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uEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

6000 Metro Drive Suite 101 
Baltimore, MD 2121 5 
(410) 779-5455 

DATE(S) OF INSPECTION 

8/3-6, 9-13/10 

FEINUMBER 

1173010 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Mr. Robert A. Eaton, Chief Executive Officer 
ARM NAME 
American National Red Cross 

STREET ADDRESS 

352 Church AvenueSW 

CITY, STATE AND ZIP CODE 

Roanoke, VA 24016 
TYPE OF ESTABUSHMENT INSPECTED 

Blood Bank 

ThS doaJment li$ts cbserv21ion$ made by the FDA representalive(s) dJriog the lns;pection of yoc.r facility. They are inspQctional cbervations, and do not repros.rrt 2 

final Agency determinatian regarding your compliance. If you have an objection rog.lfding an observation, or have Implemented, or plan to implement. corrective 
action In response to an obloervaHon, you may discuss It» objection or action with ihe FDA represent31ive(s) during the inspoction or submit ltlis Information to FDA 
at the addres& above. lf you have any questions, please ~ct FDA at !he phone numb~~r and addr~ abovo. 

OURJNG AN INSPECTION OF YOUR FIRt!1 :~ PBSERVED: · 

OBSERVATION 1 

Written standard operating p!u~.;roures tnctuamg all steps to be followed in tlie .ooliectio~,-of.qlooci .a~~ blood components 
for homologous transfusion are not always followed. 

1. Failure to follow Work lnstru_~on ~S.:3·.ss~--~~~'?!ffii!l&:!'~~~~~~O..~~n'?~~~~~bi~.i.o/ ~sess~~nt This Work Instruction 
states that reviews for perfonning final case and donor suitability assessment need to be performed within a reasonable amount 
oftime. · - · · · · · - · - · 

The following Donor Reaction and Injury Records, were missing the Medical Director Review. Recommendation and 
Signature. These records are also ~~i.ng the:f~l!.Quality Rtvi~ 

case# P201001291211o8d date&"-1Y29fl'O 
case# P20I00217l436o32 dated72li&ro: 
case# P20100217l417o32 date<f2fft;Ji d 
case# P20 1002171923072 dated)Y17/HJ 
case# C201004291504o2u datedA/~.9"/.Hi 

2. Failure to follow Work Instructien l6.3 .56;f.~ii.t4.9n9r ~H?.P.M!2a~J.qg,Q~(yJteyi~w.- .1b~!!·'Yo/:k~ction requires 
quality staff to perform a final t~~-.-9t~oq_or ~P?Pli;~ti12,I!:~!.~ ~!.ci~!f.eql.H~e9- ~tep$,l!a.ve been taken to comP.lete and 
document a donor complication investigation.·.; · 

The following Donor Reaction and Injury Records were missing the Final Quality Review: 

donor. ated 11/19/09 
donor ~ed 12/15/09 
case # C20 1 00129003 5o4g dated l/29/1 0 
case# C20l002031957o7a dated 213/10 
case# P2010~18 170lo72 dated 2/17/10 
case# C201003022227o3z dated 3/2110 
case # P201003101906o72 dated 3/10/10 
case# P201003101724o72 dated 3/10/10 
case# C201003261I5Sol k dated 3/26/10 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

6000 Metro Drive Suite 1 0 1 
Baltimore, MD 21215 
(410) 779-5455 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

To: Mr. Robert A Eaton, ChiefExecutive Officer 
FIRM NAME 

American National Red Cross 
CITY, STATE AND ZIP CODE 

Roanoke, VA 24016 

STREET ADDRESS 

OATE(S) OF INSPECTION 

8/3-6, 9-13/10 
FEI NUMBER 

1173010 

352 ChurchAvenueSW 
TYPE OF ESTABUSHMENT INSPECTED 

Blood Bank 

case# P20100402I528o32 dated 4/1/10 
case# C201004292336o3z dated 4/29/10 
case# C201004291919o3w dated 4/29/10 

3. Failure to follow Fonn Instruction 17..4frm503 v.-2.0~ IrradiationJlatch Record-,Gamma Irradil!tiotf- Multiple Components 
Per Irradiation Cycle. These instructio~ r~q~i;e: si~ tO' d~eu~~~ttll~--timeAbe fn;s~ unit is. retD:ov~d from controlled storage 
and the time the last unit is placed back into controlled storage. Work fustructio~ i 7.:n 13 v-1 .1' C~nv~riing and Re-labeling 
Irradiated Components, states thatlllbeling!can:co~tinue
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A review of the 

a. The following Irradiation Batch R,ecord ~was:doCilmet?.ted ~-a.tw<r.$.t~p::proc~; h9wever;: t:P~ un,its· w~re relabeled 
immediately after"irradiation as Pl!l1 of a:vontinuot,~.s pro.~ss; 

Units 35FJ11070, 35FV23994/ 35FV24001;:·35EV24003, 3.5FV240l'S~ 3~GE4161.7r3SLW38'047 and 35LW38050 were 
irradiated on 8/4/10. These units were removed from controlled storage at 1400.and:thetirp.e;tbese iihlts! are returned to 
controlled storage is documented as 1418. The Convert Session Report shows that these units were converted and labeled 
between 1423 and 1426. In this exa.olple' tb:e 'end of,th~hition proceSs was· erroneollslyJ~oted on the Irradiation Batch 
Record as the time the units w~re:returned;to oontrolled·stoi:'age-.: 

b. The following Irradiation Batcn Recorlls<iocuifienefhe'units'were<return&rh:i. c6nttoli~d Storai!e iiitrrn~ thP. 

conversion/labeling process. · · · 

Units 35Z2861 0, 35X15243, 35P732 I 41llid 35z286i 1 'were fuaciia'ied btl-2/157ib~'·These uruts\~/ere r6inoved from controlled 
storage at 11:55 and the time the~ilnhl' ~g retllhr&ftb' .. ~i1tro4ed:(~oFage~1fdoC?iiD~ilte&as Tzls. :n& 'Convert Session RepoJ.t 

. shows that these units were conv~ff.c#rmt:'d iabei&fbetw~n 'f214"Mia 1'211: 

Units 35P72555 and 35P72553 were hradiatea oii)2l.lS1.09:~ .Jliese,units:'wefe,'fe~~ved from·contioll00:storage at 12:21 and 
the time these units are returned·to controlled storage i:S aocUriieiiteo ·as~'f2'§'L"The convert Session Report shows that these 
units were converted and labeled between 1230 and 1232. 

Units 35P72377, 35P72381, 35FW23854 and 35FX47767 were irradiated on 12/5/09. These units were removed from 
controlled storage at 11:23 and the time these units are returned to controlled storage is doci.Imented as 11:41. The Convert 
Session Report shows that these units were converted and labeled between 1136. and 1142. 

Units 35P72568 and 27GF27198 were irradiated on 12/21/09. These units were removed from controlled storage at 14:46 and 
the time these units are returned to controlled storage is documented as 1457. The Convert Session Report shows that these 
units were converted and labeled between 1456 and 1458. 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION· 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 
6000 Metro Drive Suite 101 
Baltimore, MD 21215 
(410) 779-5455 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Mr. Robert A. Eaton, Chief Executive Officer 
ARM NAME 
American National Red Cross 
CfTY, STATE AND ZIP CODE 
Roanoke, VA 240 I 6 

STREET ADDRESS 

DATE(S) OF INSPECTION 

8/3-6, 9-13/10 
FEI NUMBER 

1173010 

351 Church Avenue SW 
TYPE OF ESTABLISHMENT INSPECTED 

Blood Bank. 

~- The following Irradiation Batch Record documents that the unit was returma~e 4 minutes after it was 
emoved from controlled storage; however, the irradiation timer setting is for----

Unit 35P72035 was irradiated on 11/9/09. This urutwas removed from controlled storage at 2148 unit was 
returned to controlled storage is docurnenteciA~: 21 '>?. The Timer Settitm for. the ltor i: however this 
unit was documented as being out or: controlled stOrage·ro·r··ciruy!L!lllii'l,l.t~.- .,_ 

4. Failure to follow Work!nstro<;io_q F .. l? 1.~~~Sl;~<3~~;e~~~~~ \t~1.!l_!>~~~:J9;~~~rdS.9~PI_>.nr~t~. This Work 
Instruction states that if an irradiated product is to be .labeled at a later time or by anoth~ ~t{lJ:~:,s~ff.m~~ place a mark through 
the ABO/Rh label of the component to provide a visual reminG!er the componen.t is to be re-labelt;d .. 

On 8/ll/10, units 35GE416l9, 35S83685;~P..~S8~p~Qi~(li?.?RW~:7~~l·.w~r~~gj~{:.q J?.~~e.n,~~~·t.4.:~¥Jd~9:22. The units were 
then relabeled by a different staff' member from" 9:49 to"9:52: These 'uiUti were Stored Ln Uie refrigerator but were not marked 
through the ABO/Rh label as p~r:~ork~@:~Q!i:-1 

5. Failure to follow Work Instruction 15.3.086 v-1.1, Daily Function Check of the Automatic Trip Scale. This Work 
Instruction states to perform the fijnctioxial:test of.:thetrip !Scaf~•.: If 1).Ie. sCale:·doesinp.t trip; :S.t¢iis t_o r~peat the functional test 
one time, which includes tapping'the seale.arm to:ehsl:lreitmoves s~o0thJ.y;:Bilq,enstl{ing'th~SYale-is 1evcl. If the scale does 
not trip after the repeat test, staff is 1~-quamntine .. ~e:trip ~al~:~, 

During a mobile on 8/10/10, it ~asnored'auiifig seFupitli"if.trip:S6ale#'035.N3ifui:d fiilled the ioitiat:function test. The staff 
had failed the trip scale on the initial:funCtio#tl!sf•but:iC"Gotiit'Uetr't<f~ajustthe'scate-"tMeeadtiiti&iaJ ~s before ultimately 
failing the scale. · · · - · · 
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