


Octoh?r 20, i983 

William &igan, LI.D. 
Rqxmsible Head 
Universal ~Axc~ents, Inc. 
1823 North Illinois 
Indianapolis, Indiana 46202 

An 4ns~ction of jlour plamapheresis cmter xas conducted on 
AKJUS~'~~~, 1988 by Investigator Charles !<I. ~pyr. 
ins,xct%m, Investigator Spjrr observed significant 

Wing this 
deviation5 

fra die Current GmG %nufacturiry practke for Bl& and Blood 
Ckxqzxmnts (21 CR? 6G6), PdBitiond Standards for Human E)lood 
i3lcxXl PraZuck (21 CFR 6&J, and your Standard C$crating 

and 

PrQctiures; as f3lloNs: 

1. 

2. 

3. 

4. 

&mr‘tsanples are not always tested for XIV as directed in 
the ,$est kit instmctions or as swcified in your Slandaxd 
Opeq$ing Frocaclurec 14anual. 

Six lots of initially Ifis& reactive plasm were shipLti 
without adecrJate retesting. In addition, your SOP does not 
adequately descriti the B&&g testing khic!l should Lx 
performed on initially reactive units. 

Your actual prcxxdums are not always performed in 
accordance with your Standard Cperatirq Procedures manual. 

Written Standard CQerating Pmcedures are not maintained in 
a manner which will insure that they are caqlete, ati 
accurate. 

i 

An investigator's list of Xnsixxtional Obserxatiors (qy 
enclosed) was presented to and discussed with Nr. mmld W. 
Barnhart, Rimctor of Qerations, at the conclusion of the 
ins-action. 

Wz recamend that you take huxliate a&ion to assure that YOU 
Standard CQerating Procedures am current and appropriake, 
that they will be ~0110wcd. 

and 

Please notify us in writing, within thirty (30) days of your 
receipt of Uis lettclr, of tin specific steps you have taken or 
intend to take to bring your fim into ccznpliarxe. 
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YOU response shouM be directed to this office to tie attention 
of ML%. Sandra William, Ccmpliance Officer. 

Sincerely yours, 

D~rect;or, Ccm~lisnce L3rarvA 
Detroit District 

Enclosures: .A/s 

cc: Nr. Donald i?. Samhart 
Director of Operations 
Universal,Rcagents, Inc. 
1935 North Capitol Ave. 
,Xndianaplis, Indiana 46202 

W/saj 
10/19/m 

.- -- 


