
K1404991S001 STERIS Response to 4128/14 Request for Additional Information
VERIFY"' V24 Self-Contained Biological Indicator and VERIF9' V24 Biological Indicator JL1721
Challenge PackJU 1724

STE RISC

510(k) Summary
for

VERIFY® V24 Self-Contained Biological Indicator

STERIS Corporation
5960 Heisley Road
Mentor, OH 44060
Phone: (216) 354-2600
Fax No: (216) 639-4459

Contact: Bill Brodheck, Ph.D.
Director, Regulatory Affairs
Telephone: (440) 392-7690
Fax No: (440) 357-9198

Submission Date: July 10, 2014

STERIS Corporation * 5960 Heisley Road * Mentor, OH 44060-1834 USA 440-354-2600

July 10, 2014 Page 003-1



K1404991S001 STERIS Response to 4128114 Request for Additional Information
VERIFrO V24 Self-Contained Biological Indicator and VERIFr V24 Biological Indicator
Challenge Pack

1. Device Name

Trade Name: VERIFY® V24 Self-Contained Biological Indicator

Common/usual Name: Biological Indicator (BI)

Device Class: Class 11

Classification Name: Indicator, Biological Sterilization Process

(21 CER 880.2800, FRC)

2. Predicate Device

Verify Self-Contained Biological Indicator (SCBI) for Vaporized H20
Sterilization Processes (K073244) modified under K0905 14.

3. Description of Device

The VERIFY V24 Self-Contained Biological Indicator (SCBI) is used by healthcare
providers to monitor the V-PRO®D Low Temperature Sterilization Systems. It is
designed to accompany medical devices placed in the sterilizer.

The user places the VERIFY V24 Self-Contained Biological Indicator into the
V-PRO Low Temperature Sterilization System and performs a sterilization cycle.
After cycle completion, the SCBI can either be immediately activated or it can be
held at room temperature for a maximum of 72 hours (3 days) prior to activation.

The SCBI is activated by sealing the vial and rupturing the medium ampoule using
the STERIS VERIFY SCBI HP activator. The activator automatically seals the
SCRI vial and releases the growth media.

The activated SCRI is incubated at 55 - 60 'C for 24 hours. The SCRI indicates a
pass if the media remains orange and non-turbid. The SCBI indicates a failure of
sterilization if the media changes from orange to yellow and/or if the media is
turbid.

4. Intended Use

The V ERIFY® V24 Self-Contained Biological Indicator is intended for routine
monitoring of the Lumen, Non Lumen and Flexible cycles of V-PRO® Low
Temperature Sterilization Systems.
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K1404991SO01 STERIS Response to 4/28114 Request for Additional Information
VERIFY" V24 Self-Contained Biological Indicator and VERIFY* V24 Biological Indicator
Challenge Pack

5. Description of Safety and Substantial Equivalence

The VERIFY V24 Self-Contained Biological Indicator has the identical
characteristics as compared to its predicate device, the Verify Self-Contained
Biological Indicator (SCBI) for Vaporized [V 20 Sterilization Processes (name
changed in K0905 14). A comparison table that outlines the characteristics of the
proposed and predicate devices is below. ___________________

-.,Predicate Device
Verify Self-Contained

Proposed Device 'Biological Indicator
VERIFY V24 Self- (SCBI) or Vaporized Comparison

Feature Contained Biological I -- J Sterilization,
Ihdicaor :.Processes'(K073244).

moiidunder
K90514 5

The device has been
previously cleared for
use with the V-PRO I

The VERIFY® V24 (K(073244), V-PRO I
Self-Contained Plus (K083097) and
Biological Indicator is A standard method for V-PRO maX

Intended Use. intended for routine (K102330) Low
Method of Monitoring monitoring of the frequent monitoring of Temperature

Sterilization Lumen, Non Lumen the V-PRO I Low Sterilization Systems.
Process Parameters and Flexible cycles of Temperature Sterilizer TIhe proposed device is

V-PRO® Low cycle intended to add the
Temperature new V-PRO 60 unit to
Sterilization Systems. the claims and is the

focus of performance
testing in this
submission.

" Vial Label a Vial Label
" Certificate of a Certificate of Proposed and

Labeling Performance Performance predicate devices have
" Carton Label * Carton Label identical labeling.
" Instructions for Use Instructions for Use

Proposed and
Ogns:Seis&Geobacillus Geobacillus predicate devices

OgnsSpciesn stearothermophilus stearothermophilus utilize the identical
StanATCC 7953 spores ATCC 7953 spores organism species and

___________________strain

* VERIFY Incubator a VERIFY Incubator
(Optional) (Optional) Proposed and

Accessories * VERIFY Activator a VERIFY Activator predicate devices
(Optional) (Optional) utilize the identical

* Throughput Process e Throughput Process accessories
Indicator Indicator ___________

Proposed and
predicate devices

Viable Spore Population > 106 CFU > I0O CFU specify the same
viable spore

__________________ _________________ __________________ population
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K1404891S001 STERIS Response to 4/28114 Request for Additional Information
VERIFY* V24 Self-Contained Biological Indicator and VERIFY' V24 Biological Indicator
Challenge Pack

'Predicate'Dev- e
Verity Self-Coiitaiued

Proposed Device Biological Indicator
VERIY V24, Self- SCIfor Vaporie omaio

Feature ~ Contained Biological [111 2? SterilizastioIn' Cmaio
Indicator Processes (1(073244)

2, modified under
K090514

Proposed and
Resistance * D-value a fl-value predicate devices have

characteristics @ 2.7 * Survival/Kill * Survival/Kill the same resistance
mgIL H2 02 : Window Window characteristics

specifications
Proposed and

Trypticase * Trypticase Soy predicate devices
BohBsoyMda Boh ae ei utilize identical

Brot Baed Mdia Brot Baed Mdia culture conditions.
Culture Conditions * Incubation Temp: * Incubation Temp: Please note that the

55-60 0C 55-60 0C reduced incubation
* Incubation Time: * Incubation Time: time of 24 hours was

>24 hours >24 hours cleared under
K0905 14.

Proposed and
CarierMatrias PlypopyeneVia PoyprpylneVial predicate devices have

Carrer ateial Polproylee Val Plypopyeneidentical carrier
materials

Packaging: a Polypropylene Vial * Polypropylene Vial Painmar als
* PrimaryPack & 50 Indicators * 5O Indicators areidentical for
* Secondary Supplied in a Supplied in aprdctan

Pack Cardboard Box Cardboard Box preddeves.

Proposed and

Strg odtos16 - 250 C, 16 - 250 C, predicate devices
Stoag Cndtins30 - 60% RH 30 - 60% RH specify identical

__________________ _________________ storage conditions.
Proposed and

Shl-ieAs indicated on As indicated on predicate devices
Shlflielabeling labeling claim identical shelf

__________________ _________________ _________________life.

The proposed and predicate devices are therefore identical in respect to the labeling,
organism, accessories, spore population, resistance characteristics, culture conditions,
carrier materials, packaging, storage conditions and claimed shelf life. The only
difference between the subject and predicate device is the claimed intended use. This
submission therefore focuses on testing to qualify the proposed biological indicator
for use in the V-PRO 60 Low Temperature Sterilization System to demonstrate
substantial equivalence to the claimed predicate.
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K1404991S001 STERIS Response to 4/28/14 Request for Additional Information
VERIFY6 V24 Self-Contained Biological Indicator and VERIF" V24 Biological Indicator
Challenge Pack

Summary of Nonclinical Tests:
.Test >Result.,

SCBI Half Cycle Performance Pass
Evaluation in the V-PRO 60 Sterilizer SCBIs were sterile in half-cycle testing.

Pass
SCBI Growth Inhibition Following There was no growth inhibition and no

Exposure to V-PRO 60 Cycle effect of the sterilization process on the
media.

SCBI Simulated Use in the V-PRO 60 Pass
SteriizerSimulated use performance has been

Sterlize successfully demonstrated.

SCSI Worst Case Location in the V-PRO Pass
60 Sterilizer Worst case location for SCBI placement

-was determined.

All performance studies for the VERIFY V24 Self-Contained Biological Indicator
recommended within FDA Guidance for Industry and FDA Staff: Biological Indicator
(BI) Prernarket Notification [5 10(k)] Submissions have been previously completed,
submitted and cleared under K073244 and K0905 14. These studies and the results are
summarized in the appropriate sections throughout this submission and include, but
are not limited to:

* Viable Spore Population Assay
* Resistance Characteristics
* Carrier and Primary Packaging Evaluation
* Holding Time Assessment
* Recovery Methods
* Shelf Life

Therefore, the VERIFY V24 Self-Contained Biological Indicator is substantially
equivalent to the claimed predicate device since it is identical in design and
performance characteristics and has, in addition, been qualified for use in the V-PRO
60 Sterilizer.
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K1404991S001 STERIS Response to 4128114 Request far Additional Information
VERIFY" V24 Self-Contained Biological Indicator and VERIF" V24 Biological Indicator
Challenge Pack

SIERIS'

510(k) Summary
for

VERIFY® V24 Biological Indicator Challenge Pack

STEMIS Corporation
5960 H-eisley Road
Mentor, OH 44060
Phone: (440) 354-2600
Fax No: (440) 357-9198

Contact: Bill Brodbeck, Ph.D.
Director, Regulatory Affairs
Telephone: (440) 392-7690
Fax No: (440) 357-9198

Summary Date: July 10, 2014
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K1404991S001 STERIS Response to 4/28114 Request for Additional Information
VERIFYr V24 Self-Contained Biological Indicator and VERIFrO V24 Biological Indicator
Challenge Pack

6. Device Name

Trade Name: VERIFY®0 V24 Biological Indicator Challenge Pack

Common/usual Name: Biological Indicator (BI) Process Challenge Device

Device Class: Class 11

Classification Name: Indicator, Biological Sterilization Process
(21 CER 880.2800, FRC)

7. Predicate Device

Verify® Biological Indicator Challenge Pack for Vaporized FH20 Sterilization
Processes, K1 0333 1.

8. Description of Device

The VERIFY V24 Biological Indicator Challenge Pack is used by healthcare
providers for qualification testing of the V-PRO Low Temperature Sterilization
Systems following installation, relocation, malfunctions or major repairs. The
challenge pack is placed in an otherwise empty sterilizer chamber; a hospital-
defined challenge load is not included.

The user places the VERIFY V24 Biological Indicator Challenge Pack into the
V-PRO Sterilizer and performs a sterilization cycle. After cycle completion, the
VERIFY HPU Chemical Indicator (CI) and the VERIFY V24 Self-Contained
Biological Indicator (SCBI) contained in the challenge pack are retrieved. The C1
is assessed for a passing color change immediately and the SCRI can either be
immediately activated or it can be held at room temperature for a maximum of 72
hours (3 days) prior to activation.

The SCBI is activated by sealing the vial and rupturing the media ampoule using
the STERIS VERIFY SCBI HP activator. The activator automatically seals the
SCBI vial and releases the growth media.

The activated SCBI is incubated at 55-60 'C for 24 hours. The SCRI indicates a
pass if the media remains orange and non-turbid. The SCBI indicates a failure if
the media changes from orange to yellow and/or if the media is turbid.
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K1404991S001 STERIS Response to 4128/14 Request far Additional Information
VERIFY" V24 Self-Contained Biological Indicator and VERIF* V24 Biological Indicator
Challenge Pack
9. Intended Use

The VERIFY V24 Biological Indicator Challenge Pack is intended for qualification
testing of the Lumen, Non Lumnen and Flexible Cycles in V-PRO Low Temperature
Sterilization Systems following installation, relocation, malfunctions or major
repairs.

The challenge pack is placed in an otherwise empty sterilizer chamber; a hospital-
defined challenge load is not included.

The challenge pack is not intended for routine monitoring of V-PRO Sterilizers. It
has been tested and validated solely for use in Sterilizer qualification testing.

10. Description of Safety and Substantial Equivalence

The VERIFY V24 Biological Indicator Challenge Pack has the identical
characteristics as compared to itspredicate device, the Verify Biological Indicator
Challenge Pack for Vaporized H20 Sterilization Processes, K1 0333 1. A
comparison table that outlines the characteristics of the proposed and predicate
devices is below.

Predicate Device
Feature Proposed Device Veritye Biologicaj Indicator Cmaio

Featum4 VERIFY V240Bologiuil:! ChH'% Pack fdr,'aporized Cmaio
Indicatortallenge Pack, ' jy27j Sterliiation

Processes, K103331 _______

The ERIF V24Biolgic The Verify Biological Indicator
TheVERFY 24 iolgial Challenge Pack for Vaporized

Indicator Challenge Pack is H0SeiiainPoessi
intended for qualification StrlztoMPoessi
testing of the Lumen, Non intended for qualification testing of

Lumen and Flexible Cycles in the Amsco®VROhlte The device has been
V-PRO Low Temperature Amsco V-PRO I Plus (Lumen and previously cleared

Sterilization Systems Non Lumen Cycles, K092906) and fbr use with the V-
folowig istalatonthe V-PROm" max (Flexible, PRO 1, V-PRO I

relocation, nmalfunctions or Lumen and Non Lumen Cycles) Pu n -R
mao ear.Low Temperature Sterilization maX Low
majr rpais.Systems following installation, Temperature

The challenge pack is placed relocation, malfunctions or major Sterilization
Intended Use in an otherwise empty repairs. Systems (K103330).

sterilizer chamber; a hsptal- This submission is
defne calene o io The challenge pack is placed in an intended to add the

dinued.calnelodi o otherwise empty sterilizer new V-PRO 60
incuddchamber; a hospital-defined Sterilizer to the

The challenge pack is not challenge load is not included, claimed intended
intended for routine uses of the device

monitoring of V-PRO The challenge pack is not intended and is the focus of
Sterilizers, It has been tested for routine monitoring of V-PRO performance testing

andvaldaed oley lorusein Sterilizers. It has been tested and in this submission.
anridi ldtedtn soefo se i validated solely for use in periodic
pterioicestigo h testing of the V-PRO 1,

Sterilzers.V-PRO I Plus and V-PRO maX
_________________ __________________________ Sterilizers.
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K1404991S001 STERIS Response to 4/28114 Request for Additional Information
VERIFYO V24 Self-Contained Biological Indicator and VERIFY' V24 Biological Indicator
Challenge Pack _______

Predicate Devie
Propiosed Device Vitify' Biological Indicator

Feature VERIFYY2V4 Bilogical Cale Pack for Vaporized Comparison
In Indieso <C Balege Pack 1120 Sterilization

7'x ProcessK103331 _______

Biolgicl VEIFYV24 CBI(subectThe biological
Iolical VERIF V24 SCHs (umsubject Verify V24 SCHI (K0905 14) indicator is identical

Indiato (HI ofthissubissin)n materials.

The VERIFY V24 SCH I The Verify V24 SCHI is The mechanism

Mechanism to is packaged with a sheet packaged with a sheet of to increase HI
Increase the of polyurethane foam pluehn omwihsre eitnei

Resstnceof whih eres s phsial as a physical barrier to identical in the
the BI barrier to penetration aspeertoaswlasarpsdan

well as a reservoir for eeration asroe wellxasea proposaed dis
hydrogen peroxide. rsrorfrhdoe eoie rdct eie

The BI Secondary

BIScnay The SCHIan a sheet The SCBI an omsetae Packaging is
HIacondang are placed within a Tyvek Thaed wiChiand fa seet pouce identical in the

Pakgngpuh.pae wti aTvkpouch. proposed and
_________________________________ ________________________predicate devices.

The Class I
Chemical
Indicator

The VERIFY I-U intended to be.
Chemical Indicator used in the
(separate Premarket The Verify V-PRO Chemical proposed device

Class I Notification submission) Indicator (K091 174) is placed is similar to that
Chemical is placed in the pouch. A intepuh hogpt in the predicate
Indicator throughput process process indicator is also located dei.A

indicator is also located on on the Verify V24 SCBI label, concuratent
the VERIFY V24 SCBI corcuarkent

label.Notification is

being submitted
for the Class I

Process Indicator
Performance

testing provided
in this

submission
demonstrates

The VERIFY V24 The Verify Biological Indicator that the VERIFY
Biological Indicator Challenge Pack for Vaporized V24 Biological

Chalene Pck s more h2-0 Sterilization Processes Iniao
Reitneresistant to the V-PRO 60 moe mtt h -R Challenge Pack

Creistc Sterilizer cycles than is ismore Sterilizer cyle than isR s oereitn
Caatrsis the biological model mXSeizrcylstais to the V-PRO 60

developed for validation the biological model developed Sterilizer cycles
of those sterilization for validation of those than is the

cycles, sterilization cycles, biological model
developed for
validation of

those
sterilization

____________________________________cycles.
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K1404991S001 STERIS Response to 4/28/14 Request for Additional Information
VERIF9' V24 Self-Contained Biological Indicator and VERIFY" V24 Biological Indicator
Challenge Pack

The proposed and predicate devices are therefore identical except for the claimed
intended use and the Class I Chemical Indicator, which has been submitted under a
separate concurrent Premarket Notification. This submission therefore focuses on
testing to qualify the proposed device for use in the V-PRO 60 Low Temperature
Sterilization System to demonstrate substantial equivalence to the claimed predicate.

Summary of Nonclinical Tests: __________________

Test Result

Pass
Challenge Pack resistance is equivalent or

Resistance Characterization greater than the biological models used to
validate the V-PRO 60 Low Temperature

________________________________Sterilization System.
Pass

The VERIFY HPU Chemical Indicator
Simulated Use Evaluation and VERIFY V24 SCSI yielded passing

results when evaluated under worst case
simulated use conditions.

Pass
Worst Case Location The worst case location within the V-PRO

________________________________ 60 Sterilizer Chamber was identified

The subject device is sinmilar to the claimed predicate and conforms with all
performance studies recommended within FDA Guidance for Industry and FDA
Staff: Biological Indicator (BI) Premarket Notification [5 10(k)] Submissions.

Therefore, the VERIFY V24 Biological Indicator Challenge Pack is substantially
equivalent to the claimed predicate device for use in the V-PRO 60 Sterilizer.
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DEPARTMENT OF HEALTH & HUNMAN SERVICES Public Health Service

Food and Drug Administration
'4 10903 New lHampshire Avenue

Document Control cornter - W066-C609
Silver Spring. MD 20993-000.2

July 17, 2014

Steris Corporation
Bill Brodbeck, Ph.D.
Director, Regulatory Affairs
5960 Heisley Road
Mentor, OH 44060

Re: K140499
Trade/Device Name: Verify® V24 Self-Contained Biological Indicator, Verif6'® V24

Biological Indicator Challenge Pack
Regulation Number: 21 CFR 880.2800
Regulation Name: ERG
Regulatory Class: 11
Product Code: ERG
Dated: June 19, 2Q14
Received: June 24, 2014

Dear Mr. Brodbeck:

We have reviewed your Section 5 10(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 11 (Special Controls) or class Ill (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.



Page 2 - Mr. Brodbeck

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
CER 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 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 8Ol), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-71 00 or at its Internet address
litp:/HwwwA.fda.gov/MedicalDevices/ResourcesforYou/Industry/defiult.htm. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Fart
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hittn:i//www.f'da~gov/Medicalflevices/Safetv/RenortaProblem/default.hitn 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-71 00 or at its Internet address
httn7//AWWw.fda.aov/MedicalDevices/ResourcesforYou/Industry/defaulthtin.

Sincerely yours,

I FVIcJCbn uobit-Shetb. AID.
'Tejas ri C tia'puyDiretor

~3{~ [~g/DARID/DE/CDRII FOR

Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number (if known)
K 140499

Device Name
VERIFY® V24 Self-Contained Biological Indicator

Indications for Use (Describe)
The VERIFY® V24 Self-Contained Biological Indicator is intended for routine monitoring of the Lumen, Non Lumen
and Flexible cycles of V-PRO® Low Temperature Sterilization Systems,

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

E Prescription Use (Part 21 CFR 801 Subpart 0) Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

,Z. ~igiallysigned by Elizabeth F. Claverie -S

$)D'O=S.o=U.S. Government, ou=HHS, ou=FDA, ou=People,Elizabeth F. C laveri% .. 09242120o3oo.10.1iA=3ooo55864 cn=Elizabeth F. Claverie -S

This section applies only to requirements of the Paperwork Reduction Act of 1995.

'DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number"

FORM FDA 3881 (1/14) Page 1 of I ......nn n~'* Er



510(k) Number (if known)
K 140499

Device Name
VE-RIFY®g \V24 Biological Indicator Challenge Pack

Indications for Use (Describe)
The VERIFY V24 Biological Indicator Challenge Pack is intended for qualification testing of the Lumen. Non Lumen and
Flex\ible Cycles in V-PRO Low Temperature Sterilization Systems focllowing installation, relocation, malfunctions or
major repairs.

The challenge pack is placed in an otherwise empty sterilizer chamber; a hiospital-deflncd challenge load is not included.

[hle challenge pack is not intended for routine monitoring of V-PRO Sterilizers. It has been tested and validated solely for
use in periodic testing of the Sterilizers.

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

EH Prescription Use (Part 21 CFR 801 Subpart D) 13Over-The-Counter Use (21 CFR 601 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

:.*Qti - ~ ~ti1YS'FQR DPXUS MNY<& '.1VC-I
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

-w- c7ZDigftally signed by Elizabeth F. Claverie -S

El k_ .'jav ii -' SJ VbNi ?US. o=U.S. Government. uHS uFDo=epe
tU 4,S 6Mst2oi~o7.1 519:29:23 -04'00

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO) NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number"

FORM FDA 3881 (1114) Page I of 1 ~E


