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IL&r to MN 97-23

Brian K Evcnson
President
McKcchnie Plastic Components
7309 West 27th Street
MiM=POliS, MiMCSOti 55426

Dear Mr. Evcnson:

During an inspection of your &m located in Minneapolis, MN, concluded on
December 16, 1996, our Investigatordctcrmm“ ed that your firm manufactures
WXovascular Anastomotic System (MAS) devices. MM arc devicesas defined
by Section 201(h) of the FederalEomL Drug, and Cosmetic M (the Act).9*

The above-stated inspection revealed that these devices arc adulterated within the
meaning of Section ~01 (h) of the Act in that the methods used in, or the faalkics
or controls usedfor manufacturing, packing, storage, or installation arc not in
conformance with the Good ManufacturingPractice (GMP) for MedicalDevices
Regulation, asspeaficdinTklc21, Q&of F?~ (CFR), Part 820,
u follows:

1. The sterilization process for the MM rings has not
the operation was moved.

2. The written agreement between McKechnic Plastic
has not been signed.

}
1
I

been rc-validated since

Components and
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3.

4.

5.

6.

ThL shipping-OIIS used to transport the MAs devices to
not labeledas non-sterile.

arc

The manufacturingpmccss for the MAS devicehas not been qualified

The test procedure for a peel test accordingto DHR 80-5235 has not been
completed. ●

Standard operating proceduresusedin the productionarea have pcn-and-
ink changeswhichhave not rccaved the benefitof engineeringchange
order controls.

7. The final inspection test procedure was not followed for lot #100 G.

Please refer to the PDA+83 issued on December 16, 1996, for a more complete
listingof the adversefindings. We ackmwiedgethat FDA-483 items 2 and 7 were
corrected andverifiedprior to concludingthis inspection.

Additionally, the above stated inspection rmmled that your devices arc
misbranded within the meaning of Section 502(a) of the Act in that the shipping
cartons to Isomedixare not labeledas non-steriledevicesand the contract with
Isomedix is unsigned.

This letter is not intcmkd to be ~: all-inclusive list of defidcncics at your facility.
It is your rcsponsibili~ to ensure adherence to each requirement of the Act and
regulations. The spcdfic violations noted in this letter and in the FDA-483 issued
at the close-out of the inspection maybe symptomatic of serious underlying
problems in your firm’s m-mufacturing and quali~ assurance_ You are
responsible for investigating and determining the causes of the viohi~ons

identified by the FDA If the causesare determined to be systems problems, you
must promptly initiate permanent comectivc actions.

Federal agencies are advised of the issuance of all Warning ktcrs about devices
so that they may take this information into account when considering the award
of contracts. Additionally, no prc-market submissions for devices to which the
GLMPdeficiencies arc reasonably related will be cleared until the violations have
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been corrcctecL Also, no quests for Certificates For Products For Expm willbe
appxwcd until the violations related to the subject devices have been .

COKCCWCL

You should &c prompt action to comect these deviations. FaiIurcto promptly
correct these deviationsmay resdt in regulatoryaction beinginitiatedby the Food
and Drug MminMration without further notice. These actions include, but are
not limited to, seizure, injunction, ancUor &il penalties.

Pleasenot@ this officein writingwithin 15 workingdays of receipt of this letter
of the specificstepsyou have taken to correct the noted violatiom inchding an
explanation of each step being taken to idcnti& and make co~om to any
underlying sysmns problems neccssaxy to assure that similar violations will not
recur. If corrective action cannot be completed within 15 working days, state the
reason for the delay and the time within which the corrections will be completed.

Your response should be
address indicated on the

sent to Compliance
letterhead

OfficerThomas P. Nelsonat the

Sincerely yours,

0“
,*

John Feldman
Director
Minneapolis District

TPN/ccl


