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WARNING LEITER

VIA FEDEIUL EXPRESS

. ..
. Mr. Jon E. Last .~_
-, Managing Dwector

-: .-:.. Vas-Cath, Incorporated
2380 Tedlo Street
Ontario, Canada 15A 3V3

Dear Mr. Last

During the Food and Drug Administration’s (FDA) inspection of your firm, Vas-Cath,
Incorporated, located at 2380 Tedlo Street, Ontario, Canada, from October &9, ~997, our
investigator debmined that your fm manufactures implantable kmodialy$is dieters.
Implantable hemodtiysia catheters are devices within the meaning of Section 201(h) of the
Federal Food, Drug, and Cosmetic Acl (the Act).

The above-stated inspection revealed that these devices are adulterated, in that the methods
used in, or the facilitic9 or controls used for the manufacture, packaging, storage, or
installation are not in conformance with the Quid@ System Regulations, as specified in TMe
21, Code of Federal Regulations (21 CFR), Part 820, as follows: .

1. Failure to identify, recommend, or provide solution for quality assurance problems and
&...---,.- verify the implementation of such solutions, as required by 21CFR 820.20(a)(3j. For-. .. , example:

Vas-Cath fwst learned of a failure trend involving their- implantable dialysis direct
access catheter in April 1996 which indicated complaints involving

m~ the~- “d-of ~ ‘~- ‘Qelfo ‘0” ~-~f of ~
~complaimts received during 1996 and in the fmt half 1997 reported @xc failurea in
the device. Reportedly, failure investigations were initiated in April 1996. CompIaii files
indicate at least~complaints were related ~

.
f the~

eand~were related to
i!!?

in the actual catheters. Aocord~ to the fro’s
response, dated October 23, 1

s
an additional complaints have been received for the

same problems. Documentation o} the investigation between April 1996 and September 1997
appears to indicate periods where no activity was recorded for the investigation. For
example, there was no activity documented between the periods of December 1996 and May
1997 and from June 1997 and October 1, 1997.
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You have not yet identified a cause of the problem, and therefore, have not identified
corrective or preventive action needed to prevent rexxmnce of nonconforming product. The
device continues to be distributed and complaints continue to be received by your fro.--,, -.
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Your response, dated October 23, 1997, to this item promises continued investigation to
de@rnine the cause of the~ identified in April 1S96 and expects to have
wmpleted the investigation by December 31, lW. Wer possible ~ntributing fa@rs
identifid_by your fm are beiig evakd.ed for a root cause such as~ ,~:.-..-a.-.:-.<.-.-.... .. :.-... -

~~
consi&red inadequate because you
how the investigation .will.cmtinue, to detemine.. indTic@@,.wd_-_ . ...-........ ..
any future corrective or preventive actions.

2. Failure to establish procedures for specifications control measures to assure that the
design basis for the device, components, and packgi.ng ia correctly translated into
approved specifications, as rquired by 21 CFR 820.100(a)(l). .

For example, the invWigator fi_JUt the
~~d not gone through , nor had~

been validated. Docume were shown to the investigator
during the inspection as evidence of~ f ~~d submitted along with your
response to the FDA 483 to address the issue. These documents were reviewed to ckrmine
adequacy of th~ Although ~howa ~ YOUfok~ to
assure that the~ was installed correctly and that it was operational at that time, there
was no documentation to show that the ~uld operate in challenged renditions or
function as intended during the manufacture of a specific device or that it had been validated.

Your response indicated that the

~u:-~...=l...-..=l ‘-number of variables which affccl
,.-” ‘--response indicated that ., ismse4Ltoachieve a

well controlled process. A prockss such as _cannot h&lly be fully verified through
subsequent inspection and test every time. No documentation was submitted to show how ‘
the process could be fully verified (if possible) and that the product consistently meets its
specifications. This response is considered inadquate. Addhionally, do you have
documentation of an~ -1.@orm@ forJhis.p~s?..What sWiS@al . .... . .... ........ .....
methods or sampling pkms from ‘~were applicable to this proms?

3. Failure to establish adquate procedures for acceptance of incoming product and inspect,
test, or otherwise veri~ that inmming product conforms to specified requirements, as
required by 21 CFR 820.80(b).

For example, the component specifications for the
mused in~ for th~d ~“:d
~inspection of the incoming materials and are not tested or otherwise verified as
conforming to significant physical specifications. Reportedly, there is -f
specifications used to order the- rquired for your product and you cnerally us-

kfoducts..-..--.<..~ material in the manufacture of both the ~and_the
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None of the physical specifications Iiited in ~re used ss a part of YOM incoming

inspection, testing, and verification activities. You do not have procedures specific to
verification of these incoming components.

e, the current acceptan~for ~are based
on the an~ component specifications for-inspection for
~pecifications. As corrective action, you promised that in the fbture, you
would baselin~pecifications on and undertake additional testing
on a regular basis to characteristics. These new specifications are to be takn

‘romti~~”::::i::z.e.~will be revised to include
Dates of inmlementation of this corrective action were rmwided. This response is considered.
inadequate in that copies of new acceptan ‘were not supplied ;long with the
response. .—

4. Failure to include ~ nts, where possible, an agreement that suppliers

agree to notify the manufacturer of changes in the product or service so that the
manufacturer may determine whether the changes may affect the quality of a f-bed
device, as rquired by 21 CFR 820.50(b). For example, Vas-Cath supplier agreements
are~forms ~d ‘e fo~d~
to e vendor. However, the agreements do not include the requirement to have the
vendor agree to notify Vas4Xh of any changes in product or service provided. -=

.-.
Your response to this item included obtaining signed agreements from vendors indkating that
they ~11 not change materials or-mmponent-specitkations without a written agr@ntik .fkom-——.
Vas-Cath. However, no revised procedure or sample of this agreement kiter to be used was
included in the response. This response is mnsidered inadquate.

5. Failure to establish sampling plans which are based on a statistical rationale and to have
procedures to ensure that sampling methods are adquate for their intended use and that
when changes occur the sampling plans are reviewed, as rquired by 21 CFR 820.250(b).

For example, Vas-Cath is reportedly using at kas~lfferent types of sampliig plans for
th~ received fi-omvarious suppliers. There is no documentation to show how the
fm identifies a particular sampling plan to use for a certain product and there are no written
procedure in place to help them to identify valid statistical techniques rquired for
establishing, controlling, and verifying acceptability of product characteristics.

Your response to this item identifies Vas-Cath procedu
the procedure used in evaluatin
to the response, the procedure not ckar what changes in the
procedure will be made to reflect the regulatory requirements. ThB response is considered
inadquate in that you did not provide copies of a revised procedure which should show that– ---- ---
the sampling plans used are based on a valid s&kical rational and that these procedures helps
the user to identify a particular sampling plan to be used for a certain product.
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This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulations. The
specific violations noted in this letter and in the FDA 483 issued at the close of the inspection
may be symptomatic of serious underlying problems in your fro’s manufacturing and quality
assurance systems. You are responsible for investigating and determining the causes of the
violations identified by the FDA. If the causes are detemhed to be systems problems, you
must promptly initiate permanent corrective actions. Federal agenci= are advised of the_—-
issuance of all Warning Letters about devices so that they may take this information into
account when considering the award of contracts.

We formally acknowledge that you have submitted a response &ted October 23, 1S97,
concerning our investigator’s observations noted on the form FDA 483. We have reviewed
your response and are unable to determine the full adeqyacy of your response. In order to
evaluate your response to the FDA-483, it will be necessary for you to submit co~= of your
modified protoccddprocedures referenced in your response.

You should take prompt action to correct these and any other manufacturing or quality
systems deviations i&ntified by your internal audits. Failure to promptly correcl these
deviations may be identified in a follow-up inspection, and may result in the detention of your
deviu(s) without physical examination upon entry into the United States.

Please notify this office, in writing, within 15 working days of receipt of this k%terof the .
specific steps you have taken to mrrect the noted violations, including an explanation of each
step beiig taken to identify and make corrections to any underlying systems problems
necessary to assure that similar violations will not recur. Please include any and all --
documentation to show that adequate correction has been achieved. In the case of future
corrections, an estimated date of completion, and documentation showing plans for correction,
should be included with your response to this letter. If the documentation is not in EngIiih,
please provide a translation to facilitate our review. Please address your response and any
questions to Timothy R. Wells, Chief, OB/GYN, Gastroenterology and Urology Branch, at
the letterhead address. ——

Should you require any assistance in understanding the contents of this letter, do not
hesitate to contact Ms. Sharon Murrain-Ellerbe at the letterhead address or at
(301) 594-4616 or FAX (301)594-4638.

Sincerely yours,

%2h&A -----~~
1 Lillian J. Gill /

Director
OffhX of compliance
Center for Devices and

Radiological Health


