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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
. FOOD AND D,RUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMB~ OA TE(S) OF INSPECTION 

19701 Fairchild 8/9/10-9/24/10 
Irvme, CA 92612 

FEINUMBER 949 6082900 
2072994 Industry Information: www.fdagov/ocfmdustry 

NAME AND TITLE OF INDMOUAL TO "\MiOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FlRMNAME STREET ADDRESS 

American Red Cross Blood Services 
ClTY, f!TATE'ANO ZIP CODE 

100 Red Cross Circle 
TYPE OF EST ABUSHMENT INSPECTED 

Pomona, CA 91768 ~ blood bank and donor center 

THIS DOCUMENT liSTS OSSERVATTONS MADE BY.THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY 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 OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS. ABOVE. IF 
YOU HAVE AN'f. QUEStiONS, PLEASE CONTACTFOA AT THE PHONE NUMBER ~NO ADDRESS ABOVE. . • . • 

DURING AN INSPECTION OF YOUR FIRM 0) (WE) OBSERVED: 

NATIONAL DONOR . DEFERRAL REGISTRY (NDDR): . 

1. .Information on deferred donors from each ARC Region is sent m~nihly to the Donor 
Client Support Center (DCSC) to be incorporated into the NDDR (National Donor 
Deferral Registry). The..updates to the NDDR are shared with all Regions monthly in a 
table format referred to as NDDR "pushed table, so that any Region can identify these 
donors as deferred dUring registration. 

. I 

However, deferred donors may not be identified during ddnor registration at the regions 
because the NDDR ''pushed tablesi' only contain the donor's current information and not 
~o the before images for donors who previously donated under different nallies. (The 
liilltdigit ARC soundex value is used to identifY donors during donor registration at :the 

region). 

a. Any prior last names for deferred dt>nors are not included on NDDR ~'pushed 
tables" so are not searchable during registration activities and donors may not be 
identified as a result The following are repres~ntative examples of deferred . 
donors with prior last names that are found on tl\eNDDR ''pushed table" with 
only current last name information accessible to other reaionlS: 

i. Deferred merged donor had a 
and an original identity 
tabl~' contains the current last name 

ii. Deferred merged donor had a 
and an original identity 
"pushed table" name -

iii. Deferred provided a prior last nru.ne-
on donation 9/30/09; the NDDR "pushed table" contains the curre~ 
nameonly- · 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMJNISTRATlON 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/oc/industzy 
NAME AND TITLE OF INDIVIDUAL TO \M-!OM REPORT IS ISSUED 

TO: bonna L. Haah, Director of Collections 

FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 ~ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF 11-tSPECTION 

8/9/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR: FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMEI-tT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY ·DISCUSS THE 
OBJECTION OR ACTION V'JITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
you HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. -

DURING AN INSPECTION OF YOUR FIRM (I) ('WE) OBSERVED; 

{.....  
(' 

. 

b. Since the NDDR "pushed table" only contains a deferred donor's entire 
hyphenated name, donors may not be identified if attempting to donate using just 
the first part of the hyphenated last name because this name can result in a 
soundex value that pulls numeric values from the second part of the hyphenated 
name due to the soundex algorithm. The following are representative examples 
of deferred donors in the system with their hyphenated! last name that bas a 
different soundex value thethlin  parprst t of · 

i. The last name sound ex code for Donor 

ii. 

ill. 
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INSPECTtONAL OBSERVATIONS 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFACEADORESS AND PHONE NUMBER 

1970 1 Fairchild · 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/oc/industzy 
NAME AND Tl E OF INDIVIDUAL TO IM'iO REPORT IS ISSUED 

TO: DoonaL. Haab, Director of Collections 
FIRM NAME 

American Red Cxoss Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 9176& ~ 

STREET ADDRESS 

100 Red Cross Circle 

OATE(S) OF INSPECTION 

8/9/10-9/24/10 

FEINUt.ABER 

2072994 

TYPE OF ESTABUSHMENTINSPECTED 

blood b~ and donor center 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATlVE(S) DURING THE INSPECTION OF YOUR· FAClUTY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY 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 OR ACTION V\IITH THE FDA 'REPRESENTATI\1E(S) PURING'THE INSPECTION OR SUBMIT THIS INFORMATION TO' FDA AT THE ADDRESS ABOVE. IF 

.Y6U HAVE ANY QUESTIONS, PLEASE CONTIICT FDA AT THE PHONE NUMBER ~NO ADDRESS ABOVE. . . 
I 
DURING AN INSPECTION OJ' YOUR FIRM (1) (1M:) OBSERVED: 

c. Since the NDDR "puShed table" only contains a deferred donor's current last 
name (i.e. entire hyphenated name), donors may not be identified if attempting to 
donate using j ust the second part of their hyphenated last name because this 
name results in a different soundex value. The follpwing.are representative 
examples of the entire system: 1 

i. The last name soundex code for 
-is different for the. first part, second part and entire 

la
part oflast name) 

sec,ona part of last nam
are two 2nd pa

st name) 

e) . 
rts ofthe hyphenated 

last names entered into NBCS) 
ii. The ·last name soundex code for Donor 

differen~nd part and hyphenated name: 
1. __._(entire last name) 
2. part of last name) · 
3. partofl~ · 

iii. The name soundex code for Dono~is <lifferent 
for the hyphenated name: 

1. last name) 
2. part oflast name) 
3. part of~t name) .· 
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with the same last na
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airs as 

the same last name and birth 
"J.I'-'"'.L.l<"'-' 

ith the same last name and birth date 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATIOI-J . 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 6082900 

Industry Infonnation: www.fdagav/oc/industiy 
NAME AND nTI.E OF INOMDUAL TO WHOM REPORT IS ISSUE!? 

TO: Donna L. Haab, Director of Collections 
FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZlP CODE 

Pomona, CA 91768 J~ 

STREET ADDRESS 

100 Re-d Cross Circle 

DATE(S) OF INSPEC!JON 

8/9/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

"fHIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRE:SENT A FINAL AGENCY OETERMINA TION REGARDING YOUR C<OMPUANCE. IF YOU HAVE AN OB~ECTlON REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO ·AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION IMTH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATlON TO FDA AT THE ADDRESS ABOVE. IF 
1YOU HAVE; ANY QUESTIONS, PLEASE CONT~CT FDA AT THE PHONE NUMBER "A..ND ADDRESS ABOVE. . . . ... 

DURING AN INSPECTlON OF YOUR FIRM {I)~) OBSERVED: 

I . 

INVESTIGATIONS OF POTENTIAL DUPLICATE DONORS ARE INCOMPLETE 
AND/OR NOT FULLY DOCUMENTED: 

2. When potential duplicate donor pairs are determined to be false matche~ on Utility 
Reports by recording "verified w/ BDRs", the specific differences Jn critical donor 
information used to arrive at this conclusion is nof documented: !'or example: · 

a. Soundex Report (2/1/1 0-2/8/1 0) documents the reason for determining these 
donor pair& as false was "verified BDRs": 

i. and
me and birth date 
ed. In addition, the 

BDR handwritten and it is not clearifthe.firsttwo letters of 
· the first name are- rl · 

b. Soundex Report (2/9/10-2/16/10) documents the for determining these 
donor p

i. 

rationale is not documented. These two donors also have the 
same address. 

ii. 
w
is not documented. 
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FORM FDA 483 (9108) INSPECTIONAL OBSERVATIONS 

DATE. ISSUED 

Page 'S~~~ 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Infonnation: www.fda.gov/ocfmdustry 
NAME AND TilLE OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 

FIRM NAME 

American Red Cross Blood Services 
CITY, STATE ANDZIPCOOE 

Pomona, CA 91768 i 

STREET ADD~ESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/10-9124/10 

FE! NUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS OOCULIENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECllONAL 
OBSERVATIONS; AND DO NOT REf'RESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPliANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OSSERVATlON, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORREC11VE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS nlE 
OBJECTION OR ACTION IMTH THE FDA REPRESENTATNE(S) DURING THE INSPECTION OR SUBMIT'THIS INFORMATION TO FDA'AT THE ADDRESS ABOVE. IF 
\YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NU!ABERNJO ADDRESS ABOVE. . ' 

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

c. Soundex Report (2/2/1 0-2/9/1 0) _documents th.e reason for determining-these 
donor pairs as 

i. Donors the 

ii. 

ill. 

e. Soundex ~eport (2/8/1 0-2/15/10) documents the reason for detenniuing these 
dono;r pairs asf~dw/ 

i Donors~and 
the same last name and birth date 
not documented. 
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INSPECTIONAL OBSERVATIONS 

DATE, ISSUED 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 60&2900 

Industry Information: www.fdagov/odindustry 
NAME AND TITLE OF INOMDUAL TO WHOM REPORT IS ISSUED 

TO: DonnaL. Haab, Director of Collections 
FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 ~ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) Of INSPECTION 

8/9/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR ~OMPLIAt-ICE. IF YOU HAVE AN OB.JECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION V\IITH THE FDA REPRESENTATIVE($} DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
!'fOU HAVE ANY QUESTiONS, PLEASE CONTACTFDAAT THE PHONE NUMBER ~NO ADDRESS ABOVE. . . 

DURING AN INSPECTION OF YOUR FIRM (f)~ OBSERVED: 

. 
f. Soundex Report (3/8/1 0~3/15/1 0) documents the reason for determining these 

donor pairs as '· 
i. 

specifi ~····· ...... ~.-. 
ii. Donors and 

with the same last name and birth date 
is not documented. 

\ 

h. Soundex Report (2/1 0/10-2/17/1 0) documents th~ reason for determining these 
donor pairs as 

i. 
with the exact same last name and birth date 
rationale is not documented, 

.· 
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INSPECTIONAL OBSERVATIONS Page ? --;;;:-').J. 

DEPARTMENT OF HEAL lH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 60&2900 

Industry Information: www.fda.gov/oc/'mdostry 
NAME AND TITLE OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Co11ections 
FIRM NAUE 

American Red Cross Blood Services 
CrT'f, STATE AND ZIP CODE 

Pomona, CA 9116& -~ 

STREET ADDRESS 

100 Red Cross Circle 

OATE(S) OF INSPECTION 

8/9/10-9/24/10 

FEI NUMBEI't 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT USTS OBSERVAnONS MADE BY iHE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OB~ECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECfiON OR ACTION WITH THE FDA REPRESENTATIVE($} DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
lfOU HAVE ANY QUESTIONS, PLEASE CONTACT FDAATTHE PHONE NUMBER ~NO ADDRESS ABOVE. • . . 

DURING AN INSPECTION OF YOUR FIRM (l) CM=) OBSERVED: 

i. Sound ex Report (2/4/1 0-2/11/10) documents the reason for determining these 
donor pairs as was ''verified w/ 

i. 
with the exact same last name 

documented. 
ii with the 

exact same last name and birth date (mm/dd/yyyy) - sp rationale is 
not documented. These donors have the sam'e address. 

the exact same last name and birth date 
'"'""-'HI'" rationale is not documented. _ 

3. The following possible duplicate donor pairs were determined to be false matches based 
solelv on information from the Utilitv Repo!t but the kev donor information used to 
come to this conclusion was not significantly different. For example: 

\ 

a. Soundex Report (2/9/1 0-2/i6/1 0) documents the following information as the· 
reason to determine these donor pairs as false uu~.,~~~ 

i. and 
with the same date were determined to be different 
donors based on different first names and different last mimes. Last 
names are off one donor a SSN. 

ii. Donors 
with the exact same were nPJrP.n:n 

different dono~ based on different first names and different last names. 
The last names are off by one letter. Neither donor provided aSSN. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINlSTRA TlON 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 6082900 

Industry Information: www.fdagov/ocfmdustry 
NAME AND mLE OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIRM NAME 

American Red Cross Blood Services 

CITY, STATE AND ZIP CODE 

Pomona, CA 91768. ~ 

STR&i ADORES$ 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/10-9124/10 . 

FEI NUMBER 

2072994 

TYPE OF EST ABUSHMENT INSPECTED 

blood bank and donor center 

THIS OOCU~ENT USTS OBSERVATIONS MADE BY THE FDA REPRESENIATIVE(S) DURING THE INSPECTION OF YOUR- FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OB~ECTlON REGARDING AN 
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($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
){o·u HAVE ANY QUESTIONS, PLEASE. CONTACT FDA A TTHE PHONE NU.MBERAND ADDRESS ABOVE. . . 

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

b. Soundex Report (1131/1 0-2/6/10) documents the following information as the 
reason to detenn~se 

i. Donors---­
the exact same birth date (mm/ddlyyyy) were determined to 
donors based on different first names and different last names. The last 
names are off by two letters. Neither donor provided aSSN. 

4. The following possible duplicate donor pairs were determined to be false matches based 
solely on information from the Utility Report. but th~ key donor information used to 
come to ·this conclusion was_ not sound. "For example: 

a. 

i. 
on 

listed as female on the report 
on 4 months later, was 

corrected to male.~ 

b, Soundex report (3/8-15/1 0) documents the following information as the basis for 
co~cl~ 
1.~ b 

$arne last name were determined to be different uu1.Lu1:~ 
first names and 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Io.dustty Ioformation: www.fdagov/odindustry 
NAME AND Tln.E OF INDMDUAL TO INHOM REPORT IS ISSUED 

TO: Donna L. Haab, DU:ector of Collections 
FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona. CA 91768 ~ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

819/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS· OBSERVATIONS MADE BY THE FDA REPRESENl'ATlVE(S) DURING THE INSPECTION OF YOUR- FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OB.!ECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR l\CTION IMTH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
rou HAVE ANY QUESTIONS, PLEASE CONTACT FDA ATTHE PHONE NUMBER ~NO ADDRESS ABOVE. • . 

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

· UTILITY PROGRAMS: 

5. Migration of do~or information from prior computer systems to NBCS resulted in 
deferred 

can 
donors with inaccurate and/or incomplete i:nformation being contained·in NBCS. 

Th.is affect whether potential duplicate donors will be identified on the Utility 
Reports filld, if identified, can affect evaluating whether the potential duplicate donor 
pairs are a false or true match. The following incomplete/inaccurate information 
migrated for deferred donors: · . · 

a. The donor street address was transferred as· "DONOR ADDED FROM DDR" 
and the home ph~ne transferred as no home phone (i.e. blanks or zeros). As a 
'result, potential duplicate donors can be missed because the Utility Report 
(matching home phone) will not match a blank or zero home phone value with 
any record in NBCS. This results in these deferred donors never matching with 
an eXisting donor record on the matching home phone Utility Report. The 
following are r~ples of the syst~'s limitations: · 

i. Donor----was deferred w\fu a surveillance deferr~l code 
for a positive Hbc test result. Although tlW'BDR ( 4/22/87) contamed a 
home phone and address, this donor was tr~sferred to NJ;lCS without a 
home phone and with "DONOR ADDED FROM DDR" in the stJ;eet 
address field. 

ii.· Dono~ was deferred with a surveillance deferral 
code f~esult Although. the BPR (3~/89) contained 
a home phone and address,' this donor was transferred to NBCS without a 
home phone and with "DONOR ADDED FROM DDR" in the street 
address field. _. 
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FORM FDA 483 (9(08) PREVIOUS EDITION OBSOLETE INSPEC'fiONAL OBSERVATIONS 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG AOMINISTRA liON 

OATE(S} OF INSPECTION 

8/9/10-9/24/10 

FEI NUMBER 

Industry Information: www.fdagov/oc/industry 2072994 

NAME AND TITLE OF INDIVIDUAL TOWH0M REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIRM NAME STREET ADDRESS 

American Red Cross Blood Services 100 Red Cross Circle 
CITY, STATE AND ZIP CODE 

Pomona, CA91768 •l 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTAllVE{S) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR C.OMPLIANCE. 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 OR ACTION VviTH THE FDA REPRESENTAT!Vt{S) -QURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE: IF 

'you HAVE ANY QUESTIONS, PLEASE CONTACTFOAAT THE PHONE NUMBER ~ND.ADDRESS ABOVE. . . . . 

DURING AN INSPECTION OF YOUR FIRM (I) (liVE) OBSERVED: 

b. The gender for deferred donors transferred as male (i.e. female donors were 
converted to male). As a result, potential duplicates can be missed because 
gender is used to investigate whether the donor pair is a true or false match. For 
example: 

i. Duplicate donor pairs and~ere 
missed at the 6/6/08 donation and discowted and merged after the 
9/12/08 donation. Donorllllvas deferred for Hepatitis B (code XAA) 
in 1973 and transferred to NBCS as a male. During registration for a 
6/6/08 donation, she was not identified as a potential match with her 
other identity - in the pick pan (if it was performed). She was 
identified as a potential match with her other identity .. in the pick 

.,.,.o·1C>tt·<~tt,~n for the 9/12/08 donation. 
ll. ,. . deferred with a surveillance ·deferral 

code for a positive Hbc test result. Al~ough the BDR identifies ~e 
donor as female, she transferred to NB~ as male. 

6. There is no utility run to search for potential duplicate donor pairs that uses matching 
addresses as a search criteria and no utility is ron that compares home phone numbers 
with business phone numbers or alternate numbers. (The matching phone report is only 
che,c1<Utg for field.) For example: Duplicate donor-

.· 
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INSPECTIONAL OBSERVATIONS 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRAll.ON 

DISTRICT OFFlCE ADDRESS AND PHONE NUMBER OATE(S) OF INSPECTION 

8/9/10-9124/10 19701 Fairchild 
Irvine, CA 92612 
949 608 2900 FEINUMBER 

Industry Information: www.fdagov/oc/ind\L~try 2072994 

NAME AND TtnE OF INDMDlJAl TO V'MOM REPOR'f IS ISSUED . 

TO: Don,pa L. Haah, Director of Collections 
FIRM NAME STREET ADDRESS 

American Red Cross Blood Services 100 Red Cross Circle 
CITY, STATE AHD ZIP CODE 

Pomona, CA 91768 ~ 

TYPE OF ESTABUSHME.NT INSPECTED 

blood bank and do.nor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTAllVE(S) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAl. AGENCY 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 OR ACTION ·IMTH THE FDA REPRESENTATlVE(S) DURING THE INSPECTION OR' SUBMIT lHIS INFORMATION TO FDA AT lHE ADDRESS ABOVE. IF. 

)YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER f., NO ADORI:SS ABOVE. . • 

DURING AN INSPECTION OF YOUR FIRM (I) (livE) OBSERVED: 

THE FOLLOWING DONOR MERGES WERE NOT THOROUGill.JYINVESTIGATED: 

7. The~ merged 1he followin~con~ughinvestigation: 
a. The firm merged DID~d --..without having 

investigated a third last name. When atte~ donation on 1/13/97, donor 
~igned the BDR using the last name~hlch is an entirely different 
last name than that listed for either DID. There is no documentation that the 
donor was questioned about this third last name w~. 

b. ~on into why duplicate donor- and 
~as not caught at the 6/6/08 donation did not identify 
deficient procedures as a potential cause. 
. i. At the 6/6/08 donation under D~ she provided her 

foriner last name - on the BDR However, the duplicate donor 
~not identified even though a before image of her 

-
prior last 

If 
name was creat~d during registration. Pe~ 14.3.081 (WI: 

RevieWing Registered Donations), the registration reviewers are only 
required to assure that a before image is created during registration when 
former names are listed on the BDR bnhare not instructed to verify that 
~tion staff actually checked the prior name for existing records in 

the registration staff did not cheqk the donor's". prior name, the 
registration reviewer would not know. Since the two last n.ames do not 
have the same soundex, they would not show as potential duplicate pairs 
on the soundex report. There is no independent verification that prior 
names were actually checked in NBCS during registration and 
appropriate decisions made in. the pick pan. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
fOOD AND DRUG ADMINISTRATION 

DISTRICT OFFIC€ ADDRESS AND PHONE NUMBER OATE(S) OF INSPECTION 

8/9/10-9/24/10 19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/oc/industry 

FEINUMBER 

2072994 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIRM NAME STREET ADDRESS 

American Red Cross Blood Services 100 Red Cross Circle 
CITY, STATE AND ZIP CODE 

Pomona,' CA 91768 ~ 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 
f ' ' • 

THIS DOCUMENT LISTS OBSERVATIONS MAOE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR <:;OMPLIANCE. 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 OR ACTION IMTH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA "AT THE ADDRESS ABOVE. IF 
' YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER P,.ND ADDRESS ABOVE. . . . . • 

DURING AN INSPECTION OF YOUR FIRM (I) (VvE) OBSERVED: 

c. Alth~tigation into'duplicate 
and -did identify data migration from prior computer 
systems into NBCS as a potential contributing factor because this deferred 
female donor transferred as male, it was not reported to FDA in the Biological 

. { 
_ , f /If} 

dJ Ll' 
1" r ~

Product Deviation (BDP) as an identified possible root cause. In addition, this 
investigation did not address preventing future occurrences of incorrectly 
~g potential matching donors li~ted in the pick-pan at registration as a 

result of gender discrepancies related to data migration. 
i. DID~as deferred for Hepatitis B (code XAA) in 1973 and 
trans~S as a male due to data During registration 
for the 6/6/08 donation under DID she was not 
identified as a poten~k pan (if it was performed) with 
her prior last name------Per 14.3.041 (WI: Evaluating 
donors in a Pick-Pan in NBCS), the registration staff is to compare first 
name, last name, DOB, SSN and gender of possible donor matches listed 
in the pick pan. The procedure does not discuss how to handle 
discrepancies due to the data migration.\ 

ii. In addition, the two donor records do not.have matching home phone 
numbers (the prior record has no home phone or it was removed by data 
migration) so the duplicate would not appear on that matching home 
phon.e report. 

.· 
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FORM FDA 483 (9/08) INSPECTIONAL OBSERVATIONS 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Indust11-: Information: www.fda.gov/ocJindustry 
NAME AND TIUE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIR~ NAME 

American Red Cross Blood Setvices 
CITY, STATE AND ZIP CODE 

Pomona. CA 91768 ~~ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATNE(S) DURING THE fNSPECTION OF YOUR· FACIUTY. n-tEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, Ol'!. PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, Y

DA AT TO FN TORMATIO INFT THIS
. . 

OU MAY DISCUSS THE 
. OBJECTION OR ACTION VVITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMI HE ADDRESS ABOVE. IF 

;YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER 1.-ND ADDRESS ABOVE . 

DURING AN INSPECTION OF YOUR FIRM (I) (1M:) OBSERVED: 

INACCURATE OR UNEXPLAINED JNFORMATION IN NBCS AND RECORDS THAT 
ARE NOT AS DETAILED AS NECESSARY: 

8. An inaccurate birth date was entered into NBCS for dono~ho was 
. deferred for behavior risk on 1/26/09. As a result, if this donor returns to donate he will 

nev.er match with his prior deferred record in a pick pan d,uring registration or with the 
NDDR The pick pan (searcWng for existing records in the region~ 

...... ,~~th,,.., that is based on a combination of­
This donor ~aSSN and is currently in the 

NDDR push table with a soundex value of--

9. Unexplained home phone numbers.exist in NBCS for the following donors with no 
~uppqrting documentation for the change. 

a. Donor-as a home phone in NBCS 
phone on the most recent BDR images scr~en identifies 
the change was made 2/1/01 

·b. Dono~bas a home 
home ptiOUe'On the most recent BDR before images screen 
identifies the_change was made 4/1 

c. Dono~as a home phone in NBCS 
home phone on the most recent BDR The before images screen 
identifies the change was made 4/17/01 

.· 
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INSPECTlONAL OBSERVATIONS 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 

8/9/10-9/24/10 19701 Fairchild 
Irvine, CA 92612 
949 608 2900 FEINUMBER 

Industry Infonnation: www.fdagov/oclindustry 
·2072994 

NAME AND TITLE OF INOMDUAL TO WHOM REPO~T IS ISSUED 

TO: Donna L. Haab, Director of COllections 
FIRM NAME STREET ADDRESS 

American Red Cross Blood Services. 100 Red Cross Circle 
CfTY, STATE AND ZJP CODE 

Pomona, CA91768 ~ 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OB~ECTION REGARDING AN 
OBSERVATION, ·OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION 'MTH THE FDA REPRESENTATNE(S) DURINCHHE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE'ADDRESS ABOVE. IF 
tou HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER ~NO ADDRESS ABOVE. . 

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED: 

10. Records are not maintained or as detailed as necessary to contaiD. a complete history of 
work performed. 

a. Procedures allow for shredding eBDRs (WI: Collections-Preparing Blood 
Donatio~ Records and Operations 15.3.071 and WI: Collections- Completing 
End-of-Day Activities 15.3.073). For example donor 2039737 attempted a 
donation ori. 8/17/10 and this BDR should have been shredded as a "walk out". 
However, tliis donor's eligibility is in question due to CJD cumulative travel 
tinle. · 

b. An inquizy made by donor. 2009 after no donations or attempts since 2007 
cannot be explained. This mquuy resulted in a donor merge after identifying that 
this donor had two donor identities. The donor was being allowed to donate 
under one DID but was permanently or indefinitely deferred under the other DID. 

c. demographics made to two donors -
in 2003 cannot oe· explained. There does not 

appear to be any donations or donation attempts since 2000 for either donor. . \ . . 
. . \ . 

AUTOMATED BLOOD DONOR RECORD AND DETERMINING DONOR 
ELIGIDILITY: 

11. BDRs lack documentation necessary to assess whether health historians rnade proper 
decisions about eligibility since specific information from the 'donor such as exposure 
dates and travel locations (that would be needed to assess eligibility) is not documented 
in comments and/or .t;emarks unless the health historian has already det~rmined the donor 
will be deferred. 
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,YOU HAVE; ANY QUESTIONS, PLEASE CONT~CT FDA A TTHE! PHONE NUMBER ~IJD ADDREss ABOVE. . . . . 

DURING AN INSPECllON OF YOUR FIRM (I) {WE) OBSERVED: 

EMPLOYaE(S) SIG~ _ f!...J 
1 1 

EMPLOYEE(S) NAME AND TITLE (Print or JYpe) DATE1SSUED 

SEE 
REVERSE 
OF THIS 

PAGE 

'/ ~. ~' /fi/U1 

±~~ 
~ J.Mi-a Y- f{ujj CSD 

'Sof\ya. L. Kof'Si'k, C$ o 
b.\' M'\~ (.. . ~let·/ GS<) 

tf/ll{l JO 

FORM FDA 483 (9108) PREVIOUS EDmON OBSOLETE lNSPECTIONAL OBSERVATIONS -Page IS -~ :1-1 

a. On 8/17/10, I (DA) observed donor~as not appropriately assessed for 
travel regarding question #30 (travel for a total of3 months or more to U.K. for 
vCJD risk). The donor initially stated multiple trips 

was 
to England for2 ~to 3 . 

months at a time in 1985 and 1986, then stated she unsure because she did 
not remember. Since the health historian ~ccepted this donor, the eBDR 
only documents less than 3 months and a=-travel dates are not documented. 

b. On 8/13/10, I (SLK) observed the donor for WBN 06LH21115 was not 
appropriately assessed for travel. The donor stated travel to Egypt uabout a year 
ago" for question 29 (malaria risk travel) and no follow-up questions were asked 
regarding where (since a portion of Egypt has malarial risk) and for exact dates 
of travel. The health historian did not document Egypt at all on the eBDR 

When the health historian conducts follow-up questions to evaluate a donor's eligibility, 
. all the information provided by the donor is not documented nor is it required to be 

documented. A drop-down menu with "canned'; responses is used to doctiment 
information on the eBDR. Due to these documentatiqn practices, there is no meaningful 
secondary review ofBDRs smce critical information ~bout a donor's answers is not 
recorded in the comments or remarks sections and can:D.ot be reviewed· at a later time. 

\ 

BLOOD MOBILES: 

12. On 8/13/10, we (SK, DA) observed hand warmer "grabbers" that were placed directly 
~the phlebotomy site (separated by a piece of gaUZ6) during collection at a blood 
mobile for WBNs 06LH21109, 06LH21115, & 06LH21102. The hand warmer 
"grabbers" package insert states "***Do notuse'1""*0n parts of the body other than the 
hand***on bruising or swelling**"'" and also states the average temperature range is 135-
1560F when used as directed. The package labeling does not support the use we 
observed. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRi\llON 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Iilformation: www.fda.gov/oc/industry 
NAME AND llTLE OF INDIVIDUAL TO WHOM REPORTIS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 l 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF lNSPECllON 

8/9/10-9n.4/10 

FEI NUMBER 

2072994 

TYPE OF ESTABUSHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT U.STS OBSERVATIONS MADE BY THE FDA REPRESENTATlYE(S) DURING THE INSPECllON OF YOUR· FACILITY. THEY ARE INSPECllONAL 
OBSERVATIONS; ANO DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECllVE ACTION JN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION 'MTH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE .ADDRESS ABOVE, IF 
¥0U HAVE ANY QUESTIONS, PLEASE CONTACT FoA AT THE PHONE NUMBER ~NO ADDRESS ABOVE. . . . . 

DURING AN INSPECTION OF YOUR FIRM {I) (WE) OBSERVED: 

13. On 8/17/10, we (SK, DA) observed donor self-administered questions being conducted 
without visual privacy at a bloodmobile using two self-contained buses. Three out of 
five screening booths lacked visual privacy. For example: WBN 06LC28221 and 
06LC28214. 

14.~K). observed Health Hi.storian--eview the responses from donor 
~N 06LH2111 5) to the self-aam:Iiirsterep health assessmen~ questions. I 
noted the donor had responded "yes" to question 29 (travel outside the US and Canada in 
past 3 years). When the Health Historian questioned her about her travel, she stated she 
had traveled to Egypt "about a year ago". The Health Historian asked no further 
questiollS to clarify the specific dates of travel and selected the "canned" drop down 
menu for no travel in the last 12 months. A portion of Egypt is a malarial risk area and 
~ donor was not properly assessed. 

. . 
15. On 8/17/10, I (DA) observed donor- was not appropriately assessed for travel 

regarding question #30 (travel for a total of3 months O\ more to U.K. for vCJD risk). 
The donor initially stated multiple trips to England for 2~ Yz to 3 months at a time in 1985 
and 1986 were made. The health historian ~en asked the donor if she had liveq in 
England for more than three months at one-= (not three months collectively). The 
donor ultin;J.ately stated she was unsure because she did not remember and did not give 
definite dates of travel sb a cumulative total time could not be determined. Tho health 
historian accepted this donor and printed the BDR. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINIS"fR!'TION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/oclindustry 
NAME AND T1TlE OF INDIVIDUAL TO INHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 

FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 ~ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/1 0-9/24/l 0 

FEINUt.ASER 

2072994 

lYPE OF ESTABUSHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE{$) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE. AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE rMPlaJENTED, OR PLAN TO IMPLEMENT CORRECTNE ACTION IN RESPONSE TO AN OBStRVAllON, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WTH Tt-IE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMAllON TO FDA AT THE ADDRESS ABOVE. IF 

·1 YOU HAVE ANY QLJESTI~NS, PLEASE CONTACT FDA AT.THE PHONE NUMBER ~NO ADDRE.SS ABOVE. . . 

DURING AN INS?ECllON OF YOUR FIRM (1) (INE) OBSERVED: 

RECORD KEEPING: 

16. The Component Labeling Job Aid is based on a 2006 validation study titled 'Troduct 01-;}g
Quality Study Plan For ABO/Rh Labeling of Blood Components Version BSL ~ 
12/29/2005.11 The study's purpose was to alleviate documentation by providing labeling 
staff with maximum time limits for labeling a set numbet of components outside 
controlled storage at one time. This ~tudy was inadequate and not followed for the 
following reasons: 

-~ 

a. There is no documentation on how s~ffs were selected to perform the study so 
that it is representative of current work practices and supports that employees can 
function within the allotted time limits. 

b. The study protocel required~ per shift and there are three (3) shifts 
per day. Only three (3) runs on one shift were done. 

c. One of the runs is outside of the parameters ofthe~dybecause the room . 
temperature was outside of the acceptable stated ,range. The upRer room " W( If 
~em perature limit was- and one run was conducted at~. .?t:P: & t:.. CJ(J..lf/tv 

d. The study required periodic verification of the batch sizes to assure labelmg · 
could be corg.pieted within the time/temperature limits established after 
completion of the study in 2006. There has been no verification performed to 
date. 
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DEPARTMENT OP HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 

8/9/10-9/24/10 19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/oc/industry 

FEI NUMBER 

2072994 

NAME AND TITLE OF INDIVIDUAL TO INHOM REPORT IS ISSUED 

TO: Donna L. Haab, Director of Collections 
FIRM NAME STREET ADDRESS 

American Red Cross Blood Setvices 100 Red Cross Circle 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 J:. 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE JNSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION R.EGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WI~ THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMI'r THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
JYOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER ~NO ADDRESS ABOVE. • . . . 

DURING AN INSPECTION OF YOU~ FIRM (I) {\t\£) OBSERVED: 

J 

17. When importing blood products, determining whether products were out of controlled 
storage for no more than 30 minutes is not accurately calculated and does not document 
the.actual end time. BSL 09~052 instructs to determine this time by comparing the 
documented end of transit time (i.e. the time the boxis opened at ARC after receipt) on 
the import stamp with the time printed on the import report paperwork. (The import 
report paperwork is printed after all components are scanned into computer inventory to 
document receipt.) However, the import r~p6rt is printed before all importing steps have 
been perfomied. The importer must still visually com par~ the component label against 
the receiving paper work and the printed import report and the second reviewer must 
independently verify the importer's work before products are placed back into controlled 
storage. For example: 

a. On 8/12/10, we (TH, DA) observed importing session 193646 (order #341445). 
Twenty twp red blood cell units wer~ received from ARC Le~s and Clark 
Region. The end trarisit time was 10:27 and the import report printed at 10:46. 
However, product was not placed into the refrigerator until after reconciliation of 
the component labels with the receiving and p~ted report paper work. It.was 
placed into the refrigerator at 10:48; this time dd~s not ge~ documented. The 
accurate times are not documented. . · · 

b. On 8/14/10, we (TH, DA) observed importing ofiSBT labeled products from an 
outside supplier, shipping order 637032. Twenty red blood cells were received. 
The end transit time was 10:50 and the products received report printed at 11: ~ 4. 
However, product was not placed into the refrigerator until after reconciliation of 
the component labels with the receiving and printed report paperwork. It was 
placed into the refrigerator at 11: 17; this time does not get .documented. The 
accurate times are not documented. ; 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OfFICE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/ocfmdust:ry 
NAME AND TITLE OF NDMOUAL TO WHOM REPORT IS ISSUED 

TO: DonnaL. Haab, Director of Collections 
FIRM NAME 

American Red C~oss Blood Services 
CITY, STATe AND ZJP CODE 

Pomona, CA91768 \ 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/10-9/1A/10 

FEJ.NUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

n Hs DOCUMENT LISTS OBSERVATIONS MADE BY THE FOA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR ~OMPliANCE.IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECnvE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS TliE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE I"{SPECTION OR SUBMIT !HIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
you HAVE ANY QUESTIONS, PLEASE CONTACTFDA ~ T THE PHONE NUMBeR ft.,ND ADDRESS ABOVE. . • . . 

DURING AN INSPECTION OF YOUR ARt~ (I) (WE) OBSERVED; 

.( 

PROCEDURES DO NOT PROVIDE SUFFICIENT DETAIL: 

18. Per 14.3.081 (Reviewing Registered Donations), the registration reviewers are required to 
review the "Before Images Created During Registration Report'' to assure that former 
names listed on the BDR were created during registratibn. The procedure does not 
require they verify that the registration staff actually checked for existing records in 
NBCS for prior names and that made appropriate decisions in a pick pan. For 
example: duplicate and 

19. Work Instruction: Evaluating and ResolvingDDRHlts (14.3.087 v. 1.1) does not define 
• what $cruld be co~artial" or "questionable" match with the. NDDR For 
~ether ~auld ~e considere~ s~~ificantly different than · 

\ 
' 

20. Procedures related to managing the NDDR (Directive: Man.agement of the National 
Donor Deferral Register 14.2.014 and WI:. Manually Updating the National Donor 
Deferral Register 14.3 .160) do not instrUct how to manage d~mors with hyphenated 
names. For · · There are two possible second parts to the ·hyphenated last name 
for different last name soun4ex values 

This donor is currently in the NDDR as 

.· 
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FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS -Page ~;·~ 2f 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 

8/9/10-9/24/10 19701 Fairchild 
·Irvine, CA 92612 
949 608 2900 FEINUMBER 

Industry Information: www.fda.gov/ocfmdustry 
2072994 

NAME AND TITLE OF INDMDUAL TO WHOM REPORTIS ISSUED 

TO: Donna L. Haab, Director of Collections 
FlRM NAME STREET ADDRESS 

American Red Cross Blood Services 100 Red Cross Circlo 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 ~ 

TYPE OF ESTABUSHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR· FACIL.l'TY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OB~ECTION REGARDING AN 
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 SUBMIT THIS INFORMATION TO FDA' AT THE ADDRESS ABOVE. IF 
j.YOU HAVe. ANY QUESTIONS, PLEASE CONTACT FDA ATTHE PHONE NUMBER AND ADDRESS ABOVE. . . 

DURING AN INSPECTION OF YOUR FIRM {1) (WE) OBSERVED: 

21. Iril.porting blood product procedures are not adequate: 

a. BSL 09-052 requires a secondary review on the import stamp when importing 
product but this procedure and BSD 74.510M do not provide instructions on how 
to handle paperwork if this secondary review cannot be done within the 30 
mmute time limit 

i. Since imported pr:oducl is immediately and directly entered intu · 
electronic distributable inventory as th~ employee performs importing 
(not after the secondary review is performed), product lacking secondary 
review already has a computer status of available. Therefore, there would 
is no assurance that a secondary review was performed before 
distribution if products are imported and shipped the same day because 
the time of the secondary review of the import stamp is not documented 
nor is it requ!red. . . 

ii. · The procedures require that product be stored physically separated with 
an orange sign indicating secondary re-yiew is pending, but do not 
address the associated paperwork. Repd~edly, the paperwork would 'be 
placed on top of the units.until secondary, review is completed. 

b. BSD 74.51 OM and BSL 09-052 do not specifically apply to'i.mporting products 
from outside suppliers ma but it is being used for that Pl:ifPOSe. 

c. I!IJII imports procedures (WI: Delivering (Importing)- Labeled 
Products from Non-American Red Cross Facilities Using S'afeTrace TX -
21.3.104) do not discuss or require a second person review an<,!. do not discuss 
placing product in a designated area with associated paperwork until.r;econdary 
review is completed. 
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FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE INSPECTIO~AL OBSERVATIONS 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 

DISTRICT OFACE ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
949 608 2900 

Industry Information: www.fda.gov/odindustry 
NAME AND TIT1.E OF INDMDUAL TO 1/VHOM REPORT IS ISSUED · 

TO: Donna L. Haab, Director of Collections 
FIRM NAME 

American Red Cross Blood Services 
CITY, STATE AND ZIP CODE 

Pomona, CA 91768 ~ · 

STREET ADDRESS 

100 Red Cross Circle 

DATE(S) OF INSPECTION 

8/9/10-9/24/10 

FEINUMBER 

2072994 

TYPE OF ESTABLISHMENT INSPECTED 

blood bank and donor center 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR· FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY 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 OR ACTION INITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FD.AAT THE PHONE NUMBER eoND ADDRESS ABOVE. . . . . 

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

22. There is no job aid (or other procedure/iristruction) to assist employees in determining the 
total transit time for blood products received into inventocy. Additionally, products can 
be received from facilities located in other time zones (i.e. MST, EST, etc.) and this must 
be factored into calculating the total transit time. The total transit time is necessary in 
verifying the blood shipment was received within the parameters for which the shipping 
containers were validated. BSD 74.510M v1.8 only instructs that staff must consider the 
time zone of the originating facility. 
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