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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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