
CERTIFIED MAIL

RETURN RECEIPT REQUESTED

“’ July 29, 1999

WXRNING LETTER
99-DT-11

DonaM W. I%rnkrt, Director
Sasurn Biomedical, Inc.
3266 N. Jieridian St.. Suiie 332
Indianapolis, inciiana 46208

M inspecrior~ of your facility was conducted on JuIy 1-8, 1999 by tie
Food and Dru~ Mrninistralion. The inspection revetded si-gnifican$
deviations from Cwent Good Manufacturing Practice I@tdations for
Bhxi ad Blood Producw, Title 21, Code of Federal Redanons, Pan
606 and 640 {21 CFR 606 and 640). These devia~iom cause your produc~
Source ?lasm~ lo be in vioiation of the Federal Foo& Drug, and Cosintiic
Act (the Act), SecKion501(ax2)@j, as follows:

:
L. F2iiui-e iO esablistifollow vmitlen procedures for next-clay

bimxi ceil reinfusion [21 CFR 606. i00(@)];

-,
L. Failure IOcaliiira~e equipment used in the collection aiid

storage of Source Plasma as required [21 CFR 606.6Ua)];

:<. Ftilure to foHow Standard Operating Procedure [SCIP)
regarding documentation of freezcmlbaw events [21 CFR
606.100(b)].

The above is not imended to bean all-inclusive list of deviations which may e.xis
at your firm. It is your wsponsibiliiy to ensure that your center is in fdll
compliance with tie Act and regulations promulgated thereunder.

-



p@7~ : ‘ \Vaming Lerter ~9-DT-l ]
Saturn Biomedical. Inc.
Indianapolis, ‘mdiana 46208

We request that you take prompt action to correct these deviations.
Failure to make prompt corrections

i result in regulato~ ac~ion without furLhernotice, such as license suspension, license revoca~ion:

stnzu.re and/or injunction.

Please noti~ this office in writing, w-ithin f~fteen (.15)working days of your receipt of this letter, of the. .
speciric sieps yuu have iaken to comet the noted dewations and to preveni their recurrence. If
corrective action cannot be completed within 13 wurtig days, please state the reason for the delay, and
the time.@ which the corrections will be completed.

...

Your response should be directed to this office to the attention of Ms. Kathleen JM.Lewis, Compliance
C)fficer.

Sincerely yours,

-:

!laymond V. Mlecko -
“&

~,
, ~ District Director
.4

Detroit District


