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MAY - 7 2004

ATTACHMENT F: 510(k) Summary

SPONSOR:

CONTACT/SUBMITTER:

DATE OF SUBMISSION:
DEVICE:

Trade Name:
Common Name:
Classification:

PREDICATE DEVICES:

INTENDED USE:

DEVICE DESCRIPTION:

COMPARISON OF CHARACTERISITICS:

PERFORMANCE DATA:

Wilson-Cook Medical
4900 Bethania Station Road
Winston-Salem, NC 27105

Marge Walls-Walker
Regulatory Affairs Specialist
[336] -744-0157 Ex.290

April 14, 2004
USW Needleknife Papiliotome

Wilson-Cook USW Needleknife Papillotome
Needleknife, Precut

Unit, Electrosurgical Endoscopic w,w/o
Accessories. 21 CFR § 876.4300, 78 KNS

Wilson-Cook Needleknife Papillotome (k972674}

Wilson-Cook's USW Needleknife Papillotome is
intended for accessing the common bile duct
when standard cannulation methods have been
exhausted. This device is supplied sterile and
intended for single use.

The proposed USW Needleknife Papillotome is
a friple-lumen catheter, with one lumen
dedicated to the cutting wire, wire guide access
and contrast injection respectively. The wire
guide lumen is compatible with a .035" wire
guide. The 24 GA stainless steel cuiting wire
allows for the transfer of electric current
enhance cannulation efforts when traditional
cannulation efforts have been exhausted. The
handle contains an electrocautery connection
pin, which is compatible with a variety of active
cords currently sold separately.

We believe the proposed device to be
substantially equivalent to the named predicate
in terms of Intended Use, Indications for Use,
performance characteristics tested, materials of
construction, operation and biocompatibility.

Non-Clinical Testing was performed on
characteristics of the USW Needleknife
Pagillotome deemed necessary to verify safety
and performance.

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

WAY -7 2004

Ms. Marge Walls-Walker
Regulatory Affairs Specialist
Wilson-Cook Medical

4900 Bethania Station Road
WINSTON-SALEM NC 27105

Re: K040981
Trade/Device Name: USW Needleknife Papillotome
Regulation Number: 21 CFR §876.4300
Regulation Name: Endoscopic electrosurgical unit and accessories
Regulatory Class: 11
Product Code: 78 KNS
Dated: April 14, 2004
Received: April 20, 2004

Dear Ms. Walls-Walker:

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 III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements conceming your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination docs 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 requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as descrbed n your Sectron 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 one of the following numbers, based on the regulation
number at the top of the letter:

8o Do (301) 594-4591
$76.230, 3xxx, 41000, SxxX (301) 594-4616
884. 2100, 3ok, 4xxx, S, 6ox (301) 5944616
892.2xxx, 3300, 4rxx, Sxxx (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your respoasibilities under the Act may be obtained 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/dsma/dsmamain.html..

Sincerely yours,

77@: aj@ gﬂmﬁéﬂ%
Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): K0 409 & |

Device Name: Wilson-Cook USW Needleknife Papillotome

Indications for Use:

The Wilson-Cook USW Needleknife Papillotome is intended for accessing the common bile duct
when standard cannulation methods have been exhausted. The USW Needleknife Papillotome
is supplied sterile and intended for single use only.

{PLEASE DO NOT WRITE BEL.LOW THIS LINE-CONTINUE ON ANOTHER PAGE-IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use Only / OR Over-the-Counter

{Per 21 CFR § 801.109
[ 8
ﬁ/m/ A dloirree

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devic

510(k) Number %O L'ia q? [

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

WAY -7 2004

Ms. Marge Walls-Walker
Regulatory Affairs Specialist
Wilson-Cook Medical

4900 Bethania Station Road
WINSTON-SALEM NC 27105

Re: K(040981
Trade/Device Name: USW Needleknife Papillotome
Regulation Number: 21 CFR §876.4300
Regulation Name: Endoscopic electrosurgical unit and accessories
Regulatory Class: 1II
Product Code: 78 KNS
Dated: April 14, 2004
Received: April 20, 2004

Dear Ms. Walls-Walker:

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 III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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

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

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118 /
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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
coatact the Office of Compliance at one of the followiag numbers, based on the regulation

number at the top of the letter:

8xx. Ixaax (301) 5944591
£76.2xxx, Ixxx, 4xxK, XXX (301) 594-4616
884 2300, 3x00x, 4xxx, 510K, 6xxx (301) 594-4616
892 .2xxx, 330, 430, SXXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general '
information on your respoasibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Coasumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http:l!www.fda.govlcdrhr’dsmaldsmamain.html._

Sincerely yours,

Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

2

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): _K0 409 © |

Device Name: Wilson-Cook USW Needleknife Papillotome

Indications for Use:

The Wilson-Cook USW Needleknife Papillotome is intended for accessing the common bile duct
when standard cannulation methods have been exhausted. The USW Needleknife Papillotome
is supplied sterile and intended for single use only.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE-{F NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE})

Prescription Use Only / OR Over-the-Counter

(Per 21 CFR § 801.109
£ 3

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devic

510(k) Number %O qa qg i LB

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




Records processed under FOIA Request #2016-1667 Released by CDRH on 8/30/2016
DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

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

April 21, 2004 Rockville, Maryland 20850
WILSON-COOK MEDICAL, INC. 510(k) Number: K040981

4900 BETHANIA STATION RD. & Received: 20-APR-2004

5951 GRASSY CREEK BLVD. Product: USW NEEDLEKNIFE
WINSTON-SALEM, NC 27105 PAPILLOTOME

ATTN: MARGE WALLS-WALKER

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 INTQO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO S0.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA) (Public Law 107-250), authorizes FDA to ceollect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma).

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 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.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. 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 {3013)594-1190C.

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 CDRHOFOISTATUS@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 amnd
Radiological Bealth

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd,.

April 15, 2004 Rockville, Maryland 20850
WILSON-COOK MEDICAL, INC. 510(k) Number: K040981

4900 BETHANIA STATION RD. & Received: 15-APR-2004

5951 GRASSY CREEK BLVD. Product: USW NEEDLEKNIFE
WINSTON-SALEM, NC 27105 User Fee ID Number: 13603E

ATTN: MARGE WALLS-WALKER

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 INTC 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 Regular Mail By Private Courier (e.g., Fed Ex, UPS5, etc.)
Food and Drug Administration U.S. Bank

P.0. Box 956/33 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) 5%4-2977 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 CDRHOFOISTATUS@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 mot 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 1its
toll-fee number (8003638-2041, 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) 594-1190.

Sincerely yours,

Marjorie Shulman

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

/6

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



Medical Device User Fee Cover Sheet - FDA Form 3601
Recards pracessed under EQIA RENRARNEIA BMERT. FRR0 4 d Ip@iDRPHIanARRH /30 1
PAYMENT IDENTIFICATION NUMBER: -T-—

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
Write the Payment Identification Number on your check.

MEDICAL DEVICE USER FEE COVER SHEET
completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken to properly

_bmit your application and fee payment:
Elsctronically submit the completed Cover Sheet to the Food and Drug Administration (FDA) before payment s sent.
Include a printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. 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. (Nofe: In no case should

1.

2,

3.

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: Government 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 MDUFMA Fee Payment Instructions at the following URL:
. hitp:.//www.fda.gov/cdrh/mdufma/fags.html#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. - = m
~ = = i
73 2>
L | N N
() T O
1. COMPANY NAME AND ADDRESS (Include name, street address, 2. CONTACT NAME = =
city, state, country, and post office code) MARGE WALLS-WALKER oy - P
WILSON-COOK MEDICAL, INC. 2.1 E-MAIL ADDRESS i .
4800 BETHANIA STATION RAOD mwalis-walker@wilsoncook.com (V' > =]
WINSTON-SALEM, NC 27105 ; — ™
2.2 TELEPHONE NUMBER {Include ;r'!.za Cod&P >~
336-744-0157 o =2
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) - =)
2.3 FACSIMILE {FAX) NUMBER (Include Area Code)
336-744-5231
3. TYPE OF PREMARKET APPLICATION (Selsct 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
“elect an application type; 3.1 Select one of the types below:
MOriginal Application
Supplement Types:

Premarket notification (510(k)); except for third party reviews
[ Efficacy (BLA)

L:] Biologics License Application (BLA)
Panel Track (PMA, PMR, PDP)

[ Premarket Approval Application (PMA)
L Modular PMA
Product Development Protocol (PDP) () Real-Time (PMA, PMR, PDP)
[T 180-day (PMA, PMR, PDP)

D Premarket Report (PMR)
4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status.)
ENO. | am not a small business

D YES, | meet the smal! business criteria and have submitted the
required qualifying documents to FDA

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

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE

EXCEPTION.

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

entity for a device that is not to be distributed commercially

D This biologics application is submitted under section 351 of the Public

Health Service Act for a product licensed for further manufacturing use
only
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 POPULATION? (If so, the application is subject to the fee that
applies for an onginal premarket approval application (PMA).}
’J\-L

PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

Cves ®ino
USER FEE PAYMENT AMOUNT SUBMITTED Fon THIS

- J
o 01 (0R/2003) / 7 W

/Index.cfm?fuseactionssfuse RpcevarSbretécRaymentikiofo 3008 bis3d 88 8d B FOKEN=14974/7/2004
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® Wilson-Cook Medical
Gl Endoscopy
4900 Bethania Station Road
Winston-Salem, NC 27105
Phone: 336 744-0157
Customer Service: 800 245-4717

Fax: 336 744-1147 « 800 743-1147
April 14, 2004 www.cookgroup.com

Food and Drug Administration

Center for Devices and Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, MD 20850

RE: Special 510(k): Device Modification of the Wilson-Cook
Needleknife Papillotome

Dear Sir or Madam,

The purpose of this letter is to notify the Food and Drug Administration, pursuant to
Section 510(k) of the Federal Food, Drug and Cosmetic Act, that Wilson-Cook Medical
Inc. intends to manufacture and market this modification to our previously cleared
Wilson-Cook Needleknife Papillotome.

The following information is submitted for the modified and predicate product as per the
“Special 510(k): Device Modification” outlined in The New 510(k) Paradigm: Alternate
Approaches to Demonstrating Substantial Equivalence in Premarket Notifications:

1. Classification Name/Code: Unit, Electrosurgical Endoscopic (w/ w/o
Accessories, 78 KNS.

2. Classification: FDA has classified similar devices as Class |l, 21 CFR§
876.4300. This device falls within the purview of the Gastroenterology and
Urology Device Panel within the Division of Reproductive, Abdominal and
Radiological Devices.

3. Trade Name/Proprietary Name: USW Needleknife Papillotome

4. Common/Usual Name: Needleknife, Precut

5. Establishment Registration Number: 1037905

6. Performance Standards: No performance standards have been established
under Section 514 of the Federal Food, Drug and Cosmetic Act applicable to
biliary catheters.

7. See Attachment A for examples of package labels for each size of the modified
device. See Attachment B for a copy of the draft Instructions for Use.

8. The Intended Use of the modified device, as described in its labeling, has not
changed as a result of the modification.

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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9. This device is similar with respect to technological characteristics to the following
predicate device: Wilson-Cook Needle Knife Papifiofome, k972674, SE Decision
Date 08/15/1997, manufactured by Wilson-Cook Medical. Attachment D includes
a copy of the letter from the FDA allowing commercial distribution of the
referenced Wilson Cook predicate device (k972674). Table l includes a complete
comparison.

9 The modified Wilson-Cook USW Needleknife Papillotome Intended Use Statement is
included in Section 1.

10. Refer to Sections 2-8 for Information describing the Modified Wilson Cook USW
Needleknife Papillotome, comparison to the referenced predicate, Design Control, Risk
Analysis and Design Verification/Validation Summaries.

11. The 510(k) Summary is included in Attachment F.

12. A Declaration of Conformance to Design Controls is included in Section 9.

13. The Truthful and Accurate Statement as required by 21 CFR § 807.81 (j) is included in
Section 10.

14. The Indications for Use Statement can be found as Attachment G.

Wilson-Cook considers its intent to market this product as confidential, commercial information
and we request that it be considered as such by FDA. Information contained herein should not
be made available through the Freedom of Information Act, except as required by law.

Should there be any questions pertaining to this submission, please do not hesitate to contact
me.

Sincerely,

e Fit Ll

Marge Walls-Walker

Regulatory Affairs Specialist
Wilson-Cook Medical
mwalls-walker@wilsoncook.com

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

,\
<
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Special 510(k): Wilson-Cook USW Needleknife Papillotome
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1. Intended Use:

The Intended Use of the Wilson-Cook USW Needleknife Papillotome is for
accessing the common bile duct when standard methods of cannulation have been
exhausted.

The device is supplied sterile and intended for single use only.

2. Description of the Modified Wilson-Cook USW Needleknife Papillotome
(Subject of Special 510(k}:

The Modified Wilson-Cook USW Needleknife Papillotome consists of a triple-
lumen catheter attached to a handle with an electrocautery fitting. Each of the three
lumens has a designated function: one is for housing the cutting wire, one for passage of
a wire guide and the third for contrast injection. The handle functions to advance, retract
adjust and lock the cutting wire, as well as to attach to a standard source of electrical
energy and transmit current through the cutting wire to the subject tissue.

The wire guide lumen will have a wire guide access port ~6 cm from the distal tip
of the catheter, marked distally by a radiopaque band. Additionally a nylon wire stop that
runs from the handle through the wire guide lumen and ends proximal to the distal 6 cm
access port has been incorporated.

Please see Figure 1 for an illustration of the Wilson-Cook USW Needleknife
Papillotome and Attachment C for an Engineering Drawing of the modified Wilson-Cook
USW Needleknife Papillotome.

WIRE
TP PROXIMAL WIRE PORT

HANDLE

LOCKING
HANDLE

PORT @ 6 cm
Ja FADIOPAQUE

\ MARKER @ 5.75 cm

6 om MARK
FROM 160 ¢m - 166 cm

Figure 1: lllustration of the Wilson-Cook USW Needleknife Papiliotome

3. Comparison to the Predicate Wilson-Cook Needleknife Papillotome (k972674)

The modified Wilson-Coock USW Needleknife Papillotome is substantially
equivaient to the referenced Wilson-Cook Needleknife Papillotome with respect to
technological characteristics and Intended Use. A complete comparison is included in
Table 1.

CONFIDENTIAL 2 /
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TABLE 1-SUBSTANTIAL EQUIVALENCE COMPARISON

USW Needleknife Papillotome
(subject device)

Wilson-Cook Needleknife
Papillotome (k972674)

Parameter

Accessing the common bile duct
when standard cannulation methods
have been exhausted.

when standard cannulation methods

Accessing the common bile duct

have been exhausted.

intended Use

Supplied
Sterile/Method Yes/ETO Yes/ETO
Duration of Use Disposable Disposable

~200 cm length

~200 cm length

Dimension;

Dimension » Triple Lumen Single Lumen
Dimension s 4 mm Needle Extension 4 mm Needle Extension
Wire Guide .035" .035"

Proximal end of catheter and 6 cm
proximal from distal tip of catheter

Proximal end of catheter

Wire Guide Access

Catheter Tip Size

S FR

5FR

4.2 mm

2.8 mm

Endoscope Channel

PTFE catheter w/ Trans-Tech B ink

PTFE catheter w/ Trans-Tech B ink

Material, markings. markings.
23 GA Stainless Steel (304) 24 GA Stainless Steel (304)
Material , Cutting Wire Cutting Wire
Material 3 Tantalum Radiopaque Marker Tantalum Radiopaque Marker
Wire Stop Yes No
Heat—sealed Tyvek® and Mylar® Heat-sealed Tyvek® and Mylar®
Packaging pouch pouch
CONFIDENTIAL
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There are two primary modifications to the catheter of the predicate Wilson Cook
Needle Knife Papillotome. One is the addition of a wire guide access port ~6 cm from the
distal tip of the catheter. The presence of this access port allows for maintenance of the
wire guide in its desired position during cannulation and or papillotomy or removal of the
needleknife catheter while maintaining ductal access. The second modification is the

The other minor modifications deal primarily .
device a slight curl in the distal tip was sustained by encasing the curl in a mesh cover.
Maintenance of this curl aided in facilitating proper orientation of the cutting wire through
ide-viewing endoscope. In the modified device, the curl is maintained by introducing a

Testing for Electrosurgical Accessories as required by

frequency breakdown and leakage current of cables and low and high frequency
breakdown of handles was adopted from the Wilson Cook Tri-Tome Select Plus
Sphincterotome (k033203) for this modified device. The justification for this adoption is
that the modified device has handles and catheters identical to those of the
sphincterotome.

The modification of the Wilson-Cook USW Needleknife Papillotome has been
assessed through our Design Control Process. This process includes a Risk Analysis as
well as Design Verification/Validation to demonstrate that the modified device meets pre-
determined Acceptance Criteria. Refer to Sections 6-8 for summaries of Design Control,
Risk Analysis and Design Verification/Validation.

4. Sterilization

The modified device will be supplied sterile, single use, disposable. The USW
Needleknife Papillotome is heat sealed in a Tyvek® and Mylar® pouch and sterilized
using a validated ethylene oxide gas cycle obtaining a SAL of 10°. Validation follows
the recommendations of AAMI Standard 11135: “Medical Devices-Validation and
Routine Control of Ethylene Oxide Sterilization” as well as EN 550:” Sterilization of
medical devices-Validation and routine controi of Ethylene Oxide sterilization”.

_ CONFIDENTIAL 2 3
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The ethylene oxide (EO) residual levels will be verified to be less than the
maximum levels established for this device. The maximum levels (per Federal
Register Notice 27482, June 1978) are for devices contacting mucosa and can be
found in Table Il below:

Table Il: ETHYLENE OXIDE RESIDUALS

l

5. Biocompatibili

The patient contacting components of the Wilson-Cook USW Needleknife Papillotome
are identical to the patient-contacting components of the predicate device with two
exceptions. The

ome Select Plus Sphincterotome as cleared by . top is a new
component and has been tested for short-term mucousal membrane contact per SO
10993-1 recommendations and found to be non-cytotoxic, non-irritating and non-
sensitizing according to the conditions of the studies. Complete biocompatibility test
results for the nylon wire stop can be found in Attachment E.

6. Design Control Summary

The Wilson-Cook modified USW Needleknife Papillotome is being developed
under Wilson-Cook internal Design Control procedures as required by 21 CFR § 820.30.
Wilson-Cook’s Design Control Procedures are inclusive of the following
elements:
¢ Design Planning/Design Input
Risk Analysis
Design Output/Design Verification
Design Review/Design Transfer
Design Validation
Design Changes
Process Validation

A Risk Analysis Summary for the Wilson-Cook USW Needleknife Papillotome
can be found in Section 7.

A Verification/Validation Summary can be found in Section 8.

A Declaration of Conformance with Design Contrals can be found in Section 9.

7. Risk Analysis Summary

Method: Failure Mode and Effect Analysis (FMEA)

Risk Analysis Summary and Conclusions:

For the Wilson-Cook USW Needleknife Papillotome, the risks identified
were relative to the performance requirements, as specified by our internal procedure
for Risk Analysis. The potential failure mode, severity, potential cause, rate of

CONFIDENTIAL 9 C//
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occurrence, the potential to detect failures, the Design Control element to eliminate
potential failure and the recommended actions were also documented. Table Il

includes our Risk Analysis Summary for the risks identified as arising from the

modifications to the predicate device. This summary includes Risks, Design Activity to

Reduce/Eliminate the Risks, Acceptance Criteria (as applicable) and Results.

Risk

Device does not travel

within a 4.2mm (or larger)
endoscope accessory
channel, when used with ‘
a short wire guide (~195 |
cm) per IFU's.

—
Physicians may use distal

side access port
incorrectly.

Coating on wire guide
may be compromised by
| introduction/removal from
distal side access port or
by opposition to wire stop.

A .035" wire guide cannot

enter 6 cm side access
port and exit distal tip of
catheter.

| Radiopaque marker at
distal side access portis
| not present or not secure.

Design Activity to

Table llI: Risk Analysis Summary

_ CONFIDENTIAL
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Table Il1: Risk Analysis Summary (con’t)
\

Design Activity to |

Risk_

Removable wire stop

does not extend far
| enough to distal end of

catheter to secure wire
| guide and catheter
together during
advancement into
endoscope accessory
channel.

I Catheter does not have

! inked reference mark
from ~160-166 cm from
distal tip

8.0 Verification/Validation Summary

All results obtained during our Design Verification and Validation for this preduct
line and summarized above have been deemed acceptable or justified. Therefore
we consider this modification to the Wilson Cook USW Needleknife Papillotome to
be acceptable with respect to Design Verification and Validation activities.

Results of testing provide reasonable assurance that the USW Needleknife
Papillotome, subject of this 510(k}, will function as intended and maintain integrity
throughout use.

CONFIDENTIAL 2 é?

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



Records processed under FOIA Request #2016-1667 Released by CD
Special 510(k): Witson-Cook USW Needleknife Papiiotoni y CDRH on 83012016 e 70f 8

9.0 Declaration of Conformance with Design CGontrols

Wilson-Cook Medical, Inc. hereby declares that Design Control and Risk Analysis for this
product were conducted in accordance with our internal procedures. We further declare
that all verification/validation activities associated with the Risk Analysis were performed
and approved by the individual(s) as designated by our internal procedures. The results
of our verification/validation activities for this project demonstrated our compliance to the
predetermined Acceptance Criteria.

Wilson-Cook Medical, Inc. further declares conformity as applicable to all commonly
recognized Quality System Requirements (QSR, ISO 13485 & 9001, MDD) including
compliance to applicable Design Control requirements specified per 21 CFR § 820.30.
Records of Design Control activities in the form of our Design History File are maintained
and as required can be made available for review to US or international Regulatory
bodies.

%—;t \é-)\ U At oo

Brian Rucker, Research Development Engineer Date
— | T SR L‘{/It-//ZooL‘/
Kenneth C. Kennedy I Date

Research Development Engineering Manager

%)M%W, Y 1y -20f

Marge Walls-Walker Date
Regulatory Affairs Specialist
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10.0 Truthful and Accurate Statement

TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR§ 807.87 (j)]

| certify that in my capacity as a Regulatory Affairs Specialist at Wilson-Cook Medical
Inc.. | believe to the best of my knowledge that all data and information submitted in the
Pre-market Notification are truthful and accurate and that no material fact has been

omitted.

W AN

Marge Walls-Walker
April 14, 2004
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USW Needle Knife Papillotome
IMPORTANT INFORMATION
Please review prior to use.

INTENDED USE

The USW Needle Knife Papillotome is used for accessing the common bile duct
when standard methods of cannulation have been exhausted. This device 1s
supplied sterile and intended for single use only.

NOTES
Do not use this device for any purpose other than the stated intended use.

Inventory rotation of sterile products is essential. Verify the expiration date on the
package label prior to using the product. If the expiration date has lapsed, do not
use or resterilize the device.

If the product package is open or damaged when received, do not use the device.

Wilson-Cook devices must be stored in a dry location, away from temperature

extremes.

CONTRAINDICATIONS
Contraindications include those specific to ERCP and any procedures to be
performed in conjunction with papillotomy.

Contraindications to papillotomy include, but are not limited to: coagulopathy.

30
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POTENTIAL COMPLICATIONS

Potential complications associated with ERCP include, but are not limited to:
pancreatitis, cholangitis, aspiration, perforation, hemorrhage, infection, sepsis,
allergic reaction to contrast or medication, hypotension, respiratory depression or
arrest, cardiac arrhythmia or arrest.

PRECAUTIONS

The coordination of endoscope channel size with compatible devices is essential in
obtaining optimal results during a procedure. Refer to product package label for the
minimum channel size required for this device.

The wire guide diameter and the inner lumen of the wire-guided device must be
compatible.

CAUTIONS

A thorough understanding of the technical principles, clinical applications and
risks associated with ERCP and papillotomy is necessary before using this device.
This device should only be used by, or under the supervision of, physicians
thoroughly trained in therapeutic ERCP. The papillotome method should be
reserved for high-risk patients with a strong indication for accessing the ductal
system when standard techniques have been exhausted.

Wilson-Cook wire guides are recommended for use with this device.

Injection of contrast during ERCP should be monitored fluoroscopically.
Overfilling of the pancreatic duct may cause pancreatitis.

This device meets the recognized standard for high frequency electrosurgical
leakage current (ANSI/AAMI HF18). The maximum rated input voltage for this
device is 1.67 kilovolts.

3/
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Safe and effective electrosurgery is dependent not only on equipment design but, to
a large extent, on factors under the control of the operator. Any electrosurgical
accessory constitutes a potential electrical hazard to the patient and the operator.
Possible adverse effects include, but are not limited to: fulguration, burns, nerve
and/or muscle stimulation and cardiac arrhythmia.

In order to enhance safety and effectiveness, it is important that these cautions as
well as the instructions supplied with the electrosurgical unit be read, understood

and followed when using this device.

Before using this papillotome, follow the recommendations provided by the
electrosurgical unit manufacturer to ensure patient safety through the proper
placement and utilization of the patient return electrode. Ensure a proper path from
the patient return electrode to the electrosurgical unit is maintained throughout the

procedure.

Examine all components to be used during the procedure. Do not use a device that
has been cut, burned or damaged. Damaged device insulation may cause unsafe
currents in either the patient or operator. Do not use a device with a handle that has
been cracked, broken or has a damaged metal active post.

Switch the electrosurgical unit to the “off” position when it is not in use.

If a non-insulated wire guide is used in the papillotome, it must be removed prior
to applying electrosurgical current.

SYSTEM PREPARATION

1. Upon removing the device from the package, uncoil the papiliotome and
carefully remove the stylet wire from the distal tip of the device. Note: Do not
extend or retract the cutting wire while the device is coiled or the stylet wire is in
place, as this may cause damage to the papillotome and render it inoperable.

52
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Extend and retract the cutting wire only when the papillotome is straight and the

stylet wire is removed.

2. Visually inspect the papillotome with particular attention to kinks, bends or
breaks. If an‘abnormality is detected that would prohibit proper working condition,
do not use. Please notify Wilson-Cook for return authorization.

3. Inspect the active cord. The cord must be free of kinks, bends or breaks to allow
for accurate transfer of current. If any abnormalities are noted, do not use the
active cord.

4. With the electrosurgical unit off, prepare the equipment. Securely connect the
active cord to the device handle and electrosurgical unit. The active cord fittings
should fit snugly into both the device handle and the electrosurgical unit.
Following the instructions from the electrosurgical unit manufacturer, position the
patient return electrode and connect it to the electrosurgical unit.

INSTRUCTIONS FOR USE
[FIGURE OF ENTIRE DEVICE WITH PORTS LABELED]

I. If using the Intra Ductal Exchange (IDE) port and the Ultra Short Wire
(USW).

Note: For best results, the wire guide should be kept wet.

1. Attach the Wire Guide Locking Device to the endoscope accessory port.
Note: Remove the Wire Stop handle from its retaining clip.

2. Ensure that the Wire Stop is disengaged from the Proximal Wire Port (PWP)

hub and ensure that the distal tip of the Wire Stop is proximal to the IDE port.

o 2
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3. Insert the distal tip of the wire guide into the IDE port and advance until itis
flush with the distal tip of the papillotome.

4. Advance the Wire Stop handle until it reaches the PWP hub and connect the
Luer lock securely to the PWP hub.

5. With the cutting wire fully retracted into the catheter, advance the tip of the
papillotome through the cap of the Wire Guide Locking Device and continue
advancing until it is endoscopically visible.

6. Disengage the Wire Stop by releasing the handle from the PWP hub and
remove Wire Stop from the catheter.

7 Position the catheter and extend the cutting wire to the desired length. Note: The
cutting wire extension may be adjusted by loosening the thumbscrew and
advancing or retracting the adjustable ring on the handle. Caution: It is essential to
tighten the thumbscrew after adjusting the cutting wire length and before
proceeding with papillotomy. Caution: The papillotome must fully exit the
endoscope. When applying current, contact of the cutting wire with the endoscope
may cause grounding, which can result in patient injury, operator injury, a broken
cutting wire, and/or damage to the endoscope.

8. Following the electrosurgical unit manufacturer’s instructions, verify the desired
settings and activate the electrosurgical unit.

9. Insert the cutting wire into the papillary orifice and, using a continuous motion,
activate the electrosurgical unit. Caution: It is essential to move the cutting wire
while applying current. Maintaining the cutting wire in one position may cause
excessive focal coagulation, charring of the tissue and/or damage to the cutting

wire.

P
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10. Once the papillotomy is complete, turn the electrosurgical unit off and retract
the cutting wire into the sheath. Disconnect the active cord from the device handle
and from the electrosurgical unit. Wipe the active cord with a damp cloth to
remove all foreign matter. Store in a loose coil. Note: Wrapping the active cord
tightly may damage the device.

11. The papillotome may then be used to cannulate the ductal system.

12. Prior to removing the device, utilize the reference marks on the catheter to

ensure that the IDE port is within the ductal system.

13. Align the distal tip of the wire with the distal tip of the catheter by retracting
the wire guide until the IDE Wire Mark is aligned with the distal end of the IDE
Catheter Mark. (See Figure)

2 COLOR WIRE MARK

DISTAL END OF IDE MARK PROXIMAL END OF IDE MARK

14. Retract the wire guide until the color indicator passes the proximal end of the
IDE Catheter Mark, disengaging the wire guide from the wire guide lumen. (See
Figure)

ULTRA SHORT WIRE PORT

DISTAL END OF IDE MARK PROXIMAL END OF IDE MARK
Note: Fluoroscopically visualize the radiopaque band at the IDE port. When the

radiopaque distal tip of the wire guide passes the band, a disengagement from the
wire guide lumen will occur.
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15. Advance the disengaged wire guide to maintain ductal access.

16. Lock the wire guide into the Wire Guide Locking Device and remove the
papillotome from the endoscope accessory channel.

17. Upon completion of the procedure, dispose of the device per institutional

guidelines for biohazardous medical waste.

I1. If using the Proximal Wire Port (PWP) and a pre-positioned long wire
guide.

Note: For best results, the wire guide should be kept wet.

1. Remove the Wire Stop.

2. With the cutting wire fully retracted into the catheter, advance papillotome over
the pre-positioned wire guide ensuring that the wire exits the catheter at the PWP
until endoscopically visible.

3. Continue advancing the papillotome until it is endoscopically visible.

REFER TO STEPS 7-11 IN “SECTION I,
THEN RESUME WITH STEP 4 BELOW:

4. Remove the papillotome using standard long wire exchange technique.

5. Upon completion of the procedure, dispose of the device per nstitutional
guidelines for biohazardous medical waste.

Cook is a registered trademark of Cook Incorporated.
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© 2003 Wilson-Cook Medical Inc.

Manufacturer:

Wilson-Cook Medical Inc.

4900 Bethania Station Road
Winston-Salem, North Carolina 27105
USA
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Food and Drug Administration
9200 Corporate Boulevard

C @PY Rockville MD 20850

Ms. Linda Hensley Re: K972674 MG 1S 1897
Regulatory Affairs Specialist Wilson-Cook Needle Knife Papillotome

Wilson-Cook Medical, Inc. Dated: July 11, 1997

4900 Bethania Station Road Received: July 16, 1997

Winston-Salem, North Carolina 27105 Regulatory Class: TI

21 CFR §876.4300/Product Code: 78 KNS

Dear Ms. Hensley:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to 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 Federa! Food, Drug, and Cosmetic Act (Act). 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 1II (Premarket Approval), 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 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice
requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements concerning your
device in the Federal Register. Please note: this response to your premarket notification submission does not affect any obligation
you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, ot
other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 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 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number {800) 638-2041 or
(301)443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmamain html".

Sincerely yours,

Lillian Yin, Ph.D.

Director, Division of Reproguctive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health L
Enclosure / /
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ATTACHMENT F: 510(k) Summary

SPONSOR:

CONTACT/SUBMITTER:

DATE OF SUBMISSION:
DEVICE:

Trade Name:
Common Name:
Classification:

PREDICATE DEVICES:

INTENDED USE:

DEVICE DESCRIPTION:

COMPARISON OF CHARACTERISITICS:

PERFORMANCE DATA:

Wilson-Cook Medical
4900 Bethania Station Road
Winston-Salem, NC 27105

Marge Walls-Walker
Regulatory Affairs Specialist
[336] -744-0157 Ex.290

April 14, 2004
USW Needleknife Papillotome

Wilson-Cook USW Needleknife Papillotome
Needleknife, Precut

Unit, Electrosurgical Endoscopic w,w/o
Accessories. 21 CFR § 876.4300, 78 KNS

Wilson-Cook Needleknife Papillotome (k972674)

Wilson-Cook’s USW Needleknife Papillotome is
intended for accessing the common bile duct
when standard cannuiation methods have been
exhausted. This device is supplied sterile and
intended for single use.

The proposed USW Needleknife Papillotome is
a triple-lumen catheter, with one lumen
dedicated to the cutting wire, wire guide access
and contrast injection respectively. The wire
guide lumen is compatible with a .035” wire
guide. The 24 GA stainless steel cutting wire
allows for the transfer of electric current
enhance cannulation efforts when traditional
cannulation efforts have been exhausted. The
handle contains an electrocautery connection
pin, which is compatible with a variety of active
cords currently sold separately.

We believe the proposed device to be
substantially equivalent to the named predicate
in terms of Intended Use, Indications for Use,
performance characteristics tested, materials of
construction, operation and biocompatibility.

Non-Clinical Testing was performed on
characteristics of the USW Needleknife
Papillotome deemed necessary to verify safety
and performance.

3

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): K040 & |

Device Name: Wilson-Cook USW Needleknife Papillotome

Indications for Use:

The Wilson-Cook USW Needleknife Papillotome is intended for accessing the common bile duct
when standard cannulation methods have been exhausted. The USW Needleknife Papillotome
is supplied sterile and intended for single use only.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE-IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use Only OR Over-the-Counter
(Per 21 CFR § 801.109

<Y

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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EPARTMENT OF HEALTH & HUMAN SERVICES bablie fi8ih Service
Food and Drug Administration
Memorandum

e

From: Reviewer(s) - Name(s) ‘IL)E)‘Z—E: E—’I'C’//\

Subject:  510(k) Number ",ng/

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

[ IRrefused to accept.

[Requires additional information (other than refuse to accept). -
Is substantially equivalent to marketed devices.

[CINOT substantially equivalent to marketed devices.

Clotter (e.g., exempt by rcgulat:on not a device, duplicate, etc.)

Is this device subject-to Section 522 Postmarket Surveillance? CIvES m/NO
Is this device subject to the Tracking chulatlon’? LyES E(NO
Was clinical data necessary to support the review of this 510(k)? Oves m/NO
Is this a prescription device? [B{'ES O no
Was this 510(k) reviewed by a Third Party? Eys Ao
Special S10(k)? YES ] no
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers OvEs 2 No

Truthful and Accuratc Statement {IRequested [E(Enclosed

A 510(k) summary OR (A 510(k) statement
[ The required certification and summary for class 111 devices v / ﬁ—d
Mc indication for use form

Combination Product Category (Please see algonthm on H drive 5 10k/Boxlers) » {

Animal Tissue Source (1 ves NO Material of Biological Origin O ves o

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality Confidentiality for 90 days (0 Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
79 KNC —| Crp S76. ﬁ
Review: 3 LY (Y My 85 M:
’JF’\/ (Branch Chucf) (Branch Code) T (Dae)
Final Review: %‘w/ﬁ 5/ o (//
s 47203 QuegtBiviBonBIFEREDRH/OCE/DID at CORHOFOISTATUS@fda.hhs.gov or 301 759?2?1:33



RRG/RJW 01/27/98
Rev. RRG 02/13/98

Records processed under FOIA Request #2016-1667 Released by CDRH on 8/30/2016

516(k) Number & Device Name k040981

Company ___ Wilson-Cook Medical, Inc.

USW NEEDLEKNIFE PAPILLOTOME

DRAFT Special Premarket Notification 510(k)
Screening and Review Checklist

DRAFT

PRESENT
/OR

NEEDED

COMMENT

YES | NO

Y/N/?

1.

Special 510(k) Administrative Information

Modification to sponsor’s already marketed device

Statement - No change to intended/indication for use

Statement - No change to fundamental scientific
technology

b dtaitadla

Declaration of Conformity with Design Controls

Qualifies for Special 510(k)

bl

7 General information (i.e., trade & classification
name, Est. Reg. No., device class, meets special controls
or performance standard, etc.)

Identification of sponsor’s previous 510(k) number

Truthful and accurate statement

SMDA 510(k) summary or statement

bl e

Proposed Labeling, Labels, Advertisements

Description of modification(s) made to device

Diagrams, Engineering Drawings, Photographs

Intended use statement

Indications for Use Statement

el baditallalls

Comparison of similarities/differences to prev. device

e

Previous device Labeling, Labels, Advertising

3.

If Class 111, Class III Certification & Summary

ALL ITEMS PRESENT AND, THEREFORE,
SUBSTANTIALLY EQUIVALENT

The information in the Special 510(k) meets the requirements as described in the New 510(k)
Paradigm.

Hector H. Herrera ‘%{zf e

Z
Rev«i’éwe;/

_May 05, 2004

Date

Concur

Supervisor Concurrence

Date

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

()
Non-Concur ()
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S own Class Il
Class IIi or Class | devices requiring 510(k). The following items are present and acceptable (delete/add
items as necessary).

1.

The name and 510(k) number of the SUBMITTER’S previously cleared device. (For a preamendments
device, a statement to this effect has been provided.)

Submitter’s statement that the INDICATION/INTENDED USE of the maodified device as described in its
labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for use,
package labeling, and, if available, advertisements or promotional materials.

A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user’s and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.

This change was for : the modified Papillotome is equivalent to the predicate with respect to
technological characteristics and intended use except for the triple lumen (single lumen the
predicate), access guide wire: proximal end of catheter and 6 cm proximal from distal tip of
catheter (proximal end of catheter the predicate), endoscope channel 4.2 mm (2.8 mm the
predicate). A wire stop (no stop on predicate).

There are no new materials incorporated into the design

Comparison Information (similarities and differences) to applicant’s legally marketed predicate device
including, labeling, intended use, physical characteristics, is included and is complete and satistactory.

A Design Control Activities Summary which includes:

a) ldentification of Risk Analysis method(s) used to assess the impact of the modification on the device
and its components, and the results of the analysis

b) Based on the Risk Analysis, an identification of the verification and/or validation activities required,
including methods or tests used and acceptance criteria to be applied

¢) A declaration of conformity with design controls. The declaration of conformity should include:

i) A statement signed by the individual responsible, that, as required by the risk analysis, allt
verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met, and

ii) A statement signed by the individual responsible, that the manufacturing facility is in
conformance with design control procedure requirements as specified in 21 CFR 820.30 and the
records are available for review.

A Truthful and Accurate Statement, 2 510(k) Summary or Statement and the Indications for
Use Enclosure (and Class III Summary for Class I devices).

The labeling for this modified subject device has been reviewed to verify that the indication/intended use for
the device is unaffected by the modification. In addition, the submitter’s description of the particular
modification(s) and the comparative information between the modified and unmodified devices demonstrate
that the fundamental scientific technology has not changed. The submitter has provided the design control
information as specified in The New 510(k) Paradigm and on this basis, | recommend the device be
determined substantially equivalent to the previously cleared (or their preamendment) device.

N T o _
,%ﬁaz? v 05-05-04
[ S - -

{Reviewer's Signature) (Date)

Comments ' é

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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revised:3/27/98

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: L 044 O T

The cover letter clearly identifies the type of 510(k) submission as (Check the
approptiate box):

LZ/ Special 510(k) - Do Sections 1 and 2
L] Abbreviated 510(k) - Do Sections 1, 3 and 4
L Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or | Missing or
Adequate | Inadequate

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notificaton [510)] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Fstablishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class 1, Class I, Class 111 or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the
Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the
premarket submission.

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate.

510(k) Summary or 510(k) Statement.

Description of the device (or modification of the device} including
diagrams, engineering drawings, photographs or setvice manuals.

ldentification of legally marketed predicate device. *

Compliance with performance standards. * [See Section 514 of

the Act and 21 CFR 807.87 (d).]

Class 11 Certification and Summary. *¥

Financial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. * [See 21 CFR 807.87 (1)]

510(k) Kit Certification Fkk

* - May not be applicable for Special 510(k)s.

ok - Required for Class [11 devices, only.

dokk | See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:
Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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Present

Inadequate
or Missing

Name and 510{k) number of the submitter’s own, unmodified
predicate device.

A descrption of the modified device and a comparison to the
SPONSOr’s predicate device.

A statement that the intended use(s) and indications of the
modified device, as desctibed in its labeling are the same as the
intended uses and indications for the submitter’s unmodified
predicate device.

Reviewer’s confirmation that the modification has not altered the
fundamental scientific technology of the submitter’s predicate
device.

A Design Control Activities Summary that includes the following
elements (a-¢):

a. 1dentification of Risk Analysis method(s) used to assess the
impact of the modification on the device and its components, and
the results of the analysis.

b. Based on the Risk Analysis, an identification of the requred
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity with design controls that includes
the following statcments:

A statement that, as required by the sk analysis, all
verification and validation activities were performed by the
designated individual(s) and the results of the activites
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responsible
for those particular activities.

A statement that the manufacturing facility 1s in conformance
with the design control procedure requirements as specified
in 21 CIFR 820.3(} and the records are available for review.
This statement is signed by the individual responsible for
those particular activites.

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present

Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
clects to use an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
D& posted with the 510(k) boilers on the H drive. ]

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@fda.hhs.gov or 301-796-8118
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For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

I'or a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before matketing the device
and any additional information requested by the reviewer in order
to determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial
equivalence.

* - When completing the review of an abbreviated 510(k), please fill out an
Abbreviated Standards Data Form (located on the H drive} and list all the guidance
documents, special controls, recognized standards and/or non-recognized
standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing

a) Biocompatibility data for all patient-contacting matetials, OR
certification of identical material/ formulaton:

b) Sterilization and expiration dating information:

D) sterlization process

1) validation method of sterlization process

i SAL

1) packacine

v __specify pvrooen free

vt ETO residues

viih radiation dose

viil) Traditional Method or Non-Tradittonal Method

¢) Software Documentation:

Items with checks in the “Present or Adequate” column do not require e additional
information from the sponsor. Items with checks in the “ Missing or Inadequate”
column must be submitted before substantive review of the document.

Passed Screening Yes No

Reviewer: M—(fﬁ(~4’
Concurrencéhy Review Branch:

Date: ‘if,/(//-:' ‘7//‘:)"5'[ //

Questions? C,{ontact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@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 EE FILLED QUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAIL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K040981

Reviewer: HECTOR H. HERRERA

Division/Branch:  DRARD/ODE/ULDB

Device Name:  USW NEEDLEKNIFE PAPILLOTOME

Product To Which Compared: K972674 Wilson-Cook Knife Papillotome

YES NO
1. Is Product A Device YES IfNO = Stop
2. Is Device Subject To 510(k)? YES If NO = Stop
3. Same Indication Statement? YES IfYES=GoTo5
4 Do Differences Alter The Effect Or Raise New Issues of If YES = Stop NE
Safety Or Effectiveness?
s, Same Technological Characteristics? YES IfYES=GoTo7
6. Could The New Characteristics Affect  Safety Or IfYES = Go To 8
Effectiveness?
7. Descriptive Characteristics Precise ~ Enough? YES IfNO =Go To 10
If YES = Stop SE
8. New Types Of Safety Or Effectiveness  Questions? If YES = Stop NE
9. Accepted Scientific Methods Exist? IfNO = Stop NE
10. Performance Data Available? If NO = Reguest
Data
11. Data Demonstrate Equivalence? Final Decision:
SE

Questions? Contact FDA?CDRH/OCE/DID at CDRHOFOISTATUS@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?

I

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

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

@|N G 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.9.,
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.

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

| 3
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S10(k) “SUBSTANTIAL FQUIVALENCE™
DECISION-MAKING PROCESS

Sew e toe s Compared 10

Sarketed Dovige ®
ON O

Does New DPevice Have Same  NO - Do the Ditlerences Alier the Intended
Indication Statement? *  [herapeutic/Diagnosticieic. Efect YLES
(in Deciding, May Consider Impact on

Deseriptive Information
abowm New or Marketed

Nevice Requested as Needed
YES Safety and Effectivenessy?**
New Device Has Same Intended N{}
Use and May be “Substantially Equivalent” ¢ ‘ N
New Device Has 9]

Does New Device Have Same

Technological Charactenistics. NO Could the New
¢ Design, Materials. etc? Characteristics 120 the New Charactents

s

NO . Arcthe Descriptive NO
NO

Characteristics Precise Enough
1o Ensure Equivalence? @

NO
Do Accepted Scientific
YES Methods Exist tor

Are Performance Data

Available to Asses Cquivalence?
Assessing Eftects

YIS
@ YES

@ New Intended Use
b (®

Aftect Safety or —— Raisc New Types of Salety YES ()

YES :
@ l I fiectiveness? or Eftectiveness Questions?
F §

VN
A

Not Substantially
Lyquiy ajent Determination

ucs

of NO

the New Characteristics?

v
Performance Are Performance Data Available NO
Data Reauired : To Assess Effects of New
Characteristics? ***
! YIES

IO SV D

» Performance Data Demonstrate
Equivalence? Q

Performance

YES YES

NO

o (D)

“Zubstantially Equivalent”
Determination

* 1K) Submiissions Cotpare new devices 10 marketed devices. FDA requests additional intormation it
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear,

" This decision is normally based on des¢riptive information alone, but limited testing information is someti

b Data maybe in the 5 10(K), other 510(k)s, the Center’s classilication files, or the literature.

Eguivalence? -

Data Demonstrate

NO

To @

\e relationship between

mes required.

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





