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MEDICAL DEVICES

Summary of Safety and Effectiveness

%

.99 Hayden Avenue

Suite 360

Lexington, MA 02421
tel: (781) 357-1700
fax: (781) 357-1701

Section X

Pursuant to §513(i)(3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the
following summary of information respecting safety and effectiveness:

Trade Name:

Sponsor:

Device Classification Name:

Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion:

TephaFLEX® Surgical Film

Tepha, Inc,

99 Hayden Avenue, Suite 360
Lexington, MA 02421
Telephone: 781.357.1700
Fax: 781.357.1701

CFR §878.3300
Surgical Mesh

According te Section 13 of the Federal Food, Drug and
Cosmetic Act, the device classification is Class i,
Performance Standards.

Tepha, Inc. — TephaFLEX Surgical Film
Tepha, Inc. - TephaFLEX Absorbable Mesh
MAST Biasurgery, Inc. — Surgi-Wrap Film
OsteoBiologics — Immix PlastiFiim

TephaFLEX surgical film is intended to be used
wherever temporary wound support is required, to
reinforce soft tissues where weakness exists In the
urclogical, gynecological, or gastrointestinal anatomy, or
for the repair of hernia or other fascial defects that
require the addition of a reinforcing or bridging material
to obtain the desired surgical result. The absorbable
protective film also may help minimize the potential for
tissue attachment to the device in case of direct contact
with the viscera.

Physical and in vivo animal testing was performed on the
TephaFLEX surgical film which determined the film to be
substantially equivalent to the predicate devices.

Based on the indications for use, technological
characteristics, and safety and performance testing, the
TephaFLEX surgical film has bean shown to be
substantially equivalent to predicate devices under the
Federal Food, Drug and Cosmetic Act.

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

AUG 97 2009
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Food and Drug Administration

Document Mail Center - WO66-G605
Tepha, Inc ‘ Silver Spring, MDD} 20993-0002
% Ms. Mary P. LeGrew A
Vice President, Regulatory Affairs
99 Hayden Avenue, Suite 300
Lexington, Massachusetts 02421
AUG {°7 2009

Re: K091633

Trade/Device Name: TephFLEX® Surgical Film

Regulation Number: 21 CFR 878.3300

Regulation Name: Surgical mesh

Regulatory Class: 1I '

Product Code: OOD

Dated: June 3, 2009

Received: June 4, 2009

Dear Ms. LeGrew:

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).
Y ou 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. ‘

If your device ts 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.

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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Ms. Mary P. LeGrew

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm1 1 5809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation cntitled, "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 (240} 276-3150 or at its Internet address
http://www.tda.gov/MedicalDevizes/ResourcesforY ou/Industry/default. htm.

Sincerely yours, i o g N |2

Lol )
Mark N. Melkerson T

Director

Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

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



Records processed under FOIA Request # 2015-6047; Released by CDRH on 11-30-2015

L9633

Indications for Use

510(k} Number (if known): Unknown
Device Name: TephaFLEX® Surgical Fitm
Indications for Use: |

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

Prescription Use: X ~ AND/OR Over-The-Counter ___
(21 CFR 801 Subpart D) | (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

)

(Division Sign- B ) R

and Restorative Devices

S10¢k) Number Km j (033

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEDICAL DEVICES
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99 Hayden Avenue
Suite 360

Lexington, MA 02421
tel: (781) 357-1700
fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness
{Prepared June 22, 2012)

Pursuant to §513(i)(3)(A} of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following summary of
information respecting safety and effectiveness: )

Trade Name:

Sponsor:

Contact Person:

Device Classification Name:
Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion:

TephaFLEX® Surgical Film

Tepha, Inc.

" 99 Hayden Avenue, Suite 360
Lexington, MA 02421
Telephone: 781.357.1700
Fax: 781.357.1701

Mary P. LeGraw, V.P., Regulatory Affairs

CFR §878.3300 - OOD, PAJ
Surgical Mesh

According to Section 13 of the Federal Food, Drug and Cosmetic Act, the device
classification is Class Il, Performance Standards.

Tepha, Inc. - TephaFLEX Surgical Film'
Tepha, Inc. - TephaFLEX Absorbable Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film

TephaFLEX surgical film is intended to be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the
urological, gynecological, or gastrointestinal anatomy, or for the repair of hernia
or other fascial defects that require the addition of a reinforcing or bridging
material to obtain the desired surgical result. The absorbable protective film also
may help minimize the potential for tissue aﬂachment to the device in case of
direct contact with the viscera,

Note: The TephaFLEX surgical mesh is not intended to be placed transvaginally
The film should be placed abdominally when being used to reinforce soft tissues
in the urological, gynecoldgical or gastrointestinal anatomy

Mechanical testing, in vivo animal testing, and biocompatibility testing, were
performed based on recommendations identified in the FDA surgical mesh
guidance document: The Guidance for the Preparation of a Pre-market
Notification Application for a Surgical Mesh. Specifically, comparative burst
strength, suture pull-out strength, tensile strength and tear resistance strength
was characterized. /n vivo strength retention was characterized via a
subcutaneous implantation study.

Based on the indications for use, technological charactenstlcs and safety and
performance testing, the TephaFLEX surgical film has been shown to be
substantially equivalent to predicate devices under the Federal Food, Drug and
Cosmetic Act.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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i1 ' Food and Drug Administration
10903 New Hampshire Avenue
Tepha, Incorporated Document Control Room —W066-G609
% Ms. Mary P. LeGrew Silver Spring, MD 20993-0002
Vice President, Regulatory Affairs )
99 Hayden Avenue, Suite 300 AUG 24 2012

Lexington, Massachusetts 02421

Re: K091633
Trade/Device Name: TephaFLEX® Surgical Film
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: Class I PA
Product Code: OQOD, PAJ
Dated: June 3, 2009
Received: June 4, 2009

Dear Ms. LeGrew:
This letter corrects our substantially equivalent letter of August 7, 2009.

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 (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.

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.

Please be advised that FIDA’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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2-Mary P. LeGrew

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/fCDRH/CDRHOffices/uem 115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, piease
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/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Sincerely yours, {,
b W’* 0 DLW:OM
e 14"

p L
Mark N, Melkerson
Drirector
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact-FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3-Mary P. LeGrew

Div/Branch' __ | LastName " | Date | Div/Branch | Last Name¢ | Date
TooY PRD | Ky~ [ Fzifad
7/ /s .
A 7 &=/
Date of Update By - Description of Update
7/27/09 Brandi Stuart Added Updates to Boiler Table
8/7/09 | Brandi Stuart Updated HFZ Table

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

510(k) Number (if known): K091633
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally. The
film should be placed abdominally when being used to reinforce soft tissues in the
urological, gynecological or gastrointestinal anatomy.

Prescription Use: X AND/OR Over-The-Counter ____
(21 CFR 801 Subpart D) : (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

(Division Sign-Oft) 5
Division of Surgical, Orthopedic, '
and Restorative Devices

SIO(k)-Number {4@015&33

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

O\
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ATTENTION:
EDWENA JONES

Date:___ /517/:94/0,' — i :
Document!__~_ (¥7/ ¥¢ “)3%/7‘{ ol N ) dy PR
Comments:_ Yoz <c € oA SIQ Dict ey /C/(Lf ;

Document #: T4  K091633/A001 POS Status: Under Review FDA Due Date:  08/14/2012
Division: DRGUD Div. Status: Under Review FDA Days:
Branch: OGDE W Workflow: Requires Mfr. Days:

Recommendation

Product Code(s): 00D, PAY] & Final Decision:
Med. Speaalty: 0B w Decision Date:

Applicant: Tepha, Inc.
Trade Name: Tephaflex surgical film
Common Name: Absorbable poly(hydroxybutyrate) surgical film

Lead Reviewer: Edwena Jones
Recommendation:

Branch Due Date: 08/07/2012
Branch Concurs With Recommendation:

Division Concurs With Recommendation:

Date User Comment

06/20/2012 David Krause 1 received this file today (6/20). I noticed that it was intended
for Becky Robinson in DRGUD, I have initiated transier

L s T UCESSUS: " ;i T S

06/25/2012 Rebecca Robinson Revised indications for use statement acceptable. Since the
device is primarily used and marketed for non-urogynecologic
procedures, DSORD/PRSB is responsibie for lead review and
therefore sheuld issue the corrected SE letter. This add-to-file
will be transferred to them so that the letter may be issued,

7110

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov 2:501-796-81 18
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services
o~ Food and Drug Administration
U ' .
- Memerandum
Date: (_@ lf’:j

@)(’ﬂe

From: DMC (HFZ-401)

S L ™
The attached information has been received by the $10(k) DMC on the above referenced 510(k)
submission(s). Since a final decision has been rendered, this record is officially closed.

Division Director:

Subject; Premarket Notification Number(s): K m \%?)
To: . ‘.

L]

Please review the attached document and retumn it to the DMC, with one of the statéments checked
below.

Information does not change the status of the 510(k); no other action required by the

DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

Additionial information requires a new 510(k); however, the information submitted is
incomplete; (Notify company to submit a new 510(k); [Prepare the K30 Letter on the LAN]

No response necessary (e.g., hard copy of fax for the truthful and accuracy statement,
510(k) statement, change of address, phone number, or fax number).

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the
Division of Clinical Laboratory Devices (HFZ-440 )

Information requires a CLIA CATEGOR]ZATION ; the complexity may remain the same
as the original 510(k) or may change as a result of the additional information (Prepare a CAT
letter)

‘Additional information requires a CLIA CATEGORIZATION; however, the information
submitted is incomplete; (call or fax firm) '

No response necessary

This information should be returned to the DMC within 10 working days from the date of this
Memorandum.

Reviewed by:

Date:

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

\
o
m: Robinson, Rebecca (Becky) \ \\
sent; Monday, June 25, 2012 9:37 AM \ ' \fvﬂ \
To: Krause, David; Jones, Edwena i \ :

Cc: : Mackey, Cheryl; Andrews, Sharon M
Subject: K091633/A001 TephaFLEX Surgical Film (Tepha) - Corrected SE Letter {per 522 order)

Hi David,

The above referenced 510(k) add-to-file was submitted in responsé to a 522 order. The sponsor has removed all
references to transvaginal repair of POP from their indications for use statement and has submitted a revised Indications
for Use form, 510(k} Summary, and Iabeling accordingly. The sponsor also updated the 510{(k) Summary to include an
additional product code for sacrocolpopexy. | included a short memo documenting the 522 review history and my
interactions with the sponsor with the add-to-file.

Because the Indications for Use statement no longer includes urogynecologic indications, we are transferring this add-
to-fite to your branch to issue the corrected SE letter.

Edwena — After you have received and date-stamped the corrected SE letter, would you please send Cheryl Mackey,
Sharon, Andrews, and me an electronic copy of the final letter and indications for use form so we can provide OSB with a
copy; the letter is needed to close out the 522 study order associated with this 510(k) submission.

Thanks,

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMORANDUM
Silver Spring, MD 20993
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>

s: /
;b., wé
Revised Indications for Use Statement Review
K091633/A001 '
@ 06-25-2012

Becky Robinson, Biomedical Engineer (ODE/DRGUD/OGDB)
Revised Indications for Use and labeling in response to 522 order P$120107
Elaine Blyskun, Chief (ODE/DRGUD/OGDB), M 7 b HG b/L5/12—

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Date: June 22, 2012
From:
Subject:
Through:
To: The Record
Cc: Mary Beth Ritchey, Associate Director for Postmarket Surveillance Studies
(OSB/DEPI)
510(k) Holder: Tepha, Inc. .
Device Name: TephaFLEX® Surgical Film
Contact: Mary P. LeGraw, Vice President, Regulatory Affairs
Address: . 99 Hayden Avenue, Suite 360, Lexington, MA 02421
Phone: (781) 357-1700
Fax: - (781) 367-1701
Email: legraw@tepha.com .
The purpose of this review is to review the revised Indications for Use submitted by the spensor in
response to the letter sent to the sponsor on 04/09/2012 for the 522 study order PS120107.

FDA issued Tepha two 522 orders for their TephaFLEX mesh/film devices (K070894 and K091633)

Purpose
Backgqround
In response to the 522 orders for these devices the sponsor indicated these 510(k)s are not marketed
for use in transvaginal procedures. 522 staff sent an e-mail to the sponsor on 06/08/2012 requesting
that they modify the indications for use statement “to remove any references to transvaginal repair of
pelvic organ prolapse.” This add-to-file includes the revised indications statement, 510(k) Summary,
i 25 x 25 mm to 300 x 300 mm, an! [

not pre-configured or supplied with instrumentation specific to transvaginal POP repair. It was

Device Description
Page 1 of 2

originally cleared on 08/07/2009 by DSORD/PRSB.

and labeling
The TephaFLEX Surgical Film is an absorbable mesh made of
This device is a flat, solid sheet, available in sizes ranging from

Revisions to Indications for Use Statements
Cleared indications for Use statement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological, or
gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require the
addition of a reinforcing or bridging material tc obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment fo the
device in case of direct contact with the viscera.

The sponsor provided the following revised indications for Use statement:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological, or
gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require the
addition of a reinforcing or bridging material to obtain the desired surgical result. The
-absorbable protective film also may help minimize the potential for tissue attachment to the
device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally. The film
should be placed abdominally when being used fo reinforce soft tissues in the urological,
gynecological or gastrointestinal anatomy. ‘

The revised Indications for Use statement is adequate. The sponsor also provided a revised
510{k) Summary and labeling that included the new statement and new product codes (OOD
and PAJ).

Recommendation

I recommend the sponsor be sent a corrected SE letter for the revised Indications for Use statement
and 510(k) Summary. In addition, since the revised statement excludes transvaginal placement of
mesh for repair of POP, | recommend the 522 order be terminated upon issuance of the corrected SE
letter.

Since the device is primarily used and marketed for non-urogynecologic procedures, DSORD/PRSB
is responsible for lead review and therefore should issue the corrected SE letter. This add-to-file will
be transferred to them so that the letter may be issued and the 522 arder terminated.

K091633/A001 — TephaFLEX Surgical Film Page 2 of 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301-796-8118

10
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Robinson, Rebecca (Beckz)

A M R
m; Mary P. LeGraw <legraw@tepha.com>

Sent: . Friday, June 22, 2012 11:11 AM

To: Robinson, Rebecca (Becky)

Subject: RE: K091633/A001 TephaFLEX Surgical Film 9Tepha) - Revised 510(k} Summary

Attachments: Revised Summary of Safety and Effectiveness.doc

Hi Becky

| have attached the revised summary; please let me know if there is anything else you need.

Best,
" Mary

From: Robinson, Rebecca {Becky) [mailto:Rebecca.Robinson@fda.hhs.gov]

Sent: Friday, June 22, 2012 10:59 AM

To: 'Mary P. LeGraw'

Subject: RE: K091633/A001 TephaFLEX Surgical Film 9Tepha) - Revised 510(k) Summary

Hi Mary,

I'm sorry you were not able to locate the PAJ product code. It is listed on the FDA public website under the 878.3300
ragulation
//www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?start search=1&Submission Type ID=&D

eviceName=&ProductCode=&DeviceClass=&ThirdParty=&Panel=&RegulationNumber=878%2E3300& PAGENUM=50)}
along with the other new product codes for this regulation.

Here is the direct link for the PAJ product code:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?1D=3625

Please let me know if you have trouble with the links.

Thanks,
Becky

Becky Robinson, PhD | Biomedical Engineer

Center for Devices and Radiological Health | Office of Device Evaluation | DRGUD/OGDB
U.S. Food and Drug Administraticn

10903 New Hampshire Avenue | Bldg. 66, Room G115 | Silver Spring, MD 20993

TEL: 301-796-6532 | FAX: 301-847-8111 | rebecca. robinson@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT 1S
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 e-mail or telephone.

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

1
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From: Mary P. LeGraw [mailto:legraw@tepha.com]

Sent: Friday, June 22, 2012 10:31 AM

To: Robinson, Rebecca (Becky)

Subject: RE: K091633/A001 TephaFLEX Surgical Film 9Tepha) - Revised 510(k) Summary

Dear Becky,

One question...what is the PAJ product code. | looked on the FDA database and it states there is no such code. | assume
this is new, but can you exptain what it is?

Thank you,
Mqry

From: Robinson, Rebecca (Becky) [mailto:Rebecca.Robinson@fda.hhs.gov]

Sent: Friday, June 22, 2012 9:43 AM i

To: 'legraw@tepha.com'’ .

Subject: K091633/A001 TephaFLEX Surgical Film STepha) - Revised 510(k) Summary

Dear Ms. LeGraw,

i have reviewed your revised indications for use statement for the subject device. The statement as you have revised it is acceptable,
however, before the corrected SE letter can be issued we will need a revised 510(k) Summary that replaces the existing product
code {OOD) with the OOD and PAJ product codes (in that order). Please e-mail the requested document to me—you do not need
to send a copy to the Document Mail Center, as | will add a copy to the Record.

Please contact me if you have any questions.

Regards,

Becky Robinson, PhD | Biomedical Engineer

Center for Devices and Radiological Health | Office of Device Evaluation | DRGUD/OGDB
U.5. Food and Drug Administration

10903 New Hampshire Avenue | Bldg. 86, Room G115 | Silver Spring, MD 20993

TEL: 301-796-6532 | FAX: 301-847-8111 | rebecca.robinson@fda.hhs.qov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TQO WHOM [T IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the
document to the addressee, you are hereby notified that any review disclesure, 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 e-mail or telephone.

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

VMEDICAL DEVICES

99 Hayden Avenue
Suite 360 ‘
Lexington, MA 02421
tel: (781) 357-1700
fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness
(Prepared June 22, 2012)

Pursuant to §513(|)(3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submlttlng the following summary of
information respecting safety and effectiveness:

Trade Name;

Sponsor:

Contact Person:

Device Classification Name:

Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion:

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

TephaFLEX® Surgical Film

Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421 .
Telephone; 781.357.1700
Fax: 781.357.1701

Mary P. LeGraw, V.P., Regulatory Affairs

CFR §878.3300 - O0D, PAJ
Surgical Mesh

According to Section 13 of the Federal Food, Drug and Cosmehc Act, the device
classification is Class |l Performance Standards.

Tepha, Inc. — TephaFLEX Surgical Film
Tepha, Inc. - TephaFLEX Absorbable Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film

TephaFLEX surgical film is intended to be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the
urological, gynecological, or gastrointestinal anatomy, or for the repair of hernia
or other fascial defects that require the addition of a reinforcing or bridging
material to obtain the desired surgical result. The absorbable protective film also
may help minimize the potential for tissue attachment to the device in case of
direct contact with the viscera.

Note: The TephaFLEX surgical mesh is not intended to be placed transvaginally
The film should be placed abdominally when being used to reinforce soft tissues
in the urological, gynecological or gastrointestinal anatomy

Mechanical testing, in vivo animal testing, and biocompatibility testing, were
performed based on recommendations identified in the FDA surgical mesh
guidance document: The Guidance for the Preparation of a Pre-market
Notification Application for a Surgical Mesh. Specifically, comparative burst
strength, suture pull-out strength, tensile strength and tear resistance strength
was characterized. In vivo strength retention was characterized via a
subcutaneous implantation study. ‘

Based on the indications for use, technological characteristics, and safety and
performance testing, the TephaFLEX surgical film has been shown to be
substantially equivalent to predicate devices under the Federal Food, Drug and
Cosmetic Act.

B
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Add-to-the-File

TephaFLEX® Surgical Film
K091633 / A002

RE: . Study -

- June 14, 2012

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- 99 Hayden Avenue
A A A.l 1Al Lexington, MA 02421

tel: (781) 357-1700
MEDICAL DEVICES fax:(78])3:';7-1701

June 14, 2012

FDA CDRH DMC
Food and Drug Adminstration
Center for Devices and Radiological Health JUN'1 3 2[”2
Document Mail Center — WOB6-G609 Recei Mb
10903 New Hampshire Avenue eceived

Bldg. 66, Room G115
Silver Spring, MD 20993-0002

RE: Add-to-the-File Submission for the TephaFLEX Surgical Film — 510(k} Number
K091633 / A001 / Post Market Surveillance (PS) Study: P$120107

Dear Sir/fMadam:
Tepha is submitting this second Add to File to 510(k) K091633 / A002 / Post Market Surveillance
Study: PS120107 in response to an e-mail communication we received on Tuesday, June 12",

from Dr. Becky Robinson regarding the original document that was submitted on June 11"

Tepha received an e-mail notification from Dr. Robinson on Tuesday, June 12" regarding Tepha's
Add to File which stated the following:

In response to Dr. Robinson’s e-mail, Tepha suggested that the following additional language be
added to the Indications for Use statement:

Note: The TephaFLEX surgical film is not intended to be placed transvaginally. The film should
be placed abdominally when being used to reinforce soft tissues in the urological, gynecological or
gastrointestinal anatomy.

Dr. Robinson responded to Tepha's e-mail that the language Tepha suggested is appropriate and
adequate to mitigate the risk of a physician using the device for transvaginal repair of POP. In a
follow up telephone conversation, she suggested that Tepha submit another Add to File to CDRH
that includes a revised Indications for Use form, 510(k) Summary, and labeling with the revised
indications statement.

The revised documents are included in this Add to File, along with a copy of the e-mai
communication between Tepha and Dr. Robinson.

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

za TEPHA
i 4 11 X L] Lexingten, MA 02421

tel; (781) 357-1700
MEDICAL DEVICES o Ta1) aer 1701

It is my understanding that upon receipt of this notification, the 522 order will remain on hold until
the FDA issues a corrected substantial equivalence letter with the revised Indications for Use
statement for the TephaFLEX surgical film device,

This Nofification is being submitted in triplicate. Should you have any questions or require
additional information, please contact me directly at the contact information below.

Sincerely you%D é—w/
YR

ry P. LeGraw
Vice President, Regulatory Affairs
Tepha, Inc.
99 Hayden Avenue
Lexington, MA 02421
Telephone: 781.357.1709

Fax: 781.357.1701
Cell: 617.820.0387
e-Mail: legraw(@tepha.com

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

1%
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Indications for Use

510(k) Number (if known}: K091633
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally. The
film should be placed abdominally when being used to reinforce soft tissues in the
urological, gynecological or gastrointestinal anatomy.

Prescription Use: X AND/OR Over-The-Counter ___
(21 CFR 801 Subpart D} {21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (CDE)

Page 1 of 1

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

{7
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MEDICAL DEVICES

99 Hayden Avenue
Suite 360

Lexington, MA 02421
tel: {781} 357-1700
fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness
{Prepared June 14, 2012)

Pursuant to §513(}3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following summary of
information respecting safety and effectiveness:

Trade Name;

Sponsor:

Contact Person:

Device Classification Name;

Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion:

TephaFLEX® Surgical Film

Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421
Telephone: 781.357.1700
Fax: 781.357.1701

Mary P. LeGraw, V.P., Regulatory Affairs

CFR §878.3300 - COD
Surgical Mesh

According to Section 13 of the Federal Food, Drug and Cosmetic Act, the device
classification is Class |, Performance Standards.

Tepha, Inc. -~ TephaFLEX Surgical Film
Tepha, Inc. - TephaFLEX Absorbable Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film

TephaFLEX surgical film is intended tc be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the
urological, gynecological, or gastrointestinal anatomy, or for the repair of hernia
or other fascial defects that require the addition of a reinforcing or bridging
material to obtain the desired surgical result. The absorbable protective film also
may help minimize the potential for tissue attachment {o the device in case of
direct contact with the viscera.

Note: The TephaFLEX surgical mesh is not intended to be placed transvaginally
The film should be placed abdominally when being used to reinforce soft tissues
in the urological, gynecological or gastrointestinat anatomy

Mechanical testing, in vivo animal testing, and biocompatibility testing, were
performed based on recommendations identified in the FDA surgical mesh
guidance document: The Guidance for the Preparation of a Pre-market
Notification Application for a Surgical Mesh. Specifically, comparative burst
strength, suture pull-out strength, tensile strength and tear resistance strength
was characterized. /n vivo strength retention was characterized via a
subcutaneous implantation study.

Based on the indications for use, technological characteristics, and safety and
performance testing, the TephaFLEX surgical film has been shown to be
substantially equivalent to predicate devices under the Federal Food, Drug and
Cosmetic Act.

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

18
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TephaFLEX® Surgical Film

DESCRIPTION

TephaFLEX surgical film is an absorbable film prepared from poly-4-hydroxybutyrate (P4HB). The film is
available in solid sheets in sizes ranging from 25mm x 25mm to 300mm x 3G0mm. The thickness of the film
is 60 to 200 microns and may be cut to the shape or size desired for a specific application.

INDICATIONS FOR USE

TephaFLEX Surgical Film is designed to be used wherever temporary wound support is required, to reinforce
soft tissues where weakness exists in the urological, gynecological or gastroenterological anatomy, or for the
repair of hernia or cther fascial defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. The absorbable protective film also may help minimize the potential for tissue attachment
fo the device in case of direct contact with the viscera.

NOTE. The TephaFLEX Surgical Film is not intended to be placed transvaginally The film should be placed
abdominally when being used to reinforce soft tissues in the urological, gynecological or gastrointestinal anatomy.

WARNINGS

TephaFLEX film is an absorbable product that will degrade over time. In repairs where permanent wound
support is required, or if the repair requires a high degree of strength retention over a prolonged pericd of
time, the film should be used in conjunction with an overlay patch to provide the long term mechanical
strength required.

The safety and effectiveness of the TepahFLEX Absorbable Film used to reduce the incidence, extent and
severity of postoperative adhesions have not been established in prospective, randomized clinical trials.

Device manufacture involves expasure to tetracycline hydrochloride and kanamycin sulfate. The safety and
product use for patients with hypersensitivities to these antibiotics is unknown.

PRECAUTIONS

User should be familiar with surgical procedures and techniques, including strength requirements and film
size and thickness choices. Improper size selection, placement, positioning, and fixation of the devices can
cause subsequent undesirable results. The surgeon is to be familiar with the devices and the surgical
procedure prior to performing surgery.

ACTIONS

TephaFLEX surgical film degrades through a process of hydrolysis and hydrolytic enzymatic degradation. It
has been developed to minimize the variability of absorption rate {loss of mass) and strength retention, and
provide wound support throughout the expected period of healing.

Subcutaneous implantation studies performed in a rabbit model indicate the following strength retention over
time:

In Vivo Mechanical Properties* - Burst Strength

Implantation Time | 60 micron TephaFLEX % Strength: 200 micron féphaFLEX % Strength

Point Film Retention Film . Retention .
Time 0 11.46 100 20.93 100
3 Weeks 3.27 29 17.01 81
6 Weeks 1.97 17 8.06 39

* Full degradation is essentially complete within 12-15 months

STERILITY
TephaFLEX surgical film is sterilized by ethylene oxide gas (EQ). Product is sterile unless package has been
opened or damaged. DO NOT RESTERILIZE. Discard opened or unused containers.

DIRECTIONS FOR USE

The TephaFLEX film may be cut to the shape or size desired for each specific application. Some surgeons
prefer to suture a piece larger than the defect into position over the defect. The device should be sutured in
place around its perimeter to assure proper positioning and to prevent film migration or folding. Suturing
should be performed in such manner leaving at least ¥ inch of material between the location of the passage
of each stitch through the device and the closest porticn of the edge.

STORAGE: Store in a cool, dry place.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mary P. LeGraw

. From: Robinson, Rebecca {Becky) [Rebecca.Robinson@fda.hhs.gov]
nt: Wednesday, June 13, 2012 1:30 PM
.0 'Mary P. LeGraw'
Subject: RE: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement
Hi Mary,

The language you have suggested, “The TephaFLEX surgical film is not intended to be placed transvaginally. The film
should be placed abdominally when being used to reinforce soft tissues in the urological, gynecological or
gastrointestinal anatomy.” is appropriate and adequate to mitigate the risk of a physician using the device for
transvaginal repair of POP. Please submit a revised Indications for Use form, 510{k) Summary, and labeling with the
revised indications statement that includes the additional language.

If you have any questions please e-mail or call me.

Thanks!
Becky

Becky Robinson, PhD | Biomedical Engineer

Center for Devices and Radiological Health | Office of Device Evaluation | DRGUD/QGDB
U.S. Food and Drug Administration

10903 New Hampshire Avenue | Bldg. 66, Room G115 | Silver Spring, MD 20993

TEL: 301-796-6532 | FAX: 301-847-8111 | rebecca.robinson@fda.hhs.gov

115 MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATICN THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM BISCLOSURE 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 e-mail or telephone.

From: Mary P. LeGraw [mailto:legraw@tepha.com]

Sent: Tuesday, June 12, 2012 2:10 PM

To: Robinson, Rebecca (Becky)

Subject: RE: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Becky,

When | originally spoke with Dr. Ritchey about the 522 order for our surgical mesh, she explained that the order is
limited to manufacturer’s who are commercializing surgical mesh for organ prolapse indications where the mesh is
placed transvaginally. She stated that devices that are placed abdominally are not within the scope of the 522 order.
Wwill it be adequate to revise the language in the NOTE to state, “The TephaFLEX surgical film is not intended to be placed
transvaginally. The film should be placed abdominally when being used to reinforce soft tissues in the urclogical,
gynecological or gastrointestal anatomy?”

Since specific organ prolapse indications, such as colon prolapse, were not part of the original indication statement, I'm
not clear on what additicnal language | should include. Please let me know if this language is satisfactory.

—ast regards,
Mary

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Robinson, Rebecca (Becky) [mailto:Rebecca.Robinson@fda.hhs.qov]
Sent: Tuesday, June 12, 2012 1:38 PM

To: Mary P. LeGraw (legraw@tepha.com)
“1hbject: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Ms. LeGraw,

1 received the three additional copies of the add-to-file for K091633 sent to the FDA in response to the letter from Dr. Danica
Marinac-Dabic on 06/08/2012. On page 2 of this letter the following comment was included:

in response to the 522 order issued on Aprii 09, 2012 you provided a revised indications for Use statement to clarify that the TephaFLEX

which is needed to determine the adequacy of

your revised indications for use statement. Please provide a response to this comment tc me via e-mail by Friday, June 29, 2012. 1
will add this response to the add-to-file so that it may be included in the official record.

If you have any questions please do not hesitate to contact me.

Regards,

Becky Robinson, PhD | Biomedical Engineer
Center for Devices and Radiological Health | Office of Device Evaluation | DRGUD/OGDB
"' S. Food and Drug Administration

‘03 New Hampshire Avenue | Bldg. 66, Room G115 § Silver Spring, MD 20993
1EL: 301-796-6532 | FAX: 301-847-8111 | rebecca.robinson@fda.bhs.qov

THIS MESSAGE IS INTENDED ONLY 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 e-mail or telephone.

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5/
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99 Hayden Avenue

Zél TEPHA
' Lexington, MA 02421

s o T ) tel: {781) 357-1700
MEDICAL DEVICES fax: (781) 357-1701

June 14, 2012

Food and Drug Adminstration

Center for Devices and Radiological Health
Document Mail Center - WO66-G609
10903 New Hampshire Avenue

Bldg. 66, Room G115

Silver Spring, MD 20993-0002

RE: Add-to-the-File Submission for the TephaFLEX Surgical Film - 510(k) Number
K091633 / A001 / Post Market Surveillance (PS) Study: PS120107

Dear Sir/Madam:

Tepha is submitting this second Add to File to 510(k) K091633 / A002 / Post Market Surveillance
Study: PS120107 in response to an e-mail communication we received on Tuesday, June 12"‘,
from Dr. Becky Robinson regarding the original document that was submitted on June 11",

Tepha received an e-mail notification from Dr. Robinson on Tuesday, June 12" regarding Tepha's
Add to File which stated the following:

In response to Dr. Robinson’s e-mail, Tepha suggested that the following additional language be
added to the Indications for Use statement:

Note: The TephaFLEX surgical film is not intended to be placed transvaginally. The fim should
be placed abdominaily when being used to reinforce soft tissues in the urological, gynecological or
gastrointestinal anatomy.

Dr. Robinson responded to Tepha’s e-mail that the language Tepha suggested is appropriate and
adequate to mitigate the risk of a physician using the device for transvagina! repair of POP. In a
follow up telephone conversation, she suggested that Tepha submit another Add to File to CDRH
that includes a revised Indications for Use form, §10(k) Summary, and labeling with the revised
indications statement.

The revised documents are included in this Add to File, along with a copy of the e-mail
communication between Tepha and Dr. Robinson.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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99 Hayden Avenue
Suite 360
Lexington, MA 02421

. A o e tel: (781) 357-1700
MEDICAL DEVICES fax: (781) 357-1701

It is my understanding that upon receipt of this notification, the 522 order will remain on hold until
the FDA issues a corrected substantial equivalence letter with the revised Indications for Use
statement for the TephaFLEX surgical film device.

This Notification is being submitted in triplicate. Should you have any questions or require
additional information, please contact me directly at the contact information below.

Slncerely yo P éﬂwa/

Mary P. LeGraw

Vice President, Regulatory Affairs
Tepha, Inc.

99 Hayden Avenue

Lexington, MA 02421

Telephone: 781.357.1709

Fax; 781.357.1701
Cell: 617.820.0387
e-Mail: legraw@tepha.com

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

510{k) Number (if known): K091633
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally. The
film should be placed abdominally when being used to reinforce soft tissues in the
urological, gynecological or gastrointestinal anatomy.

Prescription Use: X AND/OR Over-The-Counter ____
{21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

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

af
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MEDICAL DEVICES

99 Hayden Avenue
Suite 360

Lexington, MA 02421
tel: {781) 357-1700
fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness
(Prepared June 14, 2012}

Pursuant to §513(i)(3){A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following summary of
information respecting safety and effectiveness:

Trade Name:

Sponsor:

Contact Person:

Device Classification Name:

Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion;

TephaFLEX® Surgical Film

Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421
Teiephone: 781.357.1700
Fax: 781.357.1701

Mary P. LeGraw, V.P., Regulatory Affairs

CFR §878.3300 - GOD
Surgical Mesh

According to Section 13 of the Federal Food, Drug and Cosmetic Act, the device
classification is Class Il, Performance Standards.

Tepha, Inc. — TephaFl.EX Surgical Fiim
Tepha, Inc. - TephaFLEX Absorbabie Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film

TephaFLEX surgical film is intended to be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the
urologicai, gynecological, or gasirointestinal anatomy, or for the repair of hernia
or other fascial defects that require the addition of a reinforcing or bridging
material to obtain the desired surgical result. The absorbable protective film also
may help minimize the potential for tissue attachment to the device in case of
direct contact with the viscera.

Note: The TephaFLEX surgical mesh is not intended to be placed transvaginally
The film should be placed abdominally when being used to reinforce soft tissues
in the urological, gynecological or gastrointestinal anatomy

Mechanical testing, in vivo animal testing, and biocompatibility testing, were
performed based on recommendations identified in the FDA surgical mesh
guidance document: The Guidance for the Preparation of a Pre-market
Notification Application for a Surgical Mesh. Specifically, comparative burst
strength, suture pull-out strength, tensile strength and tear resistance strength
was characterized. In vivo strength retention was characterized via a
subcutaneous implantation study.,

Based on the indications for use, technological characteristics, and safety and
performance testing, the TephaFLEX surgical film has been shown to be
substantially equivalent to predicate devices under the Federal Food, Drug and
Cosmetic Act.

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

DESCRIPTION

TephaFLEX surgical film is an absorbable film prepared from poly-4-hydroxybutyrate (P4HB). The film is
available in solid sheets in sizes ranging from 25mm x 25mm to 300mm x 300mm. The thickness of the film
is 60 to 200 microns and may be cut to the shape or size desired for a specific application.

INDICATIONS FOR USE

TephaFLEX Surgical Film is designed to be used wherever temporary wound support is required, to reinforce
soft tissues where weakness exists in the urological, gynecological or gastroenterological anatomy, or for the
repair of hernia or other fascial defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. The absorbable protective film also may help minimize the potential for tissue attachment
to the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed fransvaginally The film should be placed
abdominally when being used to reinforce soft tissues in the urological, gynecological or gastrointestinal anatomy.

WARNINGS

TephaFLEX film is an absorbable product that will degrade over time. In repairs where permanent wound
support is required, or if the repair requires a high degree of strength retention over a prolonged pericd of
time, the film should be used in conjunction with an overlay patch to provide the long term mechanical
strength required.

The safety and effectiveness of the TepahFLEX Absorbable Film used to reduce the incidence, extent and
severity of postoperative adhesions have not been established in prospective, randomized clinical trials.

Device manufacture involves exposure to tetracycline hydrochloride and kanamycin sulfate. The safety and
product use for patients with hypersensitivities to these antibiotics is unknown.

PRECAUTIONS

User should be familiar with surgical procedures and techniques, including strength requirements and film
size and thickness choices. Improper size selection, placement, positioning, and fixation of the devices can
cause subsequent undesirable results. The surgeon is to be familiar with the devices and the surgical
procedure prior to performing surgery.

ACTIONS

TephaFLEX surgical film degrades through a process of hydrolysis and hydrolytic enzymatic degradation. It
has been developed to minimize the variability of absorption rate (loss of mass) and strength retention, and
provide wound support throughout the expected period of healing.

Subcutaneous implantation studies performed in a rabbit mede! indicate the following strength retention over
time:

In Vivo Mechanical Properties* - Burst Strength

Implantation Time | 60 micron TephaFLEX % Strength 200 micron TephaFLEX % Strength
Point Film Retention Film Retention
Time 0 11.46 100 20.83 100
3 Weeks 3.27 29 17.01 31
6 Weeks 1.7 17 8.06 39

* Full degradation is essentially complete within 12-15 months

STERILITY
TephaFLEX surgical film is sterilized by ethylene oxide gas (EO). Product is sterile unless package has been
opened or damaged. DO NOT RESTERILIZE. Discard opened or unused containers.

DIRECTIONS FOR USE

The TephaFLEX film may be cut to the shape or size desired for each specific application. Some surgeons
prefer to suture a piece larger than the defect into position over the defect. The device should be sutured in
place around its perimeter to assure proper positioning and to prevent film migration or folding. Suturing
should be performed in such manner |eaving at least ¥ inch of material between the location of the passage
of each stitch through the device and the closest portion of the edge.

STORAGE: Store in a cool, dry place.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mary P. LeGraw

From: Robinson, Rebecca (Becky) [Rebecca. Robinson@fda.hhs.gov]
nt: Wednesday, June 13, 2012 1:30 PM
.0 '‘Mary P. LeGraw'
Subject: RE: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement
Hi Mary,

The {anguage you have suggested, “The TephaFLEX surgical fitm is not intended to be placed transvaginally. The film
should be placed abdominally when being used to reinforce soft tissues in the urological, gynecological or
gastrointestinal anatomy.” is appropriate and adequate to mitigate the risk of a physician using the device for
transvaginal repair of POP. Please submit a revised Indications for Use form, 510(k) Summary, and labeling with the
revised indications statement that includes the additional language.

If you have any questions please e-mail or call me.

Thanks!
Becky

Becky Robinson, PhD | Biomedical Engineer

Center for Davices and Radiclogical Heaith | Office of Device Evaluation | DRGUDIOCGDB
U.S. Food and Drug Administration

10903 New Hampshire Avenue | Bldg. 86, Room G115 | Silver Spring, MD 20993

TEL: 301-786-6532 | FAX: 301-847-8111 | rebecca.robinson@fda.hhs.gov

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

From: Mary P. LeGraw [mailto:legraw@tepha.com]

Sent: Tuesday, June 12, 2012 2:10 PM

To: Robinson, Rebecca (Becky)

Subject: RE: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Becky,

When | originally spoke with Dr. Ritchey about the 522 order for our surgical mesh, she explained that the order is
limited to manufacturer’s who are commercializing surgical mesh for organ prolapse indications where the mesh is
placed transvaginally. She stated that devices that are placed abdominally are not within the scope of the 522 order.
Will it be adequate to revise the language in the NOTE to state, “The TephaFLEX surgical film is not intended to he placed
transvaginally. The film should be placed abdominally when being used to reinforce soft tissues in the urological,
gynecological or gastrcintestal anatomy?”

Since specific organ prolapse indications, such as colon prolapse, were not part of the original indication statement, 'm
not clear on what additional language | should include. Please let me know if this language is satisfactory.

..est regards,
Mary

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Robinson, Rebecca (Becky) [mailto:Rebecca.Robinson@fda.hhs.gov]
Sent: Tuesday, June 12, 2012 1:38 PM

To: Mary P. LeGraw (legraw@tepha.com)
Subject: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Ms. LeGraw,

! received the three additional copies of the add-to-file for K091633 sent to the FDA in response to the letter from Dr. Danica
Marinac-Dabic on 06/08/2012. On page 2 of this letter the following comment was included:

In response to the 522 order issued on April 08, 2012 you provided a revised Indications for Use statement to clarify that the TephaFLEX

, which is needed to determine the adequacy of
your revised indications for use statement. Please provide a response to this comment to me via e-mail by Friday, June 29, 2012. |
will add this response to the add-to-file so that it may be included in the official record.

If you have any questions please do not hesitate to contact me.

Regards,

Becky Robinson, PhD | Biomedical Engineer
Center for Devices and Radiological Health | Office of Device Evaluation | DRGUD/CGDB
U.S. Food and Drug Administralion
7903 New Hampshire Avenug | Bldg. 66, Room G114 | Silver Spring, MD 20993
'EL: 301-796-6532 | FAX: 301-847-8111 | rebecca.robinson@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE CF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER £ AW. 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 e-mail or telephona.

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
28
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9% Hayden Avenue

TEPII A Suite 360
£ AL LALY Lexington, MA 02421

tel: (781) 357-1700
MEDICAL DEVICES fax: (781) 357-1701

June 14, 2012

Food and Drug Adminstration

Center for Devices and Radiological Health
Document Mail Center — WO66-G809
10903 New Hampshire Avenue

Bidg. 66, Room G115

Silver Spring, MD 20983-0002

RE: Add-to-the-File Submission for the TephaFLEX Surgical Film -~ 510(k) Number
K091633 / A001 / Post Market Surveillance (PS) Study: P$120107

Dear Sir/Madam:
Tepha is submitting this second Add to File to 510(k) K091633 / A002 / Post Market Survelllance

Study: PS120107 in response to an e-mail communication we received on Tuesday, June 12"
from Dr. Becky Robinson regarding the original document that was submitted on June 11",

Tepha received an e-mail notification from Dr. Robinson on Tuesday, June 12" regarding Tepha’s
Add to File which stated the following:

In response to Dr. Robinson's e-mail, Tepha suggested that the following additional language be
added to the Indications for Use statement:

Note: The TephaFLEX surgical film is not intended to be placed transvaginally. The film should
be placed abdominally when being used to reinforce soft tissues in the urolegical, gynecological or
gastrointestinal anatomy.

Dr. Robinson responded to Tepha's e-mait that the language Tepha suggested is appropriate and
adequate to mitigate the risk of a physician using the device for transvaginat repair of POP. In a
follow up telephone conversation, she suggested that Tepha submit another Add to File to CDRH
that includes a revised Indications for Use form, 510(k} Summary, and labeling with the revised
indications statement.

The revised documents are included in this Add to File, along with a copy of the e-mail
communication between Tepha and Dr. Robinson.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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99 Hayden Avenue
Suite 360

Lexington, MA 02421

A R R A A tel: (781) 357-1700
MEDICAL DEVICES fax: {781} 357-1701

It is my understanding that upon receipt of this notification, the 522 order will remain on hold until
the FDA issues a corrected substantial equivalence letter with the revised Indications for Use
statement for the TephaFLEX surgical film device.

This Notification is being submitted in triplicate. Should you have any questions or require
additional information, please contact me directly at the contact information below.

Sincerely youIP gﬂ/ﬂ/

Mary P. L

Vice Presndent Regulatory Affairs
Tepha, Inc.

99 Hayden Avenue

Lexington, MA 02421
Telephaone: 781.357.1709

Fax: 781.357.1701
Cell: 617.820.0387
e-Mail: legraw@tepha.com

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

510(k) Number (if known): K091633
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecologicai,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally. The
film shouid be placed abdominally when being used to reinforce soft tissues in the
urological, gynecological or gastrointestinal anatomy.

Prescription Use: X AND/OR Over-The-Counter ____
{21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

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

Concurrence of CORH, Office of Device Evaluation (ODE)

Page 1 of 1

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

2
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7] TEPHA

"MEDICAL DEVICES

99 Hayden Avenue
Suite 360

Lexington, MA 02421
tel: (781) 357-1700
fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness
{Prepared June 14, 2012)

Pursuani to §513()(3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following summary of
information respecting safety and effectiveness:

Trade Name:

Sponsor:

Contact Person:

Devlce Classification Name:

Classification:

Predicate Devices:

Device Description:

Safety and Performance:

Conclusion:

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

TephaFLEX® Surgicai Film

Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421
Telephone: 781.357.1700
Fax; 781.357.1701

Mary P. LeGraw, V.P., Regulatory Affairs

CFR §878.3300 - COD
Surgical Mesh

According to Section 13 of the Federal Food, Drug and Cosmetic Act, the device
classification is Class Il, Performance Standards.

Tepha, Inc. -~ TephaFLEX Surgical Film
Tepha, Inc. - TephaFLEX Absorbable Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film

TephaFLEX surgica! film is intended to be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the
urolegical, gynecological, or gastrointestinal anatomy, or for the repair of hernia
or other fascial defecls that require the addition of a reinforcing or bridging
material to obtain the desired surgical result. The absorbable protective fiim also
may help minimize the potential for tissue attachment to the device in case of
direct contact with the viscera.

Note: The TephaFLEX surgical mesh is not intended to be placed transvaginaily
The film should be placed abdeminally when being used to reinforce soft tissues
in the urological, gynecclogical or gastrointestinal anatomy

Mechanical testing, in vivo animal testing, and biocompatibility testing, were
performed based on recommendations identified in the FDA surgical mesh
guidance document: The Guidance for the Preparation of a Pre-market
Nofification Application for a Surgical Mesh. Specifically, comparative burst
strength, suture pull-out strength, tensile strength and tear resistance strength
was characterized. /n vivo strength retention was characterized via a
subcutaneous implantation study.

Based on the indications for use, technological characteristics, and safety and
performance testing, the TephaFLEX surgicatl film has been shown to be
substantially equivalent to predicate devices under the Federal Food, Drug and
Cosmetic Act.

8z
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TephaFLEX® Surgical Film

DESCRIPTION

TephaFLEX surgical film is an absorbable film prepared from poly-4-hydroxybutyrate (P4HB). The film is
available in solid sheets in sizes ranging from 25mm x 25mm to 300mm x 300mm. The thickness of the film
is 680 to 200 microns and may be cut to the shape or size desired for a specific application.

INDICATIONS FOR USE

TephaFLEX Surgical Film is designed to be used wherever temporary wound support is required, to reinforce
soft tissues where weakness exists in the urclogical, gynecological or gastroenterological anatomy, or for the
repair of hernia or other fascial defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. The absorbabie protective film also may help minimize the potential for tissue attachment
to the device in case of direct contact with the viscera.

NOTE: The TephaFLEX Surgical Film is not intended to be placed transvaginally The film should be placed
abdominally when being used to reinforce soft tissues in the urological, gynecological or gastrointestinal anatomy.

WARNINGS

TephaFLEX film is an absorbable product that will degrade over time. In repairs where permanent wound
support is required, or if the repair requires a high degree of strength retention over a prolonged period of
time, the film should be used in conjunction with an overlay patch to provide the long term mechanical
strength reguired.

The safety and effectiveness of the TepahFLEX Absorbable Film used to reduce the incidence, extent and
severity of postoperative adhesions have not been established in prospective, randomized clinical trials.

Device manufacture involves exposure to tetracycline hydrochloride and kanamycin sulfate. The safety and
product use for patients with hypersensitivities to these antibiotics is unknown.

PRECAUTIONS

User should be familiar with surgical procedures and techniques, including strength requirements and film
size and thickness choices. Improper size selection, placement, positioning, and fixation of the devices can
cause subsequent undesirable results. The surgeon is to be familiar with the devices and the surgical
procedure prior to performing surgery.

ACTIONS

TephaFLEX surgical film degrades through a process of hydrolysis and hydrolytic enzymatic degradation. |t
has been developed to minimize the variability of absorption rate {loss of mass) and strength retention, and
provide wound support throughout the expected period of healing.

Subcutaneous implantation studies performed in a rabbit model indicate the following strength retention over
fime:

In Vive Mechanical Properties* - Burst Strength

Implantation Time | 60 micron TephaFLEX |- % Strength 200 micron TephaFLEX % Strength

Point Film Retention Film Retention
Time 0 11.46 100 20.83 100
3 Weeks 3.27 29 17.01 81
6 Weeks 1.97 17 8.06 39

* Full degradation is essentially complete within 12-15 months

STERILITY
TephaFLEX surgical film is sterilized by ethylene oxide gas (EQ). Product is sterile unless package has been
opened or damaged. DO NOT RESTERILIZE. Discard opened or unused containers.

DIRECTIONS FOR USE

The TephaFLEX film may be cut to the shape or size desired for each specific application. Some surgeons
prefer to suture a piece larger than the defect into position over the defect. The device should be sutured in
place around its perimeter to assure proper positioning and to prevent fiim migration or felding. Suturing
should be performed in such manner leaving at least % inch of material between the location of the passage
of each stitch through the device and the closest portion of the edge.

STORAGE: Store in a cool, dry place.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mary P. LeGraw

“rom: Robinson, Rebecca (Becky) [Rebecca.Robinson@fda.hhs.gov]
nt: Wednesday, June 13, 2012 1:30 PM
10: ‘Mary P. LeGraw'
Subject: RE: K091633/A001 TephaFLEX Surgical Fiim - Revised Indications Statement
Hi Mary,

The language you have suggested, “The TephaFLEX surgical film is not intended to be placed transvaginaily. The film
should be placed abdominally when being used to reinforce soft tissues in the urological, gynecological or
gastrointestinal anatomy.” is appropriate and adequate to mitigate the risk of a physician using the device for
transvaginal repair of POP. Please submit a revised Indications for Use form, 510(k} Summary, and labeling with the
revised indications statement that includes the additiona! language.

If you have any questions please e-mail or call me.

Thanks!
Becky

Becky Robinson, PhD | Biomedica: Engineer

Center for Devices and Radiclogical Health | Office of Device Evaluation | DRGUDICGDB
U.5. Food and Drug Administration

10903 New Hampshire Avenue | Bldg. 66, Reom G115 | Silver Spring, MD 20983

TEL: 301-796-6532 | FAX: 301-847-8111 { rebecca.robinson@fda.hhs.gov

1HIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT 18
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 e-mail or telephone.

From: Mary P. LeGraw [mailto:legraw@tepha.com]

Sent: Tuesday, June 12, 2012 2:10 PM

To: Robinson, Rebecca (Becky)

Subiject: RE: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Becky,

When | originalty spoke with Dr. Ritchey about the 522 order for our surgical mesh, she explained that the order is
limited to manufacturer’s who are commercializing surgical mesh for organ prolapse indications where the mesh is
placed transvaginally. She stated that devices that are placed abdominally are not within the scope of the 522 order.
Will it be adequate to revise the language in the NOTE to state, “The TephaFLEX surgical film is not intended to be placed
transvaginally. The film should be placed abdominally when being used to reinforce soft tissues in the urological,
gynecological or gastrointestal anatomy?”

Since specific organ prolapse indications, such as colon prolapse, were not part of the original indication statement, I'm
not clear on what additional language 1 should include. Please let me know if this language is satisfactory.

pest regards,

Mary

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Robinson, Rebecca (Becky) [mailto:Rebecca.Robinson@fda.hhs.gov]
Sent: Tuesday, June 12, 2012 1:38 PM

To: Mary P. LeGraw (legraw@tepha.com)
1bject: K091633/A001 TephaFLEX Surgical Film - Revised Indications Statement

Dear Ms. LeGraw,

I received the three additional copies of the add-to-file for K091633 sent to the FDA in response to the letter from Dr. Danica
Martnac-Dabic on 06/08/2012. On page 2 of this letter the following comment was included:

In response to the 522 order issued on April 09, 2012 you provided a revised Indications for Use statement to clarify that the TephaFLEX

, which is needed to determine the adequacy of
your revised indications for use statement. Please provide a response to this comment to me via e-maif by Friday, June 29, 2012, |
will add this response to the add-to-file so that it may be included in the official record.

If you have any questions please do not hesitate to contact me.

Regards,

Becky Rohinson, PhD | Biomedical Engineer
Canter for Devices and Radiological Health | Office of Device Evaluation | DREGUDIOGDE
' 8. Feod and Drug Administration
103 New Hampshire Avenue | Bldg. 66, Roam G115 | Stiver Spring, MD 20633

TEL: 301-796-8532 | FAX: 301-847-8111 | rebecca robinson@fda.hths.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHCM 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 defiver the
document to the addressee, you are hereby nofified that any review disclosure, dissemination, copying, or other action based on the content of this communication
is not autherized. If you have received this document in error, please immediately notify us by e-mail or telephone.

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 =
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration
10903 New Hampshire Avenue

@ﬁ‘m
N Document Mail Center - W066-G609
Tepha, Inc : . Silver Spring, MD 20993-0002
% Ms. Mary P. LeGrew
Vice President, Regulatory Affairs
99 Hayden Avenue, Suite 300
Lexington, Massachusetts 02421
| AUG 07 2009
Re: K091633 _
Trade/Device Name: TephFLEX® Surgical Film
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 11 '
Product Code: OOD
Dated: June 3, 2009
Received: June 4, 2009

Dear Ms. LeGrew:

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 Aniendments, 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. : '

If your device is classified (see above) into either class II (Special Controls) or class IIT (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 §98. In addition, FDA may
publish further anncuncements concerning your device in the Federal Register.

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.

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



20000 ¥rd

Records processed under FOIA Request # 2015-6047; Released by CDRH on 11-30-2015 |

Page 2 — Ms. Mary P. LeGrew

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go 1o http://'www.fda gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.him for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reportmg 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.

Y ou 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 (240) 276-3150 or at its Internet address

htip://www.fda pov/MedicalDevizes/ResourcesforY ou/Industry/default.htm.

Sincerely yours, g ,/
{0l M

Mark N. elkerson Q\U il
Director
Division of Surgical, Orthopedic,
and Restorative Devices
Office of Device Evaluation
_Center for Devices and
Radiological Health

Enclosure

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

510(k) Number (if known): Unknown
Device Name: TephaFLEX® Surgical Film

Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

Prescription Use: X AND/OR Over-The-Counter
(21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

LX) | Mo
(Division Sign-O | ‘

Division of Surgical, Orthopedic,
_and Restorative Devices

SIO(k) T;lumber KO% /(023 |

—Qqestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 .
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

&7
W‘m . 9200 Corporate Boulevard

Rockville, Maryland 2085C
June 04, 2009

510k Number: KO91633

TEPHA, INC.
99 HAYDEN, SUTIE 360 Received: 6/4/2009
LEXINGTON, MASSACHUSETTS 02421 Product: TEPHAFLEX SURGICAL FILM

UNITED STATES
ATTN: MARY P. LEGRAW

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been 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)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
-2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007, Please visit our website at http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form (http//www.[da.cov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, ancﬁS‘é‘\’:ﬁ%% rBB?sca?FoHgféeubFr(r?lléa"sﬁre@ue%t#ﬁ%?cg Qﬁ?th%%@ﬁ%ﬁ%‘b&ﬁ?&“ﬁ% PliseAlaieh Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 20077
(http://www.fda.gov/oc/initiatives/fdaaa/guidance _certifications.htmi). 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 S10(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at_
http://www.fda.gov/edrh/ode/guidance/1655.pdf.  Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staff entitled, "Format for Traditional and
Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567 html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, 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 ol any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. IFor more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available for
viewing on line at www.[da.gov/cdrh/video/5 | 0k.wmv .

Lastly, you shoultd be familiar with the regulatory requirements for medical devices available at Device Advice
www fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
http:/www.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 510(k) Staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
- Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18
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June 3, 2009

510(k) Document Mail Center (HFZ-401) IIN 4 2004
Center for Devices and Radiological Health - o
Food and Drug Administration

9200 Corporate Blvd.

Rockville, MD 20850

RE: Pre-market Notification — TephaFLEX® Surgical Film
Dear Sir/Madam:

In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 21 CFR §807, Tepha, Inc. submits this Pre-market Notification.
Tepha intends to introduce into interstate commerce for commercial distribution the
TephaFLEX® Surgical Film intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exits in the urological, gynecological
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that
require the addition of a reinforcing or bridging material to obtain the desired surgical
result. The absorbable protective film also may help minimize the potential for tissue
attachment to the device in case of direct contact with the viscera.

TephFLEX film is manufactured from an absorbable material known as [}
_ Test results are presented in the following pages.

The following information is being submitted in conformance with 21 CFR §807.7:

1) Classification Name; Absorbable Poly-(hydroxybutyrate)
Surgical Mesh

2) Trade/Proprietary Name: TephaFLEX® Surgical Film
3) Establishment Registration Number: 3005670760

4) Owner/Operator: Tepha, Incorporated
99 Hayden Avenue, Suite 360
Lexington, MA 02421
Telephone:  781.357.1700
Fax: 781.357.1701
Owner/Operator Number: 10023049

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5) Company Contact: Mary P. LeGraw
V.P., Regulatory Affairs
Tepha Medical Devices, Incorporated
Telephone: 781.357.1709

Fax: 781.357.1701
E-mail: legraw@Tepha.com
6) Manufacturing Site: Tepha, Inc.

99 Hayden Avenue

Lexington, MA 02421

Telephone: 781.357.1700

Fax: 781.357.1701
Establishment Registration: 3005670760

7) Sterilization Site:

8) Packaging Site: Tepha, Incorporated
99 Hayden Avenue
Lexington, MA 02421
Telephone: 781.357.1700
Fax: 781.357.1701
Establishment Registration: 3005670760

9) Classification: According to Section 513 of the Federal Food, Drug and
Cosmetic Act, the device classification is Class Il, Performance Standards.

10) Device Panel: General and Plastic Surgery

11) Performance Standards: Class || Special Controls Guidance Document:
Guidance for the Preparation of a Premarket Notification Application for a
Surgical Mesh. Class Il Special Controls Guidance Document. Absorbable
Poly(hydroxybutyrate) Surgical Suture Produced by Recombinant DNA
Technology.

12) Labeling: A draft label and Instructions for Use are located in Section VIII.

13)  Confidentiality: Tepha, Incorporated considers |GGG }
g e e ! »

information and exempt from public disclosure. Tepha understands that the data
contained in this submission will be restricted from release under the Freedom of
Information Act for at least 90 days or until concurrence is gained.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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14)  Summary of Safety and Effectiveness: A summary of the safety and
effectiveness information contained with this Pre-market Notification is presented
in Section X.

It is the understanding of Tepha that FDA does not presently require the submission of
post marketing surveillance plans for this type of device, and that manufacturers will be
notified when such requirements become applicable.

This Pre-market Notification is submitted in triplicate. Should you have any questions,
please contact me directly at the contact information below.

Sincerely yours,

LA A ’ ‘ 7,-‘_{. »__;; "/"_--_f,
Mary P. LeGraw
Vice President, Regulatory Affairs
Tepha, Inc.
99 Hayden Avenue
Lexington, MA 02421
Telephone:  781.357.1709
Fax: 781.357.1701
Cell: 617.283.6539
E-Mail: legraw@tepha.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Aporeved: OMB Na. 0910-311 Expiraiion Date: January 31. 261 6. S¢e Instructions for OMB Sutement.
P B e e oy ovee
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment \dentification number on your check.

A completed cover sheet must accompany each-original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/fwww.fda.govioc/mdufmalcoversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Mary LeGraw
TEPHAIN 2.1 E-MAIL ADDRESS
C legraw@tepha.com
ngl;ln%‘rgE“l:AA(\J/g;t{lE SUITE 350 2.2 TELEPHONE NUMBER (include Area code)
us 781-357-1709
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
- 781-357-1701

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Avww.fda.gov/oc/mdufma .

Select an applicaticn type: ' 3.1 Select a center
[X] Premarket notificaticn(510(k)); except for thirc party [X] CORH
{]1513(g) Request for Information [1CBER
[ ] Biologics License Application {BLA} 3.2 Select one of the types below
[ ] Premarket Appraval Application (PMA) [X] Criginal Application
[ ] Modular PMA Supplement Types:
{ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)
[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PCP)
[ 1 Annual Fee for Periadic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)
(] 30-Day Notice ] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information cn determining this status})

[1 YES, | meet the small business criteria and have submitted.the required X} NO. t am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

(1 YES (Al of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[1NO (if "NO," FDA will not accept your submission untit you have paid all fees due to FDA. This submission will not be processed; see
http:fiwww.fda.gov/cdrh/mdufma for additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

- - . . The application is submitted by a state or federal
[ ] This biclegics apglication is submitted under sectian 351 of the Public [l . . : s
Health Service Act for a product licensed for further manufacturing use only gg:nmr:'c?gﬁfnuw for a device that is not to be distributed

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? {If so, the apglication is
subject ta the fee that applies for an original premarket approval application (PMA).

[]1YES [X]NO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

_- ) 14-May-2009

Form FDA 2601 (01/2C0T)

"Close Window” Print Cover sheet

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=6042970  5/14/2009
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Indications for Use

510(k) Number (if known): Unknown
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended to be used wherever temporary wound support is
required, to reinforce soft tissues where weakness exists in the urological, gynecological,
or gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require
the addition of a reinforcing or bridging material to obtain the desired surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

Prescription Use: X AND/OR Over-The-Counter ____
(21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

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

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

Pursuani to 21 CFR 807.87(k), I, Mary P. LeGraw, certify that to the best of my
knowledge and belief and based upon the data and information submitted to me in the
course of my responsibilities as Vice President of Regulatory Affairs, and reliance
thereupon, the data and information submitted in the Pre-market Notification are truthful
and accurate and that no facts material for a review of the substantial equivalence of this
device have been knowingly omitted from this submission.

Viang £ L

{/Signature

Mary P. LeGraw

Printed Name

e 2 200

¢ Date

N/A

510(k) Number

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

/!
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CDRH SUBMISSION COVER SHEET
Date of Submission: FDA Document Number:
JUN A 7009
“ ~tion A Type of Submission
- Y, |
_ TA Al ¥
PMA PMA Supplement PDP 510(k) Meeting
{0 Pre-IDE mtg,
O Regular [0 Presubmission Summary Original Submission: O Pre-PMA mtg.
Original Submission O Special I Original PDP X Traditional [0 Pre-PDP mtg.
O Modular [ Panel Track O Notice of intent to start O Special (O 180-Day mtg.
Submission I 30-day Supplement clinical trials 0 Abbreviated [ Other (specify):
" O Amendment 0 30-day Notice {7 Intention to submit 00 Additional
] Report 3 135-day Supplement Notice of Completion Information:
O Report [0 Real-tiie Review {1 Notice of Compietion {1 Tradiional
Amendment [0 Amendment to PMA | 0 Amendment to PDP 0O Special
Supplement {0 Report [0 Abbreviated
] Report Amendment
IDE Humanitarian Device Class II Exemption Evaluation of Other Submission
Exemption Automatic Class I11
0 Original submission] [J Original submission | O Original Submission Designation Describe
O Amendment 0 Amendment 1 Additional Information o o Submission:
O Supplement O Supplement 0] Original Submission
[1 Report [ Additional Information
‘on B Applicant or Sponsor
Company/Institution Name: Tepha Medical Devices, Inc. Establishment registration number; 3005670760
Division Name (if applicable): Phone number (include area code): 781.357.1700
Street Address: 99 Hayden Avenue, Suite 360 Fax number (include area code):  781.357.1701
City: Lexington State/Province:. MA Zip code: Country: Usa
02421
Contact Name: Mary P. LeGraw: Direct: (781)357-1709
Contact Title: Vice President, Regulatory Affairs Contact e-mail address: legraw(@tepha.com
Seetion C Submission Correspondent (if different from above)

Company/Institution Name: N/A

Division name (if applicable)

Establishment registration number:

Phone number (include area code):

t Address:

Fax number (include area code):

City:

State/Province:

Zip Code:

Country

Contact MName:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“action D1

Reason for Submission — PMA ,PDP, or HDE

] New Device
0 Withdrawal
O Additional or Expanded Indications
3 Licensing Agreement

(I Processing Change:
L Manufacturing
[ Sterilization
[ Packaging
{1 Other (specify below) |

[J Response to FDA correspondence:
[} Request for applicant hold.

O Change in design, component, or specification:

0 Software

O Color Additive

O Material

0 Specifications

1 Other {specify below)

(1 Labeling Change:
U Indications
O Instructions

" [ Performance Characteristics

" [ Shelf Life
U Trade Name
[ Other (specify below)_

O Request for removal of applicant hold

03 Request for extension

0 Request to remove or add manufacturing site

O Location Change:
(] Manufacturer
O Sterilizer
O] Packager
O Distributor

U Report Submission:
OAnnual or Periedic
O Post Approval Study
O Adverse Reaction
O Device Defect
O Amendment

0 Change in Ownership
(I Change in correspondent

(J Other Reason (specify):

Section D2 Reason for Submission - IDE
O New device Change in: 0 Response to FDA letter concerning:
[J Addition of institution O Correspondent 3 Conditional approval
[0 Expansion/extension of study [ Design 1 Deemed approval
[ IRB certification O Informed consent [ Deficient final report
[JRequest hearing 0 Manufacturer [0 Deficient progress report

O Request waiver

O Termination of study

[ Withdrawal of application

O Unanticipated adverse effect
CJ Notification of emergency use
0O Compassionate use request

O Treatment IDE

{3 Continuing availability request

[ Other reason (specify):

[0 Manufacturing process
O Protocol — feasibility
O Protocol — other

] Spansor

J Report Submission;
CCurrent investigator
O Annual progress

3 Deficient investigator report

O Disapproval

O] Request extension for time to
respond to FDA

[0 Request meeting

O Site waiver limit reached

C Final

Section D3

Reason for Submission — 510(k)

X New Device
[J Additional or expanded indications
O Other reason (specify):

[ Change in technology [ Change in materials

O Change in design

O Change in manufacturing process

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

/

y
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Saction E

Additional Information on 510(k) Submissions

. Juct codes of devices to which substantial equivalence is claimed:

Summary of, or statement, concerning safety
and effectiveness data:

1 FTM 2 FIL 3 4 X 510(k) summary attached

5 P 7 3 0 510(k) statement
510(k) Number Trade of Proprietary or model name Manufacturer
1 K072520 TephaFLEX Surgical Film Tepha, Incorporated

2 K070894 TephaFLEX Absorbable Mesh Tepha, Incorporated

3 K050332 SurgiWrap MAST Biosurgery, Inc.

4 K033671 Gore Bioabsorable Mesh W.L. Gore & Associates

5 K032673 Immix - PlastiFilm OsteoBiologics, Inc.
Section F Product Information — Applicable to All Applications.

Common or usual name or classification name:

Absorbable Poly(hydroxybutyrate) Surgical Film

Trade or proprietary or model name Moadel Number

1 TephaFLEX® Surgical Film 1 N/A

2 2

3 3

4 4

5 5

FDA document. numbers of all prior related submissions (regardless of cutcome):
1 K052225 2 K0708%4 3 K072520 4 5 6
7 8 9 10 11 12

Data included in submission: x Laboratory Testing x Animal Trials L] Human Trials

Sestjon G

Product Classification — Applicable to All Applicants

]

1 .wduct code: FTL

C.FR. Section 21 CFR §878.3300

Classification Panel:

General and Plastic Surgerv

(AClass IIL ] Unclassified

~Device Class: @//
[IClass I X Class II

Indications {trom labeling): TephaFLEX@ Surgical Film is intended to be used wherever temporary wound support is reqmred to reinforce soft tissues where weakness exists in |

urclogical, gynecological (Of FARTRIHE
surgical result. The absorbable protecnve

wfg 1 terial to obtain the desi
tlm also mayq:elp mmlmlzcez;a potcnpqogfussue attachm '%?gq @in cass: tiz c?)ofr}lléq g:, 3:
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FDA Document Number:

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

. .-don H Manufacturing/Packaging/Sterilization Sites Relating to a Submission

ZF000X ¥rda

X Original FDA establishment registration number: (] Manufacturer X Contract Sterilizer
[1Add [ Delete O Contract Manufacturer [J Repackager/relabeler

X Original FDA Establishment registration number: X Manufacturer (1 Contract Sterilizer
0 Add ODetete | TBD _ O Contract Manufacturer [0 Repackager/relabeler
Company/Institution Name: Tepha, Inc. Establishment registration number: 3005670760
-L .sion name (if applicable): _ Phone number (include area code): 781.357.1700
.Street address: 99 Hayden Avenue, Suite 360 FAX number (include area code): 781.357.1701
City: Lexington State/Province: MA Zip code: 02421 Country: USA

Contact name: _

Contact title: Sr. Director, Quality Systems Contact e-mail address: [EIEEIEEIIEGEG:

X Original FDA Establishment registration number: [J Manufacturer Contract sterilizer
O Add [ Delete O Contract Manufacturer CIRepackager/relabeler
Company/Institution name: Establishment registration number:

Division name (if applicable): Phone number (include area code):

Street address: FAX number (include area code):

City: State/Province: Zip code: Country:

Cutact name: .
/o

Contact title: Contact e-mail address:

Questions 7 Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA FORM 3674

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

/
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Clinical data was not required or referred to in support of this 510(k) application;
therefore, FDA Form 3674 is not included as part of this application.

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

/7
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SECTION Il

' DEVICE DESCRIPTION

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

Device Description

The proposed film is an absorbable implant manufactured from
is a moldable, thermoplastic material that c

. The

manufacturing process for this film is

The material used in the manufacture of the
proposed film is identical in terms of formulation and polymer manufacturing processes
to the material used in the TephaFLEX surgical film, cleared under K072520. The
strength of TephaFLEX film compares well with that of currently marketed film products
as is supported by the data presented in support of this application.

The current TephaFLEX surgical film was cleared by the FDA on November 29, 2007.
The existing film is a solid sheet provided in sizes 50mm x 70mm, 100mm x 130mm,
130mm x 200mm, and is approximately 200 microns thick. The proposed film includes
sizes ranging from 25mm x 25mm to 300mm x 300mm, as well as a thickness range of
60 through 200 microns. The length and width of the film will have no impact on the
functional characteristics of the device. The addition of a thinner film may have an
impact on the performance attributes of the product; therefore, testing was performed to
confirm the strength requirements of the 60 micron film are substantially equivalent to
the predicate devices that are cleared for the same clinical indicaticons.

A photagraph of the film product is provided at the end of this section. The design:
specifications for the proposed TephaFLEX surgical film are outlined in Table 1 below.

Table 1
Product Specifications
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Like the predicate TephaFLEX film, the proposed film degrades.
. In vivo animal

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



LFDOOX ¥Cd

Records processed under FOIA Request # 2015-6047; Released by CDRH on 11-30-2015

studies were performed in support of strength retention and film functionality. Results of
this testing can be found in Section VI.

In summary, we believe the results of the bench testing and in vivo animal testing

performed demonstrates the proposed H TephaFLEX absorbable film is
substantially equivalent to other currently marketed absorbable surgical film products.
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SECTION lli

FUNCTIONAL TESTING
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Section |l
Functional Testing
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Functional / Mechanical Testing

To evaluate the physical strength of the proposed _ TephaFLEX film, the
following functicnal tests were performed: I

Burst strength- test
Suture pull-out test
Tensile strength test

Burst Strength Test

L
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Suture Pull-out Strength Test
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Tensile Strength Test
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Tear Resistance Strength
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SECTION IV

BIOCOMPATIBILITY TESTING
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Section IV
Biocompatibility Testing
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SECTION V

PACKAGING, STERILIZATION AND
PYROGENICITY
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Section V
Packaging and Sterilization

Packaging

All packaging materials and sealing methods used to package the preposed TephaFLEX
surgical film are commonly used in the medical device industry. A packaging description
for the device can be found below.

The TephaFLEX surgical film is an undyed, single use product that is terminally sterilized

Since the primary purpose of the package is to maintain device sterility and integrity, the
proposed packaging will be subjected to testing to validate the device’s labeled shelf life.
For purposes of this appiication, the labeled shelf life is . Package integrity
testing will be performed in compliance with ANSI/AAMI/ISO 11607-1:2006 - Packaging
for terminally sterilized medical devices — Part 1. Requirements for materials, sterile
barrier systems, and packaging systems.

Sterilization

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

endotoxins for product release wi
guidance (< 0.5 EU/mL).
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SECTION VI

In Vivo Animal Testing
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ATTACHMENT A

In Vivo FILM FUNCTIONALITY STUDY
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Section Vi

Attachment A
In Vivo Functionality Study
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PROTOCOL/REPORT
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ATTACHMENT B

BIODEGRADATION TEST
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Attachment B
Strength Retention Study
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HISTOLOGY REPORT
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SECTION Vil

SUBSTANTIAL EQUIVALENCE
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Section VIl
Substantial Equivalence

The proposed TephaFLEX surgical film is intended to be used wherever temporary
wound support is required, to reinforce soft tissues where weakness exists in the
urological, gynecological, or gastrointestinal anatomy, or for the repair of hernia or other
fascial defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. The absorbahle protective film also may help minimize the
potential for tissue attachment to the device in case of direct contact with the viscera.

Tepha referenced FDA’s Class il Special Control Guidance Document: Guidance for the
Preparation of a Pre-market Notification Application for a Surgical Mesh when choosing
appropriate predicate devices, and preparing the bench and animal test protocols used
in support of this application. The information provided below, in conjunction with the
detailed discussion of test results presented in other sections of this application,
demonstrates the proposed device is equivalent in terms of functionality and safety to
currently marketed predicate devices.

For purposes of this application, substantial equivalence for the proposed TephaFLEX
surgical film is based on similarities between it and the following predicate devices:

—

TephaFLEX Surgical Film — K072520

g

TephaFLEX Absorbable Mesh — K070894
3. MAST Biosurgery, Inc., Surgi-Wrap Film —~ K031955, K050332
4. W.L. Gore — Gore Bioabsorbable Mesh — K033671
5. OsteoBiologics, Inc., Immix PlastiFilm — K032673
Table 13 below contains a summarized comparison of the major functional and

descriptive characteristics of the proposed TephaFLEX film as compared to the currently
marketed film products listed above.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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To further evaluate the substantial equivalence of the proposed TephaFLEX film, we
have employed the 510(k) “Substantial Equivalence Decision-Making Process” decision
tree (attached). The answers to five questions from this decision tree lead to a
determination of substantia! equivalence for this device.

1. Does the new device have the same indication statements?

Yes. Indication statements for the proposed TephaFLEX film and the predicate devices
outlined above are the same.

2. Does the new device have the same technological characteristics, e.g.,
design, materials, etc.? ‘

Yes. In terms of material, product design, device manufacturing processes and mode of
operation, the proposed TephaFLEX film is identical to the currently cleared TephaFLEX
surgical film and equivalent to the SurgiWrap and PlastiFilm products. '
3. Are the Descriptive Characteristics Precise Enough to Ensure Equivalence?
No. Although the technological characteristics and materials utilized in the proposed
device are identical 1o those of the current TephaFLEX film, ﬁ
to demonstrate that the performance of the

proposed device is substantially equivalent to the predicate devices.

4. Are Performance Data Available to Assess Equivalence?

Yes. Performance data in support of the proposed device are available. Specifically,
bench testing and in vivo animal testing were performed. A description of the bench
testing conducted along with the test results can be found in Section lll. A summary of
the in vivo animal testing is located in Sections IV and VI. Additionally, labeling is
provided with the product that defines the proper use of the device.

5. Performance data demonstrate equivalence?
Yes. Test results demonstrate the technological characteristics of the proposed device
do not resuit in any new safety or effectiveness issues when used for the proposed

indication. We believe, therefore, the proposed device is substantially equivalent to the
currently marketed predicate devices discussed above.

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

PROPOSED DEVICE LABELING
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FILM INSTRUCTIONS FOR USE
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INSTRUCTIONS FOR USE
TephaFLEX® Surgical Film

DESCRIPTION

TephaFLEX surgical film is an absorbable film prepared from poly-4-hydroxybutyrate (P4HB}. The film is
available in solid sheets in sizes ranging from 25mm x 25mm to 300mm x 300mm. The thickness of the film
is 60 to 200 microns and may be cut to the shape or size desired for a specific application.

INBHCATIONS FOR USE

TephaFLEX Surgical Film is designed to be used wherever temporary wound support is required, to reinforce
soft tissues where weakness exists in the urological, gynecological or gastroenterological anatomy, or for the
repair of hernia or other fascial defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical resutt. The abserbable protective film also may help minimize the potential for tissue attachm e"/
to the device in case of direct contact with the viscera.

WARNINGS :

TephaFLEX film is an absorbable product that will degrade over time. In repairs where permanent wound
support is required, or if the repair requires a high degree of strength retention over a proloenged period of
time, the film should be used in conjunction with an overlay patch to provide the long term mechanical,
strength required.

The safety and effectiveness of the TepahFLEX Absorbabie Film used to reduce the incidence, extent and
severity of postoperative adhesions have not been established in prospective, randomized clinicat trials. /

Device manufacture involves exposure to tetracycline hydrochloride and kanamycin sulfate. The safety and

- product use for patients with hypersensitivities to these antibictics is unknown.

PRECAUTIONS

User should be familiar with surgical procedures and techniques, including strength requirements and film
size and thickness choices. Improper size selection, placement, positioning, and fixation of the devices can
cause subsequent undesirable results. The surgeon is to be familiar with the devices and the surgical *
procedure pricr to performing surgery.

ACTIONS

TephaFLEX surgical film degrades through a process of hydrolysis and hydrolytic enzymatic degradation. It
has been developed to minimize the variability of absorption rate (loss of mass) and strength retention, and
provide wound support throughout the expected periad of healing.

Implantation studies indicate the following strength retention over time:

In:Vivo' Mechanical Properties” A

y 'z’_Strgngt, % Strengt

~Retention”. - Retention "
Tlme 0 100 100
3 Weeks 25 81
6 Weeks 17 39

* Full degradation is essentially complete within 12-15 months

STERILITY
TephaFLEX surgical film is sterilized by ethylene oxide gas (EO). Preduct is sterile unless package has been
opened or damaged. DO NOT RESTERILIZE. Discard opened or unused c_ontainers.

DIRECTIONS FOR USE

The TephaFLEX film may be cut to the shape or size desired for each specific application. Some surgeons
prefer to suture a piece larger than the defect into position over the defect. The device should be sutured in
place around its perimeter to assure proper positioning and fo prevent film migration or folding. Suturing
shouid be performed in such manner leaving at least % inch of material between the location of the passage
of each stitch through the device and the closest paortien of the edge.

STORAGE .
Store in a cool, dry place. /0 %

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

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

Jod
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DRAFT PACKAGE LABEL

Tepha Medical Devices, Incorporated
99 Hayden Avenue, Suite 360
Lexington, MA 02421
781-357-1700
TephaFLEX® Absorbable Surgical Film

Catalog Number: X00-0XX-XX
Quantity: XX

XXmm x XXmm, Undyed
Single Use STERILE EO See Directions for Use

Store at Room Temperature

Rx Only
Lot: XX-YYMMDD-XX
Use Before: MM-XX-YYYY

/05

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

PREDICATE DEVICE LABELING

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

/0b
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510(k) Premarket Notification GORE BIOABSORBABLE MESH
> indication For Use
v

INDICATION FOR USE

S18{k) Number (if known);

Device Name: GORE BIOABSORBABLE MESH

Intended Use / Indication The GORE BIOABSORBABLE MESH is intended for usc in the

Eor Use: reinforcement of soft tissue. Examples of applications where the
GORE BIOABSQRBABLE MESH may beused include, but are
niot limited to:

Hernia repair (inguinal, femoral, umbilical, abdominai,
diaphragmatic, incisional, cpigastric, gastrocsophageal, hiatat,
intermuscular).

Colon, ractal, urethral, and vagina! prolapse
Muscle flap reinforcement
Perforated tissue repair

Gencral tissue reconstruction’s (pelvic floor, peciosteum, thoracic
wall, bladder, suture linc reinforcement, tissue deficit, ete.).

Prescription Use _ _ : AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) ) (21 CFR 807 Subpart C}

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

Concurrence of CDRH. Office of Device Evaluation (ODE)

Coiviston Sign-Off)
vision of Geoeval, Restorative
znd Newrological Devices

K336 g/

Page 1 of __/

MREANA LR N (PP Y
PR RAEN Ty

ol

JOF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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/ Ke3267/ 1,/
510(k) Premarket Notification GORE BIOABSORBABLE MESH

510(k) Summary of Substantial Equivalence

Device Description

The GORE BIOABSORBABLE MESH is used to reinforce soft tissue during the
phases of wound healing by filling or bridging soft-tissue void spaces or defects. The
GORE BIDABSORBABLE MTESH elicits a physiological tissue response, which fills
the. defect with native tissue and gradually absotbs the device.

GORE® BIOABSORBABLE MESH is comprised of a microporous structure of
synthetic bicabsorbable poly (67% glycolide: 33% trimethylene carbonate by weight)
(PGA: TMC) copolyrer fiber. This is the same material used in the predicate device
(GORE DRAPEABLE ST Regenerative Membrane, K013346, cleared December {2,
2001 and SEAMGUARD, K030782 cleared April 21, 2003).

- As packaged, the GORE BIQABSORBABLE MESH is a tailerable, bioabsorbable
material intended to be a temporary bridge of defects until the absorptive nature of the
device stimulates the body to fill the defect with native tissue. The device is available
in sheets and preformed, three-dimensional shapes. The GORE BIOABSORBABLE
MESH is provided STERILE for single use only.

Due to the absorptive nature of the GORE BIOABSORBABLE MESH, an overlay
patch should be used in corrections requiring high strength (e.g., groin hernia repair)

indication for Use

The GORE BICABSORBABLE MESH is intended for use in the reinforcement of soft
tissue. Examples of applications where the GORE BIOABSORBABLE MESH may
be used include, but are not limited to:

Heria repair (inguinal, femoral, umbilical, abdominal, diaphragmatic,
incisional, epigastric, gastroesophageal, hiatal, intermuscular).

Colon, rectal, urethral, and vaginal prolapse
Muscle flap reintorcement
Perforated tissue repair

Cieneral tissue reconstruction's (pelvic floor, periosteum, thoracic wall,
bladder, suture line reinforcement, tissue deficit, etc.)

@Cmﬁdential

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

DESCRTPTION

The IAMUCH Platilfile s g polymeric surzical mesh dovier, wiich s preduced asing en
wzspboud 7325 paly L-lestidueco ghvectide) and o plastdelerr Ceifber téethy! J-acatulcizaze
o mhatyl 2-acerylcimate). The MY PlastiFilr i zrovide? with aod withant suoeropano:y
Ackes, The koley gy be 2higned, sffset, or rndnt pattarss, aaed s bordesy of die Zhiests may be
arneied witd wrre maecal. Additiezally, te dovics cay be cut witl saimnss w bty degired
shupes mnd gz

e S be wsal whoreeor neparsey wiurs! SEppeT 18 roguued, los
o sofl Ussue where weakness axism, er for the repaiz o havnig ar ofher facial derears ot
require e addition of 3 sainfirzing bralying material tooabtun the desiesd qurzicel rrsult
Thiz mzindes, but ts gof Hmisd w ke Dilewieg procadaces: vagingl pralnpae resair, coien and
eeciad prelapse copas rocanstuction of the pebvas Meor and snarl solposapension

CONTRATNPHCATIONS
There ez wo acnt-gindentions kaown for the usa of DARWLCM (fuseiFihm

WARNINGS

* Do et age i the slenids barriar bas Yean compraimised i any way.

« Do pot vse } e sxpiration date has 3oz sxcesded.

¢ Do eotuse i the presence of aa actve infection,

o Use thiz devios & supplied wnd aczurdiog ot FANDLING AND ORECUIDNS FOR
LISE inlbematica proviged.

PRECALTIONG
o Toe IMMICTH PlastFiie: is 1 singlease deviee {(SUT). Do med réwse or regteritize
o The IWQWTR ™ PlustiFiies is ao intended for use in koad beazing cooditicns.

AINVERET FVENTS

TLer: arz na sévarie events X0awa [0 refult Som e wie of DTN ™ PlagiFilm

HOW SUPZLIZD
The DMMIN™ Plastilile provided sierile Each devies i individuatiy packages io n ssnied may
nsing £ogle-ns saskaving,

HANDLING AND IMEECTIOMS FOR LISE

LAMIN™ PlasilFiln ere provided stedle und should be copgdered seile widews shz fpnar
azgimg bt buen apened o damageld. This peodust shonld not te reveritzed. Tois device i

for magiz pelis we and $sould never be reuscd Uz DOMINTY SlaatiFim wsepviics iy

azcording w b fellowing sumgicn] ehnique:

Moaincaining Devive ¢ffertivencessy

v Bemm o og cocl, dry plase awsy Jrom okject that z

b

vy ditnzge the devies packnzog
v L marase Wosspintion dats Bag Seen excmed=d.
s [Rseard wary wnuszd IMBDC™ PlgseFiim

Marzrial Insertion

o

/09
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’
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2.4 Indications For Use (Form)

INDICATIONS FOR USE
510(k) Number (if known): 1S ©03Z 643

Device Name: [MMIX™ PlastiFilm

Indications For Use:

The IMMIX™ PlastiFilm is to be used wherever temporary wound support is
required, to reinforce soft tissue where weakness exists, or for the repair of hernia or other
fascial defects that require the addition of a reinforcing, or bridging material to obtain the
desired surgical result. This includes, but is not limited to the following procedures:
vaginal prolapse repair, colon and rectal prolapse repair, reconstruction of the pelvic floor
and sacral colposuspension.

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

® - * » * * * * L = L] L] * L] L] * * *

Concurrence of CDRH, Office of Device Evaluation (ODE)

ivision Sign-Off) X
%)ivision of General, B:estomtwe
and Neurological Devices

510(k) Numberﬁk 03 2612

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR 801.109)

Special 510(k) Device Maodification: IMMIX™ PlastiFilm Canfidential 17 //

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Kos5033 2.

Indications for Use

510(k) Number : K050332

Device Name: Surgi-Wrap MAST Bioresorbabie Sheet

Indications for Use:

The Surgi-Wrap MAST Bioresorbable Sheet is to be used wherever temporary wound
support is required, to reinforce soft tissues where weakness exists in the urological,
gynecological or gastroenterological anatomy, or for the repair of hernia or other fascial
defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. This includes, but is not limited to the following procedures:
pubourethral support and bladder support, urethral and vaginal prolapse repair, colon and
rectal prolapse, repair, reconstruction of the pelvic floor and sacral colposuspension. The
resorbable Protective Film minimizes tissue attachment to the device in case of direct
contact with the viscera. The device is indicated for open and laparoscopic procedures.
Laparoscopic procedures are limited to sizes from 0.02mm — 0.2mm in thickness.

Prescription Use 5& AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 80! Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

i Pestorative

N WL Cab b '_--»::c-
Ve tad L;IFL"LE,)'»'-.;J j I L

kﬂ jE} 5 % 2/ Pagebof

// 7

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

§10(k) Number (if known): K072520
Device Name: TephaFLEX® Surgical Film
Indications for Use:

TephaFLEX® Surgical Film is intended for temporary wound support, to reinforce soft
tissues where weakness exists, or for the repair of hernia or other fascial defects that
require the addition of a reinforcing material to obtain the desired surgical result. The
absorbabie protective film also may help minimize the potential for tissue attachment to
the device in case of direct contact with the viscera.

Prescription Use: X AND/OR QOver-The-Counter ___
(21 CFR 801 Subpart D} (21 CFR 801 Subpart C)

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

Concurrence of CODRH, Office of Device Evaluation (ODE)

Page 1 of 1

(Division Sig0-
Division of General ..
and Neurological Devices
2
\L VS
510(k) Number——¥= ===

Tastorative.

K

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

510(k) Number (if known}: Not Assigned
Device Name: TephaFLEX® Surgical Mesh
Indications for Use:

TephaFLEX® Surgical Mesh is intended wherever temporary wound suppott is required,
to reinforce soft tissues where weakness exists or for the repair of hernia or other fascial
defects that require the addition of a reinforcing or bridging material to obtain the desired
surgical result. This includes, but is not limited to the following procedures: vaginal
prolapse repair, colon and rectal pro!apse repair, reconstruction of the pelvic ficor and

sacral colposuspension. W L

(Division Sign-Off) '
Division of General, Restorative,
l | and Neurological Devices
(21 GFR 501 Sebps AND/OR Over-The-Counter.___ l m 0 Y ‘1
(21-CFR 801 Subpart D) . Slﬂm RRAeF Subpart C

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

Concurrence of CDRH, Office of Device Evaluation {ODE)

"Page 1 of 1

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

/87
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SECTION X

SUMMARY OF SAFETY AND
EFFECTIVENESS

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

s



gr100x¥ ¥rd

Records processed under FOIA Request # 2015-6047; Released by CDRH on 11-30-2015

99 Hayden Avenue

TEPHA
21 110 , Lexington, MA 02421

s S SAS S SE S tel: (781) 357-1700
MEDICAL DEVICES fax: (781) 357-1701

Section X
Summary of Safety and Effectiveness

Pursuant to §513(i){3)(A) of the Food, Drug, and Cosmetic Act, Tepha, inc. is submitting the
following summary of information respecting safety and effectiveness:

Trade Name; TephaFLEX® Surgical Film

Sponsor: Tepha, Inc.
99 Hayden Avenue, Suite 360 . )
Lexington, MA 02421
Telephone: 781.357.1700
Fax: 781.357.1701

Device Classification Name: CFR §878.3300
Surgical Mesh

Classification: Accarding to Section 13 of the Federal Food, Drug and
Cosmetic Act, the device classification is Class I,
Performance Standards. '

Predicate Devices: Tepha, Inc. — TephaFLEX Surgical Film
Tepha, Inc, - TephaFLLEX Absarbable Mesh
MAST Biosurgery, Inc. — Surgi-Wrap Film
OsteoBiologics — Immix PlastiFilm

Device Description: TephaFLEX surgical fim is intended to be used
wherever temporary wound support is required, to
reinforce soft tissues where weakness exists in the
urological, gynecological, or gastrointestinal anatomy, or
for the repair of hernia or other fascial defects that
require the addition of a reinforcing or bridging material
to obtain the desired surgical result. The absorbable
protective film also may help minimize the potential for
tissue. attachment to the device in case of direct contact
with the viscera.

Safety and Performance: Physical and in vivo animal testing was performed on the
TephaFLEX surgical film which determined the fitm to be
substantially equivalent to the predicate devices.

Conclusion: Based on the indications for use, technological
characteristics, and safety and performance testing, the
TephaFLEX surgical film has been shown to be
substantially equivalent to predicate devices under the
Federal Food, Drug and Cosmetic Act.

/e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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» 3 Office of Device Evaluation &
% i3 Office of In Vitro Diagnostics
S '%m COVER SHEET MEMORANDUM
[
e
' < “.0O. =/
From: Reviewer Name { (i /”"‘ /’ )
Subject: 510(k) Number J(C_)Ci { 6/3 3
To: The Record
Please list CTS decision code 2~
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http://eroom.fda.gov/eRoomReg/Files/CDRH3/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%
202%2007.doc )
[1 Hold (Additional Information or Telephone Hold).
inal Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).
Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):
Indications for Use Page Attach IFU
510(k) Summary /&10(k)-Statement Attach Summary
Truthful and Accurate Statement. Must be present for a Final Decision
Is the device Class I11?
If yes, does firm include Class Il Summary? Must be present for a Final Decision /V%-q—
Does firm reference standards? X
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf)
Is this a combination product? /L/ X,
(Please specify category see
http://eroom.fda.gov/eRoomRedq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).D0OC
Is this a reprocessed single use device? X
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://iwww.fda.gov/cdrh/ode/guidance/1216.html)
Is this device intended for pediatric use only? XJ
Is this a prescription device? (If both prescription & OTC, check both boxes.) x
Did the application include a completed FORM FDA 3674, Certification with Requirements of )<’
ClinicalTrials.gov Data Bank?
Is clinical data necessary to support the review of this 510(k)? X9
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank? /‘:/4
(If not, then applicant must be contacted to obtain completed form.)
Does this device include an Animal Tissue Source? /<
All Pediatric Patients age<=21 X
Neonate/Newborn (Birth to 28 days) b
Infant (29 days -< 2 years old) {)Q
Child (2 years -< 12 years old) \'
Adolescent (12 years -< 18 years old) X
Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age 2 21 (different device design or testing, different protocol X
| procedures, etc.)
Rev. 7/2/07

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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o |
»
»
g 1
3
= | Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years c
old) s
Nanotechnology )(j
Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC. \/7)
Guidance, http://www.fda.gov/cdrh/comp/guidance/169.html)
Regulation Number Class* Product Code
K. 3500 2 ¢

(*If unclassified, see 510(k) Staff)
Additional Product Codes:

T wau) M NP/S@J (Lt 7, W(/

(Branch Chief) (Branch Codg) —f (Date)

Final Review: | i

(Division Director) T | N / - _(Date)
.. ;J . “‘}. i/ |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. ‘%C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
‘v"'hrm * .
Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rackville, MD 20850

Premarket Notification [S10(k)] Review

Traditional
K091633

Date: 8/7/09
To: The Record _ Office: ODE
From: PL Hudson, Ph.D. Division: DSORD
510(k) Holder: Tepha, Inc.
Device Name: TephaFLEX® Surgical Film
Contact: Ms. Mary P. LeGraw
Phone: 781-357-1709 -
Fax: 781-357-1701 [vgj/[‘/
Email: . l_c_;grawfa_'/‘iepha.corn [‘}\ A ﬂ [ /)59

v

lawsry
<
-
=
e —

I. Purpose and Submission Summary

The 510(k) holder would like to introduce TephaFLEX™ Surgical Film into interstate
commerce.

De Novo tssue

The sponsor originally gained approval for use of the recombinantly-produced poly-4-
hydroxybutyrate (P4HB) via K052225. The subject of the submission, the TephaFLEX
suture, was approved as a de novo 510(k). Dr. Charles Durfor had written the guidance
document to accompany approval of the product. I spoke to him regarding this submission.
He asked if a de novo had been submitted for the sponsor’s original surgical mesh. At the
time of the suture submission, the sponsor had also submitted a surgical mesh for review. 1
asked the sponsor if a de novo application for the surgical mesh had been submitted. The
sponsor stated that:

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Regards,
Mary

Mary P. LeGraw

Vice President, Regulatory Affairs
Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421

Telephone: 781.357.1709

Fax: 781.357.1701
Cefl: 617.283.6539
E-mail: fegraw@tepha.com

I asked Ms. LeGraw to provide documentation to the effect that new submissions would not
be required per indication:

Hi Peter,

Again, |'hope this helps.

Regards,
Mary

Mary P. LeGraw

Vice President, Regulatory Affairs
Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421

Telephone: 781.357.1709

Fax: 781.357. 1701
Cell: 617.283.6539
E-mail: legraw@tepha.com

2 .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[ spoke to Dr. David Krause and he stated that he believed Mr. Rhodes, branch chief at the
time of the decision, indicated to him that additional de novos would not be required per
indication. He echoed Ms. LeGraw’s statement that the de novo guidance was focused on
the material and not the device + indication for use. I checked the guidance (Guidance for
Industry and FDA Staff: Class I1 Special Controls Guidance Document: Absorbable

) Surgical Suture Produced by Recombinant DNA Technology to see
whether it could be perceived as material-specific. The guidance is specific to use of the
material for manufacture of sutures. 1 reviewed the guidance to discern what controls were
specified for ensuring safety of the device/material;

S Tt £ et P " fowidls G T R T s
Identified Risk 7. o™ Récommendéd:Mitigation. MeaSires

9. PhysicalEri‘c‘imi;cfﬁ‘ormance Characteristics
{mproper Selection and Use 7. Biocompatibility

12. Labeling

9. Physical and Performance Characteristics
10. Expiration Dating

Adverse Tissue Reaction (i.c., 7. Biocompatibility

irritation, inflammation, immune

response)
Infection &. Sterility

Suture Breakage

7. Biocompatibility

We recommend you conduct biocompatibility testing as described in the FDA guidance, Use of
International Standard 1S0-10993, Biological Evaluation of Medical Devices Part-1:
Evaluation and Testing (the Biocompatibility guidance)’. We recommend you select
biocompatibility tests appropriate for the duration and level of contact with your device. Tn
addition, we also recommend you evaluate immunogenicity by testing for:

s sensitization
® intracutaneous irritation
» evaluating local tissue response during implantation studies.

We recommend you conduct the tests described above on final finished sterilized sutures. If
identical materials and identical material processing are used in a predicate device with the same
type and duration of patient contact, you may identify the predicate device in lieu of providing
biocompatibility testing.

I have bolded the relevant concern FDA has had with materials produced via recombinant
methods, i.e., that co-purifying proteins may elicit immune responses. FDA in this guidance
document recomumends standard biocompatibility evaluations for assessment of this potential

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



60000%X ¥rd

Records processed under FOIA Request # 2015-6047; Released by CDRH on 11-30-2015

adverse event. The sponsor has done this for the material and the information has supported

their contention that the material does not elicit an un-anticipated inflammatory response. The
guidance asks the manufacturers to “consider” conducting serological evaluations for immune
responses but that falls short of a recommendation or requirement.

Mr. Mark Melkerson stated that the document should be forwarded with a new procode under the
surgical mesh regulation, i.e., 21 CFR 878.3300. The new procode name and abbreviation is:
00D, Surgical Film.

II. Administrative Requirements

Indlcatlons fO" USC page (Indlcate if: Prescrlptlon orE)'—TC:)~ - “""‘”'_. I
Truthful and /\ccuracy Statement ‘ X | ‘ B
A It B
" Standards Form - e .X

1. Device Description

Is the d dewce llfe -supporting or life sustammg'_? ] o X !
Is the dewce an implant (implanted longer than 30 ddys)'7 _ _ X ;
~ Does the device deSign use softward? | : X
X

]s the device sterile? [

s the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

vt i st o o i = oo
i
i
|
f
1

The device is composed of — and is identical to the material

used in the sponsor’s own predicate device, TephaFLEX Film, as cleared via K072520. The
predicate device is a solid sheet provided in the following sizes: 50 mm x 70 mm, 100 mm x
130 mm, and 130 mm x 200 mm. The predicate film is approximately 200 microns thick.
The subject device of this submission would be available in sizes ranging from 25 mm x 25
mm to 300 mm x 300 mm. The device thickness will range from 60 up to 200 microns.

The sponsor asserts that the new length/width dimensional parameters will not have influence
on device safety and effectiveness, and they acknowledge that the change in thickness could
have an impact on device performance and so have conducted evaluations to assess for
potential strength differences (see preclinical information below).

Product design characteristics

Mesh thickness (b)4) |

Weave characteristics solid sheet — not a woven mesh
Pore size no pores

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

Device stiffness horizontal: (KNI vertical_

IV.Indications for Use -

[The device] is intended to be used wherever temporary wound support is required, to
reinforce soft tissues where weakness exists in the urological, gynecological, or
gastrointestinal anatomy, or for the repair of hernia or other fascial defects that require the
addition of a reinforcing or bridging material to obtain the desiréd surgical result. The
absorbable protective film also may help minimize the potential for tissue attachment to the
device in case of direct contact with the viscera.

V. Predicate Device Comparison

The sponsor has cited the following predicateé for technological characteristics and for
comparison of intended uses:

K072520, TephaFLEX Surgical Film

K070894, TephaFLEX Absorbable Mesh

K031955, K050332, MAST Biosurgery, Inc., Surgi-Wrap Film
K033671, W.L. Gore, Gore Bioabsorbable Mesh

K032673, OsteoBiologics, Inc., Immix PlastiFilm

The MAST Biosurgery indication for use statement says:

[The device] is intended to be used wherever temporary wound support is required, to
reinforce soft tissues where weakness exists in the urological, gynecological, or
gastrointestinal anatomy, or for the repair of hernia or other fascial defects that
require the addition of a reinforcing or bridging material to obtain the desired surgical
result. This includes, but is not limited to the following procedures: pubourethral
support and bladder support, urethral and vaginal prolapse repair, colon and rectal
prolapse, repair, reconstruction of the pelvic floor and sacral colposuspension. The
resorbable protective film minimizes tissue attachment to the device in case of direct
contract with the viscera. The device is indicated for open and laparoscopic
procedures. Laparoscopic procedures are limited to sizes from 0.02 mm — 0.2 mm in
thickness.

The sponsor’s own predicate device (K072520) states:

[The device] is intended to be used wherever temporary wound support is required, to
reinforce soft tissues where weakness exists, or for the repair of hernia or other fascial
defects that require the addition of a reinforcing or bridging material to obtain the
desired surgical result. The absorbable protective film also may help minimize the
potential for tissue attachment to the device in case of direct contact with the
viscerd. -

The proposed indications for use are equivalent to those of the sponsor’s own predicate
surgical mesh IFU’s and other predicate surgical mesh IFU’s, The subject IFU now contains

: 5
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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reference to use of the device in the urological, gynecological, or gastrointestinal anatomy
which is cited in the MAST Biosurgery indication for use statement.- Hernia repair may
involve these tissues, in general, and the reference is non-specific. Based on the animal
performance, biodegradation and physical strength evaluations identified below, the subject
device is stronger than the MAST device and so the addition of these general references does
not raise safety or effectiveness concerns. In addition, the IFU specifies that the absorbable
protective film also may help minimize the potential for tissue attachment to the device in
case of direct contact with the viscera. Dr. Krause cautioned against the promotion of the
device as an adhesion barrier. The statement implies some potential for minimizing
adhesions but stops short of saying that the product is an adhesion barrier. I called the
company to make sure that they understand FDA’s concern regarding this issue.

On July 22, 2009 I spoke with Ms. Mary LeGraw regarding the promotion of the device as an
adhesion barrier. 1stated that FDA does not believe that the information provided in the
application supports the advertisement of the device as an adhesion barrier. Ms. LeGraw
stated that she, and the company, were very sensitive to this issue as well and that they
would not be marketing the product in this manner. I told Ms. LeGraw that I would
document our discussion in the 510(k) review memo, i.¢., that FDA and the sponsor
were on the same page regarding this issue.

its’ own predicate product albeit it is a version, i.e., .
Therefore, any biodegradation/chemical byproduct issues regarding the resorption of the
device would be lessened rather than increased or to pose new concerns — that is there would
be less of it to resorb. Legally marketed resorbable surgical meshes have the following
thicknesses and resorption profiles:

With regard to the technologyfchemistrli' of the product, the device is identical, chemically to

Mesh Thickness (1um) Resorption time (complete)
TephaFLEX Film (K072520) 200 12 months
TephaFLEX Surgical Mesh (K070894) 580 12 months
SurgiWrap 20-100 12-18 months
PlastiFilm ' 50-300 . 60-90 days

The complete resorption of the subject device is stated to be 12 months however, it is unclear
what information is referenced to make that statement, i.e., are they basing it on the original

- TephaFLEX clearances? Mechanically, the preclinical information below, i.e., before and

after implantation shows that the product is substantially equivalent to 2 other surgical mesh
products, i.e., SurgiWrap and PlastiFilm. While this thinner version of TephaFLEX is not as
strong as the sponsor’s 200 micron version, manufacturers are marketing various strength
surgical meshes for various repair uses and needs. The indications for use and the device
technology are substantially equivalent to predicate surgical mesh products.

V1. Labeling

The sponsor’s product label is similar to their previously cleared Surgical Mesh label,
However, there are 2 differences:

. 6
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e The label now contains the following statement: “The safety and effectiveness of
[the device] used to reduce the incidence, extent and severity of postoperative
adhesions have not been established in prospective, randomized clinical trials.”

* A lable presenting the burst strength determinations of the subject device and the
sponsor’s predicate surgical mesh over time of implantation was provided.

The statement regarding the reduction of adhesion incidence, etc... implies that the device
may function in this manner. Therefore, T believe it should be omitted. The table of strength
information is important but a description of how the determinations were done, i.e.,
implantation within subcutaneous tissue, etc... should be provided so that users understand
the strength determinations were not done via an abdominal defect, or hernia repair model.

With respect to the adhesion incidence, etc... statement, the sponsor provided the previously
cleared produet label which contains the same statement. The sponsor noted that the
statement was requested by an FDA reviewer (Ms. Nada Hanafi). I discussed the issue with
Dr. David Krause, branch chief of Plastic and Reconstructive Surgery. Dr. Krause stated that
since FDA asked for the statement, and since it had been cleared, he believed the statement
should stay in the label. To address the implantation study findings, the sponsor provided a
revised product label containing the following statement on top of the table:

Subcutansous implantation studies perfommed in a rabbit modsd Indicate ihe foliowing atrength retention ovar
time:

I believe this adequately addresses the concern.

. Sterilization/Shelf Life/Reuse
Packagin

Package integrity testing
will be in compliance with ANSYAAMI/ISO 11607-1:2006: Packaging for terminally
sterilized medical devices — Part 1: Requirements for materials, sterile barrier systems and

~ packaging systems.

Sierilization

Pyrogenicity:

The sponsor cites the 0.5 EU/mL
recommended medical device implant endotoxin specification (non-

7
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neural).

VIII. Biocompatibility

Since the material itself has not been changed, chemically, the sponsor cites the
biocompatibility previously conducted. They have provided summaries of the results of
those tests. The assessments conducted included the following subset of particular
importance:

8 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I'believe this information reasonably addresses the potential mutagenicity of the chemical.
Therefore, the biocompatibility of the device has been adequately established.

IX. Software — N/A

Versmn

Level of Conccrn

Softwarﬁ dcscription'

DL\ ice Hd/dl d A.nalysns

Soﬂware Reqmremcnts c§pc:<.11"1catxonb

Archltecturc Desn_n Chart

Desnon S pcmﬁcanonb

Traceabilit Ana!2§!§./Ma3‘3;i

Development:

1 Verification & Validation Testing:

9
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Revision level history: IR

S s @ s & e e a2 b e e e e = r—tm s acaey e vmi e e viveme — . me e e o b+ =

Unresolved anomalies: § i

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety — N/A

XI1. Performance Testing —

Funetional/mechanical testing
Test
Burst strength

Device Values

Suture pull-out strength

Tensile strength

Tear resistance

The information demonstrates that the subject device is equivalent in strength, if not
significantly stronger than, a predicate surgical mesh indicated for the same intended uses.

XII. Performance Testing — Animal
The sponsor conducted an in vivo animal model evaluation to assess the performance of the
thick subject mesh. The animal model was a

10
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XIIT. Performance Testing ~ Clinical — None provided

13
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XIV. Substantial Equivalence Discussion
Yes No
1. Same Indication Statement? X If'YES =Go To 3
2. Do Differences Alter The Effect Or Raise New X 1 If YES = Stop NSE
Issues of Safety Or Effectiveness?
3. Same Technological Chéracteristics? X IFYES =Go To 5
4. Could The New Characteristics Affect Safety | fYES=GoTo6
' Or Effectiveness?
5. Descriptive Characteristics Precise Enough? X IfNO=GoTo 8
' IF'YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? | IfNO = Request Data
9. Data Demonstrate Equivalence? ! Final Decision:
Note: See

http://feroom fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotifications | OkProgram/0 414

8/FLOWCHART%20DECISION%20TREEY20.DOC for F lowchart to assist in decision-

making process. Please complete the following table and answer the corresponding questions.
"Yes" responses to questions 2, 4, 6, and 9, and every "no" response requires an explanation.

1.

2.

Explain how the new indication differs from the predicate device's indication:
Explain why there is or is not a new effect or safety or effectiveness issue: the subject
device is identical, chemically, to the sponsor’s own predicate product; information
demonstrating technological and strength equivalence was provided.

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness question(s) raised or why the question(s) are
not new;

Explain why existing scientific methods can not be used:

Explain what performance data is needed:

B 14
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9. Explain how the performance data demonstrates that the device is or is not substantially
equivalent:

XV. Deficiencies
[ asked the sponsor to revise their product label to specify how the data in the table
regarding burst strength over time was collected.

XVI. Contact History
July 21, 2009 phone and email

XVIIL. Recommendation
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical Film
Regulatory Class: II
Product Code: OOD

(72 ctocw, ity . e

Rcviewer Date

QW«Q Ko pe S v(7[ 2009

Branch Chief ) Date

15
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Krause, David

From: Stuar, Julie (Brandi)

Sent:  Friday, August 07, 2009 7:30 AM
To: Hudson, Peter

Cc: Krause, David

Subject: FW: New Product Code OOD Created

Hi Peter
Here is your new product code, please let me know if you need anything else.

If the product code awaiting Mark's approval expires you will need to create a new product code request,
that 1s not a big deal really I just wanted to give you a heads up on the process.

Let me know if you need anything else.
Brandi

Tulie "Brandi" Stuart
Consumer Safety Officer
Center Product Code Coordinator

And in the end, it's not the years in your life thot connt. It's the life in vour years. - Abraham Lincoln

From: CDRH Center Tracking System [mailto:cdrhcts@cdrh.fda.gov]
Sent: Friday, August 07, 2009 7:29 AM

To; CDRH New Device Request Approval

Subject: New Product Code OOD Created

August 7, 2009

A new product code has been added to the CDRH Product Code Database. Below you will find
detailed information concerning this new product code for your information and reviz)aw.

Impdrtant: Any product code marked as not releasable (please see below) must not be

released in accordance with 21 CFR 807.95, 21 CFR 814.9, 21 CFR 814.122 and 21 CFR
812.38. :

NEW PRODUCT

CODE: oD
RELEASABLE: Yes

CTS DOCUMENT

e DR090088

REASON FOR NEW Premarket Notification (510(k))

8/7/2(_)09Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1
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PRODUCT CODE:

DEVICE / PRODUCT
NAME:

REVIEW PANEL:
CLASS:
EXEMPT STATUS:

REGULATION
NUMBER:

DEFINITION:

MAY PROCEED:

Surgical film

General And Plastic Surgery
2

Non-Exempt
878.3300

To be implanted to reinforce soft tissue or
bone where weakness exists. Intended to be
used wherever temporary wound support is
required, to reinforce soft tissues where
weakness exists in the urological,
gynecological, or gastrointestinal anatomy, or
for the repair of hernia or other fascial defects
that require the addition of a reinforcing or
bridging material to obtain the desired surgical
result. The absorbable protective film also
may help minimize the potential for tissue
attachment to the device in case of direct
contact with the viscera.

80%

Page 2 of 2

Important: If this new product code impacts any recognized standards, please e-mail Gail
Strieter of OSEL or call her at 301-796-3949. If this new product code impacts any current
guidance or guidance undergoing the GGP process, please contact your GGP representative
as well. This will ensure that the appropriate databases are updated and accurate information
iIs made available on the web.

If you have any questions or comments please e-mail Julie "Brandi” Stuart or call her at 301-

796-6573.

This is an automated e-mail. Please do not reply to this message.

8/7/200

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





