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Donor Center: 

TWs ~lists ob!;ervatiollll made by the FOA rcpresen.tati'Vc(s) during the i~ of your facility. They are inspa:tiorud 
observations, and do not represent a finnl Agency dctc:rxnin:Jdo11 regarding YQUt tomplil!Utx:. If you have an objection regarding an 
obsavlltion, a hmre implemented, or plat\ to implement, com:ctivc action in tcsponse to 8ll observation, you may discuss the objection or 
011ction with the FDA reprcsentative(s) durirtgthe inspection or rublllit l1lls inf'onnlltiou to FDA ot lhc address above. lfYQU have any 
questioos, please oont.act FDA at the phono number IIDd address above. 

tlURIHa AN INSPI!CnoN OF YOUR FIRM I OBSERVED: 

OBSERVAtlON 1 

F~Jure to perfonn a thorough investigation and make a r~r42.f~ conolus~Q!l!..l!!ld fullow-u.llJrt:an ............ t .. ; .. ""' 
• UUO'-O'V}'OWI.i.Y-

Specifically, there was no problem logged, investigation or corrective action entered into the automated problem~ 
management s.ystem (APMS) as required for Case ID# ClOl 00606155So6p. Don~ad an injury involving a 
contaminated needle stick to hef- during'the venipuncture procedme. The phlebotomtst reported while removing the needle 
cap she •poked" her finger (r\o blood orvisible injUTy noted) and proceeded to stick the donor with the unsterile needle. 
Afterwlll'ds $he "noticed a drop of blood" on her glove and informed the donor of the incident. The medical director was not 
notified of tho donor injury utttil 07/20/10 by the Don<X aad Client S1.1pport Center (OCSC). The donor was temporarily 
deferred for 12 months on 07/23/10. 

OBSERVATION 2 

A thoi'OUgh Investigation of each reported adverse reaction was not made. 

Specifically. the Medical Director review of Donor .Reaction and Injury Record' (DRIR) are not always conducted within a 
rasonable amount of time as required by written procedure Doc No 15.3.055, Versioo. 1.1 titled, Work Jnstrudlon: 
Per:funning Final Case and Donor Suitability A$SCS8meot. Of the DRIR's te\'iewed between I 0/2009 and 06/2010, (l of13 
records bad not received a timely review by the Medical Director, and/or F'tnal Quality Review. In addition. £bur of the 13 
DRI"R'e have not bad a Pinal Quality Review performod. 

a) Case ID# C20091 t 120 l 16o4g. Dort~ advene reaction was reported involving dizzyllight-headedness and 
prolonged recovery on t 1110/09. The medical directors' review occurred on 11/19/09 and the final quality review 
did not occur until 05/05110 ( apprmcimately 6 months later). 

b) Case ID# C200911 161408olm, D<lno~ adverse reaaion was reported involving dizzynight-headedness with 
LOC less than 1 minute on 11/14/09. The medical directOB' review occurred 011 11/24/09 and the final quality 
review did not occur until 01/05110 (approximately 6 weeks later). 
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c) Case ID# C20091 n9I2550Sr, .Dono~ adverse reaction was reported .involving LOC less thar! 1 minute, 
head and right elbow injury on 12128J09.""The medical directors' review occurred on 01/05/10 and the finAl quality 
review did not occur until 03/21/10 (approximately 6 weeks later). 

d) Case II># P20091229l348o72, Donor-onlltion occurred on 12/28/09~ donor reponed an adverse reaction on 
12/29/09 involving a sore left ann at the VP site. Th.e medical director.s' review occurred on 06/0l/10 and tb.e final 
quality review occurred on 06/07/10 (approlcimately 6 month3 later). 

e) 

documented. 

f) Case ID# C201 001121821 o6p, Dono~ornrtion Occurr'ed on 0 I /09/1 0; donor reported an lid verse reaction on 
01/12/lO involving dizzy!tight-headedness. headache, sweating, weakne$$ and 2 to 3 episodes of diarrhea. The 
medical directors' r~ew occurred on 01129/10. There in no final quality review documented. Units were discarded 
on Ol/12-13/10. 

g) Case ID# P20 t 0030 11858oS 1, Do~ nation QCCUr'l'ed on 03/01/1 0~ donor reported an adverge reaction that 
evening involving bruising/discoloration on the left ann at VP site. The medical directors' review OCCIJt'l'ed on 
06/14/10 (approximately 3 % mot.ttha later). There in no final quality review documentod.. 

h) Case ID# C20l003171636o4u, Dono~tlation oca.med on 03/16/10; donocreported an adverse reaction on 
03117/10 involving short LOC at'Jd recerved'outside medical care and released the same day. The medical directors• 
review occurred on 05/04/10 (appro,Qmaiely 7 weeks later). There in no final quality review documented. 

i) Case ID# C20l003241737o4g. Do~ adverse reaction was reported involving a large hematoma on 
03/19/10. The medica! directors' review occurred on 07/14/lO (approximately 4 months later). There in no tinal 
quality revjew documented. · 

j} Case IDH C201 006061555o6p, Don~ adverse reaction/injury was reported involving a contaminated needle 
stick to the donor by the phlebotomist ~05/1 0. The medical director was ootified of the donor injury by the 
Donor and Client Support Center (DCSC) via email on 07 n.o/l 0, 81ld the donor was temporarily defened for 12 
months. The medical director signed the DRIR oo 08/09/t 0 (approximately 3 weeks later). There is no final quality 
review documented. The unit was discarded on 06/06/tO. 
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k) Case ID# C20 10061 0213lo6p, Dono. adverse reaction was reported involving LOC 1 minute or more and a 
head injury (~ck face/head) on 06/0. . e medical directors' review occurred on 08/02/10 and tlle final quality 
review occurred on 08/04/10 (approximately 2 Jl"l()nths later) . 

.. DATES OF INSPECfJON: 
09107/2010(Tue), 09/08/2010(Wcd), 09/09/2010{11tu), 09/10120lO(Fri), 09/lSI20lO(Wed) 
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