representative in the 
European Community 

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

Air inflation volume 

• t Patient weight 
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<:S> Not made with natural rubber latex 
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Product Code 
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"1> \ __ y' Do not Re-use 

® Do not re-use more than 10 times 

® Do not reuse more than 40 times 

£ Non-sterile 

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

~ Sterilised by Ethylene Oxide 

Use By 

Do not use if package is damaged 
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LMA 
The laryngeal Mask Company limited 

English 

Instructions for Use - LMA Classic™, LMA 

Classic Excel™, 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 ClassicrM is reusable general purpose airway for elective and 
emergency procedures. LMA Classic TM 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 elliptical 
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 ClassicrM 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 ClassicrM 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 TM Excel is not made with natural rubber latex. 

LMA Uniqu/M 

The Single-Use LMA Classic1M 
LMA Unique TM 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 Unique™ can be used for a wide range of routine 
applications ranging from general anesthesia to emergency use or as a 
resuscitation device. The LMA UniquerM is not made with natural 
rubber latex. 

LMA Flexible™ 

For Head and Neck Surgery 
LMA F!exiblerM 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 Flexibfer,v 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 
Flexible1M is not made with natural rubber latex. 

Intended Use: 
LMA Classic TM' Classis'M 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 possible (7, 8, 9, 10, 
11) 

Risk-Benefit Information: 

When used in the profoundly 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, 

• Patients whose fasting cannot be confirmed 

• Any situation where there may be retained gastric contents. 

• Patients who are grossly or morbidly obese 

• Patients more than 14 weeks pregnant 

• Emergency and resuscitation situations 

• Any condition associated with delayed gastric emptying 

• Patients using opiate medication prior to fasting. 

• Patients with fixed decreased pulmonary compliance, or peak 

inspiratory pressure anticipated to exceed 20 cm H2O, 

• 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'M, LMA Classic Excel and LMA Flexible'M 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 TM 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 shou Id be used only temporarily 

(typically less than 24 hours) with pregnant women, nursing mothers, 

babies and infants. 

6. Never inflate the cuff over 60cm H2O, 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 Flexible TM), 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. 

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'M SU & LMA 

UniqueTM) 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 hand ling of bio-hazard products and 
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subsequently disposed of by incineration or landfill in accordance with 

all local and national regulations. 

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 Unique™ and LMA 

Flexible1M 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 in the 

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 

278.62F 

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 to 5kg Neonatal 
1½: 5kg - l0kg Pediatric 
2: 10kg - 20kg Pediatric 
2½ : 20kg - 30kg Pediatric 

3: 30kg - 50kg Pediatric/Adult 
4: 50kg - 70kg Adult 
5: 70kg - 100kg Adult 

6: >lO0kg 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 flex 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. 
Size 1 6ml Size 3 30ml 
Size 1½ 10ml 
Size 2 15ml 

Size4 45ml 
Size 5 60ml 

Size 2½ 21ml Size 6 75ml 
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 
balloon. The balloon shape should be elliptical, 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 fluid 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: 
1. Anesthesia must be deep enough to permit insertion 
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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 should 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 Size 3 20ml 
Size 1½ 7ml Size4 30ml 
Size 2 10ml Size 5 40ml 
Size2½ 14ml Size 6 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 1 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 impossible 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 ha rd 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 

anterolatera I neck aids in understanding and correcting the situation, 

Various sounds (including strider) 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, ma I position of the head and neck or cervical 

spine mobilization. In these circumstances, anesthesia depth 

optimization and repositioning maneuvers are essential. 

Suggested techniques for reinsertion of a dislodged 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. Mal position 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 H2O). 

Removal 
1. The LMA airway, together with the recommended bite-block, 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. 
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 difficult 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: Maximum 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 H2O. 

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. 

~leaninf!: {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 
accord a nee with the manufacture r'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 
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 blue 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. 
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Clean the device using a small soft bristle brush (approximately 1/2 
inch or 12.5mm in diameter). Gently insert the brush through the 
aperture bars into the airway tube, taking care notto 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. 

Sterilization {for LMA Classic"", LMA Classic Excel & LMA Flexible"" 

Q1!lyt 
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 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 re inflates 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 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 
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. 
After autoclaving allow the device to cool to room temperature before 
use. 

MRI Information 

A 
~ MR c,mdltloo.i 

The LMA Classic, Classic Excel, Unique, Flexible and Flexible SU are MR 
Conditional. Non-din ica I 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 MRI system extends approximately 20-mm relative to the 

size and shape of the LMA Supreme, Size 5 which is also applicable 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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LMA 
The laryngeal Mask Company limited 

EngJish 
Instructions 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 Supremern 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 SealTM. 

The LMA Supreme"~ also contains a drain tube which emerges as a 

separate port proximally and continues distally a long 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) Cuff inflation line 

(e) Pilot balloon 
(f) A rigid molded proximal component which forms separate airway 

and drain tube ports 
(g) Fixation tab 
(hi 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 Supremern 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. A rescue airway device in anticipated or unexpected difficult airway 
situations. (9, 10) 
4. A rescue 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'M 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 (Le. "cannot intubate, cannot ventilate") (2, 4) the LMA 

Supreme TM 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 

be used when other attempts to establish an airway have failed. 

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) 

• Patients known to be using opiate medication prior to fasting. 

• Patients with fixed decreased pulmonary compliance, or peak 

inspiratory pressure anticipated to exceed 30 cm H2O (19) 

• 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 

• 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 TM 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 shou Id 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 TM 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 origina I specifications are not available 

for these products. 

8. Never over-inflate the cuff over 60cm H2O. Excessive intra-cuff 

pressure can result in ma I position 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. Should 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 TM 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 TM should be removed and an airway established by some 

other means. 
6. Careful handling 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 

hospital procedures for handling bio-hazard products and subsequently 
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disposed of by incineration or landfill in accordance with all local and 

national regulations. 

12. Ensure all removable denture work is removed before inserting the 

device. 

13. Ensure that pre-use checks are carried out on LMA'M 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) possible 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 2: LMA Supreme"~ sizing 

Figure 3: LMA Supreme TM sizing (method 2) 

The sizing method described above requires that all three adult sizes of 
the LMA Supreme'M 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 result using the size 4 device, provided 
the quantity of air used to inflate the cuff is always based on achieving 
60 cm H2O 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 should 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 should 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 50ml 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 4: LMA Supreme™ deflation Figure 5: After achieving wedge 
shaped cuff during deflation, 
disconnect the syringe from the 
inflation line 

INSERTION 
- Lubricate the posterior surface of the mask and airway tube just prior 

to insertion, 
- 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 horizontally 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 proximal 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 
recommended intra-cuff pressure should never exceed 60cm H2O, If no 

manometer is at hand, inflate 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 < 5kg 6Fr 5ml 

1.5 5-l0kg 6Fr 8ml 

2 10-20kg lOFr 12ml 

2.5 20-30kg lOFr 20ml 60cm H2O 

3 30-S0kg 14Fr 30ml 

4 50-70kg 14Fr 45 ml 

5 70-l00kg 14Fr 45 ml 

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 lubricant 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 slowly 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 
8ml/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 
at this 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 Cootl,t;o">i 

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: 

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) 
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MRI-Related Heating 

Under the scan conditions defined above, the LMA Supreme is 

expected to produce a maximum temperature rise of 2.3°Cafter 15 
minutes of 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. 
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Copyright© The Laryngeal Mask Company Limited, 2013 
All rights reserved. No part of this publication may be reproduced, 
stored in a retrieval system or transmitted in any form or by any means 
electrical, mechanical, photocopying, recording or otherwise, without 
the prior permission of the publisher. 

LMA, LMA Better by Design and LMA Supreme are trademarks of 
Teleflex Incorporated. The LMA Supreme"' is protected by a series of 
granted and pending patents. 

The information given in this document is correct at the time of going 
to press. The manufacturer reserves the right to improve or modify the 
products without prior notification. 

Consult the instructions on indications, contraindications, warnings 
and precautions, or information on which LMA"' airways are best 
suited for different clinical applications. 

Manufacturer's Warranty: 
The LMA Supreme™ is designed for a single patient use and warranted 

against manufacturing defects at the time of delivery. 
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LMA 
The laryngeal Mask Company limited 

EngJish 
Instructions for Use- LMA ProSeal™ 
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, reusable 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 a long 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 Sea l'M 

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 ProSealrn 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. A rescue airway device in anticipated or unexpected difficult airway 
situations. (9, 10) 
4. A rescue airway device in CPR procedures. (11) 

The LMA ProSeal'M 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'M 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: 

• Patients who have not fasted 

• 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 

• Patients with any condition associated with delayed gastric emptying 

(15) 

• Patients known to be using opiate medication prior to fasting 

• Patients with fixed decreased pulmonary compliance, or peak 

inspiratory pressure anticipated to exceed 30 cm H2O 

• 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 
during insertion of the LMA ProSealTM or insertion of a gastric tube 

through the drain tube. 
6. Never over-inflate the cuff over 60cm HJO, Excessive intra-cuff 
pressure can result in ma I position 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 handling is essential. 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. 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'M airway, but treat the cause. 

Only remove the device when airway protective reflexes are fully 

competent. 

9. 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. It is important that pre-use checks are carried out on LMATM 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 a re reported adverse reactions associated with the use of 
laryngeal mask airways. Standard textbooks should be consulted for 
specific information. 

Preparation for Use: 
Choose the correct size of LMA ProSeal™ 
Patient Weight/Size 
1: up to 5kg neonatal 
1½ : 5kg - 10kg Pediatric 
2: 10kg - 20kg Pediatric 
2½ : 20kg - 30kg Pediatric 

3: 30kg - 50kg Pediatric/Adult 
4: 50kg - 70kg Adult 
5: 70kg - lO0kg 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 bowl and drain tube to 
ensure they are free from blockage, loose particles, 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 wrinkles or folds suggesting herniation. 
4. Deflate the cuff fully. Re inflate the device with a volume of air 50% 
greater than the maximum inflation value for each size. 

Size 1 6ml Size 3 30ml 
Size 1½ 10ml Size4 45ml 
Size 2 15ml Size 5 60ml 
Size2½ 21ml 

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 ProSealrn 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 fluid in the airway 
tube. 

Pre-insertion Preparation: 
Prior to deflating LMA ProSeal™ and during clinical use, ensure the red 
plug is closed. 
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Deflate completely either manually or using the LMA™ Cuff Deflater or 
LMA ProSearM Cuff Deflater 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'M 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 rem ova I 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 palate 
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 H20. 
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 

Figure 3 

Figure 5 

Figure 7 

Maximum inflation volumes (ml) 
Size 1 4ml Size 3 
Size 1½ 7ml Size 4 
Size 2 10ml Size 5 
Size2½ 14ml 

Figure 2 

Figure 4 

Figure 8 

20ml 
30ml 
40ml 

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 ProSealrn 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 displaced. 

Thumb Insertion Technique: 
This technique is suitable for patients in whom access to the head from 
behind is difficult or impossible and during cardiopulmonary 
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resuscitation, The device is held with the thumb inserted into the strap, 
The tip of the mask is pressed against the palate {Fig.6). As the thumb 
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 Technique: 
This technique is recommended for lMA ProSeal'M size 1 to 2½. 

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 bowl 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 handle as a lever to force the mouth open. 
6. Advance into the hypo pharynx 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 stabilize 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'M. 

Figure 9 Figure 10 

Figure 11 

Figure 16 

Use of Drain Tube 
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 should 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 should be well-lubricated and passed slowly and 
carefully. Ensure the tube is at or above room temperature. Do not use 
ore-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 ma I positioned. In these cases, the mask should be 
removed and reinserted. Clinical judgment should be used in deciding 
when the ore-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. 

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, 

Cleaning: 
Note: The lMA'M airway accessories (i.e. lMA ProSeal'M Introducer and 
lMA ProSeal'M Cuff Deflater) 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 cleaning agents may be used in 
accord a nee with the manufacture r'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 
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 balloon) 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 
ProSealTM Introducer strap and under the internal drain tube are clean. 
Clean the tubes using a small soft bristle brush (approximately 1/4 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 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 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 lMATM 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 ProSealTM 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. 
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MRI Information 

I\ 
~ MR c,mdltlooal 

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 

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, the LMA ProSeal is expected 

to produce a maximum temperature rise of 2.2°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 MRI system extends approximately 50-mm relative to the 

size and shape of the lMA ProSeal 5. 
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Symbol Definition: 

MIi Manufacturer 

ie.C!Rf.f'i 
Authorized representative in the 
European Community 

O!] Consult Instructions For Use on this 
website: www,LMACO.com 

Air inflation volume 

t Patient weight 

~ Read Instruction before use 

~ Not made with natural rubber latex 

[!] Fragile, handle with care 

. ~ Keep away from sunlight 

~ Keep dry 

[[ This way up 

•§IfJ Product Code 

[~ Lot Number 

CE CE Mark 
D(:iiei 

ISNj Serial Number 

(ft) Do not reuse more than 40 times 

/, 
~ Non-sterile 

~) Do not use if package is damaged 

Copyright© The Laryngeal Mask Company Limited, 2012 
All rights reserved. No part of this publication may be reproduced, 
stored in a retrieval system or transmitted in any form or by any means 
electrical, mechanical, photocopying, recording or otherwise, without 
the prior permission of the publisher. 

LMA, LMA Better by Design and LMA ProSeal'M are trademarks of the 
LMA Group of companies. 

The information given in this document is correct at the time of going 
to press. The manufacturer reserves the right to improve or modify the 
products without prior notification. 

Manufacturer's Warranty: 

The LMA ProSeal™ is reusable and warranted against manufacturing 
defects for forty (40) uses or a period of one (1) year from date of 
purchase (whichever is the earlier), subject to certain conditions. The 
completed record card must accompany any product returned for 
evaluation. 

Warranty is applicable only if purchased from an authorized distributor, 
THE LARYNGEAL MASK COMPANY LIMITED DISCLAIMS ALL OTHER 
WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING, WITHOUT 
LIMITATION, THE WARRANTIES OF MERCHANTABILITY OR FITNESS FOR 
A PARTICULAR PURPOSE. 

Authorised EU Representative: 
Teleflex Medical 
1 IDA Business and Technology Park 
Dublin Road, Athlone 
Co Westmeath, Ireland 

Contact Information in USA: 

2917 Weck Drive, Research Triangle Park, NC 27709 USA 
International: (919) 544-8000 
USA: (866) 246-6990 .. 
The Laryngeal Mask Company Limited 
Le Rocher, Victoria, Mahe, Seychelles 
www.LMACO.com 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 

Indications for Use 

LMA Classic TM, Classic TM Excel, UniqueTM and F1exibleTM 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

LMA Classic TM, Classic TM Excel, Unique TM and Flexible TM 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). 

• An alternative to a face mask. 
• An airway device in routine anesthesia procedures. 
• Securing the immediate airway in anticipated or unexpected difficult airway situations. 
• tJse in elective surgical procedures ,vhere tracheal intubation is not necessary. 
• Establishing an immediate, clear airway during cardiopulmonary resuscitation (CPR) in the profoundly unconscious patient requiring 
artificial ventilation when tracheal intubation is not possible. 

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA FastrachTM 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA FastrachTM is indicated for use in achieving and maintaining control of the airway during anticipated or unanticipated 
difficult ainvays and emergency anesthetic procedures using either spontaneous or Positive Pressure Ventilation (PPV). LMA 
FastrachTM is also intended for use as a rescue device in emergency situations. 

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

• The LMA. FastrachTM is indicated for use as a guide for intubation of the trachea. 
• The LMA Fas!rachTM is indicated fr,r achieving and maintaining control of the airway during routine and emergency situations, 
including anticipated or unexpected difficult airways. 
• The LMA. FastrachTM 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) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA FastrachTM ETT 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

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

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 

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

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



DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA Supreme 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA Supreme TM 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 TM 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 ai1way device in CPR procedures. 
• The LMA SupremeTM may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient 
with absent glossopharyngeai and la1yngeal reflexes who may need artificial ventilation. 
• It may also be used to secure an immediate ai1way ,vhen 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) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA ProSeal 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA ProSeaFM 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 ProSeaFM is also intended for use as a rescue 
device in emergency situations. 

• The LMA. ProSeaFM is indicated for use as: 
• An alternative to a face mask. 
• An airway device in routine anesthesia procedures. 
• A rescue ai1way device in anticipated or unexpected difficult airway situations. 
• A rescue airway device in CPR procedures. 
• The LMA ProSealTM may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient 
,vith absent g1ossophmyngea1 and laryngeal reflexes who may need artificial ventilation. 

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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Premarket Notification 51 O(k) 
Section 19 - Electromagnetic Compatibility and Electrical Safety, 

Environmental and Mechanical Testing 

19 Electromagnetic Compatibility and Electrical Safety, 
Environmental and Mechanical Testing 

19.1 Electromagnetic Compatibility and Electrical Safety 

19.2 Environmental and Mechanical Testing 

PDF PAGE 111 of 263 

LMA MR Conditional 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 19 - Electromagnetic Compatibility and Electrical Safety, 

Environmental and Mechanical Testing 

19.1 Electromagnetic Compatibility and Electrical Safety 

The LMATM 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 
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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: K130304S4 memo 

Ok, but it will be about~ hour before I can get to it. On a conference call 

Paul 

Always with a handshake, 

Paul Dryden 

ProMedic, Inc. 

24301 Woodsage Dr. 

Bonita Springs, FL 34134-2958 

T (office) - +239-498-2155 

M - (b)(6) 

r - + 239-236-0354 

{b){4) 

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 
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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 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." 

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov] 

Sent: Friday, May 30, 2014 1:14 PM 

To: Paul Dryden 

Subject: K130304S4 memo 

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 
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Subject: RE: K130304S4 memo 

From: Mendoza, Mario 

Sent: Friday, May 30, 2014 10:54 AM 

To: Courtney, Todd D 

Subject: K130304S4 memo 

Mario R. Mendoza, M.D., MS 

Medical Officer 

CDRH/ODE/DAGRID/ANDB 

WO66, Room 2563 

{b){S) 

(b)(S) 

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. 

From: Mendoza, Mario 

Sent: Friday, May 30, 2014 9:52 AM 

To: Courtney, Todd D 

Subject: RE: K130304S4 

Thanks, 

M 

Mario R. Mendoza, M.D., MS 

Medical Officer 

CDRH/ODE/DAGRID/ANDB 

WO66, Room 2563 

(b)(S) 

(b)(S) 

(b)(5) 

Office: (240) 402-5121 

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

From: Courtney, Todd D 
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Sent: Thursday, May 29, 2014 9:22 PM 

To: Mendoza, Mario 

Subject: RE: K130304S4 

Thanks, 

Todd 

From: Mendoza, Mario 

Sent: Thursday, May 29, 2014 4:14 PM 

To: Courtney, Todd D 

Subject: RE: K130304S4 

Thanks Todd, 

(b)(S) 

(b)(5) 
M 

Mario R. Mendoza, M.D., MS 

Medical Officer 

CDRH/ODE/DAGRID/ANDB 

WO66, Room 2563 

(b)(S) 

(b)(S) 

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: K130304S4 

Hi Mario, 

(b)(5) 

(b)(5) 
Thanks, 

Todd 

From: Mendoza, Mario 

Sent: Wednesday, May 28, 2014 2:29 PM 

To: Courtney, Todd D 

Subject: K130304S4 i (b)(S) 
'-----------------------------------' 

Hi Todd, 
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Thanks for your review, 

Mario 

(b)(5) 
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Mario R, Mendoza, rvtD., IVlS 
Medicai Officer 
CDRH/ODE/DAGRID/ANDB 
W066, Room 2563 
Office: (240) 402--512.1 
Mar·io.Mendoza@Jfda.hhs.gov 

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 fo;- this, I will r·eview with Teleflex. 

I take note on the extension to ;-espond of cog 2/3. 

Paul 

Always with a handshake, 

Paul Dryden 
ProMedic, Inc. 
24301 Woodsage Dr·. 
Bonita Springs, Fl. 34134-2958 
T (office)-· +239-498-2155 

IVl - :_ ________ (b)(6) ________ j 
F -· + 239--236-0354 

E ••• drvdenp@promedic.cc 
Web -www.promedic.cc 

'The ir.formatior. contained in this message :-nay be privileged, cor:fidentia!. and protected from disciosure. If you a:e r:ot the intended recipient, or an e:r:ployee, or agent respor:sib!e for delivering this 
n1essage to t:1e intended recipient, you ai-e he:eby notified that any dissemination, distribution, m copying ott:lis con::nunic<.1tion is strictly pmhibited. !t you have received this cornrnunication in e:ro:, ple<.1se 
notify us irnrnediateiy by replying to the message and deleting from your computer. /1..dditbna:ly, even if the intended recipient, any dissemination, distribution, or copying of this comrnunicatkm may sti!I be 
prohibited it 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/S003 

Dear Mr. Dryden: 
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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. 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

04 Coversheet and Checklist 

04.1 CDRH Premarket Review Submission Coversheet 

04.2 Refuse to Accept Checklist= Traditional Submission 

2 

9 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

04.1 CDRH Premarket Review Submission Coversheet 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

Form Approval 
0MB No. 9010-0120 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
Expiration Date: December 31, 2013 
See 0MB Statement on page 5. 

Date of Submission 

5-Feb-13 
FDA Submission Document Number (if known) 

D Original Submission 

D Premarket Report 

D Modular Submission 

D Amendment 

D Report 

D Report Amendment 

D Licensing Agreement 

IDE 

D Original Submission 

D Amendment 

D Supplement 

PMA & HDE Supplement 
D Regular (180 day) 

D Special 

0 Panel Track (PMA Only) 

D 30-day Supplement 

D 30-day Notice 

D 135-day Supplement 

D Real-time Review 

D Amendment to PMA 
&HOE Supplement 

D Other 
Humanitarian Device 

Exemption (HDE) 

D Original Submission 

D Amendment 

D Supplement 

D Report 

D Report Amendment 

Have you used or cited Standards in your submission? 

PDP 
0 Original PDP 

D Notice of Completion 

D Amendment to PDP 

Class II Exemption 
Petition 

D Original Submission 

D Additional Information 

t8] Yes 

510(k) 
t8] Original Submission: 

t8] Traditional 

D Special 

D Abbreviated (Complete 
section I, Page 5) 

D Additional Information 

0 Third Party 

Evaluation of Automatic 
Class Ill Designation 

(De Novo) 
D Original Submission 

D Additional Information 

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 I Province I ZIP/Postal Code 
Victoria Mahe 
Contact Name 

Sharon Wong 
Contact Title 

I 

Contact E-mail Address 

Regulatory Affairs Manager sharon.wond(ii)lmaco.com .. sg 

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 

Company I 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 I Province 

I 
ZIP/Postal Code 

Research Triangle Park NC 27709 
Contact Name 

Kate Rizzo 
Contact Title Contact E-mail Address 

Senior Manager, Regulatory Affairs and Quality Assurance krizzo(rulmana.com 

Page 04.4 
PDF PAGE 9 of 263 

Meeting 
D Pre-51 0(K) Meeting 

D Pre-I DE Meeting 

D Pre-PMA Meeting 

D Pre-PDP Meeting 

D Day 100 Meeting 

D Agreement Meeting 

D Determination 
Meeting 

D Other (specify): 

Other Submission 

0 513(g) 

D Other 
(describe 
submission): 

I 

Country 

Seychelles 

I 
Country 

USA 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

Form FDA 3514 (12/10) Page 1 of 
5SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR I-IDE 

D New Device 

D Withdrawal 

D Additional or Expanded Indications 

D Request for Extension 

D Post-approval Study Protocol 

D Request for Applicant Hold 

□Request for Removal of Applicant Hold 

D Request to Remove or Add Manufacturing Site 

D Process change: 

D Manufacturing 

D Sterilization 

D Packaging 

D Other (specify below) 

D Response to FDA correspondence: 

D Other Reason (specify): 

D Change in design, component, or 
specification: 

D Software / Hardware 

D Color Additive 

D Material 

D Specifications 

D Other (specify below) 

D Labeling change: 

D Indications 

D Instructions 

D Performance Characteristics 

0 Shelf Life 

D Trade Name 

D Other (specify below) 

SECTION D2 REASON FOR APPLICATION - IDE 

D New Device 

D New Indication 

D Addition of Institution 

D Expansion / Extension of Study 

D IRB Certification 

D Termination of Study 

D Withdrawal of Application 

D Unanticipated Adverse Effect 

D Notification of Emergency Use 

D Compassionate Use Request 

D Treatment IDE 

D Continued Access 

D Other Reason (specify): 

D Other Reason (specify): 

Form FDA 3514 (12/10) 

D Change in: 

D Correspondent / Applicant 

D Design / Device 

D Informed Consent 

D Manufacturer 

D Manufacturing Process 

D Protocol - Feasibility 

D Protocol - Other 

D Sponsor 

D Report submission: 

D Current Investigator 

D Annual Progress Report 

D Site Waiver Report 

D Final 

PDF PAGE 10 of 263 

D Location change: 

D Manufacturer 

D Sterilizer 

D Packager 

D Report Submission: 

D Annual or Periodic 

D Post-approval Study 

D Adverse Reaction 

D Device Defect 

D Amendment 

D Change in Ownership 

D Change in Correspondent 

D Change of Applicant Address 

D Response to FDA Letter Concerning: 

D Conditional Approval 

D Deemed Approved 

D Deficient Final Report 

D Deficient Progress Report 

D Deficient Investigator Report 

D Disapproval 

D Request Extension of 
Time to Respond to FDA 

D Request Meeting 

D Request Hearing 

Page 2 of 5 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

___ P_ro_d_uc_t_c_od_e_s_o_f d_e_v_ic_es_to_w_h~ic_h_s_ub_s_ta_n_tia_l_e~qu_iv_a_le_n_ce_is_c_la_im_e_d ________________ ____, Summary of, or statement 

CAE 2 CAE 3 CAE 4 BTR 
1--+----------+---+---------t--+----------+---+-------------< 

5 BTR 6 7 8 

Information on devices to which substantial equ ivalence is cla imed (if known) 

510(k) Number 

1 K904834 

2 i (b)(4) ! 
L--·-·-·-·-·-·-·-·-·-·-·-· • 

3 i (b}(4} i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 

4 K051993 

5 K991580 

Trade or Proprietary or Model Name 

LMA ClassicTM 

2 LMA ProSeal™ 

3 

LMA Unique™ 
LMA Classic Excel™ 
LMA FlexibleTM 
LMA Flexible TM Single Use 
LMA SupremeTM 
LMA FastrachTM Sin le Use 

4 LMA Fastrach™ ETT Single Use 

5 LMA Fastrach™ ETT (reusable) 

airway, oropharyngeal, anesthesiology (CAE) / tracheal tube (BTR) 

Trade or Proprietary or Model Name for This Device 

LMA Unique™ 
LMA ClassicTM 
LMA Classic Excel™ 
LMA FlexibleTM 
LMA FlexibleTM Single Use 
LMA ProSeal™ 
LMA FastrachTM Single Use 
LMA FastrachTM ETT 
LMA FastrachTM ETT Single Use 
LMA Supreme™ 

FDA document numbers of all prior related submissions (regardless of outcome) 
1 2 3 4 

K904834 [ _______ (b)(4) ______ i K991580 K051993 
Data Included in Submission 

IZ! Laboratory Testing D Animal Trials 

LMA 

2 LMA 

3 LMA 

4 LMA 

5 LMA 

Model Number 

5 

D Human Trials 

concerning, safety and 
effectiveness information 

IZ! 510 (k) summary attached 

D 510 (k) statement 

Manufacturer 

6 

IZ! Class I IZ! Class II 
1---------~------------------------< 

Classification Panel 

Anesthesiology 

PDF PAGE 11 of 263 

0 Class Ill D Unclassified 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

Indications (from 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. We 
are adding: 
That they can be used in a Magnetic Resonance (MR) environment, not to exceed a 3.0 Tesla static magnetic field. 

The LMA FastrachTM ETT and LMA FastrachTM 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 
Tesla static magnetic field. 

Note: Submission of this information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

D Original 
FDA Establishment Registration Number 

0 Add O Delete 

Company/ Institution Name 

Division Name (if applicable) 

Street Address 

City 

Contact Name Contact Title 

D Original 
FDA Establishment Registration Number 

0 Add O Delete 

Company/ Institution Name 

Division Name (if applicable) 

Street Address 

City 

Contact Name Contact Title 

FDA Document Number (if known) 

D Manufacturer D Contract Sterilizer 

D Contract Manufacturer D Repackager/ Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

FAX Number (including area code) 

State I Province ZIP/Postal Code Country 

Contact E-mail Address 

D Manufacturer D Contract Sterilizer 

D Contract Manufacturer D Repackager/ Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

( ) 

FAX Number (including area code) 

( ) 

State I Province ZIP/Postal Code Country 

Contact E-mail Address 

Page 04.7 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

D Original 
FDA Establishment Registration Number D Manufacturer D Contract Sterilizer 

0 Add O Delete D Contract Manufacturer D Repackager/ Relabeler 

Company/ Institution Name Establishment Registration Number 

Division Name (if applicable) Phone Number (including area code) 

( ) 

Street Address FAX Number (including area code) 

( ) 

City State I Province ZIP/Postal Code Country 

Contact Name Contact Title Contact E-mail Address 

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard" 
statement. 

Standards No. 

F2052-06 

Standards No. 

2 
F2503-08 

Standards No. 

Standards No. 

Standards 
Organization 

ASTM 

Standards 
Organization 

ASTM 

Standards 
Organization 

Standards 
Organization 

Standards Title Version 

Standard Test Method for Magnetically 06el 
Induced Displacement Force in MR field 
Standards Title Version 

Standard Practice for Marking Devices in 08 
MR Environment 
Standards Title Version 

Standards Title Version 

Please include any additional standards to be cited on a separate page. 

Date 

2006 

Date 

2008 

Date 

Date 

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: 

Form FDA 3514 (12/10) 

Dept. of Health and Human Services 

Food and Drug Administration 
Office of Chief Information Officer 
1350 Piccard Dr., Room 400 
Rockville, MD 20850 

PDF PAGE 13 of 263 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

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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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

Acceptance Checklist 
for Traditional 51 O(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 
detem1ine the appropriate action, and inform division management. Provide a summary of the 
Jurisdictional Officer's/Liaison's determinarion. 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? 

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 oft he Jurisdictional OJJicer '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 
with a device constituent part and assigned to your center, identify the RFD# and confirm the 
following: 

X 

X 

NIA 

Page 04.10 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

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 5 l0(k) have changed from the RFD, 

or you are unsure, consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction 
Liaison to detemline the appropriate action and inform your division management. Provide 
summary of Jurisdictional Officer's/Liaison's determination. 

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

Comments: 

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

If a 51 0(k) does not appear to be appropriate ( e.g., Class III type and PMA required, or Class I or II type 
and 51 0(k)-exempt), you should consult with the CDRH 51 0(k) Program Director or appropriate CBER 
staff during the acceptance review. If 51 0(k) is not the appropriate regulatory subnlission, mark "No." 

Comments: Class 1 - CFR 868.5110 - C AE - airway, oropharyngeal, anesthesiology 
Class 2 - CFR 868.5730 - BTR - tracheal tube 

5. Is there a pending PMA for the same device with the same indications for use? 

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 ofBioresearch Monitoring (OC/DBM -
BIMO) or CBER Office of Compliance and Biologics Quality/Division oflnspections and 
Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to determine the appropriate action. 
Check on web at 

httrrl /www.fda.gov/I CECI/EnforcementActions/ A:12121 icationlntegrityPol icy!ucm 134453. 
htm. --

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. 

X 

If the answer to 3 is no, the lead reviewer should consult division management and other Center resources to 
determine the appropriate action. 

X 

X 

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 5 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. 

Page 04.11 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

a. Submission contains Table of Contents 

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

c. All pages of the submission are numbered 
ll 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 
ection (e.g., 12-1, 12-2 .. .). 

d. Type of 51 O(k) is identified- traditional, abbreviated, or special 
lfrype of510(k) is not designared, review as a traditional 

Comments: See Sec 2 Table of Contents and Sec 5 Cover Letter 

PDF PAGE 17 of 263 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

1. 

3. 

5. 

11 content used to support the submission is written in English (including 
ranslations oftest reports, literature articles, etc,) 

Comments: 

Submission identifies the following (such as in CDRH Premarket Review 
Submission Cover Sheet (Form 3514) or 5 l0(k) cover letter: 
a. 

C. 

Device trade name or proprietary name 

Device common name 

Device class and panel 
Classification regulation or 
Statement that the device has not been classified with rationale for that 
conclusion. 

X 

X 

X 

X 

X 

Comments: Sec 4 Form FDA 3514 CDRH Premarket Review submission Cover Sheet 

Submission contains Indications for Use Statement with Rx and/or OTC designated X 
(see also 801.109) 
Submitter should usefrJrmat appropriatefor the reviewing Center/Office 
(CDRHIODE, CDRH/0/VD, CBERIOBJU?., CBERIOCTGT). If not provided in 
correctformat, request the correct.format during substantive review. 

Comments: Section 4 

Submission contains 51 0(k) Summary or 51 0(k) Statement 
:ither a) orb) must be answered "Yes" to be considered complete. Identify any 

missing elemenr(s) as Comments. 

a. Summary contains all elements per 21 CFR 807.92 
ee also 51 O(k) Summmy Checklist 

Statement contains all elements per 21 CFR 807. 93 

Comments: Section 7 

Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) 

'See recommendedformat 

X 

X 

□ 

X 

□ 

X 
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6. Submission contains Class III Summary and Certification □ X □ 
'ee recommended content 
1orm should be signed by a responsible person of the firm, not a consultant. 

CDRH is not currently able to accept a digital signature. 
"NIA" only if submission is not a Class III 51 O(k). 

Comments: Sec 9 Class I and Class II device 

7. Does submission contain clinical data? X 
'£elect "NIA "for this item and 8.a. and 8.b. if the submission does not contain 
clinical data. ff submission does contain clinical data, parts a. and b. must be 
answered "yes "frJr the 51 O(k) to be complete. 

a. Submission includes Financial Certification (3454) /Disclosure (3455) X □ 
Statement 

Submission includes Ce1iification of Compliance with requirements of X □ □ 
ClinicalTrials.gov Data Bank (FDA Form 3674) (42 U.S.C. 

82(i)(5)(B)) 

Comments: Sec 10 and Sec 22 

8. If submission relies upon a national or international standard as part of X □ 
demonstration of substantial equivalence, submission contains Standards Data 

Report for 51 O(k)s (FDA Form 3654) or includes detailed information about 
ow and the extent to which the standard has been followed. 

There should be a completed form for each referenced national or international 
tandard. 

Select "NIA "only if submission does not reference any standards 
Comments: Sec 11 Form 3654 
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The submission identifies prior submissions for the same device for which FDA 
rovided 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 5 lO(k) that was deleted or 

ithdrawn) or states that there were no prior submissions. 

a. If there were prior submissions: within current submission, the sponsor has 
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 

evice Description 

10. a. 

10. b. 

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. 

If there is a device-specific guidance document or special controls 
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 
inftJrmation or any alternative approaches. Select "NIA" if there is no 
device-spec(fic 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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11. 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. 

C. 

description of the principle of operation and mechanism of action for 
achieving the intended therapeutic/diagnostic effect. 

description of all 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. 

list and description of each model for which clearance is requested. 
elect "NIA" if there is only one model. 

Comments: See Section 13 Device Description 

12. Submission contains engineering drawing(s), schematics, illustrations and/or figures 
of the device that are clear, legible, labeled, and include dimensions. 
n lieu of drawings, schematics, etc. of each device to be marketed, 
"representative' drawings, etc. may be provided, where "representative" is 
intended to mean that the drawings, etc. provided capture the differences in design, 
ize, and other important characteristics of the various models, sizes, or versions o 

the device~~) to be marketed. 
'£elect "NIA" ifrhe submitter provided a rationale for why rhe submission does not 
contain engineering drawings, schematics, etc. (e.g., device is a reagent and 
zgures are not pertinent to describe the device). 

Comments: See Section 11 Device Description 
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C. 

Premarket Notification 51 O(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

13. If device is intended to be marketed with multiple components, accessories, and/or 
as part of a system, 
'£elect "NIA" if rhe device is not 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 D 
ith the subject device. 

b. Submission includes a description ( as detailed above) of each component or D 

C. 51 O(k) number is provided for each component or accessory that received a D 
rior 5 lO(k) clearance. 

'£elect "NIA" if the submission states that the component(<~)/ accessory(ie,1) do 
nor have a prior 51 O(k) clearance. 

Comments: Section 13 

Substantial Equivalence Discussion 

14. Submitter has identified a predicate(s) device 

a. Predicate 's 51 O(k) number, trade name, and model number (if applicable) 
rovided 

X 

X 

The identified predicate(s) is consistent throughout the submission (i.e., the X 
redicate(s) identified in the Substantial Equivalence section is the same as 
hat listed in the 5 lO(k) Summary (if applicable) and that used in comparative 
erformance testing 

Comments: Section 14 

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

a. Indications for use 

Technology, including features, materials, and principles of operation 

Comments: Section 14 Substantial Equivalence 

X 

X 

X 

X 

X 

X 
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16. 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(i)(l)(A) of the FD&C Act) 

if there is no d(fference between the subject and predicate(s) with respect To 
indications for use or technology, this should be explicitly stated, in which case 
"NIA" should be selected. Select "No" only if the submission does not include an 
analysis of d(fferences 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 d(tferences does not necessarily mean that 
no peiformance tesTing is needed. 

Comments: See Section 14 Substantial Equivalence 

roposed 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 "NIA " is selected. !VD 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 

se, and the directions for use 

Indications for use stated in labeling (21 CFR 801.61) and identical to IFU 
form and 51 0(k) Summary (if applicable) 

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) (21 CFR 801.5) AND 

• Includes directions for layperson (see 21 CFR 801.5) OR submission 
states that device qualifies for exemption per 21 CFR 801 Subpart 
D) 

Comments: Section 15 Labeling 

X 

X 

□ 

□ 

□ 
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If indicated for prescription use, labeling includes the prescription use statement 

(see 21 CFR 801.109(b)(l)) or "Rx only" symbol [See also Alternative to 
Certain Prescri tion Device Labelin J Re uirements 
elect "NIA" if not indicatedfor prescription use. 

Comments: Section 15 Labeling 

19. General labeling provisions 

a. Labeling includes name and place of business of the manufacturer, packer, or 
distributor (21 CFR 801.1) 

Labeling includes device common or usual name (21 CFR 801.61) 

Comments: Section 15 Labeling 

0. a. Ifthere 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. 
Select "NIA" if there are no applicable requirements in a device-specific 
regulation. Select "No" ifthe submission does no/ includes a rationale.for 
omitted i11formation. Nore 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 
rovided labeling establishes that the submitter has followed the 
ecommendations in the applicable guidance document, special controls, or 
·egulation, or otherwise has met the applicable statutory or regulat01y criteria 
hrough an alternative approach. 
S'elecl "NIA" if there is no device-spec(fic guidance or regulation. 

X 

□ X 

□ X 

□ X 

c. Ifthere is a special controls document applicable to the device, the D X 
submission includes labeling to establish that the submitter has complied with 
he paiiicular 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. 
">elect "NIA" if there is no applicable special conrrols document. 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

If the device is an in vitro diagnostic device, provided labeling includes all 
applicable info1mation required per 21 CFR 809.10. 
'£elect "NIA" if nor an in vitro diagnostic device. 

Sterilization 
fin vitro diagnostic (/VD) device and sterilization is not applicable, select "NIA" if nor 
n in vitro diagnostic device. 

Submission states that the device and/or accessories are: (one of the below must be checked) 

D provided sterile 

D non-sterile but sterilized by the end user 

D non-sterile when used 

□ X 

X 

his 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: 

C. 

ssessment of the need for sterilization information 

Identification of device, and/or accessories, and/or components that are 
rovided sterile. 

Identification of device, and/or accessories, and/or components that are end 
ser sterilized 

Identification of device, and/or accessories, and/or components that are 
eusable and cleaning/disinfection instructions are provided. 

Comments: 
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4. 

If the device, and/or accessory, and/or a component is provided sterile: 
Select "NIA " i/no par/ of the device, accessories, or components is provided 
terile, otherwise complete a~l below. 

a. Sterilization method is stated for each component (including parameters such 
as dry time for steam sterilization, radiation dose, etc.) 

description of method to validate the sterilization cycle ( e.g., half-cycle 
ethod and full citation of FDA-recognized standard, including date) is 

rovided 

C. For devices sterilized using chemical sterilants such as ethylene oxide (EO) 
and hydrogen peroxide, submission states maximum levels of sterilant 
esiduals remaining on the device and sterilant residual limits. 
';elect "NIA" if not sterilized using chemical sterilants. 

d. Submission includes description of packaging and packaging contents (e.g., if 
ultiple devices are included within the same package) 

e. Sterility Assurance Level (SAL) stated 

Comments: 

If the device, and/or accessory, and/or a component is end user sterilized: 
Select "NIA " i/no par/ of the device, accessories or components are end user 
terilized, otherwise complete a-d below. 

a. Sterilization method is stated for each component (8including parameters 
such as dry time for steam sterilization, radiation dose, etc.) 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

description of method to validate the sterilization parameters ( e.g., half­
cycle method and full citation of FDA-recognized standard, including date) is 
rovided for each proposed sterilization method. 
ate, the sterilization validation is not required. 

C. Submission includes description of packaging and packaging contents (e.g., if D 
ultiple devices are included within the same package, Tyvek packaging, 

etc.) 

d. Submission includes sterilization instructions for end user. D 

Comments: 

5. 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. 
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 

Comments: Section 18 

Shelf Life 

6 Proposed shelflife/expiry date stated 
elect "NIA" f the device is not provided sterile and rhe submitter states that 
torage conditions could not affect device safety or effectiveness. 

□ 

□ 

□ 

□ 
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For sterile device, submission includes summary of methods used to establish that 
device sterility will remain substantially equivalent to that of the predicate through 
he proposed shelf life, or a rationale for why testing to establish shelf life is not 

applicable. 
'Select "NIA" if the device is not provided sterile. 

8. 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 

iocompatibility 

Submission states that there: (one of rhe below must be checked) 
are 

are not 
irect or indirect ( e.g., through fluid infusion) patient-contacting components. 

his inf01mation will dete1mine whether and what type of additional info1mation may be necessary for a 
substantial equivalence determination. 

f "are not" is selected, the biocompatibility-related criteria below are omitted.from the checklist. // 
information regarding whether the device is patient-contacting is not provided, select "No." 

Comments: See Section 17 

9. Submission includes list of patient-contacting device components and associated 
materials of construction, including identification of color additives, if present 

Comments: 

30. Submission identifies contact classification ( e.g., surface-contacting, less than 24 
our duration) 

Comments: 

□ 

□ 

X 

X 
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31. Biocompatibility assessment of patient-contacting components 

Submission includes: 
Test protocol (including identification and description of test article), methods, 
ass/fail criteria, and results provided for each completed test, OR 

a statement that biocompatibility testing is not needed with a rationale ( e.g., 
aterials and manufacturing/processing are identical to the predicate). 

Software 

Submission states that the device: (one o/the below must be checked) 
does 
does not 

ontain software. 

□ X 

his information will determine whether and what type of additional information may be necessary for a 
substantial equivalence dete1mination. 

lf "does not" is selected, the software-related criterion is omitted from the checklist. {f injrJrmation 
egarding 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 
software level of concern 

Comments: Section 16 Software 

X 
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11 appropriate categories of software verification and validation documentation 

rovided 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 

MC and Electrical Safety 

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

Ddoes 
does not 

equire EMC and Electrical Safety evaluation. 

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

f "does nor" is selected, the EMC-relared and Electrical Safe~y-relared crireria below are omitted from 
the checklist. If information regarding whether the device requires 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 
FDA-recognized standard and if applicable, the device-specific standard 
OR 
submission includes electrical safety evaluation using methods or standards that are 
ot FDA-recognized and information indicating that these methods/standards 

otherwise meet applicable statutory and regulatory requirements. 

Comments: 
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3 5. Submission includes evaluation of electromagnetic compatibility per IEC 60601-1- D 
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 

ethods/standards otherwise meet applicable statutory and regulatory requirements. 

Comments: 

erformance Data - General 
{fin vitro diagnostic (/VD) device, select "NIA." The criteria in this section will be 
mittedfrom the checklist if "NIA" is selected. Performance data criteria relating to /VD 
evices will be addressed in Section K. 

X □ 
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7. 

Full test report is provided for each completed test to explain how the data 
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 

a. 

b. 

C. 

Ifthere 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. 

Ifthere 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 net the applicable statutory or regulatory criteria through an 
alternative approach. 

Ifthere 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 
fim1 will provide at least an equivalent assurance of safety and 
effectiveness. 
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Comments: 

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

a. Legible reprints or a summary of each article 

Discussion of how each article is applicable to support the substantial 
equivalence of the subject device to the predicate. 

Comments: 

39. For each completed nonclinical (i.e., animal) study conducted, Select "NIA" if no 
animal study was conducted. Note that this section does not address 
biocompatibility evaluations which t "NIA" if no animal study was conducted. Nole 
that this section does not address biocompatibility evaluations which are assessed 
in Section G of the checklist. 
a. Submission includes a study protocol which includes all elements as 

outlined in 21 CFR 58.120 
Submission includes final study report which includes all elements outlined 
in 21 CFR 58.185. 

c. Submission contains a statement that the study was conducted in 
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. 

erformance Characteristics - In Vitro Diagnostic Devices Only (see also 21 CFR 
09.10(b)(12)) 

Submission indicates that device: (one of rhe below must be checked) 

Dis 
is not 

n in vitro diagnostic device (IVD). 

X 

□ X 

□ X 

X 

□ 

□ 

□ 

f "is not" is selected, the pe-r,{rJrmance data-related criteria below are omitledjiwn the checklist. 
Comments: 

0. 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 □ □ □ 
b. Accuracy (includes as appropriate linearity; calibrator or assay □ □ □ 

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 □ □ □ 
device type). 

d. Analytical specificity □ □ □ 
Comments: 

1. 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. Jfthere 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 perf01mance 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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Premarket Notification 51 0(k) LMA MR Conditional 
Section 04 - CDRH Premarket Review Submission Cover Sheet 

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> 
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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: Kl30304 - 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 of2/22/13 for Kl30304. 

eCopy STATEMENT 

lreleflex 

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 34 

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

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

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

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

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

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



DEPARTMENT OF HEAL TH AND HUMAN SERVICES Form Approval 
FOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120 

Expiration Date: December 31, 2013 
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on page 5. 

__ User_Fee_ Payment_ ID _Number FDA Submission Document Number (if known) 

(b)(4) i 

D Original Submission 

D Premarket Report 

D Modular Submission 

D Amendment 

D Report 

D Report Amendment 

D Licensing Agreement 

IDE 

D Orig inal Submission 

D Amendment 

D Supplement 

PMA & HDE Supplement 
D Regular (180 day) 

D Special 

0 Panel Track (PMA Only) 

D 30-day Supplement 

D 30-day Notice 

D 135-day Supplement 

D Real-time Review 

D Amendment to PMA 
&HOE Supplement 

D Other 
Humanitarian Device 

Exemption (HDE) 

D Original Submission 

D Amendment 

D Supplement 

D Report 

D Report Amendment 

Have you used or cited Standards in your submission? 

'!fl~•.~~~l'nl'!!P.!~N 

PDP 
0 Original PDP 

D Notice of Completion 

D Amendment to PDP 

Class II Exemption Petition 

D Original Submission 

D Additional Information 

IZ! Yes 

510(k) 
IZ! Original Submission: 

IZ! Traditional 

D Special 

D Abbreviated (Complete 
section I, Page 5) 

D Additional Information 

0 Third Party 

Evaluation of Automatic 
Class Ill Designation 

(De Novo) 
D Original Submission 

D Additional Information 

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 I ZIP/Postal Code 
Victoria Mahe 
Contact Name 
Sharon Wong 
Contact Title 

I 

Contact E-mail Add ress 
Regulatory Affairs Manager sharon.wond(a)lmaco.com .. sg 

Meeting 
D Pre-510(K) Meeting 

D Pre-lDE Meeting 

D Pre-PMA Meeting 

D Pre-PDP Meeting 

D Day 100 Meeting 

D Agreement Meeting 

D Determination 
Meeting 

D Other (specify): 

Other Submission 

0 513(g) 

D Other 
(describe 
submission): 

I 

Country 
Seychelles 

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 

I 

ZIP/Postal Code 

I 

Country 
Research Triangle Park NC 27709 USA 
Contact Name 
Paul Dryden 
Contact Title Contact E-mail Address 

Consultant drydenJ.!(«lJ.!romedic.cc 
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Form FDA 3 514 ( 12/ 10) Page 1 of 
§SECTION 01 REA.SON FOR APPLICATION - PMA, PDP, OR HOE 

D New Device 

D Withdrawal 

D Additional or Expanded Indications 

D Request for Extension 

D Post-approval Study Protocol 

D Request for Applicant Hold 

□Request for Removal of Applicant Hold 

D Request to Remove or Add Manufacturing Site 

D Process change: 

D Manufacturing 

D Sterilization 

D Packaging 

D Other (specify below) 

D Response to FDA correspondence: 

D Other Reason (specify): 

D Change in design, component, or 
specification: 

D Software / Hardware 

D Color Additive 

D Material 

D Specifications 

D Other (specify below) 

D Labeling change: 

D Indications 

D Instructions 

D Performance Characteristics 

0 Shelf Life 

D Trade Name 

D Other (specify below) 

SECTION 02 REASON FOR APPLICATION - IDE 

D New Device 

D New Indication 

D Addition of Institution 

D Expansion / Extension of Study 

D IRB Certification 

D Termination of Study 

D Withdrawal of Application 

D Unanticipated Adverse Effect 

D Notification of Emergency Use 

D Compassionate Use Request 

D Treatment IDE 

D Continued Access 

D Other Reason (specify): 

D Other Reason (specify): 

Form FDA 3514 (12/10) 

D Change in: 

D Correspondent / Applicant 

D Design/ Device 

D Informed Consent 

D Manufacturer 

D Manufacturing Process 

D Protocol - Feasibility 

D Protocol - Other 

D Sponsor 

D Report submission: 

D Current Investigator 

D Annual Progress Report 

D Site Waiver Report 

D Final 
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D Location change: 

D Manufacturer 

D Sterilizer 

D Packager 

D Report Submission: 

D Annual or Periodic 

D Post-approval Study 

D Adverse Reaction 

D Device Defect 

D Amendment 

D Change in Ownership 

D Change in Correspondent 

D Change of Applicant Address 

D Response to FDA Letter Concerning: 

D Conditional Approval 

D Deemed Approved 

D Deficient Final Report 

D Deficient Progress Report 

D Deficient Investigator Report 

D Disapproval 

D Request Extension of 
Time to Respond to FDA 

D Request Meeting 

D Request Hearing 
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SEC'I'ION E A.DDl'I'IONA.L INFORMA.'I'ION ON 510(K) SUBMISSIONS 
Summary of, or statement 

Product codes of devices to which substantial equivalence is claimed concerning, safety and 
1--~------~~--------~~-------~~---------< effectiveness information 

1 CAE 2 CAE 3 CAE 4 BTR ~ 510 (k) summary attached 

1--t-----------t----t--------+---+---------+---+------------, D 510 (k) statement 

s BTR 6 7 8 

Information on devices to which substantial equivalence is claimed (if known) 

510(k) Number 

1 K904834 

2 Class 1 exempt 

3 Class 1 exempt 

4 K051993 

5 K991580 

Trade or Proprietary or Model Name 

1 LMA Classic™ 

2 LMA ProSeal™ 

LMA Unique™ 
LMA Classic Excel™ 
LMA Flexible™ 

3 
LMA Flexible TM Single Use 
LMA Supreme™ 
LMA Fastrach™ 
LMA Fastrach™ Single Use 

4 LMA Fastrach™ ETT Single Use 

5 LMA FastrachTM ETT (reusable) 

1 LMA 

2 LMA 

3 LMA 

4 LMA 

5 LMA 

SEC'I'ION F PRODUC'I' INFORMA.'I'ION - A.PPLICA.'I'ION 'I'O A.LL A.PPLICA.'I'IONS 

Common or usual name or classification 

airway, oropharyngeal, anesthesiology (CAE) / tracheal tube (BTR) 

_r_r_ad_e_o_r_P_ro_p_ri_et_a_ry_o_r_M_o_d_el_N_a_m_e_fo_r_r_h_is_D_e_v_ic_e ------------------1'1 Model Number 

LMA Unique™ 
LMA Classic™ 
LMA Classic Excel™ 
LMA FlexibleTM 
LMA Flexible™ Single Use 

1 LMA ProSeal™ 
LMA Fastrach™ Single Use 
LMA Fastrach™ ETT 
LMA Fastrach™ ETT Single Use 
LMA SupremeTM 

FDA document numbers of all prior related submissions (regardless of outcome) 
1 

No prior z 3 4 

submissions 

Page 8 of 34 
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Manufacturer 
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Data Included in Submission 

Product Code 

CAE/BTR 

~ Laboratory Testing 

C.F.R. Section applicable) 

868.5110 / 868.5730 

D Animal Trials 

I---------~-----------------------, 

Classification Panel 

Anesthesiology 

Indications (from labeling) 

D Human Trials 

Device Class 

~ Class I ~Class TI 

□ Class Ill D Unclassified 

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. 
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Note: Submission of this information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

D Original 
FDA Establishment Registration Number 

0 Add O Delete 

Company/ Institution Name 

Division Name (if applicable) 

Street Address 

City 

Contact Name Contact Title 

D Original 
FDA Establishment Registration Number 

0 Add O Delete 

Company/ Institution Name 

Division Name (if applicable) 

Street Address 

City 

Contact Name Contact Title 
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FDA Document Number (if known) 

D Manufacturer D Contract Sterilizer 

D Contract Manufacturer D Repackager/ Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

FAX Number (including area code) 

State I Province ZIP/Postal Code Country 

Contact E-mail Address 

D Manufacturer D Contract Sterilizer 

D Contract Manufacturer D Repackager/ Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

( ) 
FAX Number (including area code) 

( ) 
State I Province ZIP/Postal Code Country 

Contact E-mail Address 
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SECTION I UTILIZATION OF ST.AND.ARDS 

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 06e1 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 Drng 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 0,\1B control 

Fann FDA 3514 (12/10) Page 5 of5 
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Attachment# 1 - Instructions for Use. 

We have included the Instructions for Use which cover the following LMA products. 

Label for -
• LMA ClassicTM (reusable) 
• LMA Classic Excel™ (reusable) 
• LMA Flexible™ (reusable) 
• LMA Flexible™ Single Use 
• LMA Unique™ Single Use 

Label for-
• LMA ProSeal™ (reusable) 

Label for -
• LMA Fastrach™ ETT (reusable) 
• LMA FastrachTM Single Use 
• LMA Fastrach™ ETT Single Use 

Label for -
• LMA SupremeTM Single Use 
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Label for -
• LMA ClassicTM (reusable) 
• LMA Classic Excel™ (reusable) 
• LMA Flexible™ (reusable) 
• LMA Flexible™ Single Use 
• LMA UniqueTM Single Use 
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LMA (b)(4) The laryngeal Mask Company limited 
~ 
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Label for-
• LMA ProSealTM (reusable) 
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LMA 
The laryngeal Mask Company limited 

Eng/jsh 
Instructions for Use L. _____ _j~Jf~)__ ______ ] 
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Label for -
• LMA FastrachTM ETT (reusable) 
• LMA Fastrach™ Single Use 
• LMA Fastrach™ ETT Single Use 
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The Laryngeal Mask Company Limited 
English 

Instructions for Use! 
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Label for -
• LMA Supreme™ Single Use 
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LMA 
The laryngeal Mask Company limited 

fllg_H~!l 

{b){4) 
Instructions for Usei ________ f!>)111. ________ i 
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Memo 

To: Mario Mendoza //}~(I$, 
From: Wolfgang KainzWP{~ 

CC: H. Bassen, V. Krauth~er, T. Joods 

Date: 12 MAR 2013 

' Digitally signed by Wolfgang N. Kainz 

••• DN: C=US, O=U.S. Government, OU=HHS, OU=FDA, 
ou=Peop le, cn=Wolfgang N. Kainz, 
0.9.2342.19200300. l 00.1 .1 = 1300202342 
Date: 2013.03.12 14:31 :06-07'00' 

Re: K130304 - Laryngeal Mask Company LMA Airways 
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Dear Mr. Dryden: 

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 
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. 
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li=iM CENTER FOR DEVICES AND RADIOLOGICAL HEAL TH 

Date: January 24, 2014 

To: Mario Mendoza, M.D., M.S. 

From: 

CDRH/ODE/DAGRID/ANDB 

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

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

CONSUL TING MEMO 

Daniel Kra inak 
2.014.01.2411 :41 :48 -05'00' 

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

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

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

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

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

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

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

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

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

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

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



DEPARTMENT OF HEAL TH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Premarket Notification [51 O(k)] Review 
Traditional 

Date: January 29, 2014 

To: The Record 

From: Mario Mendoza, MD 

K130304/5003 

Office: ODE 

Division: DAGRID/ANDB 

51 0(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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SIGNATURES 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(Optional) 

Division Sign-Off 
(Optional) 

Mario Mendoza -S 
2014.02.11 16:59:04 -05'00' 
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Mario R, Mendoza, rvtD., IVlS 
FDA Commissioner's Fel!ow 

CDRH/ODE/DAGRID/ANDB 

W066, Room 2523 
Office: (240) 402--512.1 

Ma,·io.Mendoza@lfda.hhs.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 ( 51 0(k)) submission Kl 30304. Our review indicates that your 51 0(k) 
submission does not meet the criteria established for administrative completeness. Thus, we regret to infonn 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 ofyonr response, referencing the 5 lO(k) number K130304, addressing the elements identified as missing or inconsistent in the attached 
checklist to: 

U.S. Food and Drng 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 51 0(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 5 lO(k) submission. 

Should you have questions about this email, you may contact Mario Mendoza, the lead reviewer assigned to your 5 lO(k) submission. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Premarket Notification [51 O(k)] Review 
Traditional 

Date: January 29, 2014 

To: The Record 

From: Mario Mendoza, MD 

K130304/5003 

Office: ODE 

Division: DAGRID/ANDB 

51 0(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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Mario R, Mendoza, rvtD., MS 
Medicai Officer 
CDRH/ODE/DAGRID/ANDB 
WO66, Room 2563 
Office: (240) 402--512.1 
Ma,·io.Mendoza@Jfda.hhs.gov 

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 
ProlVledic, Inc. 
24301 Woodsage Dr, 
Bonita Springs, FL 34134-2958 
T (office) - +239-498-2.155 

M -L _______ (b)(6) ________ ! 
F - + 239--236-0354 
E --- drydenp@promedic.cc 
'Web --- www.promedic.cc 

"The information contained in this n1essage n:<.1y be privileged, co1:fidenti2.i, and protected from ciisciosui-e. If you 2.:e not the intended recipient, or an employee, 01· agent ~esponsibie tor delivering this 
rnessage to the intended recipient, you are hereby notified that any dissemination, distribution, or copying of this communication is strictly prohibited. !f you have received this corrnnunication in error, please 
notify us ir:imediate!y hy replying to the message and deleting from your computer. Additionaily, even if the intended recipient. any dissemination, dist:ibution, or copying of this communication may sti!I be 

prohibited if not previously understood and/or aqreed upon by sender." 

From: Mendoza,Mario[mailto:Mario.Mendoza@fda.hhs.g_ov] 
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 teiephone hoid and you have up to 180 days to respond, from 2/1.1./1.4 since it is after ciose of business today. 

Mario Mendoza, M.D. 
Medicai Office,· 

FDA/CDRH/ODE/DAGRID/ANDB 

10903 r~ew Hampshire Avenue 
White Oak .. l>ldg 66 .. Room 2.563 

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, CONFIDENTI.AL, AND 
PROTECTED FROM DISCLOSURE UNDER IAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby 
notified that any ;-eview disclosure, dissemination, copying, or otlw;- action based on the content of this communication is not authorized. If you have received 
this document in e,-;-o;·, please immediateiy notify us by email or teiep,1one found above, 
This communication is consistent with 2.l cm 10.BS(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 forrnai position of FDA, and does not bind or otherwise obligate or commit the agency to the 
view expressed. 

From: Paul Dryden [mailto:dryl:lenp@promedic.cc] 
Sent: Monday, February 10, 2014 5:49 PM 
To: Mendoza, Mario 
Subject: RE: K130304/S003 

Dr. Mendoza 

I wanted to acknowledge receipt of this e-mail, 

It appears that we ,1ave been given a second hoid and up to 180 days to respond, from 2/10/14, piease confirm 

Paul 

Always with a handshake, 

Paul Dryden 
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PmMedic, Inc. 
2.4301 \bioodsage Dr. 
Bonita Springs, Fl. 34D4-2958 
T (office) - +239-498-2155 
M -- l_ _______ _jbJlGL. ______ j 

F -- + 239 -236--0354 

E-cl_1:)'denp(iilprornedic.cc 
Web -- www.prornedic.cc 

'The information contained in t:1is message :nay be privileged, confidentiai, and protected from disciosure. It you are not t:1e intended recipient, or an en:ployee, or <.1gent :esponsibie for deliverin~1 this 
message to the intended recipient, you are hereby notified that any dissemination, distribution, or copyinq of this communication is strictly prohibited. !f you have receiv·ed this cornrnunicat!on in error, please 
notify us irnmediate!y hy replying to the message and deietir:g fro:r: you: computer. Additionally. even if the intended recipient, any dissemination, distribution. or copying of this communication may stiil be 
prohibited if not previously understood and/or agreed upon by sender." 
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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.gQ11 
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. 
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Mario R, Mendoza, rvtD., IVlS 
Medicai Officer 
CDRH/ODE/DAGRID/ANDB 
W066, Room 2563 
Office: (240) 402--512.1 
Mar·io.Mendoza@Jfda.hhs.gov 

From: 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.Lovelace@teleflex.com) 

Subject: RE: K130301_ ____________________________________ (b)(4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Mr. Dryden, 
We are in discussion with 510k staff and wiil respond to you shortly. 

Mario Mendoza_, M.D, 
Medicai Office, 

FDA/CDRH/ODE/DAGRID/ANDB 

10903 New Hampshire Avenue 
White Oak, Bldg 66, Rornn 2563 
Silver Spr·ing, MD 20993 

Email: Mario.Mendoza@fda.hhs.gov 
Phone: 240.402.51.21 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PHIVILEGED, CONFIDENTIAL, AND 
PROTECTED FROM DISCLOSURE ur~DER lA'vV. 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 authotizei:L If you have received 
this document in eccoc, please ,mrnediateiy notify us bv email or· teiephone found above. 
This communication is consistent with 21. CFR 10.8.S(k) and constitutes an informal communication that ;-epresents my best judgment at this time but does not 
constitute an advisory opinion, does not necessarily r·epresent the forrnai position of FDA, and does not bind or· otherwise obligate or commit the agency to the 
view expressed. 

From: Paul Dryden [mailto:drydenp@prnmedic.cc] 
Sent: Tuesday, June 03, 2014 5:48 PM 
To: Courtney, Todd D 
Cc: Mendoza, Mario; Paul, Liz (l[z,_p.,wJ@t(;!<;_!],;;x,rnm); Lovelace, Justin (Jw~tinJ-QY(;]i,<:;(;@L(;!(;!]<;_x,rnrn) 
Subject: K130304 l_ ____________________________________ {b ){ 4) _____________________________________ ] 

Mr. Courtney and Dr. Mendoza: 

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 

M ~ (b)(6) ! 
F - ~ 239-236-0354 
E- drydenp@promedic.cc 
Web -www.promedic.cc 
Twitter - https://twitter.com/ProMediclnc 

'The information contained in t:1is message :nay be privileged, confidentiai, and protected from disciosure. It you a~e not t:1e intended recipient, or an en:ployee, or <.1gent :esponsibie for deliverin~1 this 
message to the intended recipient, you are hereby notified that any dissemination, distribution, or copyinq of this communication is strictly prohibited. !f you have receiv·ed this cornrnunicat!on in error, please 
not.if/ us immediateiy by :eplying to the message and deleting from your corn put.er. Additiona!ly. even if the intended recipient, any dissemination. distribution, or copying of this communication may stiil be 
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proh:bited if not previo:Jsly ur:de~stood and/or agreed upon by se:1der.'' 
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Dear Mr. Dryden: 

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, 
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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. 
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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 

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 - (b)(6) 

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 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." 

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. 
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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. 

From: Paul Dryden [mailto:drydenp@promedic.cc] 

Sent: Monday, February 10, 2014 5:49 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 - (b)(6) 

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 
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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." 
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Mr. Dryden, 
The fi!e has been piaced on a second telephone hold and you have up to 180 days to respond., from 2./11/14 since it is afte;- dose of business today. 
Mar·io Mendoza., tlltl). 
1\/ledicai Office, 

FDA/CDRH/ODE/DAGRID/N~DB 

1.0903 New Hampshire Avenue 
White Oak, Bldg 66, Room 2563 

Silver Spring, MD 20993 

Email: Mario.Mendoza@fda.hhs.gQ11 
Phone: 240.402512.1 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND 
PHOTECTED FHOIVl DISCLOSURE UM DER LAW. If you are not the addr·essee, o;- a ~H,tson authorized to deliver the document to the addr·essee, you ace hereby 
notified that any review disclosure, dissemination, copying, or other action based on Fie content of this communication is not autho;·ized. If you have received 
this document in error, please immediateiv notify us bv email 01· teiephone found above. 
This communication is consistent wiF1 21 crn 1.0.85(k) and constitutes an informal communication that r·epresents my best judgment at this time but does not 
constitute an advisory opinion, does not necessarily represent the formai position of FD/\, and does not bind 01· otherwise obligate or cmnmit the agency to the 
vh:-w i:!xpre.ssi:!d. 

From: Paul Dryden [mailto:drydenp@promedic.cc] 
Sent: Monday, February 10, 2014 5:49 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 hoid and up to 180 days to respond, from 2/10/1.4, pi ease confan1 

Paul 

Always '.Nith a handshake; 

Paul Dryden 
ProMedic, Inc. 
24301. Woodsage De. 
Bonita Springs, FL 34134--2958 
T (office) - +239-498-2.155 

M •• L_, _______ , (b)(6) ·-·-·-·-·-· ! 
F - + 239-236-0354 
E- drydenp@promedic.cc 
Web --- www.promedic.cc 

"The information contained in this n1essage n:<.1y be privileged, co1:fidenti2.i, and protected from ciisciosui-e. If you 2.:e not the intended recipient, or an employee, 01· agent responsibie tor delivering this 
message to the intended recipient, you am hereby notified that any dissemination. distribution. or copying oft.his co:r:rr:ur.ication is strictly p:ohibited. !f you have received this communication in error. please 
notify us irnrnediateiy by replying to the n1essage and deleting from your con1puter. A.dditiona:ly, even if the intended recipient, any dissemin<.1tion, distribution, or copying of this communication may sti:I be 
prohibited if not previously understood and/or aqreed upon by sender." 
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Food and Drug Administration 
Center Devices and Radiological Health 
Office of Device Evaluation 
Document Mai! Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Re: K130304- LMA MR -- Change in Submisslon Correspondent 

Dear Mr- Mario Mendoza: 

;V'/]t JC,l/,lfjJ 

ifel rifuX® 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

We wish to inform you that we need to change the original submission correspondent 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. 

NEW OFFICIAL CORRESPONDENT 
Paul Dryden 
c/o Teleflex Medical, Inc. 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

Tel-239-498-2155 
Fax - 239-236-0354 
E - drydenp@prornedlc.cc 

Please do not hesitate to contact me should you have any questions or require any add!Uonal information. 

Sincerely, 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

! (b)(6) 1 

! ! 
! ! 
i ! 
l.--·-·-·- .-· .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

UzPaul 
Director, Regulatory Affairs/Quality Engineering 
AnestheSia/Resplratory 
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Section 07 - 51 O(k) Summary 

LMA MR Conditional 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 16 - Sterilization, Shelf-life and Cleaning Information 

16 Sterilization, Shelf Life, and Cleaning Information 

16.1 Sterilization 2 
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Premarket Notification 51 O(k) LMA MR Conditional 
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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Premarket Notlflcatkm 51 0(k} 
Section 5 - M0(k) Cover letter 

LMA fv'!R Conditional 

05-Feb-13 

Food and Drug Administration 
Center Devices and Rt1diologica! Hea!th 
Office of Device Evaluation 
Document fv1ail Center - V\/O66-O609 
10903 Nevv' Hampshire /\venue 
Silver Spring, rvm 20993-0002 

Re: TRADITIONAL 510(kj Noti.ficatlon for LMA Ainvays for MR Conditional use 

Dear Sir or rv1adarn: 

flex® 

The Laryngeal [\/lask Cornpany Urnited (a subsidiar/ of Te!ef!ex Medical) is subrnittlng this Traditional 
51 0fk) Notification for the UvtATM family of airv,1ays to expand the indications for use to inc!Ude use in 
fvlagnetic Resonance imaging locations under a MR conditional labeling, 

VVe have prepared this Traditional submission based upon available Guidance documents for 510(k) 
submissions. 

BUNDLED SUBMISSION 
As perrnitted we are bundling the Class 1 exempt product classification CAE (oropharyngea! 

airvvay) with Class 2 product classification - BTR (tracheal tubes) as this submission is for expanding 
the indications for use to include MR conditional settings. The test data and thus the review can be 
perforrned by the same reviewer. 

We have prepared separate Indications for Use statements, Section 6 for each device. 

eCopy STATEMENT 
in accordance with section 745A(b) of the FD&C Act, we have prepared the eCopy of this 

subrnission .. It iS an exact duplicate of the paper copy, 

Per the instructions we are providing one ( i) CD eCopy and one ( 1) hard copy, 

TYPE OF SUBMISSION 
Tmditlonat 

PAYMENT IDENTIFICATION NUMBER 
The MDUFMA PIN rsi (b)(4) ! 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

TRADE NAMES 
UV1A Unique ·n,i 

LMA Classlc TM 

LMA Classlc Exce!rn 
LMA F!exlble ,M 
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Premarket Notification 51 0(k) 
_§_~ction 5 - 51 0(k) Cover letter 

Uv1A Flexible TM Single Use 
lMA ProSeaF1

•
1 

LMA Fastrach w Single Use 
LMA Fastrach TM ETT 
Uv1A Fastrach rM ETT Single Use 
Uv1A Suprnrne TM 

DEVICE TYPE 
The UvLA rn family· of airways includes 2 types of air.vays: 

$ Generically referred to as supraglottic airways and 

Uv1A fv1R Conditional 

$ Tracheal Tubes specific for use with the LMA Fastrach rM deVice 

The suprag!ottic ainvays have been and continued to be considered Class 1 exempt medical 
devices, hov,/ever to be rnarketed for use in MR! suites, even as Class 1 deVices requires testing and 
a re\devv by CDRH for the change in indications for use as fv1R cond!tionaL 

The trachea! tube, LMA Faskach m ETT tube, both reusable and single use, is considered a 
Class 2 device, for vvhlch v1/e are seeking the same change in indicatlons for use as MR conditional 

SUBMITTER 
The Laryngeal !\Aask Cornpany Lirnited 
PO Box 22 "l, le Rocher 
Victoria, f\Aahe, Seychelles 

OFFICIAL CORRESPONDENT 
Kate Rizzo 
c/o Teleflex Medical. Inc. 
2917 VVeck Drive 
P,O, Box 12600 
Research Triangle Park, NC 27709 

Tei: 
Fax: 
E-mail: 

CONFIDEN11A1JTY 

858-622-5621 
919-433-4989 
krizzot0;lmana,com 

We request as outllned under 21 CFR 807.95 that FDA treat this premarket notification and 
our intent to market as confidential commercial information under the conditions and requirernents of 
CFR 807,95, 
CLASS I CLASSIFICA TlON ! PRODUCT CODE 

Class -1 - CFR 868.51 ·1 0 - CAE - airway, oropharyngea!, anesthesiology 
Class 2 - CFR 868,5730 - BTR - trachea! tube 

PANEL 
Anesthesiology 
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Premarket Notification 51 O(k) 
Section 5 - 51 O(k) Cover Letter 

PREVIOUS FD.A DOCUMENTS 

LMA MR CondltiOna! 

LMA has submltted the U\!lA Classlcn,1 under K:904834 and U1@.L. ________________ _{l?.}{4L ; 
r·-·-·-(b.){4f·-·-! Subsequently the product Ciassification was confirmed as [ ___________ ___(!J.)_(~)_ __________ __r·-·-·-·-·-·-·-·-· 
'·-·-·-·-·-·-·-·-·-n-;e Uv1A Fastrnch TM ET tube, reusable and single use, 1Nere cleared under f<.99i 580 and 
KD51993, respectively, 

8.ASIS FOR THE SUBMISSION 

To seek MR Conditional envimnrnent of use, 

QUESTION 
!s the device intended for prescription use (21 CFR 801 Subpart D)? 
Is the device intended for mler-the-counter use (2·1 CFR 801 Subpart 
C)? 
Does the device contain cornponents derived frorn a tissue or other 
biologic source? 
is the device provided sterile? 
Is the device intended for slng!e use? 
ls the device a reprocessed single use device? 
If yes, does this device type require reprocessed validation data? 
Does the device contain a drug? 
Does the device contain a biologic? 
Does the device use software? 
Does the subrnission include dinlca! information? 
Is the device implanted? 

YES NO 
Yes 

No 

No 

Yes 
Yes No 

No 
No 
No 
No 
No 
No 
No 

Please do not hesitate to contact me should you have any questions or require any additional 

information, 

Sincerely, 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

I (b)(6) I 
:._ __ sBmonvrarrat:rerrf'teycnamryr"t:i;rrtnrs-·hnd Qua! i ty Assurance 
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Premarket Notification 51 O(k) LMA MR conditional 
Section 3 - Medical Device User Fee 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: 
Fax: 
E-mail: 

858-622-5621 
919-433-4996 
krizzo(a),lmana.com 
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Premarket Notification 51 O(k) LMA MR conditional 
Section 3 - Medical Device User Fee Cover Sheet 

DEPAfl:TMENT OF HEAL TH AND HUMAN SERVICES 
FOOD M{D DRUG ADMl1,HSTRAT,ON PAYMENT IDENTIPCAnON NUMBER: [ ___________ (b)(4) ________ ___! 

MEDICAL DEVICE USER FEE COVER SHEET 
V't'ri:l:e !{he P::i:trneni ld·e:1tm,cation r:"<.Jmf::.:er on your c:h:er!k. 

.4 co::i·~pt:fff:ed cover sheet m:1.::~:i at-cc:mpaIT'/ ea:s::]t!: origirm:I :B:pp~i:f.:aton or s=i..Jppl€r:::1em sut)j€tt to :fees. t p:a¥rnent ls stH:::t hy U . .S ::r-:at: OJ 
t:cl:.lriet\ pl eat~ :!r::clude a cap:t ~:::f th~s [0n-i:p1:eted fbr:::-n -~~Ht:: p:~y:me::1:L f;=\.1yment a:r.:d ~::-tailin•g instn.1choms t:an: be ~our::d a.t 
httpi/w½,r1~·Jda .g:0-.,;/.oc:lG:Kh.ih::,11a.l/J::c,~•e:mhret.t::~ra1 

'1. COMPANY NAME AND ADDRESS (incbde name. street 
OOrlre~s,. :Citt state_, coontP/. a:r::d po~t o·f:f:ica- ~Qc:e) 

PR.OMED!C INC 
2430:1: V,(:::-OO;&@ge [h1hl:e 
E~~ni:ta Spfi:r.:gs. Fl 2i4 l J4-2:S5B 
u.~~ 

·1.1 EMPLOYER. IDENTflCATION NUMBER (fiNi 

CONTACT MAME 

F;;;~I D1y:lec! 

2" .. 1 E-MA.L ADDRESS 

dryde-rlp@~::m:.rnedlc._cr; 

2-2 TELE PH C-NE NUMBER; (include Arna oX:,ec) 

23:9-496.21:55 

2.3 FACSIMILE (fAX) NUMBER: (l~tlut,e Aree zode} 

23-fi:-2360354 

'.3. TYPE OF PREMAR"KETAPFUCATION {Select one r.'1 thec fc<ll-mmng in each column; if '.;/OIJ are JJnsme., ,,i,e,aae ,cefe, to th,e o.ppkrntmr, 
deszri;,tk:ms at the fulJCTs><tng .,.,eh site: htlp:ifa,,,rw}da 9,oviodrm:luil'.m1 

.Selec,l ar. ;;,ppkatioo t,:pe: 

[X] Frernml<:et n<:<titrntion(51 Q(K}); e~ cept k-r tifid party 
[ ; s ·i .3.,g) Regm,st far lnfc;rmation 

[] B01og:ic:-:o Licen~e Appli:catior.: {BLA) 

[ l Premarl\et Appro,·al A.ppiir'-'lfo:,n (PMA.:,S 

[ l ModJJla;r PMA 
[ l Pmduct D1welcpment Prc,taccl {PDP} 
[ l Premarl\et Repcrt (PMR) 
[ l A@~a,, fee !er Per!,adic Reportng (APR) 

[ l 30-Day Notice 

[] YES, I n,ieet n·1e sn'!:B:U bSJ:s:!ne;2s .~~ri:1::e::r:-ia: and ha-i•e :st3~x:nifij:ed ~he rB'qLl:i:red 
q:;.rnJ~tqing ~:o:t:umer:1~ to.: FDA 

4.1 n Yei<: p:}:ease enter yo ar Sr~Ia.1.U Bt1:~~ne$S Dec:Bk~:r:: Nun"t:b-er: 

:J. t S.eleiJ :~ cer::1:e:r 

[XJCDRH 
[lCBER 

.3.2 Sel-ect er::~- o·~ &t:e ·[);T<f=:S beiow 

pq f}rJglna:l App:!ls~dl~:>n 

SL~~.p,le:rner:f T:vpe:K 

[ j EffitaC')' {BL.A\ 
; j Pane! Tmck (PMil .. PMR. PDP} 

! J R:eal-Tim,e (PMA PMR PDP) 

[ 1 W\1qj;;,y (PMA PMR. PDP\ 

5. FD.A ,,V!U NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS MOT PA!D AN ESTABUSs-JMENT REGISTRATION FEE 
TH/,T IS DUE TO FDA. HAS YOURCOMPil.NY PAID AU ESTABU.SHMENTREGISTRAT,ON FEES TH.AT ARE DUE TO FDM 

[){] YES ,U.\li: of fmr e~t:as.:::1:;6hn:}e::1tB trn:,re re-g!:sterEKi: ~nrl p:a:id the ffre,. c:r th1:& IB our fi::st-de::1i~-c:e , -~m:1 '1te wm re-g!:ster ar::d :1:<r(l the fee '1inh!in 
:30 (:i:ays :Qif f□A'-~ :app:rc~\l'~llctea:rarKe -of thi~ dev::ce.} 

[ ] f-..1·0 :(If' '1N0,'1 fDA will :r::ot a:cr.:ep:t :r<n..::r ,su!brrii:Bt,i~:>.:1 untl! you have pah1 aiU f£!;e-g dtis~ to FD.A,. Th!$ m.1hn·l\£.~!0n v,Jfli: not h-e g::n}ce.,~meC; see 
hltp :11'?,wwJda ,g,,:wicc!fl·Jtrn:lt,fma !or additorn,I ,nformatior<, 

6. !S THIS PREMARKET il.PPUCATION COVERED BY ANY Of THE fOLLO'NHNG USER fEE EXCEPTIONS·;, If SG, CHECK THE 
APPUCABLE EXCEF'TIGN. 

[ l This applioc!ition ,s;; the first PMA. submitted by a qualifed ~mall business, l Ji The ,;ole purpcse .of !1',e applic,c!i!i◊n ,,~ to support 
j,r,cJJJdir,g am,,- affiliates rond@:ms of JJre !o, a pedidcic popul~stb~ 

[ l ,,· ~- · · . ·I" ,.,.. · . , .... '"' . · ·t· , , 1• ,. . •P b'. [ 11 Toe a;pplitatt<n ,,s. ,,u,~~"tted by·~ ~.tale or Ii.demi 
.: ,i •:l:-:6 aAO::C<giC:S a:::1:p- iCi.1:dOn IS &lki:fnl:J.t-t::u ;_m-ct~ ~e~ .Jen -.:'."i::J. • O:i 1.:ne , U •. ~H~ _ •• _ _ . , ,t .· ijt,. f. . j . " . ·!m t · . t t tJ . d · t ·t: + -c:j 

H:e.:af:th .Ser:lire .~.~1 ·~tit a product !~~en~ed: for furtk"ier rnz1riuf:·asturing us-e f,)f::l't ;~;:;~~:~~;.;;n =· f or a ~- -e:.tire • =· a· IS rte· 0 'e • ::s n m-ce • 

7 IS THIS A. SUPPLEMENT TO A PRE~IARf<ET .<\PPU CATION FOR WHICH FEES WERE V\'AIVED DUE TO SOLE USE ,!NA 
PED!ATR!C FOPULA HON Thi, T NOW FR.CPO SES CONDITION OF USE FOR ANY ADULT POPULATION? Ff sa, the a;pp!i(ati,::,n is 
5ubt:ed to t:he fee that app:!i,e;5 fbr 2-:n ~:>Mglna:l pre:::i-uJ:rket appnY-..:-:,t! apfl k,a:Jion {PMlA}. 

[lYES [Kl NO 

PAPERWORK REDUCTION ACT STAIE.MENT 
FJ..::i":ific repo-rtktg bt:rde::i fbr th:]~; -:::c:ffe[:t~on of: :\nf.om1ation is e,z:t:r.-:'tat.-ed to average 16 miiri:;.1t.-e~; per:- ne:sporrne:, i:nchJding the time for rev~ew:ing 
i:n::st:1.c1:ctt41s, sea.rd!t lr::g e:t:~.ting ~:at@ ::,;o::.1Fce£:1 gathering and mainta~nif"i:g: the· d&:ta ne:et!:ed:1 and :i:.omp~t~ng a:n:d 1:=e·,tt-e,·1iirig fue co:11:e·r.:tk~,i i :1Jf 

j,r,fom">at;cm. Send coam.ents rng,art,ing tli~, hmden e'.:ltimaie or l.lfff che, l.l$pect ol th,s collect;on o! int,innatic,1,. ,,nclmJ1ng s«gge,,~rn1s fer 
red~dng !hi& b,mfon. to the addrens he!ow. 

Dep&rtr:::-1ent of He~!th ancct Hk.1mm:1: S:e:n4t:et,, Foe:d and Dn::g .4.dmlri~f:ration,. -Q:ffi:c~ of Ctfref l:r::fo-(m:Bitic:n Cffi:cer, -~ 35(!: Ph~.t.:arC Dr{te, 4~ti 
floor RoCk¥me .. MD 208:-0 
[P:e:.'lre c:o NOT re~1::'n this furrn to fu~- al·Kr.;:e a:iMrese,. eJ:cept a:s it :~,ertains to ct:-;~:nme-nt s- &n tn-e tmrd:en es~mate.] 

8. USER FEE Pil/rMElJT AMOUNT SIJBMHTED FOR THIS PREMARKET APPUCAT!ON 

[ (b)(4) i 
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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: Kl30304 - 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 of9/4/13 for Kl30304. 

eCopy STATEMENT 

lreleflex 

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 
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03-Apr-13 

Food and Drug Administration 
Center Devices and Radiological Health 
Office of Device Evaluation 
Document Mail Center - W066-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Re: K 130304 - LMA MR - Change in .Submission Correspondent 

Dear Mr. Mario Mendoza: 

leflex® 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

We wish to inform you that we need to change the original submission correspondent 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 
duplici;'lte ofthe paper copy. 

Per the instructions we are providing one (1) CD eCopy and one (1) hard copy. 

NEW OFFICIAL CORRESPONDENT 
Paul Dryden 
c/o Teleflex Medical, Inc. 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

Te!-239--498-2155 
Fax - 239~236-0354 
E- drydenp@promedic.cc 

Please do not hesitate to contact me should you !lave any questions qr requite any additional Information. 

Sincerely, 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
! i 

I (b)(6) I 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Liz Paul 
Dlrector, Regulatory Affalr$/Ouality Engineering 
Anesthesia/Respiratory 
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Section 18 - Software 

18 Software 

The LMA TM airway devices do not incorporate any software. 
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Food and Drug Administration 
Center Devices and Radiological Health 
Office of Device Evaluation 
Document Mail Center - W066-G609 
l 0903 New· Hampshire Avenue 
Silver Spring, MD 20993-0002 

January 14, 2014 

Sul,.ject; Kl30304 .... Response for LMA Airways !hr MR Conditional use 

Dear Mr. Parvinian: 

This is our response to the deficiency e-mail dated November l, 2013 for Kl 30304. 

eCopy STATEMENT 

2{t 7 V1le<:\: Dnv~~ 
PJJ. so~; 12600 
R0s~arct1 Tri:angb P~:r< 
NC 2/?CS 
USA 

In accordance with section 745A.(b) of the FO&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 ( l) CD eCopy and one ( 1) hord copy. 

We have addressed each deficiency. 

Please do not hesitate to contact me should you have any questions or require any additional infonnation. 
Sincerelv 

I cb)(6) I 

' Paul Dryden ' 
Regulatory consultant for Teleflex Medical 

PDF Page 1 of 197 
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Hi Mr. Dryden, 
I wili do my best to acconm10date the times for today, I will need to have the MH consuitant invoived in the conversation. Once I can confirm with the MR 
consuitant, then I will confirm with you for today cc foe late, in the week. 
Mario Mendoza, M.D. 
IVledica! Officer 

FDA/CDRH/ODE/DAGRID/ANDB 
10903 New Hampshir·e Avenue 
White Oak, Bldg 66, Room 2563 
Silver Spr·ing, MD 20993 

Email: Mar'io.Mendoza@fda.hhs.gov 
Phone: 240.402.5121 
THIS MES.5.t\GE IS INTHJDED FOR THE USE OF THE PARTY TO WHOM IT IS .t\DDHESSED .t\ND MAY CONTAIN INFORMATION THAT IS PBIVILEGED, CONFIDENTIM., AND 
PROTECTED FROM DISCLOSURE UNDER LAV'·/. If you are not the addressee, cc a person authorized to deliver the document to the addressee, you ar·e hereby 
notified that any review disclosure, dissemination, cop'(ng, or other action based on the content of this communication is not authorized. If you have received 
this document in eccoc, please ,rnmediateiy notify us bv email or· teiephone 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 ;-epr·esent the forrna! position of FD.t\, 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); Lovelace, Justin (Justin.Lovelace@teleflex.com) 
Subject: K130304/S003 request for teleconference 

Dr. Mendoza: 

We wou!d !ike to have a confNence ca!I today, 1/28, any time between 1 - 2:30 or 4-5:00 EST, to discuss some of tlw questions and requests made 1/2.7 for 
K130304, the Teieflex LMA submission. 
Since we are under a short time!ine, we would appr·eciate you, accommodating this request. 

Participating would be 

Liz Paul ---Telenex Director RA/QE Anesthesia/Respiratory 
Justin Lovelace -Begulatrny Mfair·s Specialist 

Please confinn a time and we wiil set cal! a call in numbet. 

Paul 

Always with a handshake, 

Paul Dryden 
ProMedic, Inc. 
24301 Woodsage Dr·. 
Bonita Springs, Fl. 34134-2958 
T -- +239-498--2.155 

IVl - :_ ________ (b)(6) ·-·-·-·-: 
F - + 239--236-0354 
E --- drydenp@promedic.cc 

"The information contained in this n1essage n:<.1y be privileged, co1:fidenti2.i, and protected from ciisciosui-e. If you 2.:e not the intended recipient, or an employee, 01· agent responsibie tor delivering this 
message to the intended recipient, you am hereby notified that any dissemination. distribution. or copying oft.his co:r:rr:ur.ication is strictly p:ohibited. !f you have received this communication in error. please 
notify us irnrnediateiy by replying to the n1essage and deleting from your con1puter. A.dditiona:ly, even if the intended recipient, any dissemin<.1tion, distribution, or copying of this communication may sti:I be 
prohibited if not previously understood and/or aqreed upon by sender." 
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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 

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 10, 2014 5:49 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 D-

Bonita Springs, FL 34134-2958 

T (office) - +239-498-2155 

M - ! (b)(6) 

F - + 239-236-0354 

E - drydenp@promedic.cc<mailto:drydenp@promedic.cc> 

Web - www.promedic.cc<http://www.promedic.cc/> 
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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 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." 
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Dear Mr. Dryden: 

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, 

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

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



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. 
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Dear Mr. Dryden: 

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 
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. 
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Food and Drug Administration 
Center Devices and Radiological Health 
O0ke of Device Evaluation 
Docurnent fvfail Center WO66-G609 
!0903 New Ham pshire Avenue 
Silver Spring, MD 20993-0002 

August l 9, 20 l 3 

Sul:iect: K 130304 - Response to Refose to Accept for l.JvJA Airways for 
MR Conditional use 

Dear De Mendoza: 

Th is is response to the Rellise to Accept ,.:-rnail of 2/22/ 1 J !br K ! 303 04, 

cCopy STATE.MENT 

r:-t3D3D4/ ('tic/ 

·1releflex 

In accordance with Section 71.!5A(b) of the FD&C Act, we have prepared the eCopy ofthis submission. 
It is an ex,1ct dup! icate of the paper copy. 

Per the instructions we are providing one(!) CD cCopy and one ( l) hard copy. 

\Ve have addressed ead1 de!kfoncy as presented in the "Con1ments'' section of the Refuse To Accept 
Checklist 

Please do not hesitate to contact me should you have any questions or require any additional infruTnation, 

Slncerdv, 

i {b){6) i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Pau l Dryden 
Regulatory consultant for fe!cflex rv1edica! 

Page 1 of 34 
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From: 
Sent: 

To: 
CC: 
Subject: 

Smith, Alysia* [Alysia.Smith@fda.hhs.gov] 

5/27/2014 3:14:15 PM 

DRYDENP@PROMEDIC.CC 

DCCLetters [DCCLetters@fda.hhs.gov] 

K130304.S004 ACK LETTER 

Attachments: K130304.S004 ACK LETTER.pdf 
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c·~t'E DEPARTMENT o• HEALTH & HUMAN SER\1CES 

•Y~l~ 

-<-::-":--:,q-,.~{; 

May 27, 2014 

THE LARYNGEAL MASK CO.,LTD. 
C/O TELEFLEX MEDICAL, INC. 
2917 WECK DR 
PO BOX 12600 
RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 
ATTN: PAUL DRYDEN 

The additional information you have submitted has been received. 

Public Health Service 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl30304 

Product: LMA FAMILY OF AIRWAYS 

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.f da. gov/Medi ca] Devices/DeviceRegu]ati onandGuidance/GuidanceDocurnents/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
51 0(k)s. This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocurnents/ucm084365.htm. Please 
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 
51 0(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 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. f da. gov/ downloads/MedicalDevices/DeviceRegulati onandGui dance/GuidanceDocurnents/U CM3 13 794. pdf 
. In addition, we strongly encourage you to visit FDA's eSubmitter website at 
http://,vww.fda.gov/For1ndustry/FDAeSubmitter/ucm221506.htrn 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 
(30] )796-5640. 

Sincerely, 

5 lO(k) Staff 
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[)run 
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Si1vec Spring, l\ilD 20993 0002 
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the indications for use to inciudcc fvlR conditionai settings, 

have 
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T't'PE OF SUBM!SS!ON 
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Uvl/\ Fastrach'\' ETT Sing!c 
LfVl/'\ Supr(:\rnc ni 

OEVlCE TYPE 
·r"r'1e L.,\(;\Tt;: "L::~1rY1Ly ()f a.frv:ays inciu(ies 2 types of afr\Vt1\/s.: 

t~ G-,~nri(c;?.Hy r:eferrz~<1 to rts stJpraniotHc a.nd 

L.HA 

si Trachea! Tubes specifc use with the Ltvl/\ Fustr2c!, 'N device 

Th·e supra.Q!ott.ic air\V8)-iS ha_\/{; t2e-1;n and ccn.tinue-cJ to considerec1 Ck-1.ss -~ e-"J<EH-rlpt tT1ed\:al 
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2 devir/:1~ fct \!;1(1~ch \\'fl are ser:kinQ the san~~e ct1ar19e in incnca-Ucrns fer t]:Sf~ Hs condit/;:n.nL 

SUBNUTTER 
The LaiynqGa! fviask Cornpany Lin1itcd 

OFFICIAL CORRESPONDENT 

29'17 V\!(}Ck. C~d\lG 

P·,(). E~r;x 12()00 

y: rizzo(d}!ma na, cocn 

CO hlflD EhlTLl\UTY 
V\l~? f.Ctque:s.t as C)Uiiined under 
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Memo 

To· Mario Mendoza , 

F~m: Wolfgang Kainz t;l,ffe---t, ~ 
CC: H. Bassen, V. Krauthar«'er, T. Jvoods 

Date: 20 JAN 2014 

Digitally signed by Wolfgang N. Kainz-5 
DN: c=US, o=U.5. Government, ou=HHS, ou=FDA, 
ou=People, 0.9.2342.19200300.100.1.1 =1300202342, 
cn=Wolfgang N. Kainz -5 
Date: 2014.01.20 11 :08:36 -08'00' 

Re: K130304-S003 - Laryngeal Mask Company LMA Airways 
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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 

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 

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 - ! (b)(6) 

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 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." 

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov] 

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 
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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. 
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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/S001, 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> 
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I understand the issue, so I will try my best to get the IVlR consultant (w,10 is also critical) to be avai!abie today. 

Mario Mendoza, M.D. 
Medical Office;-

FDA/CDRH/ODE/DAGRID/ANDB 
10903 New Hampshire Avenue 

White Oak., l>ldg 66., Room 2.563 

Silver Spring, MD 20993 

Email: Mario.Mendoza@fda.hhs.gov 
Phone: 240.402..5121. 
THIS IVlLSSACiE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFOHMI\TION THAT IS PRIVILEGED, CONFIDENTIAi., AND 
PROTECTED FROM DISCLOSURE UNDER LAW. If vou are not the addressee, rn- a per·son authorized to deliver the document to the addressee, you ace ,1ereby 
notified that any ;-eview disclosure, dissemination, copying, or othe;- action based on the content of this communication is not authorized. If you have received 
this document in er-r-or·, please immediateiy notify us by email or teiep,1one found above. 
This communication is consistent with 2.1 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 forrnai 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 

Than!< you but according to your· email we must respond by 1/31, so there is not muccI lime. Also Ms. Paui is trave!ing and may not be availabie and it is critical 
that she is part of the cal!. 

Paul 

Always '.Nith a handshake; 

Paul Dryden 
ProMedic, Inc. 
24301 \i\ioodsage Dr. 
Bonita Springs, Fl. 34134-2958 
T - +2.39-498- 2155 

M -L_ _______ (b)(6) ·-·-·-·-·-i 
F -· + 2:39 -236-0354 
E ·••· drydenp@promedic.cc 

'The information contained in t:1is message :nay be privileged, confidentiai, and protected from disciosure. It you a~e not t:1e intended recipient, or an en:ployee, or <.1gent :esponsibie for deliverin~1 this 
message to the intended recipient, you are hereby notified that any dissemination, distribution, or copyinq of this communication is strictly prohibited. !f you have receiv·ed this cornrnunicat!on in error, please 
not.if/ us immediateiy by :eplying to the message and deleting from your corn put.er. Additiona!ly. even if the intended recipient, any dissemination. distribution, or copying of this communication may stiil be 
prohibited if not previously understood and/or agreed upon by sender." 

From: Mendoza, Mario [mai lto: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 wili do my best to accommodate the limes for today, I will need to have the MR consuitant invoived in the conversation. Once I can conlirni with the MR 
consultant., then I will confirm with you for- today or for late, in the week. 

Mario Mendoza, M.D. 
Medicai Officer 

FDA/CDRH/ODE/DAGRID/ANDB 
10903 I\Jew Hampshi;-e Avenue 

White Oak, Bldg 66, Room 2563 

Silver Spring, MD 20993 

Email: Mar'io.Mendoza(c:vfda.hhs.gov 
Phone: 240.402.5121 
THIS MESS,\GE IS Ir~TrnDED FOR THE USE OF THE PARTY TO WHOM IT IS 1\DDRESSED N~D MAY CONTAIN INFORMATIDr~ THAT IS PRIVILEGED, CONFIDENTl,\l., /\ND 
PROTECTED FROM DISCI.OSUFU:. UNDrn l..l\W. If you ar·e not the addressee, or a person authorized to deliver the drn:ument to the addressee, you ate hereby 
notified that any review disclosure, dissemination, cop'(ng, or other action based on the content of this communication is not authorized. If you have received 
this document in ecco,, please irnrnediateiy notify us by email or- te!ephone found above. 
This communication is consistent with 21 CFR 10.85(!<) and constitutes an informal communication that represents my best judgment at F1is time but does not 
constitute an advisory opinion, does not necessarily ;-epr·esent the forrna! position of FD.I\, and does not bind or- otherwise obligate or cornrnit the agency to the 
view expressed, 
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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Collins, Virginia * [Virginia.Collins@fda.hhs.gov] 
6/3/2014 6:03:15 PM 
drydenp@promedic.cc 
DCCLetters [DCCLetters@fda.hhs.gov] 
K130304 SE letter 
K130304.pdf 
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Teleflex MedicaL Inc, 
c/o Pau! Dryden 
Regulatory Consultant 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

Re: Kl30304 

May 30, 2014 

Food and Drusi Admini;;!rntion 
I H903 New H;mpshin; A v~nuc 
Document Contwl Ccni¢r - W066-G609 
Silver Spring, MD 20993-0002 

Trade/Device Name: LMA Unique, LMA Classic, LMA Classic Excel, LMA Flexible, 
LMA Flexible Single Use, LMA ProSeal, LMA Fastrach Single Use, LlvlA. Fastrach ETT, 
UV1A Fastrach ETT Single Use, LMA Supreme 

Regnlation Number: 21 CFR 868.5730 
Regulation Name: Tracheal Tube 
Regulatory Class; Class II 
Product Code: BTR, CAE 
Dated: May 23, 201-4 
Received: May27, 2014 

Dear Mr. Dryden: 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device 
referenced above and have dete1111ined the device is substantially equivalent (for the indications 
t'i:)r 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 (P!vlA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
genera! 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 re lated to contract liability 
"varranties. We remind you, however, thai device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class 11 (Special Controls) or class Il1 (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. [n addition, FDA may 
publish further announcements concerning your device in the Federal Ree:ister, 
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Page 2 - Ivlr. Dryden 

Please be advised that FDA 's issuance of a substantial equivalence determination does not mean 
that FDA has made a detern1ination that your device complies ,vith other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
ccwnply with all the Act's requirements, including, but not limited to: registration and listing (2 l 
CFR Pa.it 807); labeling (21 CFR Part 801 ); medical device repmting (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 l 000-1050, 

If you desire specific advice for your device on our labeling regulation (2 l CFR Part 801 ). please 
contact the Division of Small Jvlanufacturers, International and Consumer Assistance at its toll­
free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http:/1\w,;\v.fda.gov/lvledicalDevices/ResourcesforYou/Industrv/defaulLhtm. Also, please note 
the regulation entitled, "Mis branding by reference to premarket notification" (2 l CFR Part 
807.97). For questions regarding the reporting of adverse events under the Iv1DR regulation (21 
CFJZ Part 803), please go to 
http:/iwvrw.fda.e.ov/Mcdica!Dcvices/Safety/ReportaProblem/defaulthtm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance, 

You may obtain other general information on your responsihi!ities under the Act from the 
Division of Small !'vfanufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (JO 1) 796-7100 or at its fnternet address 
http://wv,iw.fda.£ov/fvledicalDevices/Resourcesfi.)rYou/!ndustrv/dcfi.1ult.htm. 

Enclosure 

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 
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• 

510(k) Number: 

Device Name: 

Indications for Use: 

Indications for Use Statement 

Kl 3o3o4 (To be assigned) 

LMA Unique™ 
LMA Classic™ 
LMA Classic Excel™ 
LMA Flexible™ 
LMA Flexible™ Single Use 
LMA ProSeal™ 
LMA Fastrach ™ Single Use 
LMA Supreme™ 

Page 1 of 1 

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 
(Part 21 CFR 801 Subpart D) 

or Over-the-counter use 
(2 I 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 06.2 
PDF PAGE 40 of 263 
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510(k) Number: 

Device Name: 

Indications for Use: 

Indications for Use Statement 

K130304 (To be assigned) 

LMA FastrachTM ETT 
LMA Fastrach™ Single Use 

Page 1 of I 

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 
(Part 21 CFR 801 Subpart D) 

or Over-the-counter use 
(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) 

Todd1~J:~~~p 
2014t/L~~: • 
-0410 1 ~ •• 

PDF PAGE 41 of 263 
Page 06.3 
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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 

PDF Page 1 of 197 
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for the LMA Supreme, Size 5 
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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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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 '--_ __,(l?.!l~<-) ------' 

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

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



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 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." 

From: Mendoza, Mario [mailto:Mario.Mendoza@fda.hhs.gov] 

Sent: Wednesday, January 29, 2014 5:17 PM 

To: Paul Dryden 

Subject: K130304/S003 

Dear Mr. Dryden: 
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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. 
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Mario R, Mendoza, rvtD., IVlS 
Medicai Officer 
CDRH/ODE/DAGRID/ANDB 
WO66, Room 2563 
Office: (240) 402--512.1 
Ma,·io.Mendoza@Jfda.hhs.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 

Thank you and changes/ edits noted, 

Paul 

Always with a handshake, 

Paul Dryden 
ProlVledic, Inc. 
24301 Woodsage Dr, 
Bonita Springs, FL 34134-2958 
T (office) - +239-498-2.155 

M ·!,_ ________ (b)(6) _________ ! 
F - + 239--236-0354 
E --- drydenp@promedic.cc 
'Web --- www.promedic.cc 

"The information contained in this n1essage n:<.1y be privileged, co1:fidenti2.i, and protected from ciisciosui-e. If you 2.:e not the intended recipient, or an employee, 01· agent ~esponsibie tor delivering this 
rnessage to the intended recipient, you are hereby notified that any dissemination, distribution, or copying of this communication is strictly prohibited. !f you have received this corrnnunication in error, please 
notify us ir:imediate!y hy replying to the message and deleting from your computer. Additionaily, even if the intended recipient. any dissemination, dist:ibution, or copying of this communication may sti!I be 
prohibited if not previously understood and/or aqreed upon by sender." 

From: Mendoza,Mario[mailto:Mario.Mendoza@fda.hhs.g_ov] 
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. 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 09 - Class III 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 III device) 

The proposed devices, LMATM airways, are not claiming equivalence to a Class III 
device, therefore the summary and certification is not required. 

Page 09.1 
PDF PAGE 49 of 263 
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Mr. Dryden, 

\Ne an:! In reC!~ipt of vour n:-sponsi~. 
Thank you, 

Mario Mendoza, M.D. 

IVledica! Officer 

FDA/CDRH/ODE/DAGRID/ANDB 

10903 New Hampshir·e Avenue 

White Oak, Bldg 66, Room 2563 

Silver Spr·ing, MD 20993 

Email: Mar'io.Mendoza@fda.hhs.gov 
Phone: 240.402.5121 
THIS MESS.t\GE IS INTHJDED FOR THE USE OF THE PARTY TO WHOM IT IS .t\DDHESSED .t\ND MAY CONTAIN INFORMATION THAT IS PBIVILEGED, CONFIDENTIM., AND 
PROTECTED FROM DISCLOSURE UNDER LAV'·/. If you are not the addressee, oc a person authorized to deliver the document to the addressee, you ar·e hereby 
notified that any review disclosure, dissemination, cop'(ng, or other action based on the content of this communication is not authorized. If you have received 

this document in eccoc, please irnmediateiy notify us by email or· teiephone 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 ;-epr·esent the forrna! position of FD.t\, 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- inte;-active review questions of 1/27 and l/29/14 for KD0304. 

Shou!d you have any questions please advise. 

Piease confirm receipt. 

Paul 

Always '.Nith a handshake; 

Paul Dryden 
ProMedic, Inc. 
24301 \i\ioodsage Dr. 
Bonita Springs, Fl.34134-2958 
T (office) -· +239--498-21.55 

M - [_ _________ {b )(6) -·-·-·-·-_: 
F -- + 2:39 -236-0354 
E ---· drydenp@promedic.cc 
Web ---www.promedic.cc 

'The information contained in this rnessage may be pr!vileqed, confiden'liai. and protected from d!sc!osure. !f you are not the intended recipient, or an employee, or aqent responsibie for del!v·ering this 
message to the intended recipient, you am hereby notified that any dissemination. distribution. or copying oft.his co:r:rr:ur.ication is strictly p:ohibited. !f you have received this communication in error. please 
notify us irrnned!aleiy by replying to the rnessage and deleting from your cornputer. .Additiona!ly, even if the intended recipient, any dissemination, distribution, or copying of this cornm:.m!calion may stiil be 
prohibited if not previously understood and/or agreed upon by sender." 

From: Mendoza, Mario [mai lto: Ma rio.Mendoza@fda.hhs.gov] 
Sent: Wednesday, January 29, 2014 5:17 PM 
To: Paul Dryden 
Subject: K130304/S003 

Dear Mr. Dryden: 
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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 . 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics 

510(k) #: K130304 

lead Reviewer: Mario Mendoza 

Branch: ANDB 

Contains Nonbinding Recommendations 

Acceptance Checklist 
for Traditional 51 O(k)s 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

Date Received by DCC: September 3, 2013 

Division: DAGRID Center/Office: CDRH/ODE 

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

1) Is the product a device (per section 201 (h) of the FD&C Act) or a combination product (per 21 CFR 3.2(~}) 
with a device constituent part subject to review in a 51 O(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? 

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 
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 51 O(k) submission? 

If a 510(k) does not appear to be appropriate (e.g., Class Ill type and PMA required, or Class I or II type and 510(k)­
exempt), you should consult with the CDRH 51 0(k) Program Director or appropriate CBER staff during the 
acceptance review. If 51 0(k) is not the appropriate regulatory submission, mark "No." 

Comments? 

Page 1 of 11 
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X 

X 

last Update: 01/11/2013 

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

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



5) Is there a pending PMA for the same device with the same indications for use? 

If yes, consult division management and the CDRH 51 0(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;l/www.fda.gov/!_CECU 
EnforcementActions/ Application I ntegrityPol icy/ucm 134453.htm 

Comments? 

If the answer to 1 or 2 appears to be "No," then stop review of the 51 O(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 appropriateCBERstaff. 
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. 

X 

X 
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1) Submission contains a Table of Contents X 

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

3) All pages of the submission are numbered. X 

4) Type of 51 O(k) is identified (i.e., traditional, abbreviated, or special) X 
Comments? 
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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 
(Form 3514) or 51 0(k) cover letter): 

a) Device trade name or proprietary name 

b) Device common name 

c) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion 

3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also _21 
CFR 801.109). 

4) Submission contains 510(k) Summary or 51 0(k) Statement 

a) Summary contains all elements per 21 CFR 807 .92 (See also 510(k) Summary Checklist; 

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. 

6) Submission contains Class Ill Summary and Certification. See recommended content. 

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 51 0(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 51 0(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) 
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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
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; 
and/or how the device interacts with the patient. 

c) A list 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. 

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

C. Substantial Equivalence Discussion 

14) Submitter has identified a predicate device. 

a) Predicate's 51 O(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 51 O(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 Use 

b) Technology, including features, materials, and principles of operation 
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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 
of safety and effectiveness {see section 513(i)(l)(A) of the FD&C Act and 21 CFR 807.87(f)) 

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 51 0(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 Subpart D 

X 

X 

X 

Comments? 

I (b)(4) I 
•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

18) If indicated for prescription use, labeling includes the prescription use statement (see 21__CFR 
801.109(b)(1)) or "Rx only" symbol [See also Alternative to Certain Prescription Device Labeling 
Requirements] 

19) General labeling provisions 

20) 

a) Labeling includes name and place of business of the manufacturer, packer, or distributor 
(21 CFR801.1). 

b) Labeling includes device common or usual name. (21 CFR 801.61) 

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. 
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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 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, 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 (EO) 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 multiple 
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: 
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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) lfthere 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 shelf 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. 

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

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.) 
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31) Biocompatibility assessment of patient-contacting components 

Submission includes: 

Test protocol (including identification and description oftest article), methods, pass/fail criteria, 
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. 

X 

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. 
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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 2J __ Cf_fl_S!M!_.JOlbUl2}} 

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. 
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Decision: C Accept (e:• Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant in writing and include a copy of this checklist. 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(digital signature 
optional)* 

Division Sign-Off 
(digital signature 
optional)* 

Mario Mendoza -S 
2013.09.03 11 :34:11 --04'00' 

Lester W. Schultheis Jr 
2013.09.04 10:38:09 -04'00' 

T <_iashri Puro4h-Sheth, M.fl 
Clmii..·al Deputy Dke..:tor 
DAGRID 

Tejashri S. 
Purohitsheth -5 
2013.09.04 12:18:06 
-04'00' 

* Branch and Division review of checklist and concurrence with decision required. 
Branch and Division digital signature optional. 
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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Suantak, Ngocinthawng * [Ngocinthawng.Suantak@fda.hhs.gov] 
9/10/2013 3:16:05 PM 
drydenp@promedic.cc 
DCCLetters [DCCLetters@fda.hhs.gov] 
K130304/S002 Ack Letter 
K130304.pdf 
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c·~t'E DEPARTMENT o• HEALTH & HUMAN SER\1CES 

•Y~l~ 

-<-::-":--:,q-,.~{; 

September 10, 2013 

THE LARYNGEAL MASK CO.,LTD. 
C/O TELEFLEX MEDICAL, INC. 
2917 WECK DR 
PO BOX 12600 
RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 
ATTN: PAUL DRYDEN 

The additional information you have submitted has been received. 

Public Health Service 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl30304 

Product: LMA FAMILY OF AIRWAYS 

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 paii 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://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
51 0(k)s. This guidance can be found at 
http://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please 
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 
51 0(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 Drng 
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 inforniation 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:/ /,V\VW. fda. gov/ downloads/MedicalDevices/DeviceRegulati onandGui dance/GuidanceDocuments/U CM3 13 794. 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. 

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 
(30 l )796-5640 . 

Sincerely, 

5 lO(k) Staff 
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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 

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 work for me. 

Conference call information 

Toll free: (b)(4) 

In tern a tional Access: [ _____________ (b)(4) _____________ i 

Conference Code: [ ___________ (b)(4) _________ ___! 

Liz Paul I Director, RA/QE Anesthsia/Respiratory Teleflex I Office: 919-433-8076 
Cell: l_ ____________ (b)(6) ____________ J 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/S003 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 
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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@teleflex.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 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 

ProMedic, Inc. 

24301 Woodsage Dr. 

Bonita Springs, FL 34134-2958 

T - +239-498-2155 

M - i (b)(6) 

F - + 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." 
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Premarket Notification 510(k) LMA MR Conditional 
Section 8 - Truthful and Accuracy Statement 

~ 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. 

l __ s" ____ (wb) ( G) 
uaron ong 

Regulatory Affairs Manager 

01-Feb-13 

PDF PAGE 48 of 263 
Page 8.1 
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K130304 

510(k) Summary 

PDF Page 34 of 46 
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From: Terry 0 . Woods, Ph.D. Te r ry O (< }b"U⇒FDA.bUtPeoo 
WO 62-2116 Woods 00.1. 1 =1300085350 

Date: March 14, 2013 

Re: K130304 Laryngeal Mask Company LMA Airways MR induced force, torque, and 

artifact testing and labeling 
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Premarket Notification 51 0(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 

20.4 Test Report LMA Flexible™ 44 

20.5 Test Report LMA Fastrach™ ETT 79 

20.6 Test report LMA Supreme™ 114 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 20 - Performance Testing - Bench 

20.1 Background of Bench Testing 

The LMA TM airway products are very similar in the design, materials of construction and 
function. 

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

• LMA ProSeal™ 
• LMA Fastrach™ ETT 
• LMA SupremeTM 
• LMA Flexible™ 
• As noted above the LMA Classic™, LMA Unique™, LMA Classic Excel™, and 

LMA FastrachTM 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 F2502-06el requirements, one can 
justify that the LMA ClassicTM, LMA UniqueT""1, LMA Classic ExcelTM, and LMA 
FastrachTM Single Use would also meet the requirements. 

20.2 Summary of ASTM F2052-0el Testing 

Testing was performed for 
l. Static Magnetic Field - deflection 
2. MRI-related heating 
3. Artifact Information 

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 

PDF PAGE 114 of 263 Page 20.2 
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Premarket Notification 51 0(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: 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 20 - Performance Testing - Bench 

LMA Classic Exce}TM 

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: 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 20 - Performance Testing - Bench 

LMA Flexible™ 

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: 
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Premarket Notification 51 0(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: 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 20 - Performance Testing - Bench 

LMA SupremeTM 

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: 
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Premarket Notification 51 0(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 
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REPORT 
Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla 

for the LMA ProSeal, Size 5 

·-·-·-·-·-·-·-·Pr_oie_ct_Cond.ucted_bv: ___________________ _ 

06/09/10 

Presented to: 
Sharon Wong 

Regulatory Manager 
The Laryngeal Mask Company (Singapore) Pte. Ltd. 

35 Joo Koon Circle, 4th Floor 
__ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-S i n q a po re . 6 2 9 _11 0 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Presented to: 
Sharon Wong 

Regulatory Manager 
The Laryngeal Mask Company (Singapore) Pte. Ltd. 

35 Joo Koon Circle, 4th Floor 
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REPORT 

Evaluation of Magnetic Field Interactions, Heating, and Artifacts at 3-Tesla 
for the LMA Supreme, Size 5 

·-·-·-·-·-·-·Project_ Conducted by: __________________ _ 

06/07/10 

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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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Suantak, Ngocinthawng * [Ngocinthawng.Suantak@fda.hhs.gov] 
9/10/2013 3:11:01 PM 
drypenp@promedic.cc 
DCCLetters [DCCLetters@fda.hhs.gov] 
K130304/S002 Ack Letter 
K130304.pdf 
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c·~t'E DEPARTMENT o• HEALTH & HUMAN SER\1CES 

•Y~l~ 

-<-::-":--:,q-,.~{; 

September 10, 2013 

THE LARYNGEAL MASK CO.,LTD. 
C/O TELEFLEX MEDICAL, INC. 
2917 WECK DR 
PO BOX 12600 
RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 
ATTN: PAUL DRYDEN 

The additional information you have submitted has been received. 

Public Health Service 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl30304 

Product: LMA FAMILY OF AIRWAYS 

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 paii 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://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
51 0(k)s. This guidance can be found at 
http://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please 
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 
51 0(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 Drng 
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 inforniation 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:/ /,V\VW. fda. gov/ downloads/MedicalDevices/DeviceRegulati onandGui dance/GuidanceDocuments/U CM3 13 794. 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. 

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 
(30 l )796-5640 . 

Sincerely, 

5 lO(k) Staff 
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Premarket Notification 51 O(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 
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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, 20 l J 

fDACDRHDMC 

SEP O 5 2013 

Received .j 

Subject: K 130304 - Response to Refuse to Accept for LMA Airways for 
MR Conditional use 

Dear Dr. Mendoza: 

Th is is response to the Refuse to Accept e-mail of9/4/ l 3 for K 130304. 

cCopy STATEMENT 

Teldlm,: lntorr,(lrato<i 

;:.t:11 ·i O/:feck Drive 
P.C. Box 12GOO 
Research T nangle f'erK 
NC 2T7D9 
USA 

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 (I) CD eCopy and one ( l) 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 inc should you have any questions or require any additional information. 

Sincerely, 

(b)(6) 
Paul Dryden 
Regulatory consultant for Teleflex Medical 

Page 1 of 17 
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Table of Contents - Summary of Refuse to Accept items 

Topic 

D (l 7)(a) - Labeling Indications for Use 

Attachment# I - Indications for Use statement 

Attachment# 2 - 510(k) Summary 

Page 2 of 17 
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4 

l) 
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D 17 J~!) - La hcling and Indications for Use 
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Attachment# 1- Indications for Use statement 

We have included Indications for Use statements for the following Uv1A products. 

• LMA ClassicTM (reusable) 

• LMA Classic ExccP·M (reusable) 
• LMA FlexiblcTM (reusable) 

• LMA FlexibleTM Single Use 

• LMA UniqueT1
\
1 Single Use 

• LMA ProSe.ilTM (reusable) 

• LM;\ Fastracl,TM ETT (reusable) 
• LMA Fastracl,TM Single Use 
• LMA Fastrach·r.-,1 ETT Single Use 

• LMA SupremeTJ\.I Single Use 

Page 4 of 17 
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Indications for Use Statement 
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Indications for Use Statement 
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Indications for U.sc Statement 
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Indications for Use Statement 
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Attachment# 2 - 5IO(k) Summary 

Page 9 of 17 
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Premarket Notificalion 51 O(k) 
51 O(k) Summary 

,----------------------------5~1_0(1~) Snmm:arv 

LMA MR Conditional 

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

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

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

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

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

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

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

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

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



Premarket Notification 51 O(k) 
Section 17 - Biocompatibility 

17 Biocompatibility 

17.1 Materials in Patient Contact 

PDF PAGE 108 of 263 

LMA MR Conditional 

2 

Page 17.1 

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

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



Premarket Notification 51 O(k) 
Section 17 - Biocompatibility 

17.1 Materials in Patient Contact 

LMA MR Conditional 

This submission does not relate to any change in materials for the LMA TM 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 l exempt predicate LMATM 
airway devices or the Class 2 LMA FastrachTM ETT and LMA FastrachTM ETT Single 
Use. 

Page 17.2 
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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 

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 8:36 AM 

To: Mendoza, Mario 

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

24301 Woodsage Dr. 

Bonita Springs, FL 34134-2958 

T - +239-498-2155 

F - T 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." 
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Premarket Notification 51 O(k) 
Section 15 - Proposed Labeling 

Labeling 15 

15.1 

15.2 

15.3 

Promotional Information 

Other information --

Proposed Labeling 

PDF PAGE 104 of 263 
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COVER SHEET MEMORANDUM 
Food and Drug Administration 

Office of Device Evaluation & 
Office of In Vitro Diagnostics and 

Radiological Health 
11111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111-

NOTE: This form is REQUIRED for holds and for final decisions. 

Reviewer Name Mario Mendoza, MD 

51 0(k) Number K130304/S004 

Please list CTS decision code: SE - Substantially Equivalent 

D Hold (Additional Information or Telephone Hold) Hold Date 

~ Final Decision (SE, SE with limitations, NSE (select code below), Withdrawn, etc.) 

D Incomplete Response - Convert Supplement to Amendment (attach email sent to firm) 

0 Add to File 

(review staff should follow the instructions and complete the memo/routing sheet at: 
http://eroom.fda.gov/eRoom/CDRH3/CDRHPremarketNotification51 0kProgram/0 3bba7. 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 

Class: 

Regulation Number: 

Product Code: 

II 

868.5730 

BTR 

Additional Product Codes: CAE 

Please complete the following for a final clearance decision (i.e, SE, SE with limitations, etc.) 

Indications for Use Page (Attach !FU) 

51 0(k) Summary or 51 0(k) Statement (Attach Summary) 

Truthful and Accurate Statement (Must be present for a Final Decision) 

Is the device Class Ill? 

Is this a combination product? 

Is this device intended for pediatric use only? 

Is this a prescription device? (If both prescription & OTC, check both boxes.) 

Is clinical data necessary to support the review of this 51 0(k)? 

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.) 

Does this device include an Animal Tissue Source? 

All Pediatric Patients age<= 21 

YES 

X 

X 

X 

X 

X 

X 

X 

X 

X 

X 
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Neonate/Newborn (Birth to 28 days) 

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) 

Branch Chief Sign-Off 

Division Sign-Off 

odd D. Courtney -S 
2014.05.30 09:57:17 -04'00' 

Tejashri S. Purohitsheth -5 
Clinical Deputy Director 

<fejasftri Puroftit-Sktli;, :'AUD. DAGRID/ODE/CDRH 

2014.05.30 13:22:13 
-04'00' 

X 

X 

X 

X 

X 

X 

X 
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The laryngeal Mask Company limited 

lMA TM Airways 

OFFICIAL CORRESPONDENT 
Kate Rizzo 
c/o Teleflex Medical, Inc. 
2917 Weck Drive 
P.O. Box 12600 

TRADITIONAL 510(k) 

5-Feb-13 

Binder 1 of 1 

Research Triangle Park, NC 27709 

Tel: 858-622-5621 
Fax: 919-433-4996 
E-mail: krizzo@lmana.com 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 14 - Substantial Equivalence Discussion 

14 Comparison to Legally Marketed Predicate Devices 

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 5 

14.4 Non-clinical Comparative Performance and Specifications 7 

14.5 Predicate Information 7 

Page 14.1 
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Premarket Notification 51 O(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: 

• LMA 
• LMA airway devices 
• 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™ 

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

The supraglottic airways have been and continued to be considered i (b)(4) i 
1--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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;1is considered a Class 2 device, for which 
we are seeking the same change in indications for use as MR conditional. 

Page 14.2 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 14 - Substantial Equivalence Discussion 

Table 14.1 = Comparison to Predicates: CAE Classification 

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 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 14 - Substantial Equivalence Discussion 

Table 14.2 ---- Comparison to Predicates= BTR Classification 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·----·-·--·---·--·-·-·--·-·---··--·---·-·-·--·--- --·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 14 - Substantial Equivalence Discussion 

14.3 Substantial Equivalence Comparison to Predicates 

Discussion of Classification - CAE 

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

Indications -
• 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™ 

• 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 -
• Identical to predicate- LMA Unique™, LMA ClassicTM, LMA Classic Excel™, 

LMA Flexible TM, LMA Flexible TM Single Use, LMA ProSealTM, LMA Fastrach™ 
Single Use, and LMA Supreme™ 

Discussion: There are no differences in technology between the devices . i (b)(4) i 
r-·----------------------TbH4r-·----------------------i L-------------· 

Materials -
• There have been no changes in materials 
Discussion: There are no differences in materials between the devices i (b)(4) ! [--------------------(bf (4r·---------------·-i L----------------------------· 

Environment of Use -
• 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 
• Complies with ASTM F2502-06el 
Discussion: Testing has been performed according to ASTM F2052-06el for 
deflection in a 3.0 Tesla environment. 

(b)(4) 
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Discussion of Classification - BTR 

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

Indications -
• Identical to predicate- LMA Fastrach™ ETT and LMA Fastrach™ ETT Single 

Use 
• 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 -
• Identical to predicate LMA FastrachTM ETT Reusable- K991580 and LMA 

Fastrach™ ETT Single Use -K051993. 
Discussion: There are no differences in technology between the devices. 

Materials -
• There have been no changes in materials 
Discussion: There are no differences in materials between the predicate LMA 
FastrachTM ETT Reusable- K991580 and LMA FastrachTM ETT Single Use -
K051993. 

Environment of Use -
• 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 
• Complies with ASTM F2502-06el 
Discussion: Testing has been performed according to ASTM F2052-06el for 
deflection in a 3.0 Tesla environment. 
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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 F2502-06el. 

Bench testing per ASTM F2502-06e1 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) 
; 
; 

I (b)(4) 
; 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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 
LMA TM devices. 

• LMA ProSeal™ 
• LMA Fastrach™ ETT 
• LMA SupremeTM 
• LMA Flexible™ 
• As noted above the LMA Classic™, LMA Unique™, LMA Classic Excel™, and 

LMA FastrachTM 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 F2502-06el requirements, one can 
justify that the LMA ClassicTM, LMA UniqueT""1, LMA Classic ExcelTM, and LMA 
Fastrach™ Single Use would also meet the requirements. 

14.5 Predicate Information 

• LMA Classic™ - K904834 
• LMA FastrachTM ETT Reusable- K991580 
• LMA FastrachTM ETT Single Use- K051993 
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LMA ClassicTM - K904834 

Device Classification Name 

510(K) Number 

ainvay, oropharyngeal, anesthesiology20 

K904834 

Device Name 

Applicant 

Contact 

Regulation Number 

Classification Product Code 

Date Received 

Decision Date 

Decision 

INT A VENT LARYNGEAL MASK 

INT A VENT INTL. S.A. 
st. andrews, abney ct dr. 
boume end, bucks sl8 5dl 
england, 

brain 

868.511021 

CAE2 
2--

10/24/1990 

07/26/1991 

substantially equivalent (SE) 

Classification Advisory Committee Anesthesiology 

Review Advisory Committee Anesthesiology 

Type Traditional 

Reviewed by Third Party 

Combination Product 

No 

No 
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LMA Fastrach™ ETT Reusable - K991580 
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Premarket Notification 51 O(k) 
Section 14 - Substantial Equivalence Discussion 

FEB 4 2000 

Attachment 1 

51 O(k) Summary 

§807.92(a)(1) 

Submitter's Name: 

LMA MR Conditional 

C L. McIntosh & Associates for The Laryngeal Mask Company Ud. 

Submitter's Address: 
12300 Twinbrook Parkway 
Suite625 
Rockville, MD 20852 

Submitter's Telephone Number: 
(301) 770-9590 

Contact Person. 
Robert L Sheridan 

Date of Preparation: 
April 5, ·1999 

§807 .92la)(2) 

Trade/Proprietary Name. 
ILM Endotrachea! Tube (ILM ETT) 

Common/Usual Name: 
Endotra.chaa! Tuba 

Classification Name: 
Tracheal Tube 

§807.92(a}(3) 

Legally Marketed Predic.;ite Device: 
Eummedica.!™ ILM (Intubating Laryngeal mask) 100% Silicone Wire­
Reinforced Endotracheal Tube 

§807.92(a}(4) 

Description of Subject Device.· 
The !LM ETT is a straight, cuffed, wiHHeinforced tracheal lube, with 
a Murphy Eye It is available in a three sizes with inlemal diameters 
of 70mm, 7.5mm and 8.0mm. 
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The airway tube is made from silicone and features a stainless steel 
reinforcing wire to prevent kinking or ocdusioo of the tube, The tip of 
the tube is molded from a softer grade of sihcone for passage thml1gh 
the vocal c-0,ds, The airway tube features an inflatable silicone cuff 
tor sealing the tube in the trachea. The lip of the ILM ETT is beveled 
in two directions to aid passage of the lube through the trachea. 

Depth markings are printed on the a'irway lube {in centimeters). 
These indicate lhe distance to !he distal tip of the tube. The tube also 
has a printed black line lo indicate ils caudal surface. 

The ILM ETT features a small diameter silicone tube connected lo a 
pUot balloon with a luer check valve for inflation of the cuff. 

The ILM ETT can be connected to the anesthesia circuit by a 
removable 15mm standard male connector which conforms to 
1$05356-1 {1987). A connector is supplied with each !LM ETT 

The ILM ETT is designed lo be compatible with the LMA-Fastradl (an 
oropharyngeal airway). To ensure compatibility, a marker line 
indicates when the tube passes through the LMA~Fastrach, In 
addition, the inflation line is mounted close to the rear of the !LM ETT 
to ensure unobstructed passage of the tube through the LMA· 
Fastrach. 

Statement of Intended Use. 
The ILM ETT is indicated for airv,ay management by oral intubation 
of the trachea, 

§807.92(a){6) 

Comparison with Predicate Device, 

The llM ETT and the Euromedical Siticone Wire,.Reinforced 
Endotra.ctwal Tube have identical performance and with the 
exc.eption of the labeling, they are the same device, The two devices 
use the same materials and are dimensionally identical. They are 
molded and assembled in the same manufacturing plant to the same 
speclficalions (except fof the la.beling}. The differences in the !abel1ng 
are limited to changes in the company delails, product names and 
attempts to make the Instructions for Use more readable. 
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PEPARTMENTOF HEALTH &HUMAN SERVICES 

FEB 4 2000 

Mr. Robert L. Sheridan 
The Laryn,:;ieal Ma.sk Cr)mpany Ltd. 
c/o C.L. McIntosh, Associaces, Inc. 
12300 'fwinbro·0k Parkway1 Suite 625 
Rockville, MD 20852 

Re: K991580 
ILM Endotrache,d Tube 
Regulatory Class: II (two) 
Product Code: 7 3 BTR 
o,,ted: Nl<>vember 5, 1999 
Received: November 8, 1999 

Dea.t !fr. Sherida.n: 

LMA MR Conditional 

F-000 a,t'Kf Drug AdmlnimtatlO<'I 
9200 CorPQfate Boulevard 
Rod(villl& MO 20050 

We have revi.ewed your Section SlO(k) notification of intent to market 
the device referenced above and we have determin;;,d nie d,;,vic,:, is 
substantially equivalent (for the indic■ tiona fer use stated in the 
enclosure} to legally marketed predicate device., marketed in 
lntin:.stat.e com!N.erce prior to Mirq 28, 1976, the enactment date of t.he 
M{:tdi cal De'-.ri(;e Arner~d:rn~nt.$ t oi: ti:_} d~;'-.rfr..~es thQ:t. have been recla.s.sifi.ed 
in cl:(~ccrdanc~ -~-.:'it.h the p:t<)V-Lti.<)O.~ <)f the Federal Food,, D:t:ugi and 
Cosmetic Act {Act). You may, t.henafore, ma:rkat the da,vice, subject to 
the germral cont ro.ls provisions of the Ace The genen,l controls 
provi:sions of the Act include requirements f<:n ?.Urn'"al. n,g1strat:ion, 
listing of devices, good manufacturing practice, labeling, and 
pt>?hibitions against misbrarrding and adulteration. 

If y"Ottr device is cla.ssified {,s,ee above) into either class 11 (Special 
Controls} or· class JII CPremarket Apprtrval) 1 it may be .subject t.o t1ui:-~h 

a.dd.ition~l c:untrul~, t;,j(,,_i:::i liwJ u1djur. .r:eyulciLiun:;5 a.!fecting yc,l.~r. ;;:1ev.tce 
can be found in the Code ot Federal Regulation ■, Title 21, Parts BOO 
to 895. A sllbst.ant ia:t .ly eqtd. val.eat d·et.f!.rmination as.sum.es complia:n::>f:~ 
with thEJ C1.}.rrent Good Manufacturing Practice requit·ement.s, as set. 
f o.r.th in the o~Jali t y System Regi~l .. i::tt:.i.on (QS f fer t'1iedic.zl. De"'lices: 
·General regulation {21 CFR Part 820) and th,:1t,, th:r·.:::~l.gh p~~.r.iod.ic QS 
.insp.ections1• the Fcod and D-..t't..:i·IJ Aci-ni.nistt·at.inn {FDA) will verify .su~::h 
asss.u,rption~,, Failure to comply with th;o, GMP regul<1tion may result in 
r-eq:Jlat-01:y action~ In add.it.ion~ F'DA ~I'iay publish fu:rtheT .announcements 
concarnlng you~ device in the ?edecal Register. Please note: this 
respont;F~ :tc• your- p:r~~rkt:t n.c~tifLcat.ion submission d.oe,~- nl':}t affect any 
ob1.iga:tion you rniqht h.~ve 1.1nd,er., H-E:~(~t:.i(:n:;; 531 through 542 of th~ Act , 
fo.r d~vices LOJ.der the El~(:t.t:-on.iG Prociuct Fadlatiz:,:r: Cont.:r-<:"1l provisions 1 

or other Feder,~ :t J.a'i.\rs or. E~2qulat i-:)ns .. 
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Page 2 - Mt:. Robert L. Sheridan 

r.this letter will alltiw you t.o begin m2rketin.g your device .::ts d.r::scr.ibe,d 
i:a y<.r~.;r· $1{) (:k} pt·ernarket nGtificaticin~ 0i'h0 FDA findi:ng of substa,1tial. 
equivalence of your device t.c 21 legtdJy mo.:rket:i;sd pr~!.dieat<:: d~::vl..t":e 
results in a classification for yout devi~e and thus, permits your 
devic·e tc. p:r.oceed. to the market.. 

!f you desire specific advice for yosir devi.ce on oe1r labeling 
regulation (21 CFR Part B{ll and additi.onally 809.10 for in vitro 
diagnostic devices), ple:O . .$e cont.act t.h{:' Off.ice: of to:mpJ.i.r:1:r,ce i:3-t. 

{301) 594-4648. Addj_ti.onall)1, for quest.ions or; the prs:imotj_on and 
advertising of your device, pl·oo"se cont.t{C.t. tb·~ Offic~~ of C·()ro;pliancie at 
(301) 594-4639. Also, please note che zequlaticn enti.cled, 
~'M:isbl'5:adin,g by x·efer·ence to premqt"ket notificat.i,on~' {21 CFR 8(}7. ~Y1 ! . 
Other general information on your responsibill ti~~:;; un~_:h.:.!.t: the Act may 
be obt,ainec f.rom the Division •:>f Si::::.all Marn.-::.facture.cs As:2:i.st.ance at lts 
t,ol1~f;l;'~e nutnbe:c (800} 638-20 111 or (301} 443.~6597,f or at its internet 
address "http://www. fda. gov/cdrb/dsma./dsrnatt,,~ i.n. html". 

Enclosui:e 

,...k:ctr.s-'14 CU.;,.,J"4,s-L, fvr1 
Y11a M. Witten, Ph.D., M.D. 
Acting Pirectm;: 
Division of Cardiovascular·~-

Respiratory, and Neuro~ogic&l Devices 
Office of Device Evaluation 
Center for Device~ ,~n(.i 

Radiological Health 
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Section 14 - Substantial Equivalence Discussion 

Attachment 3 

Indications for Use Statement 

Applicant: 

510{k} Number (if known): 

Device Name: 

Indications for Use: 

The Laryngeal Mask Company ltd 

ILM Endotracheal Tube 

The ILM En<lotracheal Tubti is indicated for 
eiiwey management by oral intubation of the 
trachea, 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

{Per 21 CFH 801-109) 
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LMA Fastrach™ ETT Single Use - K051993 
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DEC 1 3 2005 

LMA Fas!rach"" FTT SU 

510(K} SUMMARY 

§µbmitter: 

US Am,nt for Submission 
And Contact Pen;ori; 

Common ~ 

DeVlcf Type and Class: 

Predicate Device: 

The La;yngen! Mask Company limited 
PO Box 221, Mahe, Seychelles 

Mr. Foster Boop 
LMA North America, lnc. 
4000 La Jolla Village Drive 
Sutte900 
S:.n Diego. CA 92122 
Phone 858-587-4025 

0-4 July 2005 

LMA Fastrach ,r-.1 ETT SU 

Reinforced lN,iChMI Tube (Cuffed) 

Rei11for1.,-ed Tracheal Tube Class I! BTR, 
21 CFR 888.5730 

.. Predicate 1: LMA. Fnstrach™ ETT already marketed In U1e USA under 
K.991500 

• Predicate 2: Sheridan Spiral-Flex ETT akeady marketed m the USA under 
K860105 

.. Predicate 3; Rusch Reinfon:;ed err already maiio;eled in USA under 
K990619 

" Predicate <I: Porte:-: mintorced UT aiready marketed in the USA 1.mder 
K032112 

The LMA Fastrachrn FfT SU 1s '1 stralght, cuffed, wire-reinforced, single use 
tracheal tube with a Murphy Eye The meta! wire spiral ,einforr.ement is !o 
provide kink-resistance This type of product Is typlca.lty used during operations 
where a high degree of flexlt1Wty is required from ttie tube. for· instance prone 
position. head and neck surgery. 

1 9 
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l!W Lwyngeal Mask_ f'..-Of11p;,lr1\' Limited 
UM F,mlrnci/"' ETT SU 

5jO(Kl SUMMARY 

The plastic material and the spring allow the tube to be easily bent In all direction 
The staioleas steel reinforced wire prevent kinking or occlusion of the tube. 

The cuff is intended to provide a sea.I against the trachea, ernmring that 
inspiratory and expiratory gasses are routed l:hrough the tube and not aUO\NO-d to 
escape to the patients up-per airway, thws preventing loss of ventilation I 
anaesthetl-c, and reducing the !ikellhood of any aspirated stomach· contents from 
entering the lungs. 

This '.einfor~d tracheal tube is a~atlab!e in size 6, 6 ?· 7.0, 7.5 arnl 8 Omni on\::(, 
A~d it is ctesigned to _b-e comratlble wtth the LMA Fasirncti°

1
M. LMA fastrad, ' 

Smgle Use and LMA CTra,::hr~ A1rwa.ys. -

lnteas.J~d Use: 

The LMA FastrachTM E.TT SU is intended to be used for oral intubation for airway 
management during anaesthesia, ille product rnaybe used whllm the patient's 
neck is likely to be moved or !foxed or the patient is in the prnne position so it.at 
a non..reinl"orced trachea! tube might become kinked. 

Technological Ch~racroristics ofth{l Proposed Vernus Pre-dicato Q!vi~S§.;. 

The propo...,;ed device Is substantiaUy equivalent to predicate 1 - LMA FastrachnJ 
ETT, in an <1$pects except the folbwings: 

• Ma:t.ariaL The prop-o~d device is identical in material to the tubing 
used in Predicate 2: Sheridan SpirnJ--F!ex FIT, Predicate 3: Rusch 
Reinforced ETT and Predicate 4; Podex minfon::-.ed EfT. 

• StRrUe. The propoi,ed device is a stmile single u~e device ,.,.ltuch is 
Identical to the Predicate 4- Potlex reinforced ETT and Predicate 2-
Sheridan Spiral-Flex ETT 

• Cuff. The proposed device is identical in material and de:,ian to iha! of 
Predicate 2- Sheridan $p!rnl-Flex ETT. '" 

2 0 
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510(K) SUMMARY 

Parfom;tl!l)QC I Clinical Oater: 

Clinical evaluation data is shown in Section 6, 

Cornparfaon of tne proposed device to the predieate device.s supports ttw, 
conclusion that the proposed device is substantially equivalent in safety ;irid 
et!ectiveness in its intended use to existing legally marketed devices. 
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Dfil'All1.'l\1ENT OF HEALTH & HUMAN SERVICES 

The Laryngeal Mask Company Limited 
C/0 Mc Fosler Boop 
Director, Technical Affairs 
Uv[A North America. lneorpornted 
<)360 'fownc C,,ntre Drive 
San Diegn. Ca!ifrmiia 92121 

Re,: K051993 

OEl l 3 2005 

'lrn<kil.kvice Name: L!vfA Fa,trad1r" ETT Single Use• 
Regulation Nmnbl.'.r: 868.5730 
R,'gu!ation N:mw: Tt,ichen! Tuhe 
Regulatory Class: H 
Product Cods,: BTR 
Dakd: Deccmh~r 2.. 2005 
Rr.cfr,·,,d: December 5, 2005 

LMA MR Conditional 

Public Himtth Service 

Food and Drug Adm'ini,;trattoo 
9200 Corporate Soul.wart! 
~ MD 20800 

We lmv,, revitwed y,mr Sect.ion 510(k) pKmarkel notificMion niintent to rrnlrkd 1ht ,kvac.,, 
refl.m::nced alxwe 1.md hav,: ,kterrnined th.: device is substantially eqtaivalent (for th~ 
in,lkations Jhr use ,,hn.d ia the endosmeJ to legally nrnrkekd rr~,dicak devices markeh:d in 
interstak commerce prior to May 28, 1976, the enactment date ()f die Medical Device 
:\n1enda~ents., ur {O d-i;;.vice;; that lwve bei·n .r~dw~sified in accorda.ne-e vi.th the provisions ,of 
the Fc,deral Food. Drug, ,md Cosm(,tic Acr {Act) tha! do no! require approval ,if a premarks:! 
,ipprova! applkatio11 (PMil.), Ymi 1tmy, therdi.m~. nwrl;.e\ the device, suhjecl io the general 
contrnts provisions of'the t-\cL Tbe getwrnl contrn!s provision., of the Act inehide 
r~~quJrern~~ntt1 h)r a.untrnl r~gistratio11. ~i£;ting of d.C\'itts) gond rnanut~cturing practice, 
labding, ,uH.l pwhibitwns against misbrnnding and aduiwrntimt. 

if your dtvlce is das.~;lfrcd ($C~ abuve J into e!the1 da~~ H tSptci.al (',otHtob) or da.s~ lH 
(P!vlA), i, may be; subj,xi to sucb filklilinn,11 controls, Existing nrnjor rqrnlation.~ ,iffcding 
y<.nu dev·iL..""ct can be fhund in the Code of Federal Rcgul.;;thons:; Tith: 21, Pmi~ 800 tu .S98. ln 
addilin1\ FD/\ iuay publish furthn iJnnouiK,:rnent, rnnreming yotfl' ikvin: in !he h;_!]f'.rn.l 

g_e~i.\l(·ci·. 
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Pag,c 2 --- ivh. Boop 

Please be advised lh,,i FDA.' s issuance nf a substlmlial cquivakncc ,fotem1inafam doe,, n,il 
mean that FDA has made a dek'.nnirtafam that your device comp!ks with other requirements 
of !he AC! or any Federal ~iaiutes and regul,ition,, adm.inistered by other h,dernl agcndeo. 
\\m mus, comply with all the i\,:t\ rc•quiremenls, inc.lading, bu1 not limited w: regis'.rntlon 
and listing (2 J CFR Part &07); labeling (21 CFR Pmi 80 l }; g()od mam1facmring pra.ct,ce 
requirement:, as sc, fot1h in the ,r\m1hy ;;yskms (QS) regulation (2:l CFR Part 820); &nd if 
applicable, ihc dedronk pmd11C!: n1di11tion wntrni provbioas (~k-clions 53 J .542 ofihc ActL 
11 CFR lOOO, l 050. 

Thh letter ',viii allow you to begin marketin~~ y,mr device as d<)scrib<)d in y\mr Sl~c,ion 51 O(k) 
pri;markd notification.. The FDA finding of ,mbstimtial equi valcm,~, of yrnir devic,: to a 
kg.ally 1rnirkekd predk,ite devic-e n,suli5 in a classific,lli(ln for your devict: m1.d thus, pnmits 

your device tu prn<.:ee<l ((, the market 

Jfymi desire c,pedfic ,id vie,, for ym,.r devirc mi om labding n,gubtiOD \2 l t'FR PMt f',(1 l }, 
pleas('. rnnwc, rhe Ofikt (,f Compli,mct at (240) 276·012(1- /\Jso, pka:ie note the regulation 
e111illcd, •"'!vhsbrn:nding by reference to premarket uoti !it.a!ion" (21 CFR Part 807,97), You 
may obtain othl,r l,<:ner.,l in:frsrmation on your r<cspnnsibili ties 1,nd\'-r the i\.C-1 from the 
Divi;;ion of Smail ),,-1mmfacture.rs. lntern:.itienal and Consumer A~si,tMic,: at i1s toll-fn.T 
mimb~r (_tWO) 63&-204 l or (.30 l) 443•659? ma!. its lrncmc, aJsln,:,s 
htlp;.1/wvC\N.frb,gov/wrh/industt"ifil!!;,port.!irn:h,_x.Hml. 

c=Q;"~c 
Chiu Lin, Ph.~-­

Dinsct<Jr 
Divisis.m ,if Ane.s!he$iOl0gy, General l-lospil,d, 

hkction Control and Dental Device:, 
()ftice of l)~vict~ !~,vah.J;~~!!on 
Crnter frir Devic<cs anti 

Riidiotngical .H·:..~·alth 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 14 - Substantial Equivalence Discussion 

I 
} 

Indications for Use 

510{k} Number {if known): K051993 

Device Name: LMA Fastrach'M ETT Single Use 

The LMA Fastrach '" ETT SU is intended to be inserted through Hie patient's 
moul.h into the trachea to maintain an open airway and is attached to the 
anaesthetic machine via a connector alter insertion into the patient. II is intended 
that following the insertion, the user wil! be able to inflato the device cufi and 
ventila!e the patient 

Indications for Use: 

The LMA Fastrac11·1'M ETT SU is indicated for airway management by oral 
intuballon ol the trachea, Reinforced ElT may be used to mduce the potentia11m 
kinking whenever an unusual posi!ioning ot the head or neck is reqLJired follrJ>,,;in9 
intubation 

Prns~~6ptlort UsH __ ~m 

(f'a,t 21 GFFl 801 Sl1b(l,H1 D) 
OV-€H -·11~G-Cour.:tt1, Ut~~J 

(21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BEL.OW THIS UNE·CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
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Premarket Notification 51 0(k) LMA MR Conditional 
Section 06 - Indications for Use Statement 

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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Indications for Use Statement 
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Indications for Use Statement 

Page 06.3 
PDF PAGE 41 of 263 

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

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



Dear Mr. Dryden: 
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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. 
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FROM: 

SUBJECT: 

28-Jan-14 

24301 Woodsage Drive 
Bonita Springs, FL 34134-2958 

Tel (239) 498-2155 ~ Fax (239) 236-0354 
E-mail - drydenp@promedic.cc 

MEMORANDUM 

. ! (b)(6) ! 
Paul E. Dryden - ProMed1c, Inc .. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_; 

FDA communications for Kl 30304 - Teleflex LMA for MR use 

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 

Page 1 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 

Indications for Use 

LMA Classic TM, Classic TM Excel, UniqueTM and F1exibleTM 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

LMA Classic TM, Classic TM Excel, Unique TM and Flexible TM 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). 

• An alternative to a face mask. 
• An airway device in routine anesthesia procedures. 
• Securing the immediate airway in anticipated or unexpected difficult airway situations. 
• tJse in elective surgical procedures ,vhere tracheal intubation is not necessary. 
• Establishing an immediate, clear airway during cardiopulmonary resuscitation (CPR) in the profoundly unconscious patient requiring 
artificial ventilation when tracheal intubation is not possible. 

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) 

Todd D. Courtney -5 
2014.07.02 15:58:19 -04'00' 

PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA FastrachTM 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA FastrachTM is indicated for use in achieving and maintaining control of the airway during anticipated or unanticipated 
difficult ainvays and emergency anesthetic procedures using either spontaneous or Positive Pressure Ventilation (PPV). LMA 
FastrachTM is also intended for use as a rescue device in emergency situations. 

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

• The LMA. FastrachTM is indicated for use as a guide for intubation of the trachea. 
• The LMA Fas!rachTM is indicated fr,r achieving and maintaining control of the airway during routine and emergency situations, 
including anticipated or unexpected difficult airways. 
• The LMA. FastrachTM 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) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA FastrachTM ETT 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

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

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA Supreme 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA Supreme TM 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 TM 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 ai1way device in CPR procedures. 
• The LMA SupremeTM may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient 
with absent glossopharyngeai and la1yngeal reflexes who may need artificial ventilation. 
• It may also be used to secure an immediate ai1way ,vhen 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) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 O(k) Number (if known) 
Kl30304 

Device Name 
LMA ProSeal 

Indications for Use (Describe) 

Indications for Use 

Form Approved: 0MB No. 0910-0120 

Expiration Date: December 31, 2013 

See PRA Statement on last page. 

The LMA ProSeaFM 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 ProSeaFM is also intended for use as a rescue 
device in emergency situations. 

• The LMA. ProSeaFM is indicated for use as: 
• An alternative to a face mask. 
• An airway device in routine anesthesia procedures. 
• A rescue ai1way device in anticipated or unexpected difficult airway situations. 
• A rescue airway device in CPR procedures. 
• The LMA ProSealTM may be used to establish an immediate clear airway during resuscitation in the profoundly unconscious patient 
,vith absent g1ossophmyngea1 and laryngeal reflexes who may need artificial ventilation. 

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 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) PSC Publishing Services (301) 443-6740 EF 
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IFiM CENTER FOR DEVICES AND RADIOLOGICAL HEAL TH 

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 

CONSUL TING MEMO 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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V. Signatures 

Daniel M. Krainak 
2©1l.05.28 09:28:32 -04'00' 

D. Krainak • MR Compatibility Consult for K130304.S004 - Teleflex • LMA Airways Page 5 of 5 
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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 

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 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. 
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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 - i (b)(6) 

F - + 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 
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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 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." 

From: 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. 
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Premarket Notification 51 O(k) LMA MR Conditional 
Section 10 - Financial Ce1iification or Disclosure Statement 

10 Financial Certification or Disclosure Statement 

This submission for the family of LMA TM 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 
PDF PAGE 50 of 263 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Teleflex Medical, Inc. 
c/o Paul Dryden 
Regulatory Consultant 
2917 Weck Drive 
P.O. Box 12600 
Research Triangle Park, NC 27709 

Re: K130304 

May 30, 2014 

Public Health Service 

Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD 20993-0002 

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 II 
Product Code: BTR, CAE 
Dated: May 23, 2014 
Received: May 27, 2014 

Dear Mr. Dryden: 

We have reviewed your Section 51 0(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. 
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Page 2 - Mr. Dryden 

Please be advised that FDA's issuance of a substantial equivalence detem1ination 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.f da. gov /MedicalDevices/Resourcesfor Yau/Industry/ default.htm. 

Enclosure 

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 
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FROM: 

SUBJECT: 

28-Jan-14 

24301 Woodsage Drive 
Bonita Springs, FL 34134-2958 

Tel (239) 498-2155 ~ Fax (239) 236-0354 
E-mail - drydenp@promedic.cc 

MEMORANDUM 

. i {b){6) I 
Paul E. Dryden - ProMed1c, Inc. L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

FDA communications for Kl 30304 - Teleflex LMA for MR use 

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 
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From: 
Sent: 

To: 
CC: 
Subject: 

Napper, Jesse* [Jesse.Napperli@fda.hhs.gov] 
2/8/2013 3:21:46 PM 

KRIZZO@LMANA.COM 

DCCletters [DCCletters@fda.hhs.gov] 
K130304 ACK LETTER 

Attachments: CrystaIViewer[11].rtf 
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('"'~ DEP ARTMl!NT OF HEALTH & HUMAN SERVlCES 

·•:,,;~~'-

February 08, 2013 

THE LARYNGEAL MASK CO.,LTD. 
C/O TELEFLEX MEDICAL INC. 
2917 WECK DR 
PO BOX 12600 
RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 
ATTN: KA TE RIZZO 

Public Health Service 

Food and Dmg Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl 30304 

Received: 2/7/2013 

Product: LMA FAMILY OF AIRWAYS 

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received 
the Premarket Notification, ( 5 lO(k)), you submitted in accordance with Section 51 0(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 51 0(k) submitter is incorrect, please notify the 51 0(k) Staff immediately. We have assigned 
your submission a unique 51 0(k) number that is cited above. Please refer prominently to this 51 0(k) number in 
all future correspondence that relates to this submission. We will notify you when the processing of your 
51 0(k) has been completed 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 51 0(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.gov/MedicalDevices/DeviceRegulationandCruidance/Overview/MedicalDeviceUserFeeandMod 
emizati onActMDUFMA/ 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 51 0(k). The form may be found at 
http://www.fda.gov/ A boutFDA/ReportsManualsForms/Forms/ default.htm. 

We remind you that Title VIII of the Food and Drug Administration Amendments Act of2007 (FDAAA) 
amended the PHS Act by adding new section 402U) (42 U.S.C. § 282(i)), which expanded the current database 
known as ClinicalTrials.gov to include mandatory registration and reporting ofresults for applicable clinical 
trials of human drngs (including biological products) and devices. Section 402(i) requires that a certification 
form http://www.fda.gov/ AboutFDA/ReportsManualsF onns/Forms/ default.htm accompany 51 0(k)/HDE/PMA 
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological 

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

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



Product, and Device Applications/Submissions: Compliance with Section 402(i) of The Public Health Service Act, 
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007" 
http://www. fda. gov /Medi calDevi ces/Device RegulationandGuidance/H owtoMarket YourDevice/PremarketS ubrn i ssio 
ns/PremarketNotification510k/ucml34034.htm. 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 51 0(k) review: 1) Guidance for Industry and FDA Staff 
entitled, "Interactive Review for Medical Device Submissions: 51 0(k)s, Original PMAs, PMA Supplements, 
Original BLAs and BLA Supplements". This guidance can be found at 
http://www.f da. gov/Medical Devices/DeviceRegulationandGui dance/CruidanceDocurnents/ucm 089402.htrn. 
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 51 0(k)s". This guidance can be found at 
http://www.f da. gov/Medica 1 Devices/DeviceRegulationandCruidance/G uidanceDocurnents/ 
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a 
Traditional or Abbreviated 51 0(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., 51 0(k), IDE, PMA, 
HDE) with an electronic copy. For more information about the program, including the formatting requirements, 
please visit our web site at 
http://www.f da. go v/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PrernarketSubmissio 
ns/ucml34508.htrnl. In addition, the 51 0(k) Program Video is now available for viewing on line at 
http://www.f da. gov/MedicalDevi ces/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio 
ns/PremarketN otification5 l 0k/ucm07020 l .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 51 0(k) Staff at (30 l )796-5640. 

Sincerely, 

51 0(k) Staff 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics 

510(k) #: K130304 

Contains Nonbinding Recommendations 

Acceptance Checklist 
for Traditional 51 O(k)s 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

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. It means the reviewer did not assess the 
element during RTA and the element will be assessed during the substantive review. 

1) Is the product a device (per section 201 (h) of the FD&C Act) or a combination product (per 21 CFR 3.2(~}) 
with a device constituent part subject to review in a 51 O(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? 

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 
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 51 O(k) submission? 

If a 510(k) does not appear to be appropriate (e.g., Class Ill type and PMA required, or Class I or II type and 510(k)­
exempt), you should consult with the CDRH 51 0(k) Program Director or appropriate CBER staff during the 
acceptance review. If 51 0(k) is not the appropriate regulatory submission, mark "No." 

Comments? 

Page 1 of 11 
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5) Is there a pending PMA for the same device with the same indications for use? 

If yes, consult division management and the CDRH 51 0(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;l/www.fda.gov/!_CECU 
EnforcementActions/ Application I ntegrityPol icy/ucm 134453.htm 

Comments? 

If the answer to 1 or 2 appears to be "No," then stop review of the 51 O(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 appropriateCBERstaff. 
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. 

X 

X 
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1) Submission contains a Table of Contents X 

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

3) All pages of the submission are numbered. X 

4) Type of 51 O(k) is identified (i.e., traditional, abbreviated, or special) X 
Comments? 

Page 3 of 11 last Update: 01/11/2013 
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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 
(Form 3514) or 51 0(k) cover letter): 

a) Device trade name or proprietary name 

b) Device common name 

c) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion 

3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also _21 
CFR 801.109). 

4) Submission contains 510(k) Summary or 51 0(k) Statement 

a) Summary contains all elements per 21 CFR 807 .92 (See also 510(k) Summary Checklist; 

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. 

6) Submission contains Class Ill Summary and Certification. See recommended content. 

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 51 0(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 51 0(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) 
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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
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; 
and/or how the device interacts with the patient. 

c) A list 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. 

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

C. Substantial Equivalence Discussion 

14) Submitter has identified a predicate device. 

a) Predicate's 51 O(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 51 O(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 Use 

b) Technology, including features, materials, and principles of operation 
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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 
of safety and effectiveness {see section 513(i)(1)(A) of the FD&C Act and 21 CFR 807.87(f)) 

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 51 0(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 Subpart D 

18) If indicated for prescription use, labeling includes the prescription use statement (see 21 __ CFR 
801.109(b)(1)) or "Rx only" symbol [See also Alternative to Certain Prescription Device labeling 
Requirements] 

19) General labeling provisions 

20) 

a) Labeling includes name and place of business of the manufacturer, packer, or distributor 
(21 CFR801.1). 

b) labeling includes device common or usual name. (21 CFR 801.61} 

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) lfthere 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. 
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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} 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, 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 (EO) 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 multiple 
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. 
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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. 

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 shelf 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. 

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 oftest article), methods, pass/fail criteria, 
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 
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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. 

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. 

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 
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K. Performance Characteristics - In Vitro Diagnostic Devices Only 
(Also see 21 CFR 809.1 O(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. 
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Decision: (e:• Accept C Refuse to Accept 

If Accept, notify applicant. 

If Refuse to Accept, notify applicant in writing and include a copy of this checklist. 

Reviewer Sign-Off 

Branch Chief Sign-Off 
(digital signature 
optional)* 

Division Sign-Off 
(digital signature 
optional)* 

AnhT. 
Nguyen 

Digitally signed by Anh T. Nguyen 
ON: c=US, o=U.S. Government, 
ou=HHS, ou=FDA, ou=People, 
cn=Anh T. Nguyen, 
0.9.2342.19200300.100.1.1 =200081 
9081 
Date: 2013.09.16 13:29:33 -04'00' 

Lester W. Schultheis Jr 
2013.09.17 15:40:04 -04'00' 

* Branch and Division review of checklist and concurrence with decision required. 
Branch and Division digital signature optional. 
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Mario R, Mendoza, rvtD., MS 

Medicai Officer 

CDRH/ODE/DAGRID/ANDB 

W066, Room 2563 
Office: (240) 402--512.1 
Mar·io.Mendoza@Jfda.hhs.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 tirne will work for- rne. 

Conference cail information 

Toll free: L_ _______ (b)(4) ________ _j 

International Access :L____(b)!4) ______ _: 

Conference Cadet._ _____ (b)(4) ______ _j 

Ur Paul I Dirnctor, RA!QE Anes1hsiaiRespiraiory I Te:IHf:ex I Office: 919-433-80761 CE!!I: 919-B37-9722 I J_,iz.Pm1l.@Tcleflcx.cf.1m 

From: Mendoza, Mario[mai lto: Mario.Mendoza@fda.hhs.g_ov] 
Sent: Tuesday, January 28, 2014 2:07 PM 
To: Paul Dryden 
Cc: Paul, Liz; Lovelace, Justin 
Subject: RE: K130304/S003 request for teleconference 

Mr, Dryden, 

\rVc~ are avaiiab!i:!., 4--.Sprn EST tocby< Pleasi:! adv1s~:-. 
Mario 1,1endoza, M.D. 

Medicai Officer· 

FDA/CDRH/ODE/DAGRID/1\NDB 

10903 r~ew Hampshire Avenue 

'White Oak, Bldg 66, Room 2563 

Silver Spring, MD 20993 

Email: Mario.Mendoza@fda.hhs.gm1 
Phone: 2.40.402..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 DISCI.OSUFU:. UNDrn l..AW, If you ar·e not the addressee, or a person authorized to deliver the drn:ument to the addressee, you ate hereby 

notified that any n:-vimt1,1 disclosure., dissemination, copying> or othe:· action based on the content of this communication Is not authorized. lf vou have received 
this document in error, please irnmediateiy notify us by email or teiephone found above, 
This communication is consistent with 2.l cm 10.BS(k) and constitutes an informal communication that represents my best judgment at this tirne but does not 

constitute an advisory opinion, does not necessarily represent the foi-mai position of FD,\ and does not bind or otherwise obligate or commit the agency to the 
view expressed. 

From: Paul Dryden [mailto:drydenpCmpromedic.cc] 
Sent: Tuesday, January 28, 2014 8:36 AM 
To: Mendoza, Mario 
Cc: Paul, Liz (l iz.paul@teleflex.com); Lovelace, Justin (Justin.Lovelace@teleflex.com) 
Subject: K130304/S003 request for teleconference 

Dr. Mendoza: 

'vVe wouid iike to have a conference cail 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 
1(130304, the Te!eflex I.MA submission. 
S!nce we are unde:· a short timeiinei vve vvould appreciate yow· accommodating this request. 

Participating would be 

1.iz Paul -Telef!ex Director RA/OJ .Anesthesia/Respiratory 

Justin Lovelace··· Regulatory Affairs Specialist 

Please confirm a time and we vvi!I set cal! a call in number. 

Paul 

Always with a handshake, 
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Paul Dryden 

ProMedic, Inc 
24301. Woodsage De< 

Bonita Springs, Fl. 34134-2958 
T - +2.39-498- 2155 

ML_<•<•<•< (b)(6)««««« i 
F -- + 2:39 -236-0354 

E -- drydenp@prornedic.cc 

'The information contained in t:1is message :nay be privileged, confidentiai, and protected from disciosure. It you a~e not t:1e intended recipient, or an en:ployee, or <.1gent :esponsibie for deliverin~1 this 
message to the intended recipient, you are hereby notified that any dissemination, distribution, or copyinq of this communication is strictly prohibited. !f you have receiv·ed this cornrnunicat!on in error, please 
not.if/ us immediateiy by :eplying to the message and deleting from your corn put.er. Additiona!ly. even if the intended recipient, any dissemination. distribution, or copying of this communication may stiil be 
prohibited if not previously understood and/or agreed upon by sender." 
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From: 
Sent: 

To: 
CC: 
Subject: 
Attachments: 

Pugh, Dominique* [Dominique.Pugh@fda.hhs.gov] 
8/21/2013 2:37:26 PM 
drydenp@promedic.cc 
DCCLetters [DCCLetters@fda.hhs.gov] 
K130304/S001 ACK LETTER 
K130304-S001.pdf 
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c·~t'E DEPARTMENT o• HEALTH & HUMAN SER\1CES 

•Y~l~ 

-<-::-":--:,q-,.~{; 

August 21, 2013 

THE LARYNGEAL MASK CO.,LTD. 
C/O TELEFLEX MEDICAL, INC. 
2917 WECK DR 
PO BOX 12600 
RESEARCH TRIANGLE PARK, NORTH CAROLINA 27709 
ATTN: PAUL DRYDEN 

The additional information you have submitted has been received. 

Public Health Service 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: Kl30304 

Product: LMA FAMILY OF AIRWAYS 

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 paii 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://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
51 0(k)s. This guidance can be found at 
http://\"vww.fda.gov/Medica1Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please 
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 
51 0(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 Drng 
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 inforniation 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:/ /,V\VW. fda. gov/ downloads/MedicalDevices/DeviceRegulati onandGui dance/GuidanceDocuments/U CM3 13 794. 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. 

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 
(30 l )796-5640 . 

Sincerely, 

5 lO(k) Staff 
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