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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMLNISTRATION 


DISTRICT OFFICE ADDRESS AND PHONE NUMBER 
158-15 Liberty Avenue 
Jamaica, NY 11433 

71 8 340-7000 

DATE(S) OF INSPECTION 
7/28/08-9126/08 

FEINUMBER 

3002957282

NAME AND TITl.E OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Kay E. Schwartz, CEO 

FIRM NAME 

American Red Cross Blood Services 

STREET ADDRESS 
t 

825 John Street ' 
CITY, STATE AND ZIP CODE 

West Henrietta, NY 14586 

TYPE OF ESTABLISHMENT INSPECTED 

American Red Cross Regional Office 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIUTY. THEY ARE INSPECTIONAL. OBSERVATIONS, AND DO NOT 
REPRESEfolT AFlNALAGENCY DETERMINATION REGARDING YOUR COMPliANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED,OR PlAN TO 
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION ORACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION 
OR SUBMIT THIS INFORMATION TO FDAAT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBERANDAOORESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM Q) (WE) OBSERVED: 

Observation #1 

Your firm has failed to thoroughly and adequately investigate, develop root cause, correct and take steps to prevent the 

recurrence of biological product deviations (BPD). 


Specifically, 

a. Problem a trend discovered on 9/28/06 for BPD code- (failure to adequately manage 
non-conforming product-product not was assigned as ~investiga~ and was c~~? after 
all Effectiveness Checks were successful. One month later Exception Detail Repo~(associate~ 

• ••• discovered on 8/29/07 for BPD code~was assigned also as a investigative problem and resulted 
in multiple!!i!!!i ~corrective action project for on-going problems with rrective actions including the:in:Jp~ 

BPD code This problem report was closed on 2/4~termining that the CAP was successful. Due to on­
going or the past 1 lh years related to BPD code~ARC Biomeilical Headquarters determined in 

2/08 that needed and this ~mg implemented at the time of this inspection. 


Problem Reports related to BPD cod- ave been initiated for almost two years and the problem is still unresolved 
at the time ofthis inspection. For examEle, Exception Detail Repo~with a date ofoccurrence 7/5/08 
and Exception Detail Repon I with a date ofoccurrence 6/10/08 are more recent Problem Reports initiated 
and associated with BPD cod~ 

Problem oc~~d ott'(lJJ.d was discovered on 5/11106 as a- Problem for BPD code-
Incorrect Documentation an Entry into eBDR at the Collection Site ofDonor's First Name, Last Name, MI, Sex, 


SSN, DOB, or Home Phone Number). Trend Problem Report2006-001-1557903 was created on 12/19/06 as a response to a 

failed Effectiveness Check for trend 1 for BPD code Problem Repox J was 

closed on 8/29/07 after Effectiveness Checks failed. Exception Detail (associated--......... 

discovered on 8/17/2007 for BPD cod~, was assigned as p~ns 


included a revie~ctices for the donor demographic fields~d are uest to 
Biomedical Services Headquarters (BHQ) for a Software Enhancement &o revent recurrence of BPD cod 
problems. The Effectiveness Check for Best Practice implementation fo . failed on 4/22/08. In addition, at e time of 
this inspection, you still were not aware ofan ARC headquarter decision for your orrective Action request for a Software 
Enhancement (submitted.to the Office ofChange Management in BHQ in December 2007).During this inspection 
documentation was obtained from BHQ documenting that a decision on implementation of this corrective action is still pending. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 
't· 
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Jamaica, NY 11433 
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DATE(S) OF INSPECTION 
7/28/08-9/26/08 
FEINUMBER 

3002957282 ' 
NAME AND TITI.E OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: Kay E. Schwartz, CEO 
FIRM NAME 

American Red Cross Blood Services 

STREET ADDRESS 

825 John Street'' 
CITY, STATE AND ZIP CODE 

West Henrietta, NY 14586 

TYPE OF ESTABUSHMENT INSPECTED 

American Red Cross Regional Office 
THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE{$) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL OBSERVATIONS, AND DO NOT 
REPRESENT A FINALAGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION,OR HAVE IMPLEMENTED,OR PLAN TO 
IMPLEMENT, CORRECTNE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DlSCUSS THE OBJECTION OR-ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION 
OR SUBMIT THIS INFORMAliON TO FDAAT THE ADDRESS ABOVE.•. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF 
c. Problem with a date discovered of 12122/06 and date occurred of 11/30/06, was initiated for 
failure to manage BPD Problem Management: Operations Review of Problem Not Perfonnedffimely. This 
BPD codes covers Late Corrective Action Reports, those not developed within 30 days as required. Problem Report ­
~iled its final Effectiveness Check for those corrective actions developed to prevent rect.nTence ofLate CAP's. Your 
firm developed another Corrective Action Plan, Exception Detail Report, • dated 7/3/07, for managing Late CAP's. 
However, the corrective actions in also failed the final Effectiveness Check in 6/6/0S.Your firm continues to have 
on-going Problem Reports associated with BPD code~ost 2 years -and the problem is still unresolved at th.e 
time of this inspection. For exampl_~ Detail Reports,- with a date ofoccurrence of7/6/08 wtth 
a date of occurrence of6/13/08 an~~ccurrence of3/6/08, are examples of more recent Problem 
Reports initiated and associated with BPD code ­

Observation #2 

Corrective Action Plans developed to prevent the recurrence of problems are not always submitted to the 
30 calendar ofthe date of problem discovery as required . .Your written nrr\f'PI1ll1"" 

requires that you develop a formal Corrective Action Plan 
problem discovery. 

Specifically, 

During this inspection a Late CAP code queg w; requested for the time period ofOctober 1, 2007 through August 6, 2008. 
This Late CAP query for BPD code Pt=.o\1lem Management: Operations Review ofProblem Not Performed/Timely 
identified a total of57 problems during that tiffie period. These include: 
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perform Effectiveness Checks, developed as part ofthe formal 
Problems and for 

THlS DOCUMENTUSTS 08SERVAT10NS MADE BY THE FDA REPRESENTATIVE( ) DURING THE1NSPECTION OFYOUR FAaUTY. THEYARE INSPECTlONAL OBSERVATIONS, AND DO NOT 
REPRESENT AANAL AGENCY DETERMINATION REGARDING YOUR COMPUANCE. lF YOU HAVE AN OBJECTlON REGARDINGAN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO 
IMPlEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION ORACTlON WITH THE FDA REPRESENTATIVE($) DURING TliE INSPECTION 
OR SUBMIT THIS INFORMATION TO FDAAT THE ADDRESS ABOVE, IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

-CTION~E)OB... - -- - - - -- - - -- - - -- - - -Your firm continues to have on-going Problem Reports associated with BPD code- For example, Exception Detail 
Report with a date ofoccurrence of5/17/08 and date ofdiscovery of6/13/08, was initiated because the Corrective 
Action Plan for------was not developed within the required 30 day time frame. Exception Detail Report E.,. 
0360363~~/27/08 jllld a date ofdiscovery of5/2/08, was initiated because the Corrective Action 
Plan for._-was not developed within the required 30 day time frame. Currently your facility is in the middle of 
formulating a formal CAP for this problem. 

Observation #3 

their due date. Your written nrr•r.•.ri• 

requires that your firm perform the Effectiveness Checks as a measure 
to target completion dates. 

Specifically, 

During the current inspection a Late Completion/Documentation ofCorrective Actions (CA)/Effectiveness Checks (EC) code 
~ested for the time period ofOctober l, 2007 through August 12,2008. This Late CA's/EC~D code 
~Problem Management: Inunediate or Corrective Action Incompleteffirneline Not Met) an~ 
(Problem Management: Other) identified a total of 155 problem reports not performed by their due date during that time period. 

For example, the CAP (date discovered 7112107) Effectiveness Check 2, print screen checks, was 
documented as completed on was due on 2/27/08 and Review of files 
received, was completed on 5/19/08 although it was due on 2112/08. Also, the CAP of 
discovery 12/26/07) Effectiveness Check 2, a 90 day monitoring period for BPD on.5/30/08 
although it was due on 5/25/08. • 
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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(Sj DURING THE INSPECTION OF YOUR FACIUTY. THEY ARE INSPECTIONAL OBSERVATIONS, AND DO NOT 
REPRESENT A F!NALAGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVE AN OBJECTION REGARDINGAN OBSERVATION, OR HAVE IMPLEMENTED,OR PlAN TO 
IMPlEMENT. CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION 
OR SUBMITTHIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PlEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURINGAN INSPECTION OF YOUR FlRM (I) (WE) OBSERVED: 
Observation #4 

within 5 days as required. Your written nro,cedture 
...............,that the QA review CAP's and reject or approve within five 

be documented in the APMS. 

Specifically,. 

a. During this inspection I requested a QA review ofCAP's from 10/0l/07 through 8/11/08 which revealed 
one occurrence. Exception Detail a date ofdiscovery of5/21/08 and a date ofoccurrence of5/8/08, 
was initiated in response to a rnrr~>rt;,,,. was not QA approved or rejected within five 
business days ofreceipt by 0/2008 but not QA approved until 5/12/2008. 

b. During my review 
( of4/ 15/08, w~A approved 

or rejected within five QA as assigned as a -investigation, 
concerns WBN~ot being placed on registration hold during the process of resolving a gender discrepancy. It was 
routed to QA on 5/12/08 but not QA approved until5/22/08. 

Observation #5 

Your firm failed to follow your written n· roc:eellllre in that you do not 
always submit a copy ofthe Monthly Summacy'Report to the Medical Director as required prior to sub1milttin.g them to BHQ .. 

Specifically, 

During a review ofthe Monthly Summary Reports, 6/07 to 7/08 I noted that for the months ofMarch 2008, April2008, May 
2008, June 2008 and July 2008 the monthly Summary Reports for Quality Process Reviews were not submitted to the Medical 
Director prior to submitting them to BHQ. 

Observation #6 

Your written defines those steps to be followed when 
investigating a problem at ARC. It is written in Step 6 based on the investigation level and problem type, 
you determine the~ask and document in the Management System (APMS). You failed to 
accurately answer~orthe-Questions regarding "which supervisors were involved" and -'work 
load." · 
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that due to a staff 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIUTY. THEY ARE INSPECTIONAl OBSERVATIONS, AND DO NOT 
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVEAN OBJECTION REGARDINGAN OBSERVATION, OR HAVE IMPLEMENTED, ORPLAN TO 
IMPlEMENT, CORRECTIVE ACTION IN RESPONSETO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION ORACTION WITH THE FDA REPRESENTATIVE(S} DURING THE INSPECTION 
OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE•.IFYOU HAVEANY QUESTIONS, PlEASE CONTACT FDAAT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 
Specifically, during a review ofall- Problem Reports (53 total), from the date discovered period of06/01107 through 
07/28/08, I noted severa~es that occurred between documented answers to the Investigation & Questions form and 
the root cause statement.._or investigation summary- as follows: 

date occurred 12/29/07 and a date discovery of 
the probable root cause documented was that the 
regarding the resolutjon .for a date ofbirth 

answer to--or "which supervisors were 

b. In Exception Detail Report, - date occurred 4/26/07 and a date discovery of 

4/26/07, involving a mix-up in line connections, the staff member supervisor as documented in the Investigation 


calling in sick that day he felt he had to try and work faster to accommodate the donors. In 
your answer to - 'Was work load higher than usual?" was 

Observation #7 

Your firm's QA-approved Corrective Actions and are not in the manner that they were 
~approved for. Your written procedure, 
~equires that the Problem Manager design and perform the EC's in order to demonstrate that the 
not make a measurable impact per the success criteria. 

Specifically, during a review o~Probii..~·Rep'otts (53 total), from the date discovered 06/01/07-07/28/08, I noted several 
EC' s that were not performed as intended and as approved. 

a. For Exception Detail Repo~ date discovered 11/27/07, involving the failure 

to adequately manage potentially non-conforming product (product not an immediate corrective action (ICA) was 

initially signed-off by the Problem Manager as completed on 114/08. This ICA consisted of reviewing Best Practice for 

Managing PTDs (Prior Type Discrepancy) with the Quarantine and Labeling Department. The Problem Manager later received 

additional documentation on 7 ~at the ICA was really completed 6/30/08. As a result the Effectiveness 

Check (staff member- for~consisting ofa 60 day monitoring period via the Automated Problem 

Management System,~umented as completed during the time frame of l/5/08-3/5/08, was done prior to the implementation 

ofthe ICA. The incorrect time frame for the EC was not further addressed. 


I 

b. For Exception Detail Report date discovered 11/27/07, involving the failure 
to adequately manage potentially non-conforming product (product not the Effectiveness Check (staff member-
SurveyS~ required that all Quarantine and Labeling staff must answer the questions with 100% accuracy for successfu=s. 

The Problem Manager reported on 2/1108 that the staff responded to the Survey with 100% accuracy. On review of the EC 
Survey answers sheets for the Quarantine and Labeling staff as compared with the Survey Answer Key provided the QA noted 
that for the EC Survey a total of4 staff members responded with incorrect answers. The EC however was reported as 
successful. 
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FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

West Henrietta, NY 14586 

STREET ADDRESS ,., 
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DEPARPMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DIST~ICT;OfFICEADDRESS AND PHONE NUMBER 
15,8-15 Liberty Avenue 7/

DATE(S) OF INSPECTION 
28/08-9/26/08 

Jamaic~ NY 11433 FE! NUMBER 
3002957282718) ~~0-7000 

THIS DOCUMENTLIS.TS OBSERVATIONS MADE BYTHE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIUTY. THEYARE INSPECTIONAL OBSERVATIONS,AN_D DO NOT 
REPRESENTA FINALAGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO 
IMPLEMENT, CORRECTNE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA REPRESENTATlVE(S) PURING THE INSPECTION 
ORSUBMIT THJS INFORMATION TO FDAAT THE ADDRESS ABOVE.. IFYOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA ATTHE PHONE NUMBERAND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR ARM (I) 
c. For Exception Detail dated October 4, 2007, the Problem Manager 
conducted the report is generated for informational reasons related 
to the frequency ofoccurrence code problem for an or an identified problem as part 
investigation or for the p~termining effectiveness ofa ·cAP. The Problem Manager queried a 
on 10/31/07 for BPD Cod~ (instead ofBPD code--for the time period 
other problems. This BPD code baseline ..c pancy w~uring this inspection. A 
requested for the appropriate BPD code d':lfing this inspection for the time period 9/16/08, which 
returned one other problem nature occurring the month prior (8/24/07). Your firm was unable explain why the 
Problem Manager conducted a based on the wrong BPD code. 
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