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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center - W066-G609
Silver Spring, MD 209530002

April 11,2014

Marla Kengen

Pr0_|ect Leader

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260
Agou;ra Hills, California 91301

Re: K050516
Trade/Device Name: T-Sling
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: Class I
Product Code: OTN
Dated (Date on orig SE lir): November 28, 2005
Received (Date on orig SE ltr): December 19, 2005

Dear Marla Kengen:
This letter corrects our substantially equivalent letter of February 3, 2006.

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

If your device is classified (see above) into either class I1 (Special Controls) or class Il (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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~ Please be advised that FDA’s issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

807.97). For questions regarding the reporting of adverse events under the MDR regulation
(21 CFR Part 803), please go to

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

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

Sincerely yours,

Herb%k@

Ben_]amm R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological 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 UUse Form

510(k) Number (if known) K050516

Device Name: T-Sling

Indications For Use:

The T-sling is intended to be used in females to position a polypropylene mesh for
treatment of Genuine Stress Urinary Incontinence (SUI), mixed incontinence resulting
from urethral hypermobility or intrinsic sphincter deficiency.

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

ConcurRreNCE OF CDRH, OFFICE oF DEVICE EVALUATION (ODE)

Herbert P. Lerner:S «.
2014.03.27 13:33:36'=( @4

00’

Prascription Use__x OR Over-The-Counter Use
{Per 21 CFR 801.109) {Optional Format 1-2-96)

HERNIAMESH SRt
Sede legale Via Fratelll Mellga 1/C - 10034 Chivasso (TO)
Cap. Soc. € 98,800 Lv, - P.|, 02791540616 - C. F. 02245180613 -N, Iscifzione Rea Torlno TO-960622
Tel, +39-0119196236 - fax +39-0119196239
Mall: lpfomherniamesh.it - Mall certificata: amministraziope@®pec.hemiameshilt - Sito Internet www.hernlamesh.com
2/2

A Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services

Food and Drug Administration

Memorandum
oate: | [ 12| 20 144
From: DMC (HFZ-401)
Subject: Premarket Notification Number(sy: 1905 05 | (o f poo 3
To:  Division Director: S (A [{2A5 )

[

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

Please review the attached document and return 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.

Additiorial 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 CATEGORIZATION; 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: Mo Anddrswr—=

Date: 5//'3//L"
/ [ -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¥DA CDRH DMC
MAR 0 4 2014

Receijved Chivasso, February 26th, 2014

FDA

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

Silver Spring, MD 20993-0002

Re: K050516/A003
T-Sling
510(k} number: K050516
Letter from CDRH received on: December 9, 2013

This add-to-file letter is in response to the letter we received from CDRH accepting our request of
removing reference to vaginal prolapse repair from the Indication for Use statement of 510(k) K050516.

The add-to-file letter should be reviewed by the Office of Device Evaluation (ODE), Division of
Reproductive, Gastro-Renal and Urological Devices (DRGUD), Obstretics and Gynecology Devices Branch
(OGDE).

Here attached:
- 510(k) Summary and Indication for Use Form
- IFU

The eCopy is an exact duplicate of the paper copy

Sincerely yours,

Eng. Roberta Lamberti
QARA and R&D Manager

Herniamesh S.r.l. ! -

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.800 iv. - P! 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Tosino 70-960622
Teb +39-0119196236 - fax +39-0119196239
Mail: info@herniamesh.it - Mail certificata: amministrazione@pec. herniamesh.it - Sito internet www.herniamesh.com

1/1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| ‘:“‘D/A CDRH DME
bOAN1S 2018 Chivasso, December 20th, 2013

k.a. Sharon M. Andrewws

Biomedical Engineer, DRUG/OGDB
10903 New Hampshire Avenue
WOE66, Room G110

Silver Spring, MD 20993.

Re: PS130047
T-Sling
510(k) number: K050516
Letter from CDRH received on: December 9, 2013

This add-to-file letter is in response to the letter we received from CDRH accepting our request of

removing reference to vaginal prolapse repair from the Indication for Use statement of 510(k) KG50516.

. The add-to-file letter should be reviewed by the Office of Device Evaluation (ODE), Division of
Reproductive, Gastro-Renal and Urological Devices (DRGUD), Obstretics and Gynecology Devices Branch
{OGDE).

Here attached:
- Indication for Use Form
- 510(k) Summary
- Labelling

Sincerely yours,

Eng. Roberta Lamberti
QARA and R&D Manager

Herpiamesh S.r.l.
ﬂvs}:\?,c)?‘

HERNIAMESH SrL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasse (TO)
Cap. Soc. € 98.800i.v. - P.I. 02791540616 - C. F. 02245180613 - N, Iscrizione Rea Torino TO-960622
Tel. +39-0119196236 — fax +39-0119196239

Mail: info@hemiamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com
11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) SUMMARY OF SAFETY & EFFECTIVENESS

Submitter: Herniamesh SRL
Via Fratelli Meliga 1/C
Chivasso, Italy
Tel +39 011 9196236 Fax + 011 550 40 85

Contact: Lorena Trabucco
540 MUTTONTOWN EASTWOODS ROAD
Syosset, NY 11791
Tel 516 987-9364 ~ 516 584 6818
e-mail: lorenat63@aol.com

Date Prepared: December 20‘“, 2013
Classification: Polymeric Surgical Mesh {product code FTL) Class Il device per 21 CFR 87.8.330
Common Name: Polymeric Surgical Mesh

Proprietary Name: T-Sling

Predicate Devices: K020652 T-Sling (Herniamesh)
K010035 IVS Tunneller {Tyco Healthcare)
K012628 TVT {Ethiconl)

Device Description: The T-Sling is made of monofilament polypropylene warp knilted into composite
mesh construction. The T-Sling is a sterile, single-use pubourethral sling for the
treatment of stress urinary incontinence (SUI}.

intended Use: T-Sling is a pubourethral sling for the treatment of stress urinary incontinence {SUI)
resulting from urethral hypermaobility and/or intrinsic sphincler deficiency.

HERNIAMESH SRL
Sede legale Via Frateili Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.8000.v. - P.I. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino TO-960622
Tel. +390119196236 — fax +39-0119196239
Mail: jnfo@hemiamesh.it - Mail certificata: amministrazione@pec.herniamesh,jt - Sito intemet ywww. herniamesh.com
1/2

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

Manutactuned by:
Hemiamesh S.rl.

Vi Fraceli Mekqa 1/C
10034 Chivesse (Ta) - itatia

Distributor:
oloptast AS
Hobkediwms 1
DK-30850 Humiebaok
Darmok

70002112 Rev. A ﬁ Coloplont 15 0 ragistered trademark of Cajorfast A/S. vI-SHng is
manuiactured by Herniamesh and distributed by Coloplast Com., © 200004, AN rights
raservect Coloplast Corp.. Humieberk. Depmark,

PIog |

English
T-Sling
REF 518400

Caution: Federal {USA) law restricts this device to sale by or on the order of a
physician or properly licensed practitioner.

Description
Non-absotbable knitted monofilament polyprepylene mesh provided with
protective sheaths and pre-assembled sutures.

Indications

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence
{8Ul) resulting from urethral hypermebility and/ar intrinsic sphincter
deficlency.

Sterilization
The T-Sling is sterilized with ethylene cxide.

Packaging
Each T-8ling sling is packed in a double biister, both shell are sealed by a
Tyvek® film. Only the inner blister is sterile.

Storage

This product must be stored at rom temperature, in a clean dry place. Do not
expose the product to direct sunlight, humid eavironments or extreme
temperatures.

Adverse Reaclions

Potential adverse reactions are similar to those associated with other

surgically implanted materials or devices. This may include infection, acute and
chronic inflammation with possible functional alteration of the organs

involved, adhesions, fistula formation, erosion and rejection. Perforations or
laceration of blood vessels, nerves, bladder, bowel and uterus may oceur
during passage of needlaes and might require open sumical repair.

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

1, T-8ling will not stretch significantly and therefore this product should not be
used in patients with potential growth and in women whe are planning future
pregnancies.

2.As with any suspension procedure, this product should not be used on
patients who are taking anti-coaguiants ar anti-aggregating drugs, non-
stercidal anti-Inflammatory agents, or in patients that have any blood disease
with hemorrhagic

tendencies.

3.The T-Sling must not be used in contaminated wounds; in presence of infec-
tions the removal of the sling may be required.

4,Tae T-Sling must not be placed in contact with the bowel or other
viscara.

5 Excessiva tension on the sling can cause obstruction of the urethra or of the
lower urinary tract that, even if transitory, could result in postoperative urinary
retention {anterior approach).

8.Surgeons who intend to use T-Sling must have experience of the different
surgical techniques regarding the vaginai vault and bladder neck suspensions.

7.As in &} suspension procedures, retropubic haemorrhaging may occur i

the transvaginal approach is used. It is therefore necessary to maniter afi the

ﬁggent‘f symptoms relating to this phenomenon before her release from the

pital.

B.Afer positioning the sling with the anterior approach {transvaginal retro

Eubic), a cystoscopy must be performed in order to confirm the integrity of the
{adder to locate a possible perforation. In the transobturator and pogteriar

approach cystoscapy is at the discretion of the surgeon.

0.The vaginal vault suspension by posterior approach can be performed
simultaneously with cystocele, reciocele and emerocela repair.

10.Do not implant using staples or clips this may cause mechanic
al damage to the sling.

11.0o not use in patients that have known allergies to polypropylene.
12.The T-Siing is a single-use product. Do not resterilize

13.D0 not use the product if the Tyvek® pouch package has been opened or
damaged, or after expiration date.

Product Traceability

Product traceability labels are included in every package and are used to
identity type and lot number of the prosthesis. The label should be applied to
the patient's medical recerds in order to clearly identify the product that was
implanted,

Product Evaiuation
Pleasa contact Product Evaluations Department, Coloplast, 1601 West Fiver
Read Nerth, Minneapolis, MN 55411; Toll-free B00-338-79C8.

Product Order Information or Returned Goods Authorization
Plaase call Cusiomer Service Department, Coloplast, 16801 West River Road
North, Minneapolis, MN 55411; Toll-free {800) 258-3476.

References

Literature references are availatsle upon request from:
Coloplast Customer Service

1601 West River Road North

Minneapolis. MN 55411 USA

Toll-free telephone {800) 258-3476

Sterilized Using Ethylene Oxide

Caution: Consult Accompanying Documenis
Do Not Use If Package Is Damagoed

Do Not Resteniire

Do Not Reuse

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

510(k} Number {if known) K050516

Device Name: T-Sling

Indications For Use:

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency.

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

CoNCURRENCGE OF CDRH, OFFICE OF DEVICE EVALUATION {ODE)

Prescription Use__ x OR Over-The-Counter Use

{Per 21 CFR 801.109) {Optional Format 1-2-96)

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.800 i.v. - P.I. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino TO-960622
Tel, +39-0119196236 — fax +39-0119196239
Mail: info@hemiamesh.it - Mail certificata: amministrazione@pec.hemiamesh.it - Sito intermet www.hermiamesh.com
2/2

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

Contact:

Date Prepared:

Classification:
Common Name:
Proprietary Name:

Predicate Devices:

Device Description:

Intended Use:

rd
x

(o

-

510(k) SUMMARY OF SAFETY & EFFECTIVENESS

Herniamesh SRL

Via Fratelli Meliga 1/C

Chivasso, Italy

Tel +39 011 9196236 Fax + 011 550 40 85

Lorena Trabucco
540 MUTTONTOWN EASTWOODS ROAD
Syosset, NY 11791

Tel 516 987-9364 — 516 584 6818

e-mail: lorenat63@aol.com

December 20™, 2013

Polymeric Surgical Mesh (product code FTL) Class H device per 21 CFR §7.8.330
Polymeric Surgical Mesh

T-Sling

K020652 T-Sling {Herniamesh)

K010035 IVS Tunneller (Tyco Healthcare)

K012628 TVT (Ethiconl)

The T-Sling is made of monofilament polypropylene warp knitted into compaosite

mesh construction. The T-Sling is a sterile, single-use pubourethral sling for the
treatment of stress urinary incontinence (SUI).

T-Sling is a pubourethrat sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency.

HERNIAMESH SRL
Sede legale Via Fratelli Meiga 1/C — 10034 Chivasso (TO)

Cap. Soc. € 98.800 i.v. - P.I. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Terino T0-960622

Tel. +39-0119196236 - fax +39-0115504085

Mail: info@herniamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com

1/1

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

510(k) Number (if known) K050516

Device Name: T-Sling

Indications For Use:

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency.

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

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

Prescription Use__x OR Over-The-Counter Use

{Per 21 CFR 801.109) {Optional Format 1-2-96)

HERNIAMESH SrL
Sede legale Via Fratelli Metiga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.800i.v. - P.|. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino T0-960622
Tel. +39-0119196236 — fax +39-0119196239
Mail: info@herniamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com

1/1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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English
T-Sling
REF 519400

1spjdojon M

Caution: Federal (USA) law restricts this device to sale by or on the order of a
physician or properly licensed practitioner.

Description
Non-absorbable knitted monofilament polypropylene mesh provided with
protective sheaths and pre-assembled sutures.

Indications

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence
(SU)) resulting from urethral hypermobility and/er intrinsic sphincter
deficiency.

Sterilization
Tha T-Sling is sterilized with ethylene oxide,

Bulis-L

Packaging
Each T-5ling sling is packed in a double blister, both shell are sealed by a
Tyvek® film. Only the inner bhister is sterife.

Fold

Storage

This product must be stored at room temperature, in a clean dry ptace. Do not
expose the product to direct sunlight, humid environments or extreme
temperatures.

Adverse Reactions
Potential adverse reactions are similar to those associated with other
surgically implanted materials or devices. This may include infection, acute and
chronic inflammation with possible functional alteration of the organs
involved, adhesions, fistula formation, erosion and rejection. Perforations or
Mandtactured by laceration of blon? vessels, nerves, bladder, bowel and uterus may occur
anuractun H i i H i il
Nttt during passage of needles and might require open surgical repair.
Via Fratell Meliga 14C
10034 Chwvagsso {T) - tala

Distribertor:
Coloplast A/S
Hotedam 1
DK-3050 Humlebaak
Denmarx

70002112 Pev. & ° Codoplast is a registered tradernark of Coloplast A/S, vT-Sling s
manufactured by Hemiamesh and distbuted by Colopiast Corp.. © 2009-04. All nghts
reservac Calaplagt Corp,, Humlebask, Denmark,

pio |

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

1.7-Sling will not stretch significantly and therefore this product should not be
used in patients with potential growth and in women who are planning future
pregnancies.

2.As with any suspension procedure, this product should not be used on
patients who are taking anti-coagulants or anti-aggregating drugs, non-
steroidal anti-inflammatory agents, or in patients that have any blocd disease
with hemorrhagic

tendencies.

3.The T-Sling must not be used in contaminated wounds; in presence of infec-
tions the removal of the sling may be required.

4,The T-Bling must not be placed in contact with the bowel or other
viscera.

3.Excessive tension on the sling can cause obstruction of the urethra or of the
lower urinary tract that, even if transitory, could result in postoperative urinary
retention (anterior approach),

6.3urgecns who intend to use T-Sling must have experience of the different
surgical techniques regarding the vaginal vault and bladder neck suspensions.

7.As in all suspension procedures, retropubic haemorrhaging may occur if

the transvaginal approach is used. It is therefore necessary to monitor all the
patient's symptoms relating to this phencmencn before her release from the
hospital.

8 After positioning the sling with the anterior approach (transvaginal retro
pukic), a cystoscopy must be performed in order to confirm the integrity of the
bladder to locate a possible perforation. In the transobturator and posterior
approach cystoscopy is at the discretion of the surgeon.

9.The vagina! vault suspension by posterior approach can be performed
simultaneously with cystocele, rectocele and enterocele repair.

10.Do not implant using staples or clips this may cause mechanic
al damage to the sling.

11.0o not use in patients that have known allergies to potypropylene.
12.The T-Sling is a single-use product. Do not resterilize

13.Do not use the product if the Tyvek® pouch package has been opened or
damaged, or after expiration date.

Product Traceahility

Product traceability labels are included in every package and are used to
identify type and lot number of the prosthesis. The label should be applied to
the patient’s medical records in order to clearly identify the product that was
implanted.

Product Evaluation :
Please contact Product Evaluations Department, Coloplast, 1601 West River
Road North, Minneapolis, MN 5541 1; Toll-free 800-338-7908.

Product Order Information or Returned Goods Autharization
Please call Customer Service Department, Coloplast, 1601 West River Road
Horth, Minneapolis, MN 55411; Toll-free (800) 258-3476.

References

Literature references are available upon request from:
Coloplast Customer Service

1601 West River Road North

Minneapolis, MN 55411 USA

Toll-free telephone (BOD) 258-3476

Sterilized Using Ethylene Oxide

Caution: Consult Accompanying Documenis
Do Not Use If Package Is Damaged

Do Not Reslerilize

Do Not Reuse

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

Applicant:

Contact:

Device Name:
Trade Name:
Common Name:
Classification:

Predicate Devices:

Device Desceription:

Indications lor TJse:

Caldera Medical, Inc. T-Sling ([5 (/ |

KO050516 5

510(k) Summary

~EB & 20k

January 19, 2006

Bryon L. Merade, CEO

Caldera Medical, Inc,

28632 Roadside Drive, Suite 260

Agoura Hills, CA 91301

Tel: (866) 422-5337 Fax: (818) §79-6556

Marla Kengen, Project Leader

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260

Agoura Hills, CA 91301

Tel: (866) 422-5337 Fax: (818) 879-6556
marfai@calderamedical.com

Surgical Mesh (878.3300)
T-Sling

Surgical Mesh

Class Il

Hernjamesh T-Sling ~ K020652
"I'yeo Healthcare 1VS Tunneller - KO{QO35
Ethicon 1V - KO12628

The T-Sling is made of monofilament polypropylene
warp kniited into compositc mesh construction. The 'T-
Sling is a sterile, single-usc pubourcthral sling for the
treatment of siress urinary incentinence (SUI).

The T-Sling is intended to be used in temales to position
a mesh lor the treatment of Grenuine Stress Urinary
Incontinence (SUT), mixed incontinence resulting from
urcthral hypermobility or intrinsic sphincter deficiency,
and vaginal vault prolapse.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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;55 _/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20860

FER 3 2008

Ms. Marla Kengen

Project Leader

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260
Agoura Hills, California 91301

Re: K050516
Trade/Device Name: T-Sling
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: Il
Product Code: FTM
Dated: November 28, 2005
Received: December 19, 2005

Dear Ms. Kengen:

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

If your device is classified (see above) into either class II (Special Controls) or class [ (PMA),
it may be subject to such 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.

Plcase 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); good manufacturing practice requircments as sct

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



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

Page 2 — Ms. Kengen

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

CQMW (}MMD

Mark N. Melkerson

Acting Director

Division of General, Restorative
and Neurological 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 Form

510(k) Number: K p <05 1§

Device Name: T-Sling
Indications For Use:
The T-sling is intended to be used in females to position a polypropylene mesh for

treatment of Genuine Stress Urinary Incontinence (SUI), mixed incontinence resulting from
urethral hypermobility or intrinsic sphincter deficiency, and vaginal vault prolapse.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(per 21 CFR 801.109) {Optional Format 1-2-96)

1 mbCUUZ

Division Sign-C ™!

s § -"'Lg[‘;-.-:;‘ﬂh R@Stﬂl’ﬁtw%
Diviston 0: -

and Neuro\ogical Devices

Questions? Contact FDA/CDRbg(iﬁ(E? Mmmﬁ%ﬁgz%ﬁ&m 18
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January 19, 2005

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  K050516/5001
T-Sling

Dear FDA Reviewer:

The attached document is in response to your request for additional information regarding
the supplemental responses for two of the deficiencies noted in your letter of June 22,
2005 regarding Caldera Medical. Inc. T-Sling K050516.

The additional information attached is in regards to supplemental responses #10 b. & c.

After review of this additional information, if you have any questions please contact me
at 818-879-6555.

Regards,

7/ XMJ/Q/%%M

Marla Kengen
Project Leader

o
as¢”

ciov narve .o Questions? Gontact EDA/C.DRH/QQI_ELD!D at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 - :-
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Re: K050516
Additional Information Requested
January 19, 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Re: K050516
Additional Information Requested
January 19, 2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA CDRYy DMC
MER 0 4 2014

Receijved Chivasso, February 26th, 2014

FDA

Center for Devices and Rediological Health
Document Control Center \VO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-000z

Re: K050516/A003
T-Sling
510(k) number: K0505 6
Letter from CDRH received on: December 8, 2013

This add-to-file letter is n response to the letter we received from CDRH accepting our request of

removing reference to vaginal prolapse repair from the Indication for Use statement of 510(k) K050516.

The add-to-file letter should be reviewed by the Office of Device Evaluation (ODE), Division of
Reproductive, Gastro-Ren il and Urological Devices (DRGUD), Obstretics and Gynecology Cevices Branch
(OGDE).

Here attached:
- 510(k) Summary end Indication for Use Form
- IFU

The eCopy is an exa:t duplicate of the paper copy .

Sincerely yours,

Eng. Roberta Lamberti
QARA and R&D Manager

Herzamesh S.r. I (szewk’a‘

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.8)0iv. - P1 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino TO-960¢ 22
Tel. +39-0119196236 — fax +39-0119196239
Mail: info@herniamesh. t - Mail certificata: amministrazione@pec. herniamesh.it - Sito internet vivw.nerniz ne
1/1

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

k.a. Sharon M. Andrewws
Biomedical Engineer, DRUG/OGDB
10903 New Hampshire Ave:nue
WO66, Room G110

Silver Spring, MD 20993.

Re: PS130047
T-Sling
510(k) number: K050516
Letter from CDRH rece ved on: December 9, 2013

This add-to-file letter is in response to the letter we received from CDRH accepting cur request of

removing reference to vaginal prolapse repair from the Indication for Use statement of 510(k) K050516.

The add-to-file letter should be reviewed by the Office of Device Evaluation (ODE), Division of
Reproductive, Gastro-Ren:l and Urological Devices (DRGUD), Obstretics and Gynecology Dzvices Branch
(OGDE).

Here attached:
- Indication for Use [Form
- 510(k) Summary
- Labelling

Sincerely yours,

Eng. Roberta Lamberti
QARA and R&D Manager

Hiﬁjiamesh STr.I.

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.800i.v. - P.I. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino TO-960622
Tel. +39-0119196236 — fax +39-0119196239
Mail: info@herniamesh.i: - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniariesh.com
1/1

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

Contact:

Date Prepared:

Classification:
Common Name:
Proprietary Name:

Predicate Devices:

Device Description:

Intended Use:

HERNIAMESH |

510(k) SUMMARY OF SAFETY & EFFECTIVENESS

Herniamesh SRL

Via Fratelli Meliga 1/C

Chivasso, Italy

Tel +39 011 9196236 Fax + 011 550 40 85

Lorena Trabucco
540 MUTTONTOWN EASTWOODS ROAD
Syosset, NY 11791

Tel 516 987-9364 — 516 584 6818

e-mail: lorenat63@aol.com
December 20", 2013

Polymeric Surgical Mesh (product code FTL) Class Il device per 21 CFR 87.8.330
Polymeric Surgical Mesh

T-Sling

K020652 T-Sling (Herniamesh)

K010035 IVS Tunneller (Tyco Healthcare)

K012628 TVT (Ethiconl)

The T-Sling is made of monofilament polypropylene warp knitted into composite

mesh construction. The T-Sling is a sterile, single-use pubourethral sling for the
treatment of stress urinary incontinence (SUI).

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency.

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)

Cap. Soc. € 98.800 i.v. - P.l. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino TO-960622

Tel. +39-0119196236 — fax +39-0119196239

Mail: info@herniamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com

1/2

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

Indications for Use Form

510(k) Number (if known) K050516

Device Name: T-Sling

Indications For Use:

T-Sling is a pubourethral sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency.

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

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

Prescription Use__ x OR Over-The-Counter Use

(Per 21 CFR 801.109) (Optional Format 1-2-96)

HERNIAMESH SRL
Sede legale Via Fratelli Meliga 1/C — 10034 Chivasso (TO)
Cap. Soc. € 98.800 i.v. - P.I. 02791540616 - C. F. 02245180613 - N. Iscrizione Rea Torino T0-960622
Tel. +39-0119196236 — fax +39-0119196239
Mail: info@herniamesh.it - Mail certificata: amministrazione@pec.herniamesh.it - Sito internet www.herniamesh.com

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

1.T-Sling will not stretch significantly and therefore this product should not be
used in patients with potential growth and in women who are planning future
pregnancies.

2.As with any suspension procedure, this product should not be used on
patients who are taking anti-coagulants or anti-aggregating drugs, non-
steroidal anti-inflammatory agents, or in patients that have any blood disease
with hemorrhagic

tendencies.

3.The T-Sling must not be used in contaminated wounds; in presence of infec-
tions the removal of the sling may be required.

4.The T-Sling must not be placed in contact with the bowel or other
viscera.

5.Excessive tension on the sling can cause obstruction of the urethra or of the
lower urinary tract that, even if transitory, could result in postoperative urinary
retention (anterior approach).

6.Surgeons who intend to use T-Sling must have experience of the different
surgical techniques regarding the vaginal vault and bladder neck suspensions.

7.As in all suspension procedures, retropubic haemorrhaging may occur if
the transvaginal approach is used. It is therefore necessary to monitor all the
patient’s symptoms relating to this phenomenon before her release from the
hospital.

8.After positioning the sling with the anterior approach (transvaginal retro
pubic), a cystoscopy must be performed in order to confirm the integrity of the
bladder to locate a possible perforation. In the transobturator and posterior
approach cystoscopy is at the discretion of the surgeon.

9.The vaginal vault suspension by posterior approach can be performed
simultaneously with cystocele, rectocele and enterocele repair.

10.Do not implant using staples or clips this may cause mechanic
al damage to the sling.

11.Do not use in patients that have known allergies to polypropylene.
12.The T-Sling is a single-use product. Do not resterilize

13.Do not use the product if the Tyvek® pouch package has been opened or
damaged, or after expiration date.

Product Traceability

Product traceability labels are included in every package and are used to
identify type and lot number of the prosthesis. The label should be applied to
the patient’s medical records in order to clearly identify the product that was
implanted.

Product Evaluation
Please contact Product Evaluations Department, Coloplast, 1601 West River
Road North, Minneapolis, MN 55411; Toll-free 800-338-7908.

Product Order Information or Returned Goods Authorization
Please call Customer Service Department, Coloplast, 1601 West River Road
North, Minneapolis, MN 55411; Toll-free (800) 258-3476.

References

Literature references are available upon request from:
Coloplast Customer Service

1601 West River Road North

Minneapolis, MN 55411 USA

Toll-free telephone (800) 258-3476

Sterilized Using Ethylene Oxide

Caution: Consult Accompanying Documents
Do Not Use If Package Is Damaged

Do Not Resterilize

Do Not Reuse

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 Pubtic Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FER & 2006

Ms. Marla Kengen

Project Leader

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260
Agoura Hills, California 91301

Re: K050516
Trade/Device Name: T-Sling
Regulation Number: 21 CI'R 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 1I
Product Code: FTM
Dated: November 28, 2005
Received: December 19, 2005

Dear Ms. Kengen:

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 I ederal 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 I1 (Special Controls) or class 111 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 10 898. In addition, IF'DA
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 requircments 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); good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electromc
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k}
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR Part 807.97). 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) 443-6597 or at its Internet address hitp://www.fda.gov/cdrh/industry/support/index.himl.

Sincerely yours,

Mark N. Melkerson

Acting Director

Division of General, Restorative
and Neurological 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 Form

510(k) Number: K p€05 L

Device Name: T-Sling
Indications For Use:
The T-sling is intended to be used in females to position a polypropylene mesh for

treatment of Genuine Stress Urinary Incontinence (SUI), mixed incontinence resuiting from
urethral hypermobility or intrinsic sphincter deficiency, and vaginal vault prolapse,

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(per 21 CFR §01.109) (Optional Format 1-2-96)

rological Devices

05
10 (k) Numbe M

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

and Neu
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

December 19, 2005 Rockville, Maryland 20850
CALDERA MEDLCAL, INC. 510(k) Number: K050516
28632 ROADSIDE DR., SUITE 260 Product: T-SLING

AGOURA HILLS, CA 91301
ATTN: MARLA KENGEN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please

remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent ro any address other than

the one ubove will not be considered as part of your official

premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

“"Fax and L-Mall Communication with Industry about Premarket Files

Under Review. Please refer to this guidance for information on current
fax and e-mull practices at www.fda.gov/cdrh/ode/a02-01.html.

On August 12, 2005 CDRH issued the Guidance for Tndustry and FDA Staff:
Format for Traditional and Abbreviated 510(k)s. This guidance can be found
at http://www. fda.gov/cdrh/ode/guidance/1567 html. Please refer to this
guldance lor assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

The Sate Medical Devices Act of 1990, signed on November 28, states
that you may net place this deviece into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

Lt you have procedural or policy questions, please contact the

Divisiten of small Manufacturers International and Consumer Assistance
(DEMICA) at (301) 443-6597 or al their to.l-free number (800} 638-2041,
or contael me at (301) 594-1190 .

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Fremarket Netification Section
Office of Device Evaluarion
Center for Devices and

Radiological Health

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

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwvd.

September 02, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K050516
28632 ROADSIDE DR., SUITE 260 Product: T-SLING

AGOURA HILLS, CA 91301
ATTN: MARLA KENGEN

Extended Until: 22-BEC-2005

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information is not received by the "Extended Until®"
date shown above your premarket notification will be considered
withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041
or contact me at (301) 594-1190.

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 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blwvd.

August 22, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K050516
28632 ROADSIDE DR., SUITE 260 Product: T-SLING

AGOURA HILLS, CA 91301
ATTN: MARLA KENGEN

Extended Until: 22-SEP-2005

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

1f the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
{(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 594-1190.

Sincerely vours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Cffice of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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August 16, 2005

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockviile, MD 20850

Re:  K050516/S001
T-Sling
Request “Extended Until” Date

Dear FDA Reviewer:

Sincerely,

Tl fs

Marla Kengen
Project Leader

/

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

iz,



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018
DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

July 18, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K050516
28632 ROADSIDE DR., SUITE 260 Product; T-SLING

AGOURA HILLS, CA 91301
ATTN: MARTA KENGEN

Extended Until: 22-AUG-2005

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Internatiomal and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free mumber (800) 638-2041,
or contact me at (301) 594-1190.

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 301-796-8118
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July 12, 2005

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center {(HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  KO050516/S001 o
T-Sling )
Request for 30 Day Extension

Dear FDA Reviewer:

Sincerely, \
7

Marla Kengen

Project Leader %\é ‘-’{%

ey

AE£32 HOAGSICE DRIVE  $U1TE QuastionsdGentact:FDA/CDRH/OGE/DID, at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118"
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-/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN 2 2 2005

Ms. Marla Kengen
Project Leader
Caldera Medical, Inc.
28632 Roadside Drive, Suite 260
Agoura Hill, California 91301
Re: K050516/5001

Trade Name: T-Sling

Dated: April 7, 2005

Received: April 12,2005 -

Dear Mrs. Kengen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require you provide additiona! information to the following listing of
deficiencies to determine the degree of equivalency of your device with the predicates.

Deficiencies

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 ~ Ms. Marla Kengen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 - Ms. Marla Kengen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 4 — Ms. Marla Kengen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 5 — Ms. Marla Kengen

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulévard

Rockville, Maryland 20850

If you have any questions concerning the contents of the 8tter, please contact Dora Vega, M.D,,
PhD. at (301) 594-3090 — ext 142. If you need information or assistance concerning the IDE
regulations, please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gov/cdrh/industw/support/index.html.

Sincerely yours,

e

Miriam C. Provost, Ph.D.

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

l?f{

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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JUN 2 2 2005

Ms. Marla Kengen

Project Leader

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260
Agoura Hill, California 91301

Re: K050516/S001
Trade Name: T-Sling
Dated: April 7,2005
Received: April 12,2005

Dear Mrs. Kengen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require you provide additional information to the following listing of
deficiencies to determine the degree of equivalency of your device with the predicates.

Deficiencies

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 — Ms. Marla Kengen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 4 — Ms. Marla Kengen

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 5 — Ms. Marla Kengen

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and-
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Dora Vega, M.D.,
PhD. at (301) 594-3090 — ext 142. If you need information or assistance concerning the IDE
regulations, please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Slncerely yours

Miriam C. Provost, Ph.D.

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

!‘13‘“‘ S ‘ b Cpens S
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 6 — Ms. Marla Kengen

ce: HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ-410 DGRND
D.O.

ft:DVega:tmj:6-22-05

126

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVIGES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health -

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwvd.

March 21, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K{050516é
28632 ROADSIDE DR., SUITE 260 Product: T-SLING

AGOURA HTLLS, CA 91301
ATTN: MARIA KENGEN

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning vour submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (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 premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail GCommunication with Industry about Premarket Files Under
Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be
resolved before our review of your 510(k) submission can be successfully
compieted. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug,

and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond
to the deficiencies. We believe that we have considered the least burdensome
approach to resolving these issues. If, however, you believe that information
is being requested that is not relevant to the regulatory decisien or that
there is a less burdensome way to resolve the issues, you should follow the
procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues™ document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome_html

If atrer 30 days the requested information, or a request for an extension

of time, is not received, we will discontinue review of your submission

and proceed to delete your file from our review system. Please note our
guidance document entitled, "Guidance for Industry and FDA Staff FDA and
Industry Actions on Premarket Notification (510(k)) Submissions: Effect on
FDA Review Clock and Performance Assessment". The purpose of this document

1s to assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization
Aet. You may review this document at
http://www.fda.gov/cdrh/mdufma/guidance/lQl9.html. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office

of Device Evaluation. Tf you then wish to resubmit this 510(k)

notitication, a new number will be assigned and your submission will be
considered a new premarket notification submission

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

[ 56
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Please remember that the Safe Medical Devices Act of 900 srates rhar
you may not place this device into commercial distriburion unt il you
receive a decision letter from FDA allowing you to do so.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance (DSMICA)
at (301) 443-6597 or at their toll-free number (800) 638-2041, or contact me

at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radicological Health

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

157
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—-401)
9200 Corporate Blvd.

March 04, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC, 510(k) Number: K050516

28632 ROADSIDE DR., SUITE 260 Received: 03-MAR-2005

AGOURA HILLS, CA 91301 Product: T-SLING

ATTN: MARLA KENGEN

The Food and Drug Administration (FDA), Center for Devices

and Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510{(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unique 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that relates
to this submission. We will notify you when the Processing of your premarket
notification has been completed or if any additional information is required.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTICN UNTIL YOU REGEIVE
A LETTER FROM FDA ALLOWING YOU TO DO SO.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment" . The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and Industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/l219.html.

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 premarket notification submission. Also,
please note the new Blue Book Memorandum regarding Fax and E-mail Policy
entitied, "Fax and E-Mail Gommunication with Industry about Premarket Files
Under Review". Please refer to this guldance for information on current fax
and e-mail practices at www. fda.gov/cdrh/ode/a02-01 . html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have
other procedural or policy questions, or want information on how to check

on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at {301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HFEALTH AND HUMAN SERVIGES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 01, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K050516

28632 ROADSIDE DR., SUITE 260 Received: 01-MAR-2005

AGOURA HILLS, CA 91301 Product; T-SLING

ATTN: MARLA KENGEN User Fee ID Number: 17379

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510{k) number in any future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE,
A LETTER FROM FDA ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall be
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k) cannot
be filed and has been placed on hold. Please send a check to one of the
addresses listed below:

By Reguiar Mail By Private Courier (e.g., Fed Ex, UPS, etc.)
Food and Drug Administration U.5. Bank

P.0O. Box 956733 956733

St. Louis, MO 63195-6733, 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (301) 594-2977 referencing the

510(k) number if you have not already sent it in with your 510(k) submission.
After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k) will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may be found at http://www.fda.gov/oc/mdufma.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guidance at (301)443-6597 or its
toil-fee number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, Or you may submit a 513(g) request
to the Document Mail Center at the address above. If you have any
questions concerning the contents of this letter, you may contact me at
(301) 594-119¢.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiclogical Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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New Premarket Notification for T-Sling
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Premarket Notification for T-Sling

Premarket Notification
Truthful and Accurate Statement
[As required by 21 CFR 807.87 (i) I]

I certify that, in my capacity as Chief Executive Officer of Caldera Medical, Inc., I believe
to the best of my knowledge, that all data and information submitted in the premarket
notification are truthful and accurate and that no material fact has been omitted.

N
:@232@&&&/

Bryon L. Merade, CEQ j
. A
Date: ,Z/;zf{/oq ~J

510 (k) #:

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

L]0



Medical Device User Fee Cover Sheet - Form FDA 3601 Page 1 of 1
Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

Form Approved:OMB No. 0910-0511 ion Date: August 31, 2006. See Insiructions for OMB Stalemant.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
Write the Payment Identification Number ur

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken to
properly submit your application and fee payment:

Electronically submit the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.

Include a printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Admiinistration. Remember

that the Payment Identification Number must be written on the check.

Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: In no

case should payment be submitted with the application.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Govemment
Lockbox 956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US
Bank at 314-418-4821 if you have any questions conceming courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MODUFMA Fee Payment Instructions at the following URL:
http:/fwww.fda.govicdrhimdufma/faqs. htiml#3a. You are responsible for paying all fees associated with wire transfers.

6. Include a copy of the completed Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or

CDRH Document Mail Center.

W -

1. COMPANY NAME AND ADDRESS {Include name, street 2. CONTACT NAME
address, city, state, country, and post office code) MARLA KENGEN
CALDERA MEDICAL, INC. 2.1 E-MAIL ADDRESS
28632 ROADSIDE DRIVE marla@calderamedical.com
SUITE 260
AGOURA HILLS, CA 91301 2.2 TELEPHONE NUMBER (Include Area Code)
818-879-6555
11 R IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area Code)
W 818-879-6556

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 /iwww fda govioc/mdufma

Select an application type: 3.1 Select one of the types below;
Premarket notification (510(k)); except for third party reviews 7 Original Application
[ siologics License Application (BLA) Supplement Types:
Premarket Approval Application (PMA) (] efficacy (BLA)
LT Modutar Pma L Panel Track (PMA, PMR, POP)
[LJ Product Devetopment Protocol (PDP) U Real-Time (PMA, PMR, POP)
(] Premarket Report (PMR) [ 180-day (PMA, PMR, POP)

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

D YES, | meet the small business criteria and have submitted the MNO, } am not a small business
required qualifying documents to FDA

4.11f Yes, please enter your Small Business Decision Number:

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

D This application is the first PMA submitted by a qualified small D The sole purpose of the application is to support
business, including any affiliates, parents, and partner firms conditions of use for a pediatric population

I:] This biologics application is submitted under section 351 of the [[] The application is submitted by a stale or federal
Public Health Service Act for a product licensed for further govemment entity for a device that is not to be distributed
manufacturing use only commerciaily

6. IS 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 POPULATICN? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).)

ves ©ino

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)

1(08/2003)

17
https://{dasfinappdfda gow/CEARRS minimalety srabeetiodsxcptineassionfuseRps...  2/21/2005
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Date of Application:

Applicant:

Contact:

Device Name:

Trade Name:
Common Name:
Classification:
Registration Number:

Manufacturing Site:

Sterilization Site:

Device Description

New 510 (k) Notification for T-Sling

February 22, 2005

Bryon L. Merade, CEO

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260

Agoura Hills, CA 91301
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Surgical Mesh (878.3300)
T-Sling
Surgical Mesh

Class II

9054589

The T-sling dual component prosthesis {(absorbable & non-absorbable) is made of monofilament
polypropylene and polydioxanone warp knitted into a composite mesh construction. The T-Sling is
a sterile, single-use pubourethral sling for the treatment of stress urinary incontinence (SUI)
resulting from urethral hypermobility and/or intrinsic sphincter deficiency, and vaginal vault

prolapse.

Comparison to Predicate Devices

The T-sling mesh is substantially equivalent in design and function to the .V.S. Tunneller
(K010035) and GYNECARE Tension Free Vaginal Tape (TVT) (K012628).

[.V.S. Tunneller

GYNECARE Tension Free
Vaginal Tape (TVT)
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|

Name of Predicate Device |  Manufacturer / Town & State | 510 (i_{)_Number |
Tyco Heaithcare Group L.P. K010035

Norwaik, CT .

Ethicon Inc. ‘ K012628 |

Somerville, NJ

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

Statement of Indication for Use

The T-sling is a dual-component pubourethral sling for the treatment of Genuine Stress
Urinary Incontinence (SUI), mixed incontinence resulting from urethral hypermobility or intrinsic
sphincter deficiency, and vaginal vault prolapse.

Technological Characteristics

Technologically the T-Sling and predicate devices are the same (i.e. all are meshes that
provide pubourethral support). The bioabsorbable portion of the T-Sling is biocompatibie
and is made from the same materials widely used as absorbable sutures and clips. Any
differences between the T-Sling and predicate devices do not raise new questions of safety
and effectiveness.

Scanning electron Microscopy Pictures of T-Sling

Attachment # |

5173

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

510(k) Number: K p 05 b

Device Name: T-Sling

Indications For Use:

The T-sling is intended to be used in females to position a polypropylene mesh for
treatment of Genuine Stress Urinary Incontinence (SUI), mixed incontinence resulting from
urethral hypermobility or intrinsic sphincter deficiency, and vaginal vault prolapse.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(per 21 CFR 801.109) (Optional Format 1-2-96})
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications Tor Vlge:

Caldera Medical, Inc, T-Sling

K050516 5

510(k) Summary

January 19, 2006

Bryon L. Merade, CEQ

Caldera Medical, Inc.

28632 Roadside Drive, Suite 260

Agoura Hills, CA 91301

Tel: (866) 422-5337 Fax: (818) 879-6556

Marla Kengen, Project Leader

.Caldera Medical, Inc,

28632 Roadside Drive, Suite 260

Agoura Hills, CA 91301

Tel: (866) 422-5337 Fax: (818) 879-6556
marlag@calderamedical.com

Surgical Mesh (878.3300)
T-Sling

Surgical Mcsh

Class il

Herniamesh T-Sting — K(20652
Tyco Healthcare 1VS Tunneller — K010035S
Ethicon TV - KQ1262R8

The T-8ling is made of monofilament polypropylenc
warp knitted into composite mesh construction. The T~
Sling is a sterile, single-use pubourcthral sling for the
treatment of siress urinary incontinence (SUIL),

The T-Sling is intended to be used in females to position
u mesh for the treatment of Genuine Stress Urinary
Incontinence (SUI), mixed incontinence resulting from
urethral hypetmobility or intrinsic sphincter deficicncy,
and vaginal vault prolapse,

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

Summary of Safety and Effectiveness

The T-Sling is substantially equivalent to the I.V.S. Tunneller (K010035)

currently marketed by Tyco Healthcare Group L.P and GYNECARE

Tension Free Vaginal Tape (TVT) (K012628) currently marketed by Ethicon Inc,
The 510 (k) “Substantial Equivalence” Decision-Making Process (detailed)” was
utilized to make a determination of substantial equivalence (see Exhibit 1). Answers
to the following questions have lead to a determination of substantial equivalence.

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

T-Sling has the same intended use as the .V.S. Tunneller, which is for the treatment of stress
urinary incontinence (SUI) resulting from urethral hypermobility and/or intrinsic sphincter
deficiency, and vaginal vault prolapse. Therefore, the T-Sling has the same intended use as
the I.V.S. Tunneller and is considered to be “substantially equivalent.”

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

No, T-Sling has different technological characteristics. However, the technological
differences meet or exceed the functional requirements of surgical meshes compared to the
predicate devices. Please refer to Table of Similarities and Differences / Substantial

Equivalence to Predicate Devices.
3. Could the new technological characteristics affect safety and effectiveness?

Yes, the new technological characteristics could affect safety and effectiveness. The
differences in safety and effectiveness meet or exceed the requirements of surgical meshes

compared to predicate devices.
4. Do the new characteristics raise new types of safety or effectiveness questions?

No, the safety and effectiveness questions are not new and include issues such as materials,
pore size, tensile strength, suture retention, and biocompatibility. Sufficient data has been
provided in this premarket notification to address any new safety and efficacy questions.
Additionally, there are a variety of other meshes currently on the market with different
characteristics compared to the T-Sling or the predicate devices.

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

Summary of Safety and Effectiveness (continued)

5. Do accepted scientific methods exist for assessing the effects of the new
characteristics? -

Yes. The effects of the new characteristics of the T-Sling can be assessed by common
methods utilized for surgical meshes. These include mechanical testing, scanning electron
microscopy, biocompatibility and in vivo safety and effectiveness testing.

6. Are performance data available to assess the effects of the new characteristics?

Yes. These tests include mechanical testing, scanning electron microscopy, biocompatibility
testing and in vivo testing.

7. Do performance data demonstrate equivalence?

Yes. The physical and mechanical characteristics of the T-Sling meet or exceed those of the
predicate devices. Please refer to Table of Similarities and Differences / Substantial
Equivalence to Predicate Devices.

Based on this information the T-Sling is determined to be substantially equivalent to the
predicate devices.

6 117

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

Exhibit 1

510(k) *"SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

New Devics it Compared o
Marketed Device*

No Detm Diftecramces Alber tot fadended Yes
Dwes New Devioe Have Soma —— (o .
Indication Stalcments? Effect (m Dechilug, May Not S-M—d:ﬂf
Combdey Impick om Safefy wnd Equivalont
Yes Effecttvanens)T** Dt crminazion
I No
New Device Has New —— O
Descriptive nformation New Device Has Same Lutended
about :;'w wr Markeled Usc and May b '3?‘-6"1 Intemded Use
Device Roquasted Equivalast
2 Neoded
Pevics Have Somc Cauld the New Do the Mew Charncleristos Yeg
mc::_ ristics, No Characieristics Yes hthﬂT]‘pﬂdSn!!tyu—OO
¢.g., Denlgm, Matorials, me.T Affect Saflery Effoctvamas Guestiona
o Effactivenos?
Yes No
No
Descriptive D Accepied Scheatific Metbods
L P-'E’Qumm:—dl Exisl for Asscaing Effects of —
- te Ensurt Equivalomce? e New Charncteristia? No
Yes Yes
No Dot Avaliable Are Performance Data Avallable Ng
- Mm.m“;d -luu::'” ta Assess Effects of New
“ Faulv ’ Charscteriatics?***
Yes Yes
Performance
Per{ormance ko
l:;.:.l‘rd Required
L ratg = O— —_ Perfermance Data Dexoustrate =
Mﬂmm?-mm ] < Yes Equivabeace?
lNc ) No
“Subsiantinlly Equivabent™
To @ Determination To @

«  510(k) submissions compare acw devices Lo markcted devices. FDA requests additional information if the retationship
between markcted and “predicate” {pre-Amendments of reclassified post-Amendments) devices is unclear.
«+ This decision is normally based on deseriptive information alonc, but limiled Lesting information is sometimes required.

*** Data may be in the 510(k), other 310(k)s, the Center's classification files, or the litcrature.

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

Table of Similarities and Differences / Substantial Equivalence to Predicate Devices

females to position a
polypropylene mesh for the
treatment of Genuine Stress
Urinary Incontinence (SUI),
mixed incontinence resulting
from urethral hypermobility

or intrinsic sphincter

deficiency, and vaginal vault
v

prolapse |

Product Desig

Materials

Sterilization

Packaging

Size

Feature T-Sling Ethicon TVT Tyco Healthcare IVS
~_Tunneller
510(k) No. To be determined K012628 K010035
Classification Class II: Polymeric Class II: Polymeric Class II: Polymeric /
Surgical Mesh Surgical Mesh Surgical Mesh
Indication Intended to be used in Pubourethral sling for Intended to be used in
females to position a

treatment of stress urinary
incontinence (SUI)
resulting from urethral
hypermobility and/or
intrinsic sphincter
deficiency

polypropylene mesh for the
treatment of Genuine Stress
Urinary Incontinence
(SUI), mixed incontinence
resulting from urethral
hypermobility or intrinsic
sphincter deficiency, and
vaginal vault prolapse "~

Pre-shaped

Pre-shaped

Polypropylene Polypropylene
mesh mesh
Polypropylene Polypropylene
EtO EtO

PVC tray with Tyvek back

Substantially Equivalent

l.lcm x 45¢cm

Substantially Equivalent

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

179



Premarket Notification for T-Sling

Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

s / Substantial Equivalence to Predicate Devices

Table of Similarities and Difference

(Continued)
Feature T-Sling Ethicon TVT Tyco Healthcare IVS

Tunneller

Burst Substantially Substantially Substantially
Strength Equivalent Equivalent Equivalent

Suture Substantially Substantially Substantially
Retention Equivalent Equivalent Equivalent

Pore Size Substantially Substantially Substantially
Equivalent Equivalent Equivalent

Tensile Substantially Substantially Substantially
Strength Equivalent Equivalent Equivalent

9

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

Safety, Efficacy and Performance Results

The following tests were performed to show the safety, efficacy and performance of
T-Sling.

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

10
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Premarket Notification for T-Sling

Copy of CE Certification for T-Sling

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

Performance Tests

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

T-Sling Packaging And Labeling  (Inner Tyvek Pouch)

AND VAGINAL VAULT PROLAPSE

i }
[ caarea mir)h P Cpa g

5
SAGTRESY
P

T-Sling Packaging And Labeling (Outer Foil Pouch)

ey

&' h . ‘ i - kg *ﬁ-w

Swd MEGIGAL R ST CENTRASORE T
SLING FOR FEMALE STRESS URINARY INCONTINENCE AND VAGINAL VAULT PROLAPSE

PROTHESE POUR INCONTINENCE URINAIRE FEMININ DUE AU STRESS
PROTESIS PARA INCONTINENCIA URINARIA POR ESTRES

2008 13

wn e - e e e et T e AT AT e e
i C€ v paLTsez o 0040 e
Taar

Manufacturad ty Heriamngh oaclusivele *

69 2.4(

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

T-Sling Outer Box Labeling (packaged 5/ box)

Front of Quter Box

‘"CALDERA MEDICAL

T-SLING WITH CENTRASORB

SLING FOR FEMALE STRESS URINARY
INCONTINENCE
AND VAGINAL VAULT PROLAPSE

PROTHESE POUR INCONTINENCE URINAIRE
FEMININ DUE AU STRESS

PROTESIS PARA INCONTINENCIA URINARIA POR
ESTRES

CALDERA MEDICAL

Phone: 866-4-CALDERA Fax: 866-422-5339
sales@calderamedical.com
www.calderamedical.com

Manufacturad by Herniamash sxclusively for Caldera Madical. Inc

CALGEHA M(DIC:&L\

T USLING atie CENTRAAYDRAE

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

T-Sling Outer Box Labeling (packaged 5 / box)

Back of Quter Box

- cavtsr .. 004 wd] 200307~ oaner
-

G C inspecled

seelw] @ A

CONTAINS 5 PIECES
CONTIENT 5PIECE
CONTIENE 5 PIEZAS

Product covered by patent
Prolhése protégee par un bravet USAR 063068079
Protesis patentada

Do not use il Lhe package is openad or damagan

CAUTION., Federal (US) law rastricts this device L. sate by or
on the order of a physician

Na pas uulser si Yemballage a été cuvert ou endommiga

ATTENTION: Federal (U5} loi ne permet la commerciaisanon
des ces produil qu' aux médecins autonsas

No uthizar s1 8l envasa rasulta abierto o dofado

ATENCION:  Federat (US} loy parmite la venta de estos
productos unicamente a médicos autonzianes

CALDERA HEDICQLh‘

Phone: 866-4-CALDERA Fax: 866-422-5339
sales@calderamedical.com
www.calderamedical com

Manulactured by Harnlamash axclusively for Caldera Medical, inc

CeE

0546

242

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

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



Premarket Notification for T-Sling

I'VT DEVICE 810041

. Undyed PROLENE: (polypropylens) non sbeorbabie tape. 1.1cm x 45 cm (0.5in. x 18in.)
N Bandalette PHOLENE® (polypropylsne) inbolkrs non résorbabils.

¥ PROLENE® ungetirtt (polypropylen) nicht tesorbierbarer Netzstreiten.
5 Nastro In PROLENE® (polip ..ﬁm.mwm!.gw_rao:no_oio.
- Ongekieurde PROLENE® (polyfiiigifiesn) niet resorbsertaar band.
Cinta s PROLENE® (polipropiic) sin tefilr, no absorbible.
| Ofargat, jcie - resorberbglt PROLENE® (polypropyien) band.
ERaTOY- (RUYDELR) REgF—7 ™t
B3 RAE SasVIo A -Ean e RESR
WRBIRE NS TEIN2A
\ Disiributor (USA):

£C
Logal Manacturer C € o123 GYNECARE

ETHICON BaRL
Sue du Pulls Godat 20, CH-2000 oot ETH 1 CO M. inc.
Neuchatel, Switzeriand Madé In Switzertand -Tgt?ﬁ:&g

Somaryilla, New Jersay 0BE78-0151

B cec v ror sa | (071889490 & 20064f
YT — o BARREAER A

¢ U.S. Putevit No. 5,800,909 . ‘ + H2348100411S"
L

oy - DTG

+$501068894905Q*

GYNECARE
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Labeling of Predicate Device: TVT by Ethicon Inc. (PVC tray with Tyvek back)

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

Labeling of Predicate Device: TVT (outer box)

810041
1. 1em x 45ecm {0 5in x 18in.
TVT DEVICE e )

1 Stick / 1 Confezicne
Undyed PROLENE' {polypropylene) non absorbable tape. % Stuk/ 1 Sobre / 1 Styck
Bandelette PROLENE* (polypropyléne} incolore non résorbable. (WAL 271N
PROLENE" ungefiirbt (polyprapylen) nichi resorblerbarer Netzstreifen.
Nastro in PROLENE” {poliprapllene) nan assorbibile nan colorateo.
Ongekleurde PROLENE* (polypropyleen) niet resorbeerbaar band.

Cinta de PROLENE" (polipropiieno) sin tenir, no sbsorbible.

Otérgat, Icke - resorberbart PROLENE {polypropylen) band. ‘ %E ™T
|mgraITOU—2 GRU70EL -8 Rt —7 :
WA - R Al I -Zall/l g
BRRINE MG TR R
EC
Legal Manufacturer
ETHICON SaRL ( E
Rue du Puits Goget 20, CH-2000 0123
Neuchatel, Switzerland Made in Switzerland

Authorized Representalive » Erkende

vertegenwcordiger » Représentant autonse «
Autorisiarter Vertretar - Hlappresentant2 STERILE

autorizzato + Rapresentante auionIac:

Representante autonzado pine

2 Do Mot Rause’'Reslenliza . &
ETHICON GmbH 4 =
Robert-Koch-Strasse 1 I Sev Instructong For Use
D-22851 Norderstedt
Deutschiand For Use Under U S, Patent Mo, 5,899,939
Distributor: Europe/Japan Distributor (USA)
Direct alt correspandence lo your local disinoulsr See insert
Adresser loute correspondance 3 votre distnouic.e -ocal Yo nolice. Q T ‘M E ( A [e F

Kontakladresse (sisha Gebrauchsanwaisung) E TH IO N~
Imaiare @tta la corrispondenza al vostro disirb orc lgcake, Veds inseno. 4 W““"‘“““‘"""“ L]
Richt al uw correspendentie 2an uw locale distrbuicur. Zie de GRDIVKSAARWITING  Somarile. New Jnrsey 0867R-0151
Dirja toda la correspondancia a su distribdor locat Lea el prospecto.

Hanvand er il den lokala distnbutéren | all korrespondens. Se bruksanvisning
MBI FTATHLLDOA—NRERERR ST 28 L EF . SHHe8E.

CAUTION: Federal (U.5.A.} law restricts trus
device (o sale by or on the arder of a physician ‘Tracemark

P15508 810041 501

T e T T

TVT DEVICE | 810041 1271889490 & 2008-01

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

Instructions for Use of Predicate Device: TVT

(Tension-Free Vaginal Tape)
by Ethicon Inc.

\_,’ Dsa) Tension-free Vaginal Tape (TVT) System — ?
Instructions for Use .

TVT Single Usa Device
TVT Reusable Introduger
TVT Reusable Rigid Catheter Guide

Please read all information earclully.
Failure tsr properly folluw |nst mctsis My 1e~ait 11 s g
Tunetionime: of the device wnd lead b B

Impuriant:
This pichage insert is desigacdt 1 provide mauchions ion use o
the Tension- free al Tape single use device, reusable o
docer and reusuble ¢ Itis not a comprehen-
sive reference to surgical techniyue for correcting SUT (Stress
Urinary Incontinence). The device shoukt be waed unly by
physicians trained in the surgical weatment of Stress Urinury
® Incantinence i e recommended lor genera)

use of the devive, Vadations in use may oveur m specific proge
dures clue w individual technisge and patient ananomy
DESCRIPTION (System)
TVT consists of the Toitowing:

TVT Single-Use Device, prinided stenle

caviiLible separatelyv)

TVl Reusable Iniroducer. pros e mmestenle

Tavinlshle separalely)

VT Reusable Rigid Cavcter Guide, provided uon-sienle

tavialable separie v

TVT DEVICE

The TAE device s astenle singhe ise devave, consaing ol one
preve ot wilved PROLENE® polypropylene miesh tiaper
approvainately 2B inches s 1D xcd3 omi coverad by aplas
1 shatiy vl and vverlipping in the middle, and held beowcen
rwarsiunloss steel needles bonded ovhe mestand el witl

pedy propylenc imesty is coastracied of Knined 1ila
ments al evoaded polypropylee strands klentical in contpuns
tiom W rhar wsed in PROLENE® pofypropylene nombsorhible
surgicul suture, The mesh b apprusiniiely (0027 inches

Al Tmeny thick. This material. when used as a soture, has been

rectionul clustiv prapenty allow

T Tk vy SIfesses encountered i e oy

TVT INTRODUCER
The TVT iutsechrcer is provided nos-sterile and is reisable T
introuducer i made of stainkess seoe! 1 comsits of lwa pans, &
handle and i inserted threaded metal shati. The itioducer
inferded 1o Liolinate the passage of the TV deviee From the
Sooviging W the abdomamal skin. Jeis compected and fived o the
needle. v i the thcided end of die shalt_ prior W msening e
necdic wirh the tape. )

TVT RIGID CATHETER GUIDE

The TV 1igid vitbeter 2uide <o non-stenle rensable s rument

infended e Gerfinane e icent wation o te wrethes and the bliudder
s omerk durng the sargicil procedore, 10 mseneel nses Foley cathewen

trecommended size 18 French) pesitioned 10 the ladder via

the urethen, T lacilitate wsertion . in can be Bybrcated wih el

INDICATIONS
T devee
il of shess upaary incon
urinary incontiacace resudting I
andfor imrmsie sphineter defic he TV imnducer
ngid ciithener guice are avatlable separael and itended 1o
Fredtate il placement of the TV Jevie
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Premarket Notification for T-Sling

Instructions for Use of Predicate Device: TVT

(Tension-Free Vaginal Tape)
by Ethicon Inc.

INSTRUCTIINS FOR USE

The procodure can be carried o under lovat testhesd, b
vartal s e peniemed u cpional of gescral wiesticsis The
extent o dissection is inininy micdline enfis it
a stk paraerethral ol 1o il posstivn the neselle
and ta o suprapubic sk

Ulsirtg forceps. grasp the vaginal sall ancach ke o e urethe.
Llsing wsomalbscalpel, make o sigattal incesioscabont TS0 |
stafting approxunately FOcat frony the voter arethial meatos
This ingiswn skl cover the mrb-urcthral zone amd s alb o
stthseequent passage o the shing faper. Wik sl pan g bl -
selssens, da o skl pacaurethral descelions dapproiniaiely 1%
wnnban e sl the ip et the needle can ten by inpodnge
It th r theal dissectivn. Then, two abdommsd skt imcisies: -
altis Eemvaee made, one on eacliside of the mudling just mhos e
the swrmphyses i mone than 4 -3 cnvapan. Ynceaon placemeas
and e le passage ngar the sdlie md close ethe back of iy
TRt fodn ond anatiane strecliees e
nd Fateral pelsic sidewall .
guide 1§ imsertad inn thy channet
e Fuley vatheter (18 Frenchy, The haodle of the guide i Fia
arvwzt e catheter, proximal it w The purpesse <1
e wode s womove the Bladder meck and wrethe away oo
where the lip ol the needle will pass into the rerropbie spac,
Vi uee ul the Fuley caheter snd the rigid catleter glide, e
uretin.cand bladder e moved comzelteradly e e sl of i
teedl: poseiye. BDunng this mancuver, the bladder should be
ey The dhreaded end of the Snroclucer is scresed grne the
cend ol o of the needles,

Uiy the mrducer e nevdle i passed pacaoses
peneir g, the urogenitd duplimgr lseron s o
car e 03 osang the Teng or g X Hisged hihe Ve un
he aeinel walh onthe agaditeral sade and Sigertip controd on
e petv i The cursad part o b noodls slamthl rest in the
b oo e
1y 18 e o 1o he oaed Ten peed e
wutickecs Wil the other Band ey she badbe ol 1he
semtly, oea mbdaee the nevidbe ug e i enopulae s
ety it thes shonhd b done by the a1 o
Fanl senththe needle np bwsionidiy ve noibe oo
s of the wiogenstal diaphran von will T
izmficaniy reducal. Inmeddely aom e
tirud T acesle wwards the abdomimal middoe ik lower 1he
hadle ol ehe miroducer therehy pressaag the ep oot the needl
agatine the Tack of the pubic bone, Now, mose the oeedbe ip
apwards tothe abxlominal skin incision, deeping i close coma:
with the e bone @t the wa,

When e needie ip has reached the abdimmnat asoson
sy stone s perfermed to conliom bladder wieer. The
Plindeler it e emmpried atien e Giest evstoseops. The
proceddurs s then repeated on the viher side. The needles an
then pattied upwand 1o bring the e (ling | losely. ce wilion:
e uader the midurethri, Cut the gk close 0 the needies
Now e the tpe sa thi e e s tiek s o mone th
o el Baedrops, Fse patieat feedback e e g with a lul'
Blacdbe s vaprprosimately W00mIy and keep the vaeimal mcsiaon !
tenipeeriy clhmed by gentle gripe with smadd roreeps The
Phiety dhs e surround the pe are then iensad Toavoid
putling teinion an dhe tape, a blunt instrument (scissnes or
furveps b shoubl he placed beiween the urethira and the
during remonid of the plastic sheaths, Fremanne weann.l
the shoab iy make sabsquent adjustness difheut e
propen adianent ol e ipe. ol the o
s s of the tape aee then cut and I sulwan, L
not e thero, Sature e sk e gy e biadde
Follus ing this progelure, postoperaen e catherers uing s e
tvpivally reuired The panient should B o
ety e bladder 228 howrs atier rhe opernnn

pubie e

1 lGowfed thes e -

who

Fhiwe oo

sl o Ay

el i e
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Premarket Notification for T-Sling

Instructions for Use of Predicate Device: TVT

(Tension-Free Vaginal Tape)
by Ethicon Inc. '

CONTRAINDICATIONS

As With any suspension surgery, s procedure showudd non he
pertarmed 1 preguant patients, Additinnally. because
PROLENE polypropyiene b owill non strelch si
should et he performed in paricits with fulure prows
potential inctuding women with plans for futare pregnancs

WARNINGS AND PRECAUTIONS
Bo not ase TVT procedure for patients wl sre on sngi-
coagulation therupy.

wwho havea

+ Inot nse TVT procedure far
urinary ract infection.

= Uisers chould be familiar wih surgiel technwgue T kluldes
neeh suspensins byl the TVT devwe i
howeser amponant i recogenizc that TN T i diftsrear from a
wahtaonal shing proceduse in ek the e skl be Tocaied
withoul ension bader mud-urethia.

+ Accepable sorgival practiee shoold by lotlowed tor the TVT
procedue s well as tor e mangement of contamisated ¢
infevied wounds

©The TV procedure should B pentonmed witl care wravoid
farge vessels. nerves, bladder and hiwel, Atiention ro local
anmnny atid proper pissage of needles will nunimise fisks

*+ Retropubiv bleeding may coeur postoperiively. Obserse Tor any
sYmptoms ursigns before seleasing the parient fram hospital

= Oystencopy shughd be perltemed 1o conlieom bladder inegrity
o recopnize i dladder porlo n

« The ngd catheter guide shoull be gentdy pushed into the
Fales catheter <o that the cathuier gude dovs ont exeend it
e hesles ol the Foley Catheter

¢ Wihen reniowing the agid cailicter guide, open the haidle
vomplewhy soahat the caheer s i< property m place

* Dot remove the plastie sheath antil the 1pe ks been prop
wrly pesined.

¢ Faste shavihe sape s placed wtds mmmmal wision ohder
mitl srethra

= PROJENE onesh i conbiasuated aicas shoerbd e osed wath
the widerstands 1 SGPRCUUCIT ST My reguie
e b ol the o

+ o The peivan should be courseled dhar bumee pregmancics may
negaie the elfects of te sanpeal procedune e patien
ALY Gemn becanme ingontimeng,

» P vperstively e poteent s recomnended 1o relrain from
Dheavy Tiftang andfor exercise ti e evel

ast iree 10 fotr weeks and mtercourse for one month, The
PRI GO s o okhe T newantak by alter vne ur tw o
wehs

+ Shamdddy i bleeding v wihur probles oceur the pateit

v insTrucied o contaet the siegeos mpneditely

AN st msirmenis e sabpecd toowear and damsge
snder torimal vise Before use, the mstriment shonld be 1isu-
allv inspecied Defecive msirumients or imstruments that
appean i e corrodeed shuuld ol be used nd shochd be drs-
carde

Dt et the PROLE

omeahwelany staples, cipm or

e onechatcd daniagee (o the mes mas occu

v
< Devmoirescnie TV device: Discand npened. i
ey
27
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Premarket Notification for T-Sling

Instructions for Use of Predicate Device: TVT

(Tension-Free Vaginal Tape)
by Ethicon Inc.

1 ADVERSE REACTIONS
¢ Punictures of kcerstions ol vessels, nerves, bladder or buwel nae
wweur dnring acedle paysage and may require surgical repan

¢ Trnsitory local iration at the wound site st o iransl
Fineign hundy response may occor. This response could resoi
m eadruseon, erosion, fistuda formation and i Nanmation

e Aeoanhall e PROLENE mesh iy potentia m

e
anenising infection, The plastic sheath mimdly coven
BROYENE mest s designed 1o minimize the fish ol o
it
e coneclit e oo el iension applied 1l
U LCNIPOTEY o permanent lower nanary e obseuio

ACTIONS

Aninal silies show ihat implaniuion of PROLENE mesk choi
aminmal inflamaatory reaction in litsues, which s transcot and
i Tl by (e depesition of a thin fibrous Eayer af lissue whs, -
van prow through the imerstices ol the mesh. thus incorporanng
The rteshn it adjucent tissue. The matedial 1s not
151 suhyedt e degradation or weokening by the action ol tissuy
cnsL e

INSTRUCTIONS FOR CLEANING

REUSABLE INSTRUMENTS

{TVT Introducer and TVT Rigid Catheter Gulde)

To e isure the celiability and tuectionality of the TV Introslece

and TVT Ragul heter Guide. clesn the instument betore o;

tiat nse it afier cach procedure. The following ane suggested

manal e avonized gethods for cheaning e instrumient
Bt cleaming, the TVT iatradu

it 1 B ompeaend parts thangd

ntrowueer 16 reassersed alter cleaning and before \MMINW N

Manual methad

I Souk the instroment compone s in i enzyme cleaner
suilable Bor stindess stecl istroments,

I Weshon g ergical detergent and thsinleatng soluton at s

ey of 860 0 @3 FO00C 10 357Ch Remove o

wenitanmation frats body Husds of tissoes using asolt s

Place e wstument components in an ultrasonie bath s nh

treshidetereent solution {or approximately Fhnssues o

tolbow the mstruetions beiow il using an aulomatic

[STNITEPNEN Y I

+

10w stream oF (resh ap waker followed by
nstrenent ceanponents may be weated
cni lubricant

Jtinae thon
TN
with -

Automaled Method:
o Antumasy washing ecles ane suitable for stintess steel

in deseribed below
or -— b minote

Komerih e Cvele Culd Wa
SO 2 minutes
sl - L nnnare

A L2 minues

[EIINTE INEN 2 minutes
¢ K e th Dennneraded watee 1767 F (800C - - 2 nnnales
Tar 7m0 d FiUCY L mieanies

STERILIZATION RECOMMENDATIONS FOR
REUSABLE INSTRUMENTS

{TVT Introducer and TVT Rigid Catheter Guide)

The TN Fangenloer an Rigid Catheter Guide sne supphed
Aot Bsterilae, siesm witoclive (e ceh e
Nt ko e at g femperiure of 21w 2830 1132 F

o R U e it ofd nmuless Epre-vacunnn, s e
rspreresthliny o e o user woassare steriliny ol e presdia
i s stenization process recimmended singe buaburde
s s il cquipaent will vary,

28
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Premarket Notification for T-Sling

Instructions for Use of Predicate Device: TVT

(Tension-Free Vaginal Tape)
by Ethicon Inc.

INSTRUMENT MAINTENANCE

o TVT Inunducer

Before cach use. inspect the threaded pants of the inner il L

= TVT Rigud Catheter Guide

Before cuch nspeet the instrument. Chisch e crnune that 1he
Yong end w hich waverses the cinbierer chizamel has ne shae sdpe
or burry

HOW SUPPLIED
The TV device iy provided stende et lene iide s o sl
ilize. Do ot e  packaze soopenied o din
unused devives,
The ecusable TYT introducer amd TVT rgal catheser zunde
avcessuries are sapplied separatels, andare non-seriie e
aevessories are 10 be cleansd and steritzcd prior o cach use n

deseribed above
STORAGE

§ Reconimended wiorage conditions for the TV single s des e
are helow 25°C.away (rom moistune and direct hear B4 ot use

after expiry dane.

Caution: Federab {USA) lnw restricts this desice 1o sade by or
on the order of a physician.

Legal Manutactarer

ETHICON NaRt.
Rue du s Godet 200 CH 2080
Neduchinel. sweerland

Distributor (Eaurcaper:
ETHICON [l
Bunkhead Avenae
Edinborph, K111 4HE
rmited Kingdvn

[istributor (USA);

Gynecay

adrvision of Lihcon. Ine

it Johnson & Johison Comprun
Somerville. NJ

OBRTA-O15]
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Premarket Notification for T-Sling
Instructions for Use of Predicate Device: IVS TUNNELLER*

(Intra-Vaginal Sling Placement Instrument)
United States Surgical a division of Tyco Healthcare Group

IVS TUNNELLER*

Intra-Vaginal Sling Placement
Instrument

Dispositif de Positionnement de Fronde
Intra-vaginale

Intravaginales Instrument zur
Schlingenplazierung

Disposivito di Posizionamento dello
Sling Intravaginale

Instrumento de Colocasion del
Suspensorlo Intravaginal

Instrumento para Colocagdo de Sling
Intravaginal

Instrument voor het Aanbrengen van
een Intra-vaginaal Lusverband

Instrument for Inséttning av
Intravaginal Slynga

Instrument til Placering af Intravaginal
Slynge

Emattimensisdisen Kannattimen
Sijoitusinstrumentti

EpyaAciou EvEokoimikng Avaraong
Tou Auxevog Tng Oupn@pag

tqcﬂ/Hea.’!hcme /‘?Unlnd States
! Surgical

& @

- Do not use it unt gackaga 13 opaned or damaged Do nol mstar . 2e e pas
W Yembatkade esh ouven ou endommage ha pas rasitninge o b
Jsdilnels oder beschidigler Einloivarpackung Garat airhl anme: 3
<5 582 Confeniony INdivehuale @ apurta © danceggaw e
wmldr & wl DaGUErA 2512 aberfo o dahado NG rgesien Weanday Gt
Annelsiapacaingen dr Gpprad 4der shadac Fac 4 sivnihie Tl gebruken
AT OF SIKSWErDdMNg groPBNad Of DesChackgd 15 Nt huraturlsaren - hiic
S e 3 gmbaiagem estver aberfa b, dandusde N
AANNS bt SMDANAQUN ur Jone: Gilee Deyxad gel
AN, (05 wotehakhaus 0N auki L camegaiural Y
Ho ute TO AL ONIEITE £OY EXL oG K
A0S0 BNy ENOVRNOo it vr Ty

CAUTION Fugars o
S

LW BRITEIn T T e L g PRSI RTIL

CTeaEmark

SOSEBUI 1 e S13185 DY L'nded Siaes Sutpical a s o
Tnaup LP

< 200" United Siates Surgical

Aii Fights Fonsuroad Made in Tha Nettertands

e eadtoac

WMANUFACTURER EGRCOPEAN CUSTIIM MANGF A7 TORIE 1
5422 W2 GEMERT
FLRER TYCO MEALTHCARE UK L T00 GOSBLAT By e,

DOSTOM A4

(BT

Lp-
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Thit BOGRII 1% CeSgNA 10 J38iE] iF i) e S5 nnagar” Ky MaQerd SHNQ Flacding dngte ey
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DACkI g 15 Jamaged <r pokeansly ey
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Premarket Notification for T-Sling

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

From: Andrews, Sharon M
Sent: Thursday, June 27, 2013 2:04 PM
To: Jones, Edwena

Subject: RE: Change of Ownership of 510(k) to”
[

Hi Edwena,

Thank you.

Sharon

From: Jones, Edwena

Sent: Wednesday, June 19, 2013 11:06 AM
To: Shulman, Marjorie G.

Cc: Andrews, Sharon M

Subject: RE: Change of Ownership of 510(k) to_

Thanks
Edwena

From: Shulman, Marjorie G.

Sent: Wednesday, June 19, 2013 9:52 AM
To: Jones, Edwena

Cc: Andrews, Sharon M

Subject: FW: Change of Ownership of 510(k) to”
|

Hi Edwena,

Thanks,
Marjie

Marjorie Shulman

Director, Premarket Notification [510({k)] Program
Program Operations Staff

ODE/CDRH/FDA, W066-1536

10903 New Hampshire Avenue

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
6/27/2013
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Silver Spring, MD 20993-0002
(301) 796-6572
Marjorie.Shulman@fDA.HHS.GOV

EB 0P ENIOIPI IR IOOIBIIPNPIINTIOEPIPIIOITPOINOEOEIRS S0P RRSORSIPNRNIIPIRTPIIIIPIRROIRTIOPIBNOITOIEROPOEOTOIOTETRPOIOTTOETTDS

THIS MESSAGE IS INTENDED ONL\’ FOR THE USE OF THE PARTY TQ 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 person authorized to deliver the document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action basad on the content of this communication is not
authorized. {f you have received this document in error, pleace immediately notify us by email or telephone.

From: Andrews, Sharon M

Sent: Thursday, May 30, 2013 9:22 AM
To: Shulman, Marjorie G.; Jones, Edwena
Cc: Ivey, Nathan; Blyskun, Elaine

Subject: Change of Ownership of 510(k) to _

Hi Marjie and Edwena,

Thank you.

Sharon

From: Ivey, Nathan

Sent: Tuesday, May 28, 2013 7:17 AM

To: Andrews, Sharon M

Cc: Gatski, Megan; Loyo-Berrios, Nilsa; Anderson-Smits, Colin
Subject: ﬁ Change of Ownership for 510(K) database

Hi Sharon,

) Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
6/27/2013
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Sincerely,

Nathan S. Ivey, PhD | Senior Scientific Project Manager | 522 Postmarket Surveillance (PS) Studies
Program | FDA/CDRH/OSB/DEPI
301.796.7033 (ofc) | Nathan.Ivey@fda.hhs.gov

rrom: (N

Sent: Monday, May 27, 2013 11:38 AM

To: Ivey, Nathan
cc: (NI

Subject:

Sharon M. Andrews .
FDA/DRGUD/OGDB

10903 New Hampshire Avenue
WO66, Room G110

Silver Springs, MD 20993

May 27, 2013
Dear Mrs. Andrews,

| am writing you to inform the FDA that Herniamesh SRL now owns K050516
(previously owned by Caldera Medical Inc.} based on the ruling of litigation between
Herniamesh and Caldera.The litigation (arbitration) case between “Herniamesh and
Caldera”, was settled before a final decision was made by the arbitrator. On May 22,
2009 Caldera assigned 510(k) 050516 to Herniamesh SRL as part of the settlement of
the arbitration case Herniamesh S.r.l. v. Caldera Medical, Inc., ICDR Case No. 50 155
T 00318 07.

In the included document you will find the assignment of 510(K) premarket notification
agreement, which is only part of the full settiement. If the FDA believes it needs a copy
of the full Settlement Agreement, it can be sent to FDA but only after the payment
amounts are blacked out because the Settlement contains a confidentiality provision
which states the sums payable shall be kept confidential and shall not be disclosed.

If you require any additional information or explanation please let me know.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
6/27/2013
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Sincerely,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
6/27/2013
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EXHIBIT C
ASSIGNMENT OF S10(K) PREMARKET NOTIFICATION

THIS ASSIGNMENT (this “Assignment™) is made and entered into as of May 22, 2009
between Calders Medical, Inc., with an address of 28632 Roadside Drive. Suite 260 Agoura
Hills, California (*Assignor™), and Herniamesh S.r.l., with an address of Via F.lli Meliga 1/C I-
10034 Chivassoe {Ta) haly (" Assignee”).

Recitals

Al Assignor allirms, represents, and warrants that, 1o the best of Assignor’s
knowledge, it is the owner of ULS, Food and Drug Administration 310¢(k) Premarket Notificativn
KO50516 (“Premarket Notification KO305167):

B. Assignor has agreed and contracted to assign to Assignee all of Assignor’s right.
title, and interest in and to Premarket Notification KO30316 as provided herein; and

C. Assignee now  desires Assignor o exeeute and deliver 1o Assignee  this
Assignment o ofTect the assignment of Premarket Notification KOZ0516 w Asstgoee as provided
herein,

Agreement

NOW THEREFORE, tor pood and valuable consideration, the receipt and sufficiency of
which are hereby acknowledaed, the parties hereto agree as follows:

i Without representation or warranly of any Kind bevond those expressly
contained herein, including recitals, Assignor hereby sells, transfers, convevs, assigns, and sets
pver unto Assignee, i1s successors and assigns, Assignor’s entire night. title wnd interest in and to
Premarket Notilication KO30516, and wll connnon bow and statutory nighas related thereto,

2 Asstgnor and Assignee hereby agree that this Assipnment shall be deemed

eftective and delivered upon the date first above written.

3. Assignor agrees: () concurrent with exceution and delivery of this
Assignment, o update its Registration and Listing with the U5, Food and Drug Administration
w0 delete the Device Listing reference to KO30316; (b) to deliver to Assignee a copy of the
Assignor’s regtlatory files associated with K0O30510: and (¢) 1o exceute and deliver such
instruments of sale, transfer, assignment. and confirmanon us Assignee may reasanably request
in order 10 elfectuate the assignment 1o Assignee of all of Assignor’s right, title and interest in-
and to Premarket Nosification KO30516, effective as of the date first above written.

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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
Memorandum
‘ }cwa(/rw‘\__j 11 szo@ o 3
From: Reviewer(s) - Name(s) Do VB MB. LD Q\Lg__\,
Subject:  510(k) Number__ E () ( é t (ﬂ § (_, _
To: The Record - It is my recommendation that the subject 510(k) Notification:
{dRrefused to accept.

[dRrequires additional information (other than refuse to accept).
[17.1{ ubstantially equivalent to marketed devices.

[CINOT substantially equivalent to marketed devices.

Clother (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 572 Postmarket Surveillance? Clves ™ no
Is this device subject to the Tracking Regulation? Cves [:f NO
Was clinical data necessary to support the review of this 510(k)? OvEes [ZfNO
Is this a prescription device? m/YES I ~No
Was this 510(k) reviewed by a Third Party? Ovyes T no
Special S10(k)? CIvES M NO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Lyes m/NO

Truthful and Accurate Statement CIRequested [j/Encloscd
A 510(k) summary OR (1A 510(K) statement
[ The required certification and sunimary for class 11T devices N / A

The indication for use form

Combination Product Category (Please sec algorithm on H drive 510k/Boilers) N

Animal Tissue Source O YES [:ﬁ\IO Material of Biological Origin O vEs EB/NO

The submitter requests under 91 CFR 807.95 (doesn’t apply for SEs):
B No Confidentiality (1 confidentiality for 90 days [ Continued Confidentiality exceeding 90 day

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

'Vi?w\ 2icE B1E. 5390 )ouﬂc/m, mesw

meﬁ; i/élj gz:é o J KS /ZW

(Branch Chiel) (Branch Code) (Dage) !
: BVAT Fraciu 9{ oAb

I“inal Review:

N
(Division Dirkctor) (Dalc) "
Revised:4/2/03 Lf

ions?
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K {;\(:)Eiﬁj E5l Cy

Reviewer: IIDCN\JK \\ Erlv '\'N\m{ aD(\I\

Division/Branch: bTD(;“EilE§E>/1[DﬁE§; B

— ]
Device Name: ) — g:) liﬁjq
' ~J

Product To Which Compared (510(K) Number If Known) :

YES NO
1. Is Product A Device 7& If NO = Stop
2. Is Device Subject To 510(k)? Y@ If NO = Stop
3. Same Indication Statement? Y\ If YES = Go To 5
4, Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or \\\¥},
Effectiveness?
5. Same Technological Characteristics? X; If YES = Go To 7
6. Could The New Characteristics Affect ik/ If YES = Go To 8
Safety Or Effectiveness? \:5
7. Descriptive Characteristics Precise ; If NO = Go To 10
Enough? ?L- If YES = Stop SE
8. New Types Of Safety Or Effectiveness \ PV' If YES = Stop NE
Questions? ‘U -
9. Accepted Scientific Methods Exist? F3%T If NO = Stop NE
10. Performance Data Available? f\ If NO = Request
——Data
//"4\\
11. Data Demonstrate Egquivalence? T\ Final De@*sio
?DEEL-\
Note: In additicn to completing the form on the LAN,
questicns 4, 6, 8, and 11, and every "no" respo
explanation.

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

Device Degcription: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting ox
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Ts the device sterile? Is the device for
single use? Is the device over-the-counter or prescripticn use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical

properties and tcxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

(8]
.

wm

o

10.

11.

ATTACH ADDITIONAL SUPPORTING INFO

Explain why nct a device:
Explain why not subject to 510(k}:

How does the new indication differ from the predicate device's
indication:

Explain why there is or is not a new effect or safety or effectiveness
issue:

Describe the new technological characteristics:

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

Explain why existing scientific methods can not be used:

Explain what performance dat

Explain how the performance
not substantially eguivalent:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SI0(K) MEMORANDUM

TO: K050516/5002

FROM: Dora Vega, M.D., Ph.D.,
Plastic and Reconstructive Surgery Devices Branch (HFZ-410) /< il 2be - 7/3

DATE: January 18. 2006

SUBJ: T-Sling - Surgical Mesh

CONTACT: Marla Kengen, Project Leader
Caldera Medical, 28632 Roadside Drive, Suite 260
Agoura Hill, CA 91301
Ph: (866) 422-5337 - Fax: (818) 879-6556

Procode: 79 FTM

Class: II

Regulation Number: 878.3300
Regulation Name: Surgical Mesh

REVIEW:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. Comparison of the Intended Use/Indications of the Subject Device and Predicate(s)

Predicate device(s)
Herniamesh T-Sling, K020652: "Pubourethral sling for treatment of stress urinary
incontinence (SUI) resulting from urethral hypermobility and/or intrinsic sphincter deficiency."

Ethicon TVT, K012628: "Pubourethral sling for treatment of stress urinary incontinence
(SUI) resulting from urethral hypermobility and/or intrinsic sphincter deficiency."

(*)Tyco Healthcare IVS Tunneller: "Intended to be used in females to position a
polypropylene mesh tape for the treatment of Genuine Stress Urinary Incontinence (SUI),
mixed incontinence resulting from urethral hypermobility or intrinsic sphincter deficiency, and
vaginal vault prolapse.”

Discussion

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Comparison of the Technological Characteristics
of the Subject Device and Predicate(s

3. Comparative Data (in vitro, animal and/or clinical)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Discussion of whether the data demonstrate that the subject device is as safe and effective
as the predicate(s)

4. Does the product contain drugs or biologicals?
The subject device does not contain drugs or biologicals.

5. Sterilization:

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

8. Claims

9. Has sponsor provided all administrative requirements? Yes

10 Analysis of the Equivalence of the Subject and Pred dicate(s)

Deficiencies f’u\/ S pont o AN \For\ ye

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

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




Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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D Y -
Dora Vega., M.D., Ph.D. Date: January 18, 2006
Medical Officer
Division of General, Restorative,
and Neurological Devices
Plastic and Reconstructive Surgery Devices Branch

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

13
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January 23, 2005

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Blvd,

Rockville, MD 20850

Re:  KO050516
T-Sling
Reviewer: Dr, Dora Vega

Dear Dr. Vega:

Regards,

Marla Kengen
Project Leader

L I A I | |
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Questions? Contact FDA/CDRH/OCE/Dib at CDFiH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TELDER D f R

January 19, 2005

Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  K050516/5001
T-Sling

Dear FDA Reviewer:

The attached document is in response to your request for additiona) information regarding
the supplemental responses for two of the deficiencies noted in your letter of June 22,
2005 regarding Caldera Medical, Inc, T-Sling K050516.

The additional information attached is in regards to supplemental responscs #10 b. & c.

Afier review of this additional information, if you have any qucstions please contact me
at 818-879-6555.

Regards, _
Marla Kengen
Project Leader

'2 2
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service -
Food and Drug Administration
Memorandum

~ TuNe 23, 20S
From: Reviewer(s) - Name(s) Dot VEGH , Mb -, yhDd -

Subject: 510(k) Number }( 03/0 S—‘/ é/s-/

To: The Record - It is my recommendation that the subject 510(k) Notification:

S}cﬁfsed to accept.
Requires additional information (other than refuse to accept).

[1s substantially equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
Oother (c.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? CIYEs EH/NO
Is this device subject to the Tracking Regulation? LIvEs B/NO
Was clinical data necessary to support the review of this 510(k)? LlYES NO
Is this a prescription device? mES 1 ~No
Was this 510(k) reviewed by a Third Party? Clves Cg¥e
Special 510(k)? CIves & o
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Cves %

Truthful and Accurate Statement DRequesled ‘Eﬁ:loscd
A ST0(k) summary OR Cla 510(k) statement
g}l«é required certification and summary for class Il devices

The indication for use form

Combination Product Category (Ple;cworillm1 on H drive 5 IOk/Boileré} No
Animal Tissue Source [ YES NO  Material of Biological Origin [ YES m

The submitier requests under 21 CEFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality L1 Confidentality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

T4 £ - 21080 Za3- 3ho0 — SWasicat Mesy - | o
PRSF ¢/ N

{(Branch Code) (Date)

Review:
{Branch

Final Review:

{Division Director) {Date) l %é

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

Revised: 4/2/03
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Deviee is Compared (o
Marketed Device *

O

Descriptive Information Does New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
fndication Statement?—®  Therapeutic/Diagnostic/ete. Effect YES  Eguivalent Determination

about New or Marketed
(in Deciding, May Consider Impact on

Device Requested as Needed
l YES Safety and Effectivencss)?**
New Device Has Same Intended NO
Usc and May be “Substantially Equivalent” PR |
New Deviee Has O
@ : New Intended Use
Does New Device Have Same
Technological Characteristics, NO Could the New
c¢.g. Design, Materials, ctc.? P Characteristics Do the New Characteristics
YES Affect Safety or —® Raisc New Types of Safety ' YES @)
@ l Effectivencss? ar Effectiveness Questions?
A
NOQ Are the Descriptive NG

Characteristics Precise Enough NO
te Ensure Equivalence? @

N}
Are PPedformance Data 3o Accepted Scientilic
Available to Asses Lguivalence? YIS Moethods Uxist for v
Assessing Effeets of NO
the New Characteristics?
VES
YES
1
Y
Performance Are Performance Data Available NO
Data Required To Asscss Etfects of New
Characteristics? ***
VES
Y
*  performance Data Demonstrate Performance Data Demonstrate
Cquivalence? ——»() O < Equivalence? o
YES YIS NG
NO
“Substantially Equivalent” @

To Determination Tao

* JTOK) Submissions compare new devices to marketed devices. FDA requests additional information i the relationship between
marketed and “predicate” (pre-Amendments o reclassified post-Amendiments) devices is unclear.
i This decision is normally based on descriptive information alone, but limited testing information is sometimes required.
b Data maybe in e SIOK), other ST0(K)s, the Center's elassification files, or the fiterature. } % 7
£.

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

YES

NO

Did the firm request expedited review?
Did we grant expedited review?

o e

Have you verified that the Document is labeled Class Il for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
s the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CORH?

RN

9.

Are you aware that this device has been the subject of a previous NSE
decision? ‘

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

| 10. Are you aware of the submitter being the subject of an integrity

investigation?

11.If, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

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



BOILERPLATES TITLED

Reviewer:
Divigion/Branch:

Device Name:
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REVISED:3/14/55

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)

*DOCUMENTATION™

AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

" SUBSTANTIAL EQUIVALENCE" (SE} DECISION MAKING DOCUMENTATICN

KOG OB | L /5500(

DaLA UEGA’LMD-, PO -

DENND - PRSP -

T- SUNGS — SwagdcAt MeELY -

Product To Which Compared (510(K) Number If Known): kT 0% 692

(5)

YES NO
1. Is Product A Device v If NO = Stop
2. Is Device Subject To 510(k)? v If NO = Stop
3. Same Indication Statement? « | If YES = Go To 5§
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or | | u
Effectiveness? vndeEsa- [TFY C-OI&‘PM"//
T
| 3 p
5. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To B
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Encugh? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
g. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? Final Dec¢ision:
Note: In addition to completing the form on the LAN, "yes" responses ta

questions 4, 6, 8, and 11,

explanation.

and every "no" response requires an

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

| 59
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Intended Use:

Device Descripticn: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term) ? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicclogy profile if important.

EXPLANATTIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

10.

11.

Explain why not a device:
Explain why not subject to 510(k):

How does the new indication differ from the predicate device's
indication:

Explain why there is or is not a new effect or safety or effectiveness
issue:

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 questions raised or why the
guestions are not new:

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

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

[ 40



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

b

S10(K) MEMORANDUM

TO: K050516/S001

FROM: Dora Vega, M.D_, Ph.D.,
ODE / DGRND
Plastic and Reconstructive Surgery Devices Branch (HFZ-410)

DATE: June 21, 2005
SUBJ: T-Sling - Surgical Mesh
CONTACT: Marla Kengen, Project Leader
Caldera Medical, 28632 Roadside Drive, Suite 260

Agoura Hill, CA 91301
Ph: (866) 422-5337 — Fax: (818) 879-6556

Procode: 79 FTM

Class: 11

Regulation Number: 878.3300
Regulation Name: Surgical Mesh -

REVIEW:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description: T-Sling is an implantable polypropylene (non-absorbable), and
polydioxanone (bioabsorbable polymer) mesh. It is unclear the device dimensions) that will be
available for marketing (see listing of deficiencies.) The device is provided sterile by ETO
similarly to the predicates in the application, and labeled "For a Single Use Only."

1. Comparison of the

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Comparison of the Technological Characteristics (Design, Materials, Sizes Shapes, etc.

of the Subject Device and Predicate(s)

Comparative Data (in vitro, animal and/or clinical

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Does the product contain drugs or biologicals?
The subject device does not contain drugs or biologicals.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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0.

8. Claims

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10. Analvsis of the Equivalence of the S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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47

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

Dora Vega., M.D.,
Medical Officer
Division of General, Restorative
and Neurological Devices

h.D. ' ~ Date: June 22, 2005

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




Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018

Plastic and Reconstructive Surgery Devices Branch

149

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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T N
From: Vega, Dora
Sent: Monday, June 20, 2005 12:38 PM
Hill, Ayanna Y
Lyl Hudson, Peter
Subject: K050516 - T-Sling - Caldera Medical
Ayanna

ora.

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

| SO
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Vega, Dora
R N e —
From: Hill, Ayanna Y
Sent: Monday, June 20, 2005 2:23 PM
Vega, Dora
Wl Hudson, Peter; Warfield, Diana L.
Subject: RE: K050516 - T-Sling - Caldera Medical
Thanks,
Ayanna
————— Original Message-----

From: Vega, Dora

Sent: Monday, June 20, 2005 12:38 PM

To: Hill, Ayanna Y

Cc: Hudson, Peter

Subject: K050516 - T-Sling - Caldera Medical

Ayanna,

Dora.

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

R R — R
From: Hill, Ayanna Y
Sent: Monday, June 20, 2005 4:19 PM
: Vega, Dora
wu: Hudson, Peter; Mann, Eric A; Provost, Miriam; ‘marla@calderamedical.com'
Subject: K050516-T-Sling
Importance: High

Thanks,

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



Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Memorandum

Mpancy (T, 2o0%

From: Reviewer(s) - Name(s) D40 NeGA MDD UD

7
Subject:  510(k) Number 1"\ OBQS [ é

To: The Record - It is my recommendation that the subject 510(k) Notification:

Eyfused to accept. DN Beid .

Requires additional information (other than refuse to accept).
[Jis substantially equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
Cdother (e.g., exempt by regulation, not a device, duplicate, etc.)

{s this device subject to Section 522 Postmarket Surveillance? OvEes ETNO
Is this device subject to the Tracking Regulation? CIvEs [ Nno
Was clinical data necessary to support the review of this 510(k)? OvYEs Il”f NO
Is this a prescription device? Myes O no
Was this 510(k) reviewed by a Third Party? LIves L No
Special 510(k)? Ovyes ™ No
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers OvEs & No

'[Iﬁr}(hful and Accurate Statement DRequested [J Enclosed
A 510(k) summary OR LA 510(k) statement
The required certification and summary for class Iil devices

(4 The indication for use form

Combination Product Category (Please see algorithm on H drive 510k/Boilers) u

Animal Tissue Source [1 YES FINO  Material of Biological Origin O ves Bﬁ)

The submitter requests under 21 CI'R 807.95 (doesn’t apply for SEs):
] No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

21l AT 3360 — SCASHE MEs

CMEEV%W;W YL 8 3/19/ 08

(Branch Chiel) {Branch Code) (Date)

Final Review:

(Division Director) (Date) —
Revised:4/2/03 , 5}{

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.Hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

} ()

Descriptive Information Does New Device Have Same  NO Do the Differences Alter the Intended Not Substuntially
about New or Marketed Indication Statementr—————» Therapeutic/Diagnostic/ete. Effect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on

Safety and Effectiveness)?**

New Ddyice Has Same Intended NO

Use and Mavse “Substantia]ly F ¢ . N
New Device Has O

@ New Intended Use

Techigological Characteristics, Could the New
Characteristics
Alfeet Safety or
Effectiveness?

Do the New Characteristics
Raise New Types of Safcty Y
or Effectiveness Questions 2%

S

N{) Arc the Descriptive NQ)
Characteristics Precise Enough
@ o Ensure Equivalence?

Are Performance Data

NO

Accepted Scientific

Available 1o Asses Fquivalence? [+ YIS Methods Exist for
Assessing Eftects of
the New Characteristics:
YIS

! (D

Perfornumce Are Performance Data Availablf: NO
Data Required To Assess Effects of Newy, ———
Characteristics?***

YES
QD QD
A4
» rerfurmance Data Demaonstrate Performance Data Demonstrale
lquivalence? »{) O < Equivalence? -
YIS YES NO
NO)

“substantially Equivalent” @
I'o Determination To

SIERY Submissions compare new devices 0 marketed devices, FDA requests additional information if the relationship between
marketed and “predicate™ (pre-Amendments or reclassitied post-Amendments) devices is unclear,

e This deaision is normally based on deseriptive information alone, but limited testing information is sometimes required.

) .

e Datamaybe in the 310(k), other SH(K)s, the Center’s classification files, or the literature.

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

YES

NO

M —

Did the firm request expedited review?
Did we grant expedited review?

b

w

Have you verified that the Document is labeled Class 11l for GMP
purposes?
tf, not, has POS been notified?

A

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

QN O

9.

Are you aware that this device has been the subject of a previous NSE
decision?

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

"

10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

‘[ﬁ\

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVISED:3/14/95

THE 510 (X) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED "DOCUMENTATION®™ AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

“SUBSTANTIAL EQUIVALENCE" (SE} DECISION MAKING DOCUMENTATION

K @505 /&

Reviewer: DEAD L VA i fﬂ W, , m\ Do

Division/Branch: Pennd - Pilse

Device Name: |~ it N -

product To Which Compared (510(K) Number If Known): KAQ(oe3s (I V5 TUNNMLQ/LB
kRO 223 (eywzguymm'fawbﬁmu;ﬂﬂﬁ

YES NO TVT)
1. Is Product A Device v If NO = Stop
2. Is Device Subject To 510(k}? L If NO = Stop
3. Same Indication Statement? If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stcp NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? L-| If YES = Go To 7
6. Could The New Characteristics Affect - If YES = Go To 8
Safety Or Effectiveness? L
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? ' if YES - Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions? v’ :
9. Accepted Scientific Methods Exist? 7 If NO = Stop NE
10. Performance Data Available? I If NO = Reguest
l./
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" regsponses to
questions 4, 6, 8, and 11, and every "no" response requires an
explanation.

[l

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

2. Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design uge software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TO “YES"™ AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's
indication:

4. Explain why there is or is not a new effect or safety or effectiveness
issue:

5. Describe the new technological characteristics:

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

7. Explain how descriptive characteristics are not precise enocugh:

8. Explain new types of safety or effectiveness questions raised or why the

questicons are not new:
9. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:
1. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510Ky MEMORANDUM
TO: K050516
FROM: Dora Vega, M.D., Ph.D.
ODE / DGRND
Plastic and Reconstructive Surgery Devices Branch, HFZ-410

DATE? Marchl18, 2005

SUBJ: T-Sling - S
PROD CLASSIF: 2] CFR 878.3300 — Surgical Mesh — Class I

CONTACT: Marla Kengen
Caldera Medical, Inc.
28632 Roadside Drive, Suite 260
Agoura Hills, CA 91301
Ph: (866) 422-5337

[

__@"D‘Y‘l— \)VY""

Dora Vega, M]b., Ph.D.

Division of General, Reconstructive,

and Neurological Devices (HFZ-410)

Plastic and Reconstructive Surgery Devices Branch

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

Date: March 18, 2005,
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Vega, Dora
N — A —
From: Vega, Dora
Sent: Thursday, March 17, 2005 11:51 AM
T Hill, Ayanna Y
Zimliki, Charles L* (CDRH)
Subject: RE: K050516-T Sling

Regards, Dora.

----- QOriginal Message-----

From: Hill, Ayanna Y

Sent: Thursday, March 17, 2005 11:36 AM
To: ‘marla@calderamedical.com'

Cc: Zimiiki, Charles L* (CDRH); Vega, Dora

Subject: K050516-T Sling
Importance: High

Thanks,

[5

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

R — — .
From: Hill, Ayanna Y
?t_ent: Friday, March 11, 2005 4:02 PM
: ‘marla@calderamedical.com'
Vega, Dora
Subject: K050516-T-Sling

R RS S B teg

(301) 827-4350(F)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vega, Dora
S — N — e —
From: Hill, Ayanna Y
Sant; Wednesday, March 16, 2005 2:59 PM
Zimliki, Charles L* (CDRH)
Cc: Vega, Dora

Subject: RE: F - _
-

Thanks,
Ayanna

Avanna

----- Original Message-----

From: Zimliki, Charles L* (CDRH)

Sent: Wednesday, March 16, 2005 2.57 PM
To: Hill_Ayan

susiect: 1 N

Avyanna,

S N N S

Charles Zimliki, Ph.D.
Biomedical Engineer
FDA/CDRH/ODE/DGRND/PRSB

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE” .
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device *

Descriptive Information Does New Device Have Same  NO  Dothe Differences Alter the lntended Not Substantially
about New or Marketed indication Statement? ———  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on

l_kES Safety and Effectiveness)?**
NO

New Device Has Same [ntended
Use and May be “Substantially Equivalent”
< New Device Has O

@ l : New Intended Use

Does New Device Have Same
Technological Characteristics, NO
¢.g. Design, Materials, etc.?

Could the New
Characteristics Do the New Characteristics

Aftect Safety or — Raise New Types of Safety YES (0

YES
@ l 'l/ Elfectivencss? or Effectiveness Questions?**
) A

NOQ. - Are the Descriptive NO
Characteristics Precise Enough NGO
to Ensure Equivalence?
(}
NO ¥
Arc Performance Data Do Accepted Scientific
Available to Asses Equivalence?* ¥ YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
VES :
@ |
v
Performance Are Performance Data Available  NO
Data Required To Assess Effects of New
Characteristics?***
L YES
t
|
ORR D
Y
»  performance Data Demonstrate Performance Data Demonstrate
Equivalence? —— () O < Equivalence?
) ———"YES YES NO
NO
W
“Substantially Equivalent” : @
To A Determination To-
- e
< S10(k) Submissions compare ncw devices (o marketed devices. FDA requests additional infarmation if the relationship between
marketed and “predicate” (pee-Amendments ot reclassified post-Amendments) devices is unclear.
oo This decision is normally based on descriptive infonmation alone, but limited testing infonmation is somietimes required.
<o Data maybe in the S10(K), other 510{(K)s, the Ceater’s classification files, or the literature. %

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF %EAlI AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (BFZ-401)
9200 Corporate Blvd.

June 20, 2005 Rockville, Maryland 20850
CALDERA MEDICAL, INC. 510(k) Number: K{50516
28632 ROADSTDE DR., SUITE 260 Product: T-SLING

AGOURA HILLS, CA 91301
ATTN: MARLA KENGEN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of vyour official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01 . html.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
stibmission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 594-1190.

Sincerely vyours,

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 301-796-8118

N
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April 7, 2005

Food and Drug Administration
Center for Devices and
Radrological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockwille, MDD 20850

ATTN: DORA VEGA

REFERENCE: 510(K) NUMBER: K050516
PRODUCT: T-SLING

Dear Ms. Vega:

Regards,

b / rgen_

Marla Kengen
Project Leader
Attachment

<, E’OQ'/é;/ 5

_ £301-796:8148 ~
SRUSIDE ODRIVE, SUITE Que_snong?ContaQtFDA/CDRH/ﬂO)QI%{DHD,aE QPBH—FOISTATUS@fda.hhS.gOV 0r301-796-814

"
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Premarket Notification for T-Sling

AMENDMENT - April 7, 2005

Table of Similarities and Differences / Substantial Equivalence to Predicate Devices

|

| Indication

Product
Design

Materials

Sterilization

Packaging

Tyco Healthcare IVS
Tunneller

K010035

Class II: Polymeric |

Class II: Polymeric
Surgical Mesh

] _
Feature | T-Sling | Herniamesh T-Sling Ethicon TVT
510(k) No. K050516 K020652 K012628
I Classification

Class 11: Polymeric
Surgical Mesh

Class II: Polymeric
Surgical Mesh

Pubourethral sling for
treatment of stress urinary
incontinence (SUI)
resulting from urethral
hypermobility and/or
intrinsic sphincter

Pubourethral sling for
treatment of stress urinary
incontinence (SUI)
resulting from urethral
hypermobility and/or
intrinsic sphincter

Intended to be used in
females to position a
polypropylene mesh for
the treatment of
Genuine Stress Urinary
Incontinence (SUI),

2cm x I5cm

deficiency deficiency mixed incontinence
resulting from urethral
hypermobility or
intrinsic sphincter
deficiency, and vaginal
___vault prolapse
Pre-shaped Pre-shaped Pre-shaped
Duel-component mesh Polypropylene Polypropylene
Polypropylene and mesh mesh
bioabsorbable polymer
Polypropylene & Polypropylene Polypropylene
Polydioxanone
(Bioabsorbable Polymer)
EtO EtO EtO
Tyvek pouch with outer PVC tray with Tyvek Substantially
heat sealed foil pouch back Equivalent

1.1cm x 45¢m

Substantiaily
Equivalent

8 |5S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT 01" HEALTH AND HUMAN SERVICES Public llealth Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HF7-401)
9200 Corporate Blvd.

December 19, 2005 Rockville, Maryland 20850
CALBERA MEDICAL, INC. 510{k) Number: KO50516
28632 ROADSLIDE DR., SUITE 260 Product: T-SLING

AGOURA HITLS, GA 91301
ATTN: MARLA KIENGEN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please

remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (IFZ-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

premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and I-Mail Communication with Industry about Premarketr Files

Under Revicw. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01 html .

On August 17, 2005 CDRH issued the Guidance for Industry and FDA Staff:
I'ormat for Traditional and Abbreviated 510(k)s. This guidance can be found
at hrtp://www.fda.gov/cdrh/ude/guidance/lb67.html. Please refer to this
guidance for assistance on how to format an original submissicn for a
Traditional or Abbreviated 510(Kk),

The Safe Modical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter [rom FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. ilowever, the complexity of a submission
or a requirement for additional information may occasionally cause
the review Lo extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

'l you have procedural or policy questions, please contact the

Division of Small Manufacturers Tnternational and Counsumer Assistance
(DBMTCAY ot (301) 443-6597 or at their toll~free number (800} 638-2041,
or contacl me at {(301) 594-1190 .

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 301-796-8118
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CALDERA MEDICAL, INC.

RESPONSES TO DEFICIENCY
LETTER DATED JUNE 22, 2005
FOR
K050516
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Records processed under FOIA Request # 2017-534; Released by CDRH on 01-10-2018
Caldera Medical, Inc.

November 28, 2005

Re: K050516/5001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005

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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Appendix A: Requested Labeling - Attached

Caldera T-Sling
Tyco [VS Tunneller
Herniamesh T-Sling
Ethicon TVT

S oW

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

Premarket Notification for T-Slin

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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Premarket Notification for T-Sling

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

LA

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix B.

Indtcations for Use Form

Table of Similarities and Differences/Substantial Equivalence to
Predicate Devices: AMENDMENT — April 7, 2005 — Rev. |

T-Shing Packaging and Labeling (Inner Tyvek Pouch)
T-Sling Packaging and Labeling (Outer Foil Pouch)
T-Sling Outer Box Labeling (Front of Outer Box)

T-Sling Outer Box Labeling (Back of Quter Box)

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

wt

Indications for Use Form

510(k) Number: K OS 0910

Device Name: T-Sling

[ndications For Use:

The T-sling is intended to be used in females to position a mesh for treatment of Genuine
Stress Urinary Incontinence (SUI), mixed incontinence resulting from urethral
hypermobility or mtrinsic sphincter deficiency, and vaginal vault prolapse.

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

Concurrence of CDRH, Office of Device Evaluation ((35?:;)'

Prescription Use X OR Over-The-Counter Use

(per 21 CFR 801.109) (Optional Format 1-2-96)

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

AMENDMENT - April 7, 2005 Rev. 1

Table of Similarities and Differences / Substantial Equivalence to Predicate Devices

Feature T-Sling Herniamesh T-Sling Ethicon TVT Tyco Healthcare IVS
L o Tunneller
510(k) No. K0s0s16 K020652 K012628 K010033 ;
Classification Class II: Polymeric Class Il: Polymeric Class [1: Polymeric Class II: Polymeric
' N Surgical Mesh Surgical Mesh Surgical Mesh Surgica! Mesh
| Indication Pubourethral sling for Pubourethral sling for [ntended to be used in
treatment of stress urinary | treatment of stress urinary females to position a
incontinence (SUI) incontinence {SUI) polypropylene mesh for
resulting from urethral | resulting from urethral the treatment of
hypermobility and/or hypermobility and/or Genuine Stress Urinary
intrinsic sphinctet ! intrinsic sphincter Incontinence {SUI}.
i deficiency : deficiency | mixed incontinence
i resulting from urethral
i hypermobility or
ntrinste sphinctes
| deficiency, and vaginal
- i o vault prolapse
i t
Pre-shaped Pre-shaped Pre-shaped
Product Duei-component mesh Polypropylene Polyprapylenc
Design Polypropylene and j mesh mesh
bioabsorbable polymer
Materials Polypropylene & i Polypropylene ! Polvpropylene !
Polydioxanone
i Bioabsorbable Polymer) |
i
Sterilization [tO 11O ELO O
Packaging Tyvek pouch with outer PVC tray with Tyvek Substantially i
heat sealed toil pouch back Equivalent
Size 2emx 1iem [.Tem x 45em Substantially ‘
_— B | - Equivalent

7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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_ Premarket Notification for T-Sling
T-Sling Packaging And Labeling  (Inner: Tyvek Pouch)
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D.

T-Sling Packaging And Labeling  (Outer Foil Pouch)

. . 3 . '-.{ "
0 ta o Mt
caipEan mm::mi\ T-SLING w:Tw CENTRASORB ™™

SLING FOR FEMALE STRESS URIARY INCONTINENCE AND VAGINAL VALLT PROLAPSE

PROTHESE POUR INCONTINENCE URIMAIRE FEMININ DUE ALl STRESS
PROTES!S PARA IHCONTINENCIA URINARU POR ESTRES
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification for T-Sling

T-Sling Quter Box Labeling (packaged 5 / box)

Front of Quter Box

CALDERA MEDICAL

T-SLING wiTH CENTRASORB

SLING FOR FEMALE STRESS URINARY
INCONTINENCE
AND VAGINAL VAULYT PROLAPSE

PROTHESE POUR INCONTINENCE URINAIRE
FEMININ DUE AU STRESS

PROTESIS PARA INCONTINENCIA URINARIA POR
ESTRES

CRLDERA MEDICAL

Phone 366-4-CALDERA Fax d66-122-53349
sales A calderamaedical rom
wwwe Calderamedical com

Mar Ltz Lans Ly e s aies et usivary Tor Uacdera Me fical s

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

T-Sling Outer Box Labeling (packaged 5/ box)

Back of Quter Box
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Phenye A66-4.CALDERA Fax 86654229334
salesiecalderamedicat com
www. calderamedical com

Manutactiured by Hermamash gaciusively for Cadaer s Medical Ing
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Caldera Medical, Inc.

November 28, 2005 -

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Caldera Medical, Inc.

November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification for T-Sling

Statement of Indication for Use

Technological Characteristics

Scanning electron Micrescopy Pictures of T-Sling

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification for Herniamesh T-Sling

Statement of Indication for Use

Technological Characteristics

Scanning electron Microscopy Pictures of T-Sling

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

Table of Similarities and Differences / Substantial Equivalence to Predicate Devices

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

Certification Letter from Herniamesh

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter [
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Caldera Medical, Inc.

November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22,2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Genen( Program Memorandum - #6851
Aftachment C

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005

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

Table of Similarities and Differences / Substantial Equivalence to Predicate Devices
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification for T-Sling

Safety, Efficacy and Performance Results

10 6‘2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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RISK MANAGEMENT SUMMARY REPORT

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

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28. 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22. 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/S001
Trade Name: T-Sling
Deficiency Responses to Letter Dated fune 22, 2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 28, 2005

Re: K050516/5001
Trade Name: T-Sling o
Deficiency Responses to Letter Dated Junc 22,2005
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Caldera Medical, Inc.

November 28, 2005

Re: K050516/5001
Trade Name: T-Sling
Deficiency Responses to Letter Dated June 22, 2005

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


















































































































































