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DURING AN INSPECTION OF YOUR FIRM "1" OBSERVED: 

information to FDA at the address above. If you have any question, please contact FDA at the phone number and address 

This document lists observations made by the F.D A representative( s) during the inspection ofyour facility. ·They are 
inspectional observation, and do not represent a final Agency detennination regarding your compliance. Ifyou have an 
objection regarding an observation, or have implemented, or plan to impelement, corrective action in response to an 
observation, you may discuss the objection or action with FDA representative(s) during the inspection or submit this 

~~~ 

1. Problem resu~dlor 

delayed QA review. states--CAP 
development is to be COIDJ)Jteu:a ofCAP submission. 
There is no timeframe documented for when a rejected cap must be resubmitted. Examples are as follows: 

a. The problem rn~rP>r••ri on 2/26/2008. The problem involved distribution ofproduct 
that did not meet ~;m·~t!QI~ problem Whole blood number ranges from several mobiles were not 

Log. One WBN range was found to not have an electronic hold. The 
has the CAP submitted to QA for initial review on 4/2/2008 and was rejected. The CAP was 

resubmitted on 417/2008. QA rejected the CAP on 6/6/2008, 43 business days from the date ofsubmission. As of 
6/19/2008, the CAP was still open. ~ 

b. The problem fo~was discovered on- 7. The problem involved an autologous red . 
cell with a~old not moved physically to- This is roblem The the CAP 
submitted to QA and rejected on 1/29/2008. It was resubmitted to QA on 3/19n008 and was on the 
same date. The resubrnission ofthe CAP from the first rejection was 50 days. · 

c. The problemil!!fo was discovered on 2/27/2008. The problem involved the donors associated 
with~oo ot vmg assertions placed on the donors within 5 days. This is a -problem. 
The----has e !!~bq)itted to QA on 3/25/2008 and was rejected on 4/V2008. Th~was 
submitted again on 4/30/2008 and rejec~~..~ on STl.l/2008 which was 15 business days from submission. As of6/ 16/2008 
there still is not an approved CAP. 

2. addresses the 
performance ofECs as a measl,lie frequency of 
ECs, including sustained corrective actions, and provides for establishment ofdue dates for ECs. These due dates have 
not been followed, resulting in corrective actions remaining unassessed, and problems remaining open as per the 
following examples: 

a. P;obl~ discovered on 06/15/07 and in-olvedroduct lacement in the wrong physical 
location but correct electronic location. This is - problem In th the EC query was to be 
run from 917/2007 through 12/07/2007. As of06/19/2008, this EC had stil not een compete (195 days since the EC 
end date). The problem has remained open for 369 days as ofdate ofreview (06/19/08). 
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2b. Probl~as discovered on 07/03/2007. This problem involved the lack ofveiillc:atu>n 
expiration dates on leukoreduced washed red cell units prior to release. This is a-problem. 
had the quantitative EC with a target due date of 11/05/2007. The sign offby the Problem Manager was 
Problem Manager completed and routed the problem to QA on 06/05/2008 (214 days since the EC due date). The 
problem has not been closed and has remained open for 342 days as ofdate ofreview (06/05/2008}. 

Proble~~s discovered on 11/23/2007. This problem involved c~e receipt o!~ 
uhf:resis o:roauct without the-number ofunits in the pool recorded on the label. This is ~problem. ~ 

the sustained EC target due date for this problem was 04/30/2008. Ithad not been completed as of 
problem has remained open for 203 days as ofdate ofreview (06/13/2008). 

c. 

d. Problem-was discovered on 06/15/2007 and involved the irradiation batch record not being 
reviewed prior to release ofproduct to a consignee. This is a -problem. In the EC query 
target due date for this problem was 01/14/2008. The EC wa~eted on 06/05/2008 (143 days after target due date). 
This problem remains open and has been open for 359 days as of date of review (06/09/08). 

3. According to the 
gathered to present to the y:y, · " : .~···: h•l •.•.• • •• 

information must be 
y covering a problem. 

Material Review Board decisions have not been made in a timely manner; Example: 

The problem fo~was discovered on 5/11/2007. The date logged was 5/30/2007. This involved persom;tel 
performing tasks with no/incomplete tra~ employee was not released to.task. This was discovered dUring the 
review of annual competency. This was ~ problem. As per the-the MRB met on 8/29/2007 and 
made the decision that no recall/no market withdrawal -yvould be done for the distributed product The meeting ofthe 
MRB was 1 I 0 days from the date ofdiscovery. 

,.. ,. 
4. Random platelet pools with po~~nve bOUle alarms are not always managed within a timely manner and a~cording 
to the appropriate standard operating procedures. Examples are as follows: 

There were two platelet pools, # . and ~that 
No Exception Detail Reports were cornplet:f:-per the 
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4c. The platelet pool ~bad a.positive bottle alarm on 1129/2008, A specimen was sent to the external 
Results are documented as sent via fax to the ARC on 6/10/2008 and with the results ofno 

completed with product disposition on/or about 6/17/2008. The 
was completed on 6110/2008. The-were in the process ofcompletion on 6/12/2008. 

uu~IJll<ll~ receiving the red cells were notified ofthe release of the quarantined units on 6/11/2008. 

establishes the minimum requirement for QC monitoring manufactured and distributed by 
ARC Biomedical Services. The sampling guidelines established in the Job Aids have not been adhered to as documented 
in the following examples:

a. Random Platelet Conc~ntrates are to be sampled at a rate I••············· For the month ofMarch 2008, all QC was performed on 03/24/2008, upon 
product collected on 03/19/2008, with an expiration date of 03/24/2008. Product QC was performed on product collected

For the month ofMay 2008, QC was not performed on product collected the last week ofthe mot:tth as demonstrated in 
the following table: 
#Products ·QC Completed Date Collected Week Expiration

5/13/2008 .5/8/2008 I 5/13/2008
5/21/20085/1~008 5/21/2008
5/27/20085/22/2008 5/27/2008

samples were taken in week 3 ofeither month. 
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oftheMonth 

I 
~Samples Takon 

Total: . 

Date(s) Product Collected 
05/05/2008 
05/12 and 05/13/2008 
N/A 
05/27; 05/28; 05/31/2008 

6. As of June 18, 2008, there was no written docwnentation to support that nursing employees. andllreceived 
training on Performing the Physical Exam fo~Allogeneic/Directed and Autologous Apheresis Double 
Red Cell Donors prior to transferring from ap~ to whole blood collections in September 2007 . 

..u ...u•u•~u"" employee~th the -
Performing Physical Exam for Allogeneic/Directed 

anci,A.lutologous Apheresis Red Cell Donors respec:tively on 11/5/2007. 

7. Authorized curricula were not found to be signed and completed by the learner (staff) and the supervisor. 
According to the the Authorized to Perform Curriculum 
contains curriculum items for all process traWJitg 
independently. Two signature items are·fD:in<W.ory with this curriculum: 

. ; t •-r· 

to authorization to perform 
supervisor authorization and the staff 

agreement. Examples of this are as fo1lows: 

was not signed by staff and/or management. Nursing staff 
_ _,t"n"~ of. 

a. As of6/17/2008 
employe~as a 
incomplete as of 10/5/2007. Neither the supervisor nor me:mbt~r has signed off 
and is awaiting supervisor approval for the new curricula under 

b~m · 
employe. has a 
incomplete as of supervxsor nor the supervisor 
have signed and approved the new curricula under the-series which was signed on or about 4/25/2008. 
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