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This document li.rts observations made by the FDA reptelientativo(s) durini the inspection o! your fa~. They~ inspectionaJ 
. obSCJVIltloas, lll'ld do 11ot ~t a final Agency d~crnrlnation resardin: your compliance. lfyou have an objection ~gardlng en 
ob$etvati.oo, or havo implemented. C1( plllll to Implement. co.ttective aation Jn respo~ to en ob.scntatiot1, you may dlo;cws lite objection or 
actfou wlfb the FDA ropreuntativc(s) during the tnspcCitlop or submit lhis lnfonnatiol1 to PDA lit lhe address 1\bove. If you havo any 
questions, please oonta~:t FDA at the phone number and a4drea above. 

DURING A)! INSPECTION OJI YOUR FIRM I oB$awi!D: 

OBS'!RVATION 1 

Records aro not CO'I)CWl'ently maintained with tho peromnance of each .~;ignlflcant step in the storage of each unit (lfb lood 
and blood components so that all stq>s can lle clemiy traced. 

Specifically, 

Specifically, on April 6, 2009,' lltaffpcrformed the Weekly Inventory R.oconcilie.tiOn; however, staff document~ that the 
. inventory w~ invaUd because the record was not verified by a second porson. Staft'1lum completed the Weeldy Inventory · 
Reconciliation on April 7. 2009. The tecotd that was generated on A13rU 6, 2009 waa discarded. 

OBSERVATION 2 

Wr!Uerl standard o)?Oratfng ~r~ including all neps to be followed in lhe collection. processing, llltd storage of blood 
and blood components for homologous 1nmafuslo.n aro not always followed. 

Specifically, 

I . :Failure to follow Job Aid 15.4Ja037, Sbort Loss of Consciousness. Thia Job Aid.requires staff to h.nndle all reactions 
where lhe donor hu seizures or convulsions or loss o!bladder or bowel control as a long loss of co-ascioumess to en£Ut"e 
follow~up (1S.4Ja038). 

a. A donor donated on 219/2009 (case# C20090210l.S16o2w) and hd a loss consciou:mcss for less than a mlnute 3 times 
dutittg donation. The donor. •lso lost bl11dder control. Staff documo11ted the reaction as a M~or Other (XO) and a 
Prolonged Recovery (XP). The donor wu not treated as a Long Loss Of Consciousness (XF). 

b. On 4122/10, the donor had al-ass of Consciousness with a loss of bladder control (case# C201004232304o7a); however, 
the Final Complication Code In the Medf.Gal Director Review and Rccommondatlon section wa~ documented as Large 
Hematoma (XH). The code should be documented as a Long Loss of Consciousness (XF) . 

.. 
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2 . Fai1uro to follow Work Instr\IGtion J 5.3.56, FiDQJ Donor Complication Qu.ality Review. This Work Instruction requires 
quality stltft' to petform a.13nal review of dOl)Ot compllcatioll Clll~ tO cn&Ul"' all ~q\lirod. steps have been taJcen to complete 
and documout a donor cosnpUcattoo investlgndon. 

~following Donor React:Jon and ~ury Records wc.re missing tho Final Quality Review: 

Case N C2fH0021 11S08o7a dated 219110 
Case# C201002111848o7ll dab!d2/4/10 
Caso # C20J0041:3223lo7a datcd4/8/10 
cUe tl Cl01004232251o7a dated 4/21/10 
Case# C201004232150o7& elated 4121/10 
Case# C20 1 00423225Bo7a ®ted 4122110 

3, f'atlure to folLow Form InalrUctlon: .DonorR.caotion and Tnjlll}' Record procedure 1S.4.ftm.OJ5 and Work Instruction: 
'Documalting .00Jl01' Complications 15.3.045. Tho Work Instruction. and Form wtruotlons require a supervfsor/d~igncc 
~view to ensure the doPOr complication .was properly trc~d. 

1he finn received a call back ftom" donor on2Jl3/09 (cua N C200902132107o3a). Sectionll 1·5 wcro completed OX'I 
2113109; however tho Follow-up Comac:t .attempts were not made Wltl1 3/1109, 10/16/09 and 1 0/I 8/09. Tho Supervisor 
review WI$ not completed until Hl/13/09 and the Medical Director review was performed on 10/22/09 and Final Quality 
rtviewwas complet8d on J 0/23/09, 

4. Failure to follow J'ob Aid: Ouidelines for Solt"Detccted Problema, J0.4Ja032. The Job Aid 6tate10 that a aelf-<!Gtected 
problem. h detected by the pcmKm that caused tbe problem and Is detected on the 5amc date or shift of occurrence. 

Ou l/J 0/09, staff~celved a call back from a donot. During the initJal call on 2/1 0/09~ the donor's reaction wu 
docum.onted a.s a ~dl.acolOlflt{on of tho right arm mare Hives/itchy skin wert: abo documented. 
Attempts were made to contact tho donor .reprding the .roaction. 

th11113Ei
S ocumantod 

. 
oontact with a relative of tho d<lnor 

on 2125/09 artd dle Medlaal Dtrector docutncnt.ed tbc Final CosnpJi on es ns Prol~c4 Recovr:ry (XP) and Large 
Hematoma (XIi). The Modical Director signed off on tM review on ~/4/09. · 

On S/2109 lrta:ff~ade tbe following changes on tho DRIR.: ~b;m ed the re$3tion cod~ from Prolonged .Recovery to 
Large Hematom~ion S); crossed out the oommcnt Jllllde by · the Pollow"up Contact information (sectiol1 7); 
and clwlged the Final CompllCUition Cod.e!l (section 9) mado by tbe e cal Director. An exception repatt wus nul 
in.ltlatod/c<'mpleted for~e changes and no reason was given for the com:ctiom. 

S. Failure to foUow firm's procedure for completing the HCispltal Services Weekly Inventmy Rcconoillation Checldi:rt is to 
be completed by tho perso" porfortnins the reooru:iliation and by the person verifying the infotnUltion. 
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On June 1, 20o9, June 8, 2009 and Juno 22,2009, stoff~porforming the second person verifioatlon for tbe Ho&pital 
Services Weekly Inventory Rcconcflfation; bowew.t, s~tialed 1he ''Performed ay'' colwnn of the HospitAl 
Services Weekly .blventory Reconciliation Checklist and the Suporvisor initialed the "Verified By• column ofthc checklist. 
Staff that actually perform ad tho Inventory recoDcilWion did not initial the Hoepital Services Weekly lnV81ltory 
Reconciliation Checldist 
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