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Ikdr Mr. Ekimlxilt

i%ninspection. of your facility was conducted on July 1-8, 1999 by ‘he
Food and IX& Administration. The inspection revwded si-gnificant
deviations from Current Good lklanufacturing Practice Regulations for
Blood and Blood Products, Title 21, Code of Federal Relations, Part
606 and 640 (21 CFR 606 and 640). These deviations cause your product,
Source Plasmt+ to be in violation of the Federal Foe@ Drug, and Cosmeiic
Act (the Act), Section 501 (a)(2)(B), as foIlows:

1. Failure to establish/follow written procedures for nem-day
blood CM reinfusion [21 CFR 606. 100(b)];

-1
L. Failure to calibrate equipment used in the collection and

storage of Source Plasma as required [21 CFR 606.60(a)];

3. Failure to follow Standard Operating Procedure (SOP)
regarding documentation of freezer/thaw events [21 CFR
606.100(b)].

The above is not intended to bean all-inclusive list of deviations which may exist
at your firm. It is your responsibility to ensure that your center is in full
compliance with ik Act and regulations promulgated thereunder.
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We request that you take prompt action to correct these deviations. Failure to make prompt corrections
may result in regulatory action without Mer notice, such as license suspension, license revocation,
seizure and./or injunction.

Please noti@ this office in writing, within fifteen (15) working days of your receipt of this letter, of the
specific sieps yuu irave ‘iaken to correct the noted deviations and to prevent their recurrence. If
corrective action cannot be completed within 15 ‘working days, please state the reason for the delay, and
the time in which the corrections will be completed.

.

Your response should be directed to this ot%ce to the attention of Ms. Kathleen JM.Lewis, Compliance
Officer.

Sincerely yours,

/
( ~aymond V. Mlecko “

“+
~ District Director

Detroit District
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