
('+"'~ DEPARTMENT OF HEALTH AND HUMAN SERVICES 

~<:::zf-
Food and Drug Administration 
Baltimore District Office 
Central Region 
6000 Metro Drive, Suite 101 
Baltimore, MD 21215 
Telephone: (410) 779-5454 

FAX: (410) 779-5707 

June 17,2010 

BY FACSIMILE & 
CERTIFIED MAIL 
RETURNED RECEIPT REOUESTED 

Mr. J. Chris Hrouda 
Executive Vice President 
Biomedical Services 
American National Red Cross 
2025 E Street, N.W 
Washington, D.C. 20006 

RE: United States v. American National Red Cross, Civil Action No. 93-0949 (JGP) 

Dear Mr. Hrouda: 

On October 30,2009, the Food and Drug Administration (FDA) issued the American National Red 
Cross (ARC) an Adverse Determination Letter (ADL) under Paragraph X.A. of the Amended Consent 
Decree of Permanent Injunction (Decree) entered on April 15, 2003. 

Paragraph X.A. provides the FDA with authority to assess a penalty for "each unit of unsuitable blood 
or blood component! that [the American Red Cross] (ARC) distributes after entry of [the Decree] for 
which FDA determines that the release was preventable by ARC.. .." Paragraph X.A.2. of the Decree 
provides that "[i]f FDA determines that use of, or exposure to, the product may cause temporary or 
medically reversible adverse health consequences or where the probability of serious adverse health 
consequences is remote, FDA may assess a penalty up to $5,000 for each such unit of blood or each such 
blood component. Notwithstanding the foregoing, FDA shall not assess ARC under this subparagraph 
(X.A.2) for the improper release of more than 100 units in anyone event." 

FDA also stated in its October 30,2009 ADL that we were continuing to evaluate assessment of fines 
and alternate or additional regulatory measures and that the decision on those matters would be 
communicated by FDA to ARC separately. The purpose ofthis letter is to notif'y ARC of FDA's 
decision. For your convenience, we are resending the list of recalls cited in the ADL, now including the 
penalty amounts assessed for each. 

1 The italics in the quotations from the Decree are in the original and indicate that the italicized word was defined in 
Paragraph III of the Decree. 
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In the October 30, 2009 ADL, FDA explained that its review of the database and files identified 
classified2 recalls conducted by ARC that occurred from April 15, 2003, through September 30, 2008, 
and that the October 30, 2009 ADL did not include any classified recalls previously identified in the 
May 16,2005, September 7, 2006, or February 6, 2008 ADLs. FDA also explained that only those recall 
events classified by FDA as of September 30, 2008 were included in the October 30, 2009 ADL; that the 
ADL did not necessarily include all events that occurred during the specified time period; and that after 
further FDA review, additional recall events may be identified that occurred during the aforementioned 
time period but are not included in the October 30, 2009 ADL or previous ADLs. 

FDA has incorporated ARC's concerns with some of the recall events discussed on Bates page 088904 
of its November 19, 2009 letter. As such, FDA has identified 230 events in which ARC reported to FDA 
that it retrieved unsuitable blood components. The unsuitable blood components are listed by event in 
the attachment to this letter. The events are identified by ARC-assigned biological product deviation 
number or Problem Report Number and FDA-assigned recall numbers and are arranged by ARC region. 
FDA determined that all of these events were preventable by ARC, that they all meet the health hazard 
criteria of Paragraph X.A.2. ofthe Decree, and that no penalty exception listed in Paragraph X.B. of the 
Decree applies. These events involved a total of 7,359 unsuitable blood components. However, 
thirteen of the recall events involved distribution of more than 100 unsuitable blood components but 
were limited for penalty purposes to 100 units per event as provided by Paragraph X.A.2. of the Decree. 
Thus, the total number of unsuitable blood components for which FDA is assessing a penalty under 
Paragraph X.A.2. of the Decree is 2,096. 

Paragraph X.A.2. of the Decree sets forth three non-exhaustive factors FDA considers when determining 
whether to assess a penalty and the amount of a penalty: "(1) the potential effect of the event on the 
public health, e.g., the number and seriousness of exposures; (2) ARC strends with respect to the same 
or similar events involving the release of unsuitable products; and (3) the degree to which ARC 
contributed to the improper release of the blood or blood components." FDA has considered these 
factors and has assessed penalties accordingly for each unsuitable blood component (see attached list). 
Some of the individual penalty amounts are higher than penalties assessed for similar events in earlier 
ADLs. FDA believes this adjustment is warranted based on the cumulative numbers of such events 
under the second factor. The total penalty being assessed under Paragraph X.A.2 is $9,776,000.00. 

Paragraph IX.F.5 of the Decree states that "All penalties assessed under this Order shall be based on the 
year in which the violative conduct occurred. The annual cap amounts described in paragraph IX.F.l of 
this Order shall also be attributed solely to the year in which the violative conduct occurred." The 
penalty period described in this letter includes violations that occurred in 2003 through 2008. The 
penalty amounts assessed as a result of the violations for each of those years is $525,000 in 2003, 
$2,302,000 in 2004, $2,019,000 in 2005, $3,122,000 in 2006, $1,728,000 in 2007 and $80,000 in 2008. 

The total fine that FDA is imposing is $9,776,000. Payment of that amount is due no later than thirty 
days from the date of receipt of this letter. 

In accordance with paragraph IX.F.7. of the Decree, we are attaching instructions for the electronic 
transfer of this payment to the United States Treasury. ARC must, contemporaneous with the electronic 

2 Recall classifications are numerical designations assigned by FDA to indicate the relative degree of health hazard presented 
by the recalled product. 21 CFR § 7.3(m). 
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transfer, provide written notification to the FDA Director, Baltimore District and the Associate 
Commissioner of Regulatory Affairs that payment has been made. 

If you have any questions regarding this response, please contact Nancy Rose, Compliance Officer, at 
(410) 779-5415, or Linda Mattingly, Consumer Safety Officer, at (410) 779-5443. 

Sincerely yours, 

Evelyn Bonnin 
Director, Baltimore District 

Enclosures 
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cc:	 Ms. Gail McGovern 
President and CEO 
American National Red Cross 
2025 E Street, N.W. 
Washington, D.C. 20006 

Eva Quinley 
Senior Vice President for Quality 

and Regulatory Affairs 
American National Red Cross 
2025 E Street, N.W. 
Washington, D.C. 20006 

Mary Elcano
 
General Counsel
 
American National Red Cross 
2025 E Street, N.W. 
Washington, D.C. 20006 

Bonnie McElveen-Hunter 
Chairman, Board of Governors 
American National Red Cross 
2025 E Street, N.W. 
Washington, D.C. 20006 



I- . AMERIC!,I'LI!l!:!J_ CROSS: Certain Class Il_recallsfor th~~~d ~i!lS,}003 thro-,!gh Septemb<:!:~, 2008 

This chart docs not include any classified recalls previously identified in the May 16,2005, September 7, 2006 or February 6,2008 Adverse Determination 

Letters (ADLs). Furthermore, this chart includes only those events classified by FDA as of September 30, 2008, and therefore docs not necessarily include all 
events that occurred during the specified time period. After FDA review, additional penalties may be assessed for events that occurred during the 
aforementioned time period but that are not included in this or previous ADLs. FDA did not classify any recalls that met the requirements for penalties 
under Paragraph X oCtile Decree for the following regions: 

Appalachian Region, FDA Registration 1173010 
Arizona Region, FDA Registration 2072997 
Midwest Region, FDA Registration 1973037 
Missouri-Illinois Region, FDA Registration 1973035 
New York-Penn Region, FDA Registration 2438445 
Pacific Northwest Region, FDA Registration 3072996 
River Valley Region, FDA Registration 1073003 
Western Lake Erie Region, FDA Registration 1573020 

r I T 
II, BPDR Number or I Penalty Amount 

Reeion/FEI 
I ARC Problem
I Report Number Recall Number 

Number of Recalled 
ProductslProduct Type 

: 
IReason for Recall : 

Per Blood 
Comlloncnt 

Total Penalty 
Amount 

Alabama! 
1073001 

B-071 1-08 
.--------

B-0712-08 

I - Red Blood Cells ICollection (inade-quate ann prep; 
- _.. ~.- --_. -I sterility may have been compromised) 

43 - Rcd Blood Cells I 

'[ 

I 

$5,000 $250,000 

. --
·;-:;-=_fL;:.:e:.::u;oko:.:cCfyt"es Reduced 

13-0713-08 I - Red Bi~a"d Cclls 
I I

I 
I Leukocytes Reduced 
Ii- -13-0714-08 

I Irradiated 

15-':'F~~~h jo;rozcn Plasma I I 



i 
I 

! BPDR Number or i 
, ARC Problem I 

I 
Number of Recalled 

I Penalty Amount 
Per Blood Total Penalty 

Re ion/FEI ! Re ort Number I Recall Number Products/Product T e Reason for Recall Com onent Amount 

Alabama! 
107300 I 

~ B-1800-08 
I 

r B-180 1-08 

1633.- Red Blood Cells 1COllection (inadequate arm prep; 
I Leukocytes Reduced sterility may have been compromised) 

i19 "':Fresh -F;ozen_~asma 

$5,000 for each of II 
I 100 blood 

1 components 

$500,000 

Alabama! 
1073001 

Alabama! 
1073001 

Alabama! 
1073001 -
Alabama! 
1073001 -

B-1802-08 iS:Red Blood Cells 
iLeukocytes Reduced

iIrradiated
 

B:1803-0s--1~=-~~~Blo~~ Cells__ 
- ._~. ~- 137-PlasmaFrozen 

B-1911-08 2-Rcd Blood Cells Donor eligibility (incorrect gender $5,000 $10,000 
(Apheresis) Leukocytes !assigned; incorrect Blood Donation 
Reduced Rccord (BDR) gender-specific 

questions were answered) ! 
B-1947-08 II - Red Blood Cells 

,Leukocytes Reduced 
I 

B-1948-08 I - Red Blood Cells 
Leukocytes Reduced 
Irradiated 

B-1951-08 ! I - Red Blood Cells 
Leukocytes Reduced 

B-1979-08 1 - Red Blood Cells 
Leukocytes Reduced 

Donor eligibility (incorrect gender $5,000 $10,000 
assigned; incorrect BDR gender
specific questions were answered) 

Donor eligibility (incorrect gender $5,000 $5,000 
assigned; incorrect BDR gender~
 

specific questions were answered)
 

Donor eligibility (incorrect gender $5,000 $5,000
 
assigned; incorrect BDR gender

specific questions were answered)
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Report Number 

['I 

, , 

BPDR Number or 
ARC Problem Number of Recalled 

Re.ion/FEI 

Badger Hawkeye! 
2173028 

Badger Hawkeyel 
2173028 

Badger Hawkeyel I 
2173028 

Badger Hawkeyel 
2173028 

Carolinas! 
1073007 

Recall Number ProductslProduct Tvpe lReason for Recall 
B-1434-07 166 - Platelets Pheresis Quality control and distribution 

Leukocytes Reduced 
.- .----;..---------.. 

B-1435-07 116 - Platelets Pheresis 
Leukocytes Reduced 
Irradiated 

B-1436-07	 4 - Platelets Pheresis 
Leukocytes Reduced 

,Washed 

I 
53 - Platelets Leukocytes B-1141-08 
Reduced 

B-1416-08 II -Fresh Frozen Plasma
 
Pheresis
 

B-,'C4::1""7---;-0"8:--!t _PI~teletS-P1;eresiS---lreference for tattoos was utilized) 

Leukocytes Reduced 
Irradiated 

8-141 i-08--II - Platelets Pheresls 

I B-1464-08 
I 
f

B-1465-08 

B-1466-08 

B-0061-08 I - Red Blood Cells 
Leukocytes Reduced 
,I , 

Leukocytes Reduced 

II -Red Blood Cells 
ILeukocytes Reduced 
! ----
II -Platelets 
I 
;=-I--=-R-ec-o-Y-er-ed=p-'-Iasma 

!Donor eligibility (failure to defer donor 
;rOf travel in a Creutzfcldt Jakob Disease 
(CJD) risk area) 
I 

IDonor eligibility (incorrect gender 
Iassigned; incorrect BDR gender
,specific questions were answered) 
1 

(inappropriate release of platelet 
--- components with unacceptable quality 

control) 

-i 

iLabeling (failure to properly label 
iplatelet products 'Donor took aspirin') 

IDonor eligibility (failure to defer Iwo 
Idonors when an obsolete version of a 

Penalty Amount
 
Per Blood
 Total Penalty 

Component Amount 
$4,000 for each of: $400,000 

'00 blood ' 
components 

$4,000 $212,000 

$4,000 $12,000 

$4,000 $12,000 

$5,000 $5,000 
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BPDR Number or I I I Penalty Amount 
I
i 

ARC Problem Number of Recalled I Per Blood 'Total Penalty 
Re ion/FEI I Re ort Number Recall Number ProductslProduct T e IReason for Recall ! Com onent ! Amount 
Carolinas!' B-0063-08 I - Fresh Frozen Plasma IDonor eligibility (incorrect gender I $5,000 I $20,000 
1073007 _ _ __~_lassigned; incorrect BDR gender- I 

' B-0064-08 12 - Red Blood Cells [specific questions were answered) 

Leukocytes Reduced I I 
B-0065-08 II -Plasma Frozen I~ 

$5,000
 

1073007 I Leukocytes Reduced
 
Carolinas! B-0069-08 II - Red Blood Cells IDonor eligibility (failure to defer donor' $5,000 

for travel (Q a malarial risk area) 

Carolinas! B-0076-08 J2 - ~reSh Frozen Plasma Collection (inadequate arm prep; $5,000 $35,000
 
1073007 !jsterility may have been compromised)
 

B-0077-08 4 - Red Blood Cells
 
Leukocytes Reduced 

B-0078-08 \1 - Plasma Frozen 
1 

$5,000 $\0,000
 
1073007 :8ssigned; incorrect BDR gender

Carolinasl B-0082-08 'I-I - Cryoprecipitated AHF IDonor eligibility (incorrect gender 

'1-' - Red ~~d Cells--lspecific questions were allswered)1l-0084-08 
Leukocytes Reduced I 

Carolinas! B-0113-08 2 - Red Blood Cells IQuality control and distribution (failure I $4,000 $8,000
 
1073007 (Apheresis) Leukocytes lito perform quality control testing on :
 

;Reduced I product)
 
I ,
 

Carolinas/ B-0135-08 '16 - Red Blood Cells Failure to control to control suspect $5,000 $80,000
 
1073007 ,Leukocytes Reduced blood component(s) (inappropriate
 

release of blood components that 
,should have been discarded for 
;unacceptable shipping temperatures) 
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1073007 

Re ion/FEI 
Carolinas/ 

Carolinas/ 
1073007 

Carolinas/ 
1073007 

Carolinas/ 
1073007 

Carolinas/ 
1073007 

Carolinas! 
1073007 

Carolinas/ 
1073007 

Carolinasl 

1073007 

! BPDR Number or 
ARC Problem 

I Re ort Number 
i 
I 

I _ 

I _ 

_ 

, 

I _ 

_ 

I· _ 

IPenalty Amount 
Per Blood 

Com onent 
$5,000 for each of 

100 blood 

components 

! $5,000 

$5,000 

I $5,000 : 

I $5,000 

$5,000 

I $5,000 

$4,000 

Total Penalty 
Amount 
$500,000 

$10,000 

$10,000 

$20,000 

$5,000 

$5,000 

$5,000 

$4,000 

Recall Number 
B-0163-08 

B-0164-08 

'I 

_--_·· __· 
B-0165-08 

I
 
Number of Recalled
 

ProductslProduct T e
 
1237 - Red Blood Cells
 
Leukocytes Reduced
 

'26 - Red Blood Cells 

I(APhereSiS) Leukocytes 
Reduced-I ----- 

115 - Platelets Pheresis 
Leukocytes Reduced 

I 
Reason for Recall 
Testing (failure to perform syphilis 
testing properly) 

B-0166-08 -173 - Fresh Frozen Pla;,;.;;1 

1 

1 B-0167-0~ !27_~ Cryoprecipitated AHF 

I B-0168-0816  Plasma 

i B-0304-08 
I Cryoprecipitate ReducedII -Red Blood Cells 

I Leukocytes Reduced

-------------1 - -B-0305-08 , - Plasma Frozen 

I B-0319-08 12 - Red Blood Cells 
;Leukocytes Reduced 

I 

i B-0321-0811 - cryOprec.iPitated AHFI - -
-~0322-08 -= I-=-Fresh Fro;;~PlaSma 

B-0323-08
 

B-0326-08
 

B-0330-08
 

B-0332-08
 

B-0420~08 

2 - Red Blood Cells 
Leukocytes Reduced 

11 - Red Blood Cells 
! Leukocytes Reduced 
I 
I 
i1- Red Blood Cells 
:Leukocytes Reduced 

I' -Red Blood Cells 
Leukocytes Reduced 
! 
1 - Red Blood Cells 

Leukocytes Reduced 

:Donor eligibility (incorrect gender 
:assigned; incorrect BDR gender

-'specific questions were answered) 
I 

Donor eligibility (incorrect gender 
asslgned; Incorrect BDR gender

specific questions were answered)
 

I'Donor eligibility (incorrect gender 
assigned; incorrect BDR gender

- specific questions were answered) 

1Donor eligibility (incorrect gender 
assigned; incorrect BDR gender-


I specific questions were answered)
 

I 
I Donor eligibility (incorrect gender 
iassigned; incorrect BDR gender
:specific questions were answered)
 

i 
II Donor eligibility (incorrect gender 
assigned; incorrect BDR gendcr

i specific questions were answered) 
,Donor eligibility (failure to defer donor 

i for travel to a malarial risk area) 
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BPDR Number or I Penalty Amount 
ARC Problem Number of Recalled Per Blood 

Re ort Number Recall Number Products/Product Tvpe 
Carolinas! 

, 
B-0572-08 

Re2ion/FEI 
2 - Red Blood Cells 

1073007 (Aphercs!s) 

I 
B-0693-08Carolinas! I - Red Blood Cells 

1073007 (Apheresis) Leukocytes
 - Reduced
 I 

Reason for Recall Component 
$4,000Quality control and distribution 

(product did not meet specifications) 

I Component preparation (distribution of $4,000 
low volume unit) 

! 
!Donor eligibility (incorrect gender $5,000 
]assigned; incorrect BDR gender

[specific questions were answered) 

IDonor eligibility (incorrect gender $5,000 
:assigned; incorrect BDR gender

B-0696-08Carolinas! 2 - Red Blood Cells 
1073007 I (Apheresis) Leukocytes
 - Reduced
 

B-0698-08 I - Red Blood Cells 
1073007 
Carolinas! 

Leukocytes Reduced 
Ispecific questions were answered) 

I 
2 - Red Blood Cells Donor eligibility (incorrect gender B-0699-08Carolinas! 

assigned; incorrect BDR gender-Leukocytes Reduced 1073007 I 
I ,-----, specific questions were answered) - B-0700-08 2 - Fresh Frozen Plasma I 

I I 

1 - Red Blood Cells Donor eligibility (failure to defer donor ICarolinas! I B-0715-08 
i for residence in a malarial risk area) II Leukocytes Reduced 1073007 

II I 
Carolinas! B-0728-08 [2 - Red Blood Cells IDonor eligibility (failure to defer donor: 

1073007 Leukocytes Reduced ifor travel to a malarial risk area) I 

I I 
I  B-1088-08 j 1- Fresh Frozen Plasma iDonor eligibility (incorrect gender Carolinas! I __ ,.___________________ ~assigned; incorrect BDR gender

B-1089-08 
1073007 

1 - Red Blood Cells specific questions were answered) 
Leukocytes Reduced I

, - B-1 472-08 I - Red Blood Cells Donor eligibility (incorrect gender Carolinas! 
Leukocytes Reduced assigned; incorrect BDR gender-

specific questions were answered) 
1073007 

I 

Carolinas! I B-1476-08 ' 1 - Platelets Pheresis 'Donor eligibility (incorrect gender 
1073007 Leukocytes Reduced Iassigned; incorrect BDR gender-

specific questions were answered) - I 

Caro~inas! B-1480-08 I - Red Blood Cells I~onor eligibility (incorrect gender 
1073007 Leukocytes Reduced Iassigned; incorrect BDR gender-

specific questions were answered) -

$5,000 

$5,000 

$5,000 

$5,000 

$5,000 

$5,000 

$5,000 

Total Penalty 
Amount 
$8,000 

, 
$4,000 

, 

$10,000 

I 

I 
I $5,000 

$20,000 

, 
$5,000 

$10,000 

$10,000 

i $5,000 
I 
, 
I 

$5,000 

I 

I 
$5,000 

I 
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- ------

i I 

I I 

i 

! 
I 

I 

,BPDR Number or I Penalty Amount 
ARC Problem Number of Recalled I	 Per Blood 

Re ion/FE! I Re ort Number Recall Number Products!Product T e IReason for Recall	 Corn onent 
Carolinas! 
1073007 

Carolinas! 
1073007 

Central 

Ohio/15730B 

Central 
Plainsll973042 

Connecticut! 
1273014 

Connecticut! 
1273014 

Connecticut! 
1273014 

Connecticut! 
1273014 

Connecticut! 
1273014 

Connecticut/ 
1273014 

B-1497-08	 I-Red Blood Cells iDonor eligibility (failure to defer donor I 
,	 ILeukocytes Reduced ifor travel to a malarial risk area) 
I -I 

I	 I , 
B-1526-08	 !1 - Fresh Frozen Plasma 

i - I I 

I 

B-1999-08	 II - Red Blood Cells 
,Leukocytes Reduced 

L-0417-08	 I-Red Blood Cells 
Leukocytes Reduced ---r----- ..
B-0418-08 I-Recovered Plasma 

B-0277-7 

B-0278-7 

B-0538-7 

B-0694-07
I 

I
, - I B-0845-08 

, 
B-0924-08! 

I B-0925-08• 1

- B-I068-08 IComponent preparation (product i 
I ILeukocytes Reduced manufactured from an overweight unit I 

!I-Red Blood Cells 
I Leukocytes Reduced 
!. 
11 - Platelets Leukocytes 
Reduced 

II - Red Blood Cells 
Leukocytes Reduced 

14 - Red Blood Cells 
(Apheresis) Leukocytes 
Reduced 

II -Red Blood Cells 
Leukocytes Reduced 

I-Red Blood Cells 
.Leukocytes Reduced 

11 - Platelets Leukocytes 
Reduced 

II -Red Blood Cells 

I Failure to control suspect blood 
component(s) (inappropriate release 
after discovering clots in red blood 
cells) 

I""""' '''''0;""""ore '" ~'" eO""'for travel to a malarial risk area) i 

IDonor eligibility (failure to defer donor I 

:for receiving tattoo) : 

IDonor eligibility (failure to defer donor I 

for travel to a malarial risk area) 

I 
!Component preparation (product 
Imanufactured from an overweight unit 
lofWhole Blood)
! 

iComponent preparation (failure to 
Iperform required product quality 
Icontrol testing) 

jDonor eligibility (incorrect gender 
lassigned; incorrect BDR gender-
I specific questions were answered) 

Donor eligibility (failure to defer donor I 

I for travel to a malarial risk area) I 

j 
! 

I 

I 

I 
I 
I 

$5,000 

$5,000 

$5,000 

$4,000 i $8,000 

$5,000 $10,000 

$4,000 $4,000 

$4,000 
, 
I $16,000 

$5,000 I $5,000 

$5,000 $10,000 

$4,000 I $4,000 

Total Penalty 
Amount 
$5,000 

$5,000 

$5,000 

lofWhole Blood) 
I 

7 



1873033 

Ree:ion!FEI 
Great Lakes! 

Great Lakes/ 
1873033 

- $5,000 

1873033 

1 - Red Blood Cells	 IDonor eligibility (incorrect gender I $5,000B-1329-08Great Lakes/ 
Leukocytes Reduced	 assigned; incorrect BDR gender

specific questions were answered) 

$5,000 $10,000 

1873033 
B-1331-08Great Lakes! 

B-1332-08 I - Red Blood Cells 
Leukocytes Reduced 

Great Lakes! 1 - Red Blood Cells	 Donor eligibility (incorrect gender $5,000 $5,000 
1873033 

B-1333-08 
Leukocytes Reduced	 assigned; incorrect BDR gender

specific questions were answered) 

-
 B-1335-08 1 - Red Blood Cells -Donor eligibility (incorrect gender
 $5,000 $5,000 

1873033 
Great Lakes! 

Leukocytes Reduced	 ,assigned; incorrect BDR gender-I 

-	
1 

:specific questions were answered)
i 

B-1358-08 2 - Red Blood Cells Component preparation (failure to $4,000 $8,000 

1873033 
Great Lakes/ 

perform required product quality 
Reduced 
(Apheresis) Leukocytes 

control testing) 

Great Lakes! B-1477-08 1 - Red Blood Cells Donor eligibility (incorrect gender $5,000 $5,000 
1873033 Leukocytes Reduced assigned; incorrect BDR gender

specific questions were answered) 

Great Lakesl B-1695-08 I - Red Blood Cells ;Donor eligibility (incorrect gender $5,000 $5,000 
1873033 \Leukocytes Reduced 'Iassigned; incorrect BDR gender

specific questions were answered) --	 II 
2 - Red Blood Cells	 ,Donor eligibility (incorrect genderGreat Lakes/ B-1697-08 $5,000 $10,000 

1873033 Leukocytes Reduced	 assigned; incorrect BDR genderI
;specific questions were answered) 

BPDR Number or r I 

ARC Problem Number of RecalledII 

Reoort Number Recall Number ProductslProduct T e Reason for Recall 
B-1579-6 3 - Red Blood Cells Donor eligibility (failure to defer donor 

Leukocytes Reduced for increased risk of infection with 
-- J~ ~ -- .------ hepatitis) 

B-1582-6 12 - Cryoprecipitated AHF 

j--~-
f------cBCC_-C1-C5CC85CC_-C6--12 _ Plasma Frozen 

Cryoprecipitate Reduced 
B-1586-6 1 - Recovered Plasma 

Penalty Amount 1 
Per Blood 'I Total Penalty 

Com onent Amount 
$4,000 i $32,000 

$5,000B-0566-08 1 - Red Blood Cells -IDonor eligibilily (failure to defer donor $5,000
iLeukocytes Reduced	 for travel to a malarial risk area) 

I	 I 

8 



Penalty Amount 
Number of Recalled I Per Blood Total Penalty IRe ion/FEl 

B-0806-6 , I - Cryopreeipitated AHF 

RcclIl! Number ProductslProduct T C Reason for Recall I Com onent Amount 
Greater B-0785-6 I - Red Blood Cells IDonor eligibility (BDR question related I $4,000 I $4,000 
Allegheniesl I Leukocytes Reduced to cm was unanswered) 

i2573016 

I I 
IGreater B-0805-6 I - Red Blood Cells Failure to control suspect blood $5,000 I $10,000 

Alleghenies! component(s) (inappropriate release of IL- _. ___ . Leukocytes Reduced 
2573016 blood components that should have 

been discarded) 

Greater B-1640-6 'I - Red Blood Cells Donor eligibility (incorrect gender I $4,000 I $4,000I 
Alleghenies! ILeukocytes Reduced assigned; incorrect BDR gendcr
2573016 I I specific questions were answered) 

I ,
Greater i B-1787-6 I - Red Blood Cells ICollection (sterility may have been I $5,000 I $5,000 
Alleghenies! (Apheresis) Leukocytes !compromised) 
2573016 I Reduced I, 

9 



2573016 

Bl'DR Number or 
ARC Problem 

Re ionfFEI I Re ort Number Recall Number 
Greater B-0285-7 
Allegheniesl 
2573016 __ ___ 

B-0286-7 

I 
I Penalty Amount 

I Total Penalty Number of Recalled Per Blood 
ProductslProduct T e Reason for Recall Com onent Amount 

Greater B-0255-08 

Alleghenies! 

~I
 
Greater B-0361-08 
Alleghenics/ I 

I - Platelets Pheresis lFailure to control suspect blood I 
Leukocytes Reduced !component(s} (supervisory review did 

__~notidentify that the products failed the 
II - Platelets Pheresis pH requirement) 
Leukocytes Reduced 
Irradiated 

I 
2 - Red Blood Cells IQuality control and distribution (failure I 
(Apheresis) Leukocytes Ito perform QC on the pheresis machine) 

Reduced 

1 - Red Blood Cells IDonor eligibility (incorrect gender I 
Leukocytes Reduced assigned; incorrect BDR gender
1 Platelets Leukocytes- specific questions were answered)_ 

Reduced 

4 - Red Blood Cells 
(Apheresis) Leukocytes 
Reduced 

II - Red Blood Cells 
I Leukocytes Reduced 

iI ~ Cryoprecipitated AHF 

3 - Platelets Pheresis 
Leukocytes Reduced 

12 - Platelets Pheresis 
:Leukocytes Reduced , 

1 - Platelets Pheresis 
Leukocytes Reduced 

I 

II - Red Blood Cells 
(eUkOCytes Reduced 

Quality control and distribution (failure 
to perform quality control testing on 

,product) 

I 
Donor eligibility (incorrect gender I 
assigned; incorrect BOR gender-
specific questions were answered) 

IQuality control and distribution (failure 
Ito perform platelet count) 

I Component preparation I
I(plateletpheresis product did not meet 
1specification for platelet yield) 

I 
,Component preparation (product had 
iinsufficient plasma to support the I
Iplatelet yield and therefore did not meet 
Ispecification) 
I 
IDonor eligibility (failure to defer donor I 
for residence in a malarial risk area), 

$5,000 

$4,000 

$5,000 

$4,000 

$5,000 

$4,000 

$4,000 

$4,000 

$4,000 

$10,000 

I 

I 

I 

I 

$8,000 

$JO,OOO 

$16,000 

$JO,OOO 

$12,000 

$8,000 

I $4,000 

I $4,000 

2573016 I I 

Greater 
Alleghenies/ 
2573016 I - I 
Greater 
Alleghenics! 
2573016 - l 
Greater 
Alleghenies! I

I - I2573016 I 

Greater 
Chesapeake and 
Potomac/ I 1730 I I 

Greater I 
Chesapeake and 

Potomac! I 1730 I II I 

I 
Greater I I 

Chesapeake and I 
Potomac! 11730 II I 

B-0362-08
 

B-0398-08
 

B-1440-08 

B-1441-08 

B-1765-08 

B-1707-6 

B-0002-7 

B-0006-7 

I 
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}

II 

I 

Re ionlFEI 
Greater 
Chesapeake and 
Potomad 1173011 

Greater 
Chesapeake and 
Potomad 1173011' 

Greater 
Chesapeake and I 
Potomad 1173011' 

Greater 
Chesapeake and 
Potomad 11730 II 

Greater 
Chesapeake and 
Potomad 11730 II, 

Greater 
Chesapeake and 
Potomad 11730 II 

Greater 
Chesapeake and 
Potomad 11730111 

B-0754-08Greater 
Chesapeake and 
Potomad 11730II 

Recall Number 
B-0007-7 

B-0012-7 

L:~020-7 

B-0021-7 

8-0026-7 

B~0027-7 

B-1438-07 

B-1439-07 

B-1 526-07 

Penalty Amount 
Number of Recalled I Per Blood
 

ProductslProduct T e Reason for Recall
 Com onent
 
1 - Platelets Pheresis IDonor eligibility (failure to defer donor
 $4,000 
Leukocytes Reduced for travel to a malarial risk area) 

I 
I - Red Blood Cells Donor eligibility (failure to assure that $3,000 I 

donor met acceptance criteria for 
hematocrit & body temperature) 

ILeukocytes Reduced 

,
I - Red Blood Cells IDonor eligibility (failure to defer donor I $2,000 , 
Leukocytes Reduced for medication use) 

I-_. -----, 
I - Platelets 

138  Platelets Pher~SiS IComponent preparation 
.. ___ _ . (plateletpheresis product did not meet 

25 Platelets Pheresls specification for platelet yield)
IIrradiated 

•$4,000 for each of 
100 blood 

components 

$400,000 

13 - Platelets Pheresis 
Leukocytes Reduced 

:Quality control and distribulion (blood 
jproducts were collected on equipment 
that was not vatidated) 

$4,000 $12,000 

2 Platelets Pheresis I Quality control and distribution (blood $4,000 $8,000 
Leukocytes Reduced ,products were collected on equipment 

,that was not validated) 

I - Red Blood Cells -Donor eligibility (incorrect gender $5,000 $5,000 
,Leukocytes Reduced 1assigned; incorrect SDR gender

~specific questions were answered) 

I I 
I - Red Blood Cells IQuality control and distribution (failure $4,000 $4,000 
(Apheresis) Leukocytes Ito test for White Blood Cell count; 
Reduced Iproduct mislabeled) 

I 

Total Penally 
Amount 
$4,000 

$3,000 

$4,000 
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BPDR Number or I 
ARC Problem 

Re.ion/FEI I ReDort Number 

Heart of Americal I 
1473043 

I 

Penalty Amount 
Number of Recalled Per Blood I Total Penalty 

Recall Number ProductslProduct Tvne Reason for Recall ComDonent Amount 
B-1731-6 I - Plasma Frozen 

B-0182-7 II -Red Blood Cells iDanor eligIbility (tncorrect gender I $5,000 I $10,000 

Leukocytes ReducedlasSigned; incorrect BDR gender-

---- specific questions were answered) 
B-O 183-7 [I - Fresh Frozen Plasma , 

Heart of America! I B-0671-07 3 - Red Blood Cells IDonor eligibility (failure to dcfer donor! $5,000 I $15,000 
1473043 I Leukocytes Reduced for travel to a malarial risk area)

I 
Heart of Amcrica! i B-1308-07 11 - Platelets Pheresis Collection (products collected using $4,000 1 $4,000 
1473043 Leukocytes Reduced apheresis kits that had exceed the 

Iacceptable time period for use) 
1 

Heart of America! I B-1573-07 110 - Cryoprecipitated AHFlcomponent preparation (failure to 1 $4,000 I $40,000 
1473043 I I freeze blood components within the 

required one hour following 
manufacture) 

I I 
Heart of America! B-0087-08 1 - Platelets Pheresis Icomponent preparation (irradiation not I $4,000 i $4,000 
1473043 Leukocytes Reduced performed in accordance with 

Irradiated :specifications) 

Heart of America! : B-0089-08 I - Red Blood Cells :Component preparation (irradiation not J $4,000 $4,000 
I1473043 I Leukocytes Reduced iperformed in accordance with - Irradiated IspeCificationS) 

13 



I 
BPDR Number or I Penalty Amount 

ARC Problem Number of Recalled Per Blood Total Penalty 
Region/FEI Report Number Recall Number Products/Product Tvpe Reason for Recall Component Amount 
Heart ofAmerica! B-0268-08 I t 8 - Cryoprecipitated Collection (inadequate arm prep; $5,000 for each of $500,000 
1473043 AHF sterility may have been compromised) 100 blood 

components- ------r- --- --B-0269-08 84 - Red Blood Cells 

B-0270-08 229 - Red Blood Cells 
Leukocytes Reduced 

B-0271-08 17 - Plasma Frozen 
I 

,B-0272-08 [8 - Red Blood Cells 
Leukocytes Reduced 

Irradiated ~ 
B-0273-08 171 - Fr~shFr~z~;;PI~sma .

I 
$20,000 

1473043 
Heart of America/. B-1387-08 ~ Red Blood Cells I~onor eligibility (failure to defer donor I $5,000 

for travel in a CJD risk area)Leu_~~~~_te_~~ed~~~d 
I ' 

B-1388-08 I ~ Frozen Plasma 
B-1389-08 !2 - Recovered Plasma 

, I 
$5,000B-1558-08 12 - Red Blood Cells I Collection (inadequate arm prep; $70,000 

1473043 
Heart ofAmerica! 

_.-------. sterility may have been compromised) 
B-1559-08 J9 - Red Blood Cells -

Leukocytes Reduced 

B-1560-08 [I - Cryoprecipitated AHF 

B-1561-08 1 - Cryoprecipitated AHF~ I
 
,
 IPooled I I8-1562-08 1 - Frozen Plasma I 

1 - Red Blood CeUsHeart ofAmerica! B-1973-08 Donor eligibility (incorrect gender i $5,000 $5,000 
1473043 Leukocytes Reduced assigned; incorrect BDR gender- specific questions were answered) 

I I 
Heart ofAmerica! $5,000 $10,000I 

II :.m•.M 1Hro "00'W', 1'000'"."'" (".-'po1473043 Leukocytes Reduced assigned; incorrect BDR gender- -----1-------- ----I specific questions were answered) 
B-1975-08 1 - Fresh Frozen Plasma I 

I
, 

Indiana-Ohio! Component preparation (irradiation not $4,000B-0708-07 11 - Platelets Pheresis $4,000 
1873031 ! Leukocytes Reduced performed in accordance with 

specifications) 

i i 
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--------

- --- -

, 
i 

I BPDR Number or ! ! Penalty Amount I
ARC Problem Total Penalty Number or Recalled I	 Per Blood IRegion!FE! Report Number Recall Number ProductslProduct Type Reason for Recall	 , Comoonent Amount , 

B-0787-07 I - Platelets Pheresis 
Leukocytes Reduced 
Irradiated 

$4,000 $4,000 

1270026 

Component preparationNew England! B-131O-7	 II -Platelets Pheresis 
(plateletpheresis product did not meet
 -- specification for platelet yield)
 

ILeukocytes Reduced 

II	
, 

$5,000 $5,000B-1334-07 I - Red Blood Cells !Donor eligibility (failure to defer donor New England! .... I 

.for travel to a malarial risk area) i 
I , 

1270026 

- , 
Donor eligibility (failure to defer donor: $5,000B-1370-07 I - Red Blood Cells $5,000 

1270026 
New England! 

for travel to a malarial risk area) Leukocytes Reduced 

I - B-0635-08 13 - Red Blood Cells Donor eligibility (incorrect gender $5,000 $55,000 

1270026 
New England! 

; ------"- ". ---- - -- assigned" incorrect BDR gender
B-0636-08	 '2-FreshFrozenPlasma .'. 

;	 specific questIOns were answered) 
I , 8-0637-08	 !5 --- Red Blood Cells I 

[Leukocytes Reduced I ------_._-_.	 
,--- -~--II B-0638-08	 11 - Plasma Frozen 

B-0701-08 Failure to control suspect blood I
, 

$5,000 $110,000 
1270026 
Ncw England! 3 _ Red Blood Cells 

B-0702-08 8 - Red Blood Cells component(s) (donor was not properly - I Leukocytes Reduced _. deferred after testing anti-HIV reactive 
B-0703-08 1 - Red Blood Cells on a previous donation) 

Irradiated 
~-------

B-0704-08 -[Z'::'Rect-SIOOd Cells-- --- 

Leukocytes Reduced 
Irradiated 

--_-B-0705-08 ~ - Platelelsi 
B-0706-08 !3 - Fresh Frozen Plasma 

- 

I I B-0707-08 ! 1 - Plasma Frozen
 , 
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, 
, 

BPDR Number or Penalty Amount 
ARC Problem Number of Recalled Per Blood Total PenaltyIRepion/FEI Re ort Number RCCllll Number ProductslProduct Tvpe Reason for Recall I Component Amount 

New England/ ; Donor eligibility (failure to defer donor $5,000 $5,000B-0716-08 II - Red Blood Cells 
I1270026 .Leukocytes Reduced for travel to a malarial risk area) 

I 
New England! Donor eligibility (failure to defer donor $5,000 $30,000I~m·oo f'. '"00 ~,. for travel to a malarial risk area)1270026 (Apheresis) 

B-0726-08 4 - Platelets Pheresis 
Leukocytes Reduced 

I 
$5,000 $10,000 

1270026 

I - Red Blood Cells ,Donor eligibility (failure to defer donor 8·0742-08New England/ 
Leukocytes RedUC~for residence in a malarial risk area) -

B-0743-08 I - Red Blood Cells 
Leukocytes Reduced 
Irradiated 

Donor eligibility (incorrect gender $5,000 $5,000B-0785-08 I - Red Blood Cells New England! I 
assigned; incorrect BDR gender-
specific questions were answered) 

Leukocytes Reduced1270026 

I 

1 - Red Blood Cells IFailure to control suspect blood $5,000 $5,000B-0808-08New England! ILeukocytes Reduced ~component(s) (failure to quarantine 
components from a donor with a 

1270026 

-
, 

I 

questionable donation status)I 

, 
2 - Red Blood Cells IDonor eligibility (incorrect gender $5.000 $10,000 

1270026 
New England! ,I B-0824-08 

Leukocytes Reduced 'assigned; incorrect BDR gender ,I 
!specific questions were answered) 
I 

$4,000 $12,000 
1270026 
New England! B-0843-08 13 - Platelets Pheresis I Quality control and distribution (fnilurc 

ILeukocytes Reduced to test for White Blood Cell count; - product mislabeled) 
,, I 

New England! 2 - Red Blood Cells (Donor eligibility (incorrect gender $5,000 $50,000I B-0917-08 
--~---- -~ - ---:assigned; incorrect BDR gender.1270026 

B-0918-08 5 - Red Blood Cells I' . , - L k R d d 

I 

specific questions were answered)I eu ocytcs e uce ~ Ij- 13:0919:08 12 - Plasma FrozenI __ _ _ J 

I I B-0920-08 II - Red Blood Cells I 
Leukocytes Reduced I 
IrradiatedI 

I II 

17 



BPDR Number or Penalty Amount 
ARC Problem Number of Recalled Per Blood Total Penalty 

Re~ion!FEI Report Number Recall Number Products/Product Type Reason for Recall Component Amount 
New England! I  B-0926-08 2 - Platelets Pheresis IFailure to control suspect blood $5,000 I $20,000 
1270026 Leukocytes Reduced component(s) (product was not II 

Irradiated :discarded after discovery that it should I 
I ----!have been discarded based on platelet 

B-0927-08 2 - Platelets Pheresis 
iYield) 

i Leukocytes Reduced 

New England! 

I 

B-1081-08 2 - Red Blood Cells IDonor eligibility (incorrect gender $5,000 $35,000 
1270026 

B-1082-08 3 - Red Blood Cells 
assigned; incorrect BDR gender~ 

Leukocytes Reduced 
specific questions were answered) 

B-1083-08 2 - Fresh Frozen Plasma I 

I 
New England! - B-1087-08 1 - Recovered Plasma Donor eligibility (failure to defer donor $5,000 $5,000 

1270026 for travel in a CJD risk area) 

I 
New England! - B-1 109-08 15 - Platelets Pheresis IQuality control and distribution (failure $4,000 I $60,000 

1270026 Leukocytes Reduced ito perform quality control testing on I 
]producl) 

I 
! 

New England! 
, - B-1188-08 I - Red Blood Cells Failure to control suspect blood $5,000 I $5,000I 

1270026 

I 
component(s) (failure to quarantine 

Icomponent from an overweight unit) 

New England! - B-2037-08 1 - Red Blood Cells !Donor eligibility (incorrect gender 

I 

$5,000 $5,000 

1270026 Leukocytes Reduced !assigned; incorrect BDR gender-
i specific questions were answered) 
I I 

New England! - B-2042-08 I - Red Blood Cells Donor eligibility (incorrect gender 
, 

$5,000 i $5,000 

1270026 Leukocytes Reduced assigned; incorrect BDR gender-
specific questions were answered) 

, 
I 

North Centrall 1-, B-1596-07 16  Red Blood Cells I Donor eligibility (failure to defer donor $5,000 $75,000 

2173038 Leukocytes Reduced ! who reported a positive test result for 

B-1597-07 
--------1hepatitis)

4 - Platelets Leukocytes 
Reduced ! 

I I 
B-1599-07 3 - Recovered Plasma 

I 
12  Frozen Plasma l,... B-1598-07 ,
! , 

North CentraV B-0059-08 9 - Red Blood Cells !Failure to control suspect blood $5,000 $45,000 
2173038 (Apheresis) Leukocytes icomponent(s) (sterility may have been 

, 

I 
Reduced I compromised) I 

1 

18 



19 



BPDR Number or 
ARC Problem 

Re ion/FEI Re art Number Recall Number 
Northeastern! B-1432-08 

2573018 

Northeastern! 
2573018 - B-1625-08 

Northeastern! 
2573018 

Northeastern! 
2573018 I -

I 

I 

B-1628-08 

B-1678-08 

Northern 
California! 
2971430 

Northern 
California! 
2971430 
Northern 
California! 
2971430 

B-1601-08 

B-1602-08 

B-1603-08 

Number of Recalled 
ProductslProduct T eI-Red Blood Cells 

Leukocytes Reduced 

I - Red Blood Cells 
Leukocytes Reduced 

II -Red Blood Cells 
Leukocytes Reduced 

I 
II - Red Blood Cells 
iLeukocytes Reduced 

I - Red Blood Cells 
Leukocytes Reduced 

2 - Red Blood Cells 
Leukocytes Reduced 

1 - Red Blood Cells 
Leukocytes Reduced 

Reason for Recall 
Donor eligibility (incorrect gender 

I assigned; incorrect BDR gender-
Ispecific questions were answered) 

Penalty Amount 
Per Blood ITotal Penalty 

Com anent Amount 
$5,000 I $5,000 

IDonor eligibility (incorrect gender 
assigned; incorrect BDR gender-
specific questions were answered) 

$5,000 $5,000 

I Donor eligibility (incorrect gender 
assigned; incorrect BDR gender
:specific questions were answered) 

$5,000 ! $5,000 

IDonor eligibility (incorrect gender 
assigned; incorrect BDR gender-
specific questions were answered) 

$5,000 $5,000 

I 

I Donor eligibility (failure to defer donor I 

for travel to a malarial risk area) 
$4,000 $4,000 

Donor eligibility (failure to defer donor I 

for travel to a malarial risk area) 
$4,000 $8,000 

I Donor eligibility (failure to defer donor I 

I for travel to a malarial risk area) 

I 

$4,000 I $4,000 
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I 
I 

. 

: 
I 

I 

I, 
I 

Re.ion/FEI 
Northern Ohio/ 
1573019 

Penn Jersey/ 
2573021 

Penn Jersey/ 
2573021 

Penn Jersey/ 
2573021 

Penn Jersey! 
2573021 

Penn Jersey! 
2573021 

Penn Jersey/ 
2573021 

Penalty Amount 
Number of Recalled Per Blood Total Penalty 

Recall Number ProductslProduct Tvnc IReason for Recall Comoonent Amount 
B-0235-7 10 - Platelets Pheresis Storage/shipping (blood components j $4,000 $52,000 

Leukocytes Reduced may have been shipped at unacceptable i 
---;~=c-;;---lf--~---_ .._- --_.- ..._-- temperatures)

B-0236-7 13 - Platelets Pheresis 
Leukocytes Reduced 
Irradiated 

B-1644-6 2 - Platelets Pheresis IDonor eligibility (BDR question related I 

Leukocytes Reduced to CJD was unanswered) 

B-1676-6	 11 - Platelets Pheresis Failure to control suspect blood I 

iLeukocytes Reduced component(s) (product distributed prior 
, to resolution of a quality control failure i 

for platelet yield) 
I	 I 

$8,000 
Leukocytes Reduced for travel to a malarial risk area) 

B-I718:;;--[1 - Platelets Leukocytes
 
Reduced
 

8-0139-7	 -11 - Red Blood Cells I Donor eligibility (failure to defer donor 

:-1717-6	 .1 - Red Blood Cells ~Donor eligibility (failure to defer donor $4,000 

$5,000 $10,000

L______ __ __I~:~~~e~._~_e~~~~~_ for travel to a malarial risk area)
 

B-O140-7 II - Platelets Leukocytes
 
'Reduced
 
I
 

B-0321-7 II-RedBloodCells I Donor eligibility (failure to defer donor
 $5,000 $5,000 
!Leukocytes Reduced ifor travel to a malarial risk area) 

B-0352-7 !2 -Red Blood Cells !Collection (inadequate arm prep; 
'--occ=;:;-;;--'c';-;:--0 ~-jsterility may have been compromised) 

B-0353-7	 135 - Red Blood Cells I
 
!Leukocytes Reduced
 

B-0354-i---'1\7- Pl~iclets L~~kocytes 
Reduced
 

B-0355~--111~ Fresh-Fro-z~~ Plas~;-

$4,000 I $8,000 

$5,000 $5,000I 

$5,000 $325,000 
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Penalty Amount 
Number of Recalled Per Blood Total Penalty 

Re.ion!FEI Recall Number Products/Product T e IReason for Recall ComDonent Amount 
Penn Jersey! B-0550-07 11 - Red Blood Cells Donor eligibility (BDR questions $4,000 $4,000 

2573021 unanswered) 
Irradiated 
Leukocytes Reduced 

Collection (inadequate arm prep; $5,000 for each of $500,000 

2573021 
B-0756-07 1141 - Red Blood Cells Penn Jersey/ 

sterility may have been compromised) 100 blood Leukocytes Reduced 
components-13:0757-07 -15 - Red Blood Cells 

I 
B-0758-07 12 - Red Blood Cells 

Leukocytes Reduced 
Irradiated 

B-0759-07 13 - Whole Blood 

B-0760-07	 i51 - Cryoprecipitated AHF 

! 
B-0761-07	 8 - Platelets LeUkOCytes!' 

Reduced 

B-0762-07	 :123 - Fresh Frozen Plasma: 

_~=~~_'	 I 
B-0763-07 129 - Plasma Frozen Within! 

24 Hours I - __ ____1_____ __ _ _ 
B-0764-07 17 - Plasma Cryoprecipitate 

Reduced 
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BPDR Number or 
ARC Problem 

Re ion/FEI Re ort Number 
Penn Jerseyl 
2573021 

,
 

I
 

I Penalty Amount 
Number of Recalled Per Blood I Total Penalty 

Recall Number ProductslProduct T e Reason for Recall Com onent Amount 
B-0876-07 42  Red Blood Cells Collection (inadequate ann prep; $5,000 for each of $500,000 

sterility may have been compromised) 100 blood 
---~----- ---~-------_._--

B-0877-07 I - Red Blood Cells components 

(Apheresis) 
B-0878-07 [30 - Red BloodCclls 

B-0879-07 

Leukocytes Reduced 
1 
11 - Red Blood Cells 
Leukocytes Reduced 

1~~a~:~led 
B-0880-07 12':' Platelets Leukocytes 

Reduced 

B-0881-07 18 - PlateT~~ Pheresis 
Leukocytes Reduced 

B-0882-07~--434 - Fresh Frozen Plasmal ~ 
, I 

B-0883-07 _J:5~CryOpreciPitated AHF 

B-0884-07 142 - Plasma Frozen Within 
24 Hours 

i25--=-P1as~a Frozen 
,, .."oi 
:Cryoprecipitate Reduced 
, 
i 

Penn Jerseyl B-0905-07 1600 - Platelets IQuality control and distribution $4,000 for each ofl $400,000 
2573021 I I Leukocytes Reduced (product with unacceptable product 100 blood 

_'--- --- -- - - ,quality control) components 
B-0906-07 155 - Platelets Leukocytes I 

, Reduced Irradiated , 
I 

Penn Jersey/ B-1257-07 893 - Platelets Leukocytes ,Component preparation I$4,000 for each ofl $400,000 
2573021 Reduced I(plateletpheresis product did not meet 100 blood ~l specification for platelet yield) I components 

I 
Penn Jersey/ B-1298-07 11 - Red Blood Cells [Donor eligibility (failure to defer donor I $5,000 I $5,000 
2573021 Leukocytes Reduced Ifor travel to a malarial risk area) I 

Penn Jersey/ - B-1363-07 ',I - Red Blood Cells [Donor eligibility (failure to defer donor I $5,000 $15,000 
2573021 I Leukocytes Reduced who was previous HIV positive) 

, 
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I 
BPDR Number or Penalty Amount 

ARC Problem Number of Recalled Pcr Blood Total Penalty 
Region/FEI Report Number ProductslProduct Tvoe Reason for Recall Comnonent AmountRecall Number 

B·1364-07 I - Cryoprecipitated AHF 

B-1365-07 i1 - Plasma Frozen 
Cryoprecipitate Reduced 

Penn Jersey/ 1 - Fresh Frozen Plasma Donor eligibility (incorrect gender $5,000B-0348-08 $10,000 
2573021 assigned; incorrect BDR gender

B-0349-08 1 - Red Blood Cells - specific questions were answered) 
Leukocytes Reduced 

Donor eligibility (incorrect genderPenn Jersey/ !I - Cryoprecipitated AHF $5,000 I $20,000 
2573021 assigned; incorrect BDR genderwI, ~ ~~~5~~8 L ___ 

specific questions were answered)
I B-0351-08 2 - Red Blood Cells 

I Leukocytes Reduced 

-
, 

, 
B-0352-08 I - Platelets Leukocytes 

Reduced
I I I 

Penn Jersey/ I B-0354-08 I - Red Blood Cells IDonor eligibility (failure to defer donor $5,000 $10,000 
2573021 ,Leukocytes Reduced ~WhO was previous HIV positive) 

-8-0355-08 --[I :. Platei~ts L~ukocytes I 
IReduced i 

I I 
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I 

BPDR Number or Penalty Amount 
ARC Problem Number of Recalled Per Blood Total Penalty 

Re.ion/FEI Reoort Number Recall Number ProductslProduct Tvne Reason for Recall Component Amount 
Penn Jersey/ B-0357-0S 1 - Red Blood Cells Donor eligibility (incorrect gender $5,000 $10,000 
2573021 Leukocytes Reduced assigned; incorrect BDR gender- specific questions were answered)B-035S-0S 1 - Platelets Leukocytes 

Reduced 

,Penn Jersey/ B-0400-0S 2 Red Blood Cells Component preparation (irradiation not $4,000 $S,OOOI
2573021 Leukocytes Reduced performed in accordance with 

Irradiated specifications) I 
B-0406-0S 2 - Red Blood Cel1s	 IQuality control and distribution (failure $4,000 $S,OOO 

2573021 
Penn Jersey/ 

(Apheresis) Leukocytes Ito perform quality control testing on 
Reduced product) 

-	 I 
Donor eligibility (incorrect gender $5,000 $15,000 

257302t 
Penn Jersey/ B-04S7-0S	 11 - Cryoprecipitated AHF 

assigned; incorrect BDR gender-
specific questions were answered) B-04SS-0S 1 - Red Blood Cells 

, Leukocytes Reduced 

I,	 B-04S9-0S 1 - Plasma Cryoprecipitate 
Reduced 

,I	 I 
Penn Jersey! I B-0610-0S II -Red Blood Cells iDonor eligibility (incorrect gender I $5,000 $10,000 
257302\ Leukocytes Reduced iassigned; incorrect BDR gender! ,	 I 

:specific questions were answered) - If- B-0611-0S II -Fresh Frozen Plasma
I I, - , 

Penn Jersey! , 8-066 I-OS I-Red Blood Cells lDonor eligibility (incorrect gender $5,000 $5,000,
2573021 Leukocytes Reduced	 iassigned; incorrect BDR gender

:specific questions were answered) 
I 

, 
Penn Jersey! B-0679-0S 1 - Red Blood Cells iDonor eligibility (incorrect gender $5,000 $5,000. 
2573021 Leukocytes Reduced !assigned; incorrect BDR gender- I 

Ispecific questions were answered) II 
Penn Jersey! I B-06S\-OS 1 - Fresh Frozen Plasma iDonor eligibility (incorrect gender $5,000 , $15,000 
2573021 II ------ --- -------l..;~ro; ;"00_" 'DR~".,.B-06S2-0S 1 - Red Blood Cells	 specific questions were answered) I

I -
Leukocytes Reduced 

-

B-06S3-0S	 II -Platelets Leukocty~s 
Reduced , 

,	 ,, 
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2573021 

I 

BPDR Number or Penalty Amount I 
ARC Problem Number of Recalled Per Blood Total Penalty 

Re2ion!FEI Reoort Number Recall Number I ProductslProduct Type IReason for Recall Component Amount 
Penn Jersey! B-I004-08 1108 - Fresh Frozen Plasma Collection (inadequate arm prep; $5,000 for each of $500,000- sterility may have been compromised) 

B-1 005-08"-1192::: Red Blood Cells 
Leukocytes Reduced 

B-I006-08 80 - Platelets Leukocytes 

f--:.:-:, Reduced 
B-1Oi)7-os-l7 - Red Blood Cells I
 

Leukocytes Reduced
 
Irradiated
 

B-1008-08 7 - Red Blood Cells 
B-1009-08 4 - Whole Blood CPD 
B-IOIO-08 6 - Whole Blood CPDA-l 

B-1 0 11-08 i 44 - Cryoprecipitated AHF 

B-1012-08 12  Platelets Pooled 
Leukocytes Reduced 

B-I013-08 5 - Plasma Frozen Within 
24 Hours 

B-1014-08 1 - Plasma Cryoprecipitate 
Reduced 

Penn Jersey/ - B-1 J56-08 11 - Red Blood Cells Donor eligibility (incorrect gender 
2573021 I Leukocytes Reduced assigned; incorrect BDR gender

I-~B~-~I~I~5~7_~0~8~-r:1~-~P~I-at-e~le-ts~Leukocytes specific questions were answered) 

!Reduced 

Penn Jersey/ 
2573021 - B-1636-08 ,2 - Red Blood Cells 

!Leukocytes Reduced 
I--------L ---__ - n •• • 

B-1637-08 11 - Cryoprecipitated AHF 

Donor eligibility (incorrect gender 
assigned; incorrect BDR gender-
specific questions were answered) 

Penn Jersey! 
2573021 - B-1674-08 

B-1675-08 
B-1676-08 

)1 - Red Blood Cells Donor eligibility (incorrect gender 
! Leukocytes Reduced assigned; incorrecl BDR gender

1 _ Fresh Frozen Plasma jspecific questions were answered) 

1 - Platelets Leukocytes 
Reduced 

Penn Jersey/ 1 B-2043-08 !I - Red Blood Cells IDonor eligibility (incorrect gender 
ILeukocytes Reduced assigned; incorrect BDR gender- , ~ ----.---..,- - - :specific questions were answered) i B-2044-08 II - Plasma Frozen I 

100 blood 
components 

$5,000 $10,000 

$5,000 $15,000 

$5,000 $15,000 

$5,000 $10,000 

I
 

2573021 
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BPDR Number or I 
ARC Problem 

Re ion/FE! Re ort Number Recall Number 
Puerto 
Rico/2675945 

Puerto Ricol 
2675945 

Puerto Rico! 

2675945 

South Carolina! 
1073009 

South Carolina! 
1073009 

Southeastern/ 
1873044 

Southeastern! 
1873044 

Southern! 
1073000 

B-1873-08 

B-1874-08 

- I 
B-1916-08 

I 

B-1917-08 

I I -
L B-0096-08 

B-0097-08 

I 
B-0469-08 

I 

I 

-
-

I 

B-1545-08 

L_ 
I 

B-1 722-08 

B-I723-08 

B-1682-6 

Southern! B-0066-08 
1073000 

B-0067-08 

Southern! B-0085-08 
1073000 

I Penalty Amount 
Number of Recalled I Per Blood 

Products/Product T e Reason for Recall Com onent 
51 - Red Blood Cells IDonor eligibility (failure to defer donor $4,000
 
Leukocytes Reduced for travel to a malarial risk area)
 , 
1 - Platelets Pheresis
 
Leukocytes Reduced
 
III -Red Blood Cells IDonor eligibility (BDR question related I $5,000 
Leukocytes Reduced to HIV high risk behavior was 

unanswered) 

I I 
II - Recovered Plasma Donor eligibility (BDR question related I $4,000 

I to exposure to another person'5 blood 

Iwas unanswered) 

Donor eligibility (inadequate donor $4,000
 
screening related to gender-specific
 

2 - Red Blood Cells
 

[I - Fresh Frozen Plasma 

questions and travel in a CJD risk area)
 
Leukocytes Reduced
 

I11 - Red Blood Cells IStorage/shipping (product may have I $4,000 

Leukocytes Reduced been out of controlled storage for 

Irradiated greater than 30 minutes) 
, 

2 - Red Blood Cells Donor eligibility (incorrect gender $5,000
 

Leukocytes Reduced
 assigned; incorrect BDR gender-
specific questions were answered) 

II - Red Blood Cells :Donor eligibility (failure to defer donor I $5,000 

ILeukocytes Reduced :for travel in malarial risk area) 

II - Platelets Leukocytes 1 
Reduced I 
II - Red Blood Cells !Donor eligibility (donor's hemoglobin I $4,000 
Leukocytes Reduced i was unacceptable and the hematocrit 

determination was not performed) 

1 

1 - Red Blood Cells Donor eligibility (incorrect gender $5,000I 
Leukocytes Reduced I assigned; incorrect BDR gender

--hpecific questions were answered)

1 - Plasma Frozen 

1 - Red Blood Cells IDonor eligibility (incorrect gender $5,000
 
Leukocytes Reduced assigned; incorrect BDR genderM
 

:specific questions were answered)
 
I 

I Total Penalty 
Amount 
$208,000 

I 

$5,000 

$4,000 

$12,000 

I $4,000 

$10,000 

I $10,000 

I $4,000 

$10,000 

$5,000 
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Penalty Amount 

Number of Recalled I 
I 

Per Blood Total Penalty 
Re ionlFEI Recall Number I ProductslProduct T e Reason for Recall Com onent Amount 
Southern! B-0280-08 1 - Red Blood Cells Donor eligibility (failure to defer donor I $5,000 $5,000 
1073000 Leukocytes Reduced for travel to a malarial risk area) 

Southern/ B-0306-08 1 - Red Blood Cells Donor eligibility (incorrect gender $5,000 $10,000 
1073000 Leukocytes Reduced assigned; incorrect BDR gender-

specific questions were answered) 
B-0307-08 Ii-= Piasma Frozen 

Southern! B-0308-08 5 - Red Blood Cells IDonor eligibility (failure to defer donor I $5,000 I $25,000 

1073000 Leukocytes Reduced for travel to a malarial risk area) 

Southern! B-0325-08 1 - Red Blood Cells Donor eligibility (incorrect gender $5,000 $5,000 
1073000 Leukocytes Reduced assigned; incorrect BDR gender-

specific questions were answered) 
I 

Southern! B-0570-08 II -Red Blood Cells Donor eligibility (incorrect gender I $5,000 I $5,000 
1073000 I Leukocytes Reduced assigned; incorrect BDR gender-

Ispecific questions were answered) 

Southern! B-0573-08 I-Red Blood Cells Donor eligibility (incorrect gender I $5,000 $10,000 
1073000 Leukocytes Reduced assigned; incorrect BDR gender

B-0574-08 1 - Plasma Frozen specific questions were answered) 

I 

Southern! I B-1325-08 1 - Red Blood Cells Donor eligibility (inadequate donor $5,000 $5,000 
, 

1073000 

I 
Leukocytes Reduced screening) 

SouthwestJ 

I 

B-0186-08 I-Red Blood Cells [Donor eligibility (incorrect gender $5,000 $5,000 
1673040 Leukocytes Reduced assigned; incorrect BDR gender-

specific questions were answered) 
I 

Southwest! I B-041O-08 II -Red Blood Cells IDonor eligibility (failure to defer donor I $5,000 $5,000 
1673040 

I 
Leukocytes Reduced ,for travel to a malarial risk area) 

I 

Southwest! 
I 

B-0419-08 11 - Platelets Pheresis [Collection (sterility may have been , $5,000 I $5,000, I 
1673040 ILeukocytes Reduced compromised) 

Irradiated 
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1673040 

Penalty Amount 

93 - Red 8100d Cells 
Leukocytes Reduced	 

Per Blood Total Penalty Number of Recalled I 
Recall Number Re ion/FEI ProductslProduct Tv e Reason for Recall Com onent Amount 

Southwest! 8-0516-08 Collection (sterility may have been $5,000 for each of $500,000 
compromised and failure to follow 100 blood 

8-0517-08 172 _ Fresh Frozen Plasma manufacturer's instructions) components 

8-0518-08 

8-0519-08 

153  Platelets Leukocytes 
Reduced 
!I - Red Blood C~"s 
IILeukocytes Reduced 

IIrradiated 

Southwest! 
1 I 

8-0520-08 62 - Red Blood Cells Collection (sterility may have been !$5,000 for each ofl $500,000 

1673040 Leukocytes Reduced compromised and failure to follow I 100 blood 
manufacturer's instructions) components

~~~521-0~___ 140 - Fresh Frozen Plasma 

8-0522-08	 131 - Platelets Leukocytes 
Reduced 

8-0523-08	 15 - Red 8100d Cells 
ILeukocytes Reduced 
Jrradiated 

Southwest! 8-0524-08 I - Platelets Pheresis Donor eligibility (failure to defer donor i $5,000 I $5,000 
1673040 Leukocytes Reduced for travel 10 a malarial risk area)	 I 

I 
Southwest! 8-0526-08 11 - Red 8100d Cells IDonor eligibility (failure to defer donor I $4,000 I $4,000 
1673040 Leukocytes Reduced for travel to a malarial risk area) 

I 

iSouthwest! 8-0528-08	 $5,000 $10,000I' -'00 moo","'"	 
Ir""."""'.('"=~( ,-,.1673040 I Leukocytes Reduced assigned; incorrect BDR gendcr- I 

-.--.-.-- - -. ---- ------ specific questions were answered)
8-0529-08 II -Plasma Frozen	 

I 
I 

Southwest! 8-0553-08 I - Red 8100d Cells Donor eligibility (incorrect gender $5,000 I $5,000 
1673040 I I Leukocytes Reduced assigned; incorrect BDR gender-

specific questions were answered) I-
I I 

Southwest! 8-0555-08 I - Red 8100d Cells IDonor eligibility (incorrect gender I $5,000 I $5,000 
1673040 I I Leukocytes Reduced ,assigned; incorrect BDR gender-

I - I	 .specific questions were answered) 

Southwest! 8-0557-08 II -Platelets Pheresis 
I 
Icomponent preparation (platelet yield I $4,000 I $4,000 

1673040 I I ,Leukocytes Reduced too high for storage in a single bag) -

I I 

I 
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--

I

IBPDR Number or 

ARC Problem 
Re ion/FEI Re art Number 
Southwest! 
1673040 I 
Southwest! 
1673040 I -
Southwest! 

1673040 

Southwest! 
1673040 

Southwest! 
1673040 

Tennessee Valleyl 
1073006 

Tennessee Valley/ I 
1073006 

I I 

I 

I 

I 

i 

Tennessee Valley! 
1073006 

Tennessee valleY/1 
1073006 -

I Number 01 Recalled 
Recall Number ProductslProduct T e 

B-0655-08 II - Red Blood Ceils 
jLeukocytes Reduce~ 

B-0656-08 II -Platelets Leukocytes 
Reduced 

Tennessee Valley! B-0722-08 14 - Red Blood Cells 
Leukocytes ReducedI
 

I Penalty Amount 
Per Blood 

Reason for Recall Com oncnt 
IDonor eligibility (incorrect gender I $5,000 
lassignect; incorrect BDR gender-
specific questions wefe answered) 

I 
iDonor eligibility (incorrect gender I $5,000 
lassigned; incorrect BDR gender-
specific questions were answered) 

I 
IDonor eligibility (incorrecl gender I $5,000 

assigned; incorrect BDR gender-
specific questions were answered) 

I 
Donor eligibility (failure to defer donor I $4,000 
for travel to a malarial risk area) 

Collection (products collecting using I $4,000 
apheresis kits that had exceeded the 
acceptable time period for use) 

IDonor eligibility (failure to defer donor I $5,000 
for travel to a malarial risk area) 

Collection (products collected using I $4,000 
apheresis kits that had exceed the 
acceptable time period for usc) 

Collection (inadequate arm prep; 
I 

$5,000 
sterility may have been compromised) 

Donor eligibility (incorrect gender I $5,000 
assigned; incorrect BDR gender-
specific questions were answered) 

I 
IDonor eligibility (failure to defer donor I $5,000 
for travel to a malarial risk area) 

Total Penalty 
Amount 
$5,000 

I $5,000 

I $5,000 

I 

I $4,000 

I $\88,000 

I $\0,000 

I $8,000 

$5,000 

I $\5,000 

I $40,000 

I
 

I
 
1- _ 

B-0561-08 

B-0590-08 

B-0648-08 

B-0787-08 

B-1069-08
 

B-1070-08
 

B-1 449-07
 

B-1499-07
 

B-0176-08
 

B-0654-08
 

11 - Red Blood Cells 
Leukocytes Reduced 

II -Red Blood Cells 
Leukocytes Reduced 

III -Red Blood Cells 

Leukocytes Reduced 

II -Red Blood Cells 
Leukocytes Reduced 

142 - Platelets Pheresis 
Leukocytes Reduced 

15 - Platelets Pheresis 
Leukocytes Reduced 

Irradiated 
I 
12 - Red Blood Cells 
:Leukocytes Reduced 

1 
12 - Red Blood Cells 
(Apheresis) Leukocytes 

IReduced 

1 - Platelets Leukocytes 
Reduced Irradiated 

1 - Fresh Frozen Plasma 

1073006 
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Reeion/FEt 
ARC Problem 

ReDoct Number Recall Number 
B-0723-08 

Number of Recalled 
ProductslProduct Type 

4 - Platelets Leukocytes 

IReduced 

Tennessee ValleY/1 
1073006 

B-0749-08 I~ - Red Blood Cells 
Leukocytes Reduced 

Tennessee Valley/ 
1073006 I 

B-0750-08 

--
B-0751-08---
B-0752-08 

10  Red Blood Cells 
Leukocytes Reduced 

II - Platelels 
I - Fresh Frozen Plasma 

Tennessee Valley/ I 
1073006 - B-0853-08 I - Red Blood Cells 

Leukocytes Reduced 

IBPDR Number or Penalty Amount 

I 
Tennessee Valley/! B-I392-08 I - Red Blood Cells IFailure to conlrol suspecl blood 

I
I $5,000 I $5,000 

1073006 I Leukocytes Reduced component(s) (inappropriate release of . 
blood components that should have I 

been discarded because donor \\'as I 

Tennessee ValleY/j - B-1398-08 !I - Rcd Blood Cells 
takin Coumadin 

IDonor eligibility (incorrect gender 
I 

$5,000 $5,000 
1073006 ILeukoc)1eS Reduced assigned; incorrect BDR gender-

specific questions were answered) 

Reason for Recall 
Per Blood 

Component 
I Total Penalty 

Amount 

Collection (inadequate arm prep~ 

sterility may have been compromised) 
I $5,000 I $25,000 

Collection (inadequate arm prep; 
sterility may have been compromised) 

I 

I $5,000 I $110,000 

Donor eligibility (incorrect gender 
assigned; incorrect BDR gender-
specific questions were answered) 

I 
I $5,000 I $5,000 
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BPDR Number or 
ARC Problem 

Re ion/FE. I Re ort Number Recall Number 
Tennessee VaBey!1 B·1412·08 
1073006 i 

B·1413~08 

I
I Penalty Amount I 

Number of Recalled Per Blood Total Penalty 
ProductslProduct T e Reason for Recall Com onent I Amount 

I - Fresh Frozen Plasma Donor eligibility (incorrect gender $5,000 $10,000
 
~ _ assigncd; incorrcct BDR gcnder·
 

I - Red Blood Cells
 
Leukocytes Reduced
 

Tennessee Valley/ B· 1829·08 1112 - Red Blood CeBs 

1073006 Leukocytes Reduced 

B~ I 830:OS-142 - Platelets Leukocytes 
Reduced 

B'1831'~124 - Fresh Frozen Plasma 

B~2032·08 II - Red Blood CeBs
 
1073006
 
Tennessee Valley/ 

Leukocytes Reduced 

Tennessee Valley! B·2064~08

I1073006 
B-Z065-08 -
B·2066·08 

specific questions were answered) 

Collection (inadequate arm prep; 
sterility may have been compromised) 

$5,000 for each ofl 
100 blood 

components 

$500,000 

Failure to control suspect blood 
component(s) (failure to quarantine 
component after discovery that donor 
had traveled to a maJarial risk area) 

$5,000 I $5,000 

$25,000I - Fresh Frozen Plasma [Donor eligibility (incorrect gender $5,000
I -_. - _. assigned; incorrect BDR gender-
Z - Red Blood cellS. lspeCifiC questions were answered) 
Leukocytes Reduced __ 

12 - Platelets Leukocytes 
Reduced 

Tennessee Valley! -Z067-08 I - Fresh Frozen Plasma IDonor eligibility (incorrect gender $5,000 $10,000 
1073006 >-_~~_~~ __ assigned; incorrect BDR gender

B·2068·08 I - Red Blood Cells Ispecific questions were answered) 
Leukocytes Reduced - F

Tennessee Valley! B·2070~08 I - Fresh Frozen Plasma IDonor eligibility (incorrect gender $5,000 $20,000 
1073006 ;;-;=-;-;:;;--r.---;;--:-.-;::;--o-, ~~ __Iasslgned; Incorrecl BDR gender· 

B·2071~08 3 - Red Blood Cells specific questions were answered) 
Leukocytes Reduced 

$9,776,000 
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