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UEPARTMENT OF HEALTH AND HUMAN SERVICES
i FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
6000 Metro Drive ~ Suite 101 8/3-6, 9-13/10
Baltimore, MD 21215 FEI NUMBER

(410) 779-5455 1173010

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: Mr. Robert A. Eaton, Chief Executive Officer

FIRM NAME STREET ADDRESS
American National Red Cross 352 Church Avenue SW

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Roanoke, VA 24016 Blood Bank

This document fists observations mmbymsFDhrepresenhhm(s)dummehapacbm of your fadility. They are inspactional observations, and do not represent a
final Agency determination regarding your compliance. If you have an cbjection regarding an observation, or have implemented, or plan to implement, corrective
action in respansa to an cbeervation, you may discuss the cbjection or action with the FDA representative(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 number and addregs above.

DURING AN INSPECTION OF YOUR FIRMWE OBSERVED:

OBSERVATION 1

Written standard operating pioceaures incluaing all steps to be followed in the collection-of blood ,arid blood components
for homologous transfusion are not always followed.

1. Failure to follow Work Instruction 15:3.55, » Performing, Finial:Casecand Donor Suitability Assessment, This Work Instruction
. | states that reviews for performmg ﬁnaI case m:ld donor suitability assessment “need to be performed within a reasonable amount

of time.

The following Donor Reaction and Injury Records, were missing the Medical Diregtor Review, Recommendation and
Signature. These records are also mis$ing the Final-Quality Reviéws

case # P20100129121108d dated 1/29/10
case # P201002171436032 dated 2716/10
case # P201002171417032 dated 2/16/10
case # P201002171923072 dated 27/17/10
case # C20100429150402u dated 4/29/10.

2. Failure to follow Work Instruction 15.3.56, Final Donor Complication Quality- Review, This-Work Instruction requires
quality staff'to perform a final reyiew-of:donor complication;casesto ensure *all.required steps have been taken to complete 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 ¥ C20100129003504g dated 1/29/10

case # C20100203195707a dated 2/3/10

case # P201002181701072 dated 2/17/10

case # 2010030222703z dated 3/2/10

case # P201003101906072 dated 3/10/10

case # P201003101724072 dated 3/10/10

case # C20100326115501k dated 3/26/10
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
6000 Metro Drive  Suite 101 8/3-6, 9-13/10
Ba.ltimore, MD 21215 - FEI NUMBER

(410) 779-5455 1173010

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

T0: Mr. Robert A. Eaton, Chief Executive Officer

FIRM NAME STREET ADDRESS

American National Red Cross 352 Church Avenue SW

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Roanoke, VA 24016 Blood Bank

case # P201004021528032 dated 4/1/10
case # C20100429233603z dated 4/29/10
case # C20100429191903w dated 4/29/10

3. Failure to follow Form Instruction. 17.4frm503 v-2.0, Iiradiation Batch Record — Gamma [rradiatiori — Multiple Components
Per Irradiation Cycle. These instructions require ‘staff'to document;the nme the ﬁ.rst unit is. removed from controlled storage
and the time the last unit is placed back into controlled storage. Work Instruction 17.3.513 v-1.1, Converting and Re-labeling
Irradiated Components, states that-labeling;can.continug, afer irradiation or can be labeled at a later time. A review of the
Irradiation batch records from October 2009 through August 2010 found the following deviations:

a. The following Irradiation Batch Record :was:documented as-a:two-stép-process; however;. the units were relabeled
immediately afterirradiation as part of a.continuous process:

Units 35FJ11070, 35FV23994, 35FV24001,35FV24003, 35FV24018; 35GE41617; 351 W38047 and 35L.W38050 were
irradiated on 8/4/10. These units were removed from controlled storage at 1400 :and the time:thésé Ghits' 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 exaniple the end of therradiation process was erroneously:noted on the Irradiation Batch
Record as the time the units werereturned:to controlled storage:

b. The following Irradiation Batch Records' “docuifient the Units weré Téhirnéd to controlled §toraoe dnnncr the
couverszonﬂabehng process,

Units 35728610, 35X15243, 35P732 I4'aﬂd 35Z28611 were‘ nradxated on’ 2/15710 These umts were removed from controlled
storage at 11:55 and the time these umts are returned to controlled storage is dociimented as 1215. Thé Convert Session Report
| shows that these units were converted and labeléd betivéen 1214°5hd 1217!

Units 35P72555 and 35P72553 were irfﬁdxated oii 12/18/09.. These units were, rernoved from’controlled storage at 12:21 and
the time these units are returned to controlléd storage is docuitierited 281231 " The Convert Seksion Reéport 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 documented 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.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION -

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
6000 Metro Drive  Suite 101 8/3-6, 9-15/10
Baltimore, MD 21215 FE| NUMBER

(410) 779-5455 1173010

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

T0: Mr. Robert A. Eaton, Chief Executive Officer ||

FIRM NAME STREET ADDRESS
American National Red Cross 352 Church Avenue SW
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Roanoke, VA 24016 Blood Bank .
. The following Irradiation Batch Record documents that the unit was returned to controll e 4 minutes after it was
emoved from controlled storage; however, the irradiation timer setfing is for

Unit 35P7203 S was irradiated on 11/9/09. This unit was removed from controlled storage at 2148 and the time this unit was
returned to controlled storage is documented as 2152 The Timer Serting for the_irmdiator_j haowever this

unit was documented as being out ot controiled storage for only 4 minutes.

4. Failure to follow Work Instruction 17.3.513,v-1:1, Converting and Re-labclmg Imadiated Components. This Work
Instruction states that if an irradiated pmduct is to be labeled at a later time or by another staﬁ; staff. must place a mark through
the ABO/Rh label of the component to provide & visual reminder the component is to be re-label

On B/11/10, units 35GE41619, 35583685,:35583689.and 3SEW27593 were imradjated ,t;_étwéghﬁ._gg_1,,4,'gg,ﬁ',9zzz. The units were
then relabeled by a different staff member from 9:49 to 9:52. These units were stored in the refrigerator but were not marked
through the ABO/Rh label as per;Work.Instruction:;

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 finctiorial test ofithe-tripscale.: If the. scale:doesinot !:np, staffiis to repeat the functional test
one time, which includes tapping the scale.arin to'ensure it moves smoathly:and ensuring the scale is level, If the scale does
not trip after the repeat test, staff is'to:quarantine the'trip scale:.

During a mobile on 8/10/10, it was noted: ‘during sct-u;% {habmp scale #035.143" had fiiiléd the initial-fuiction test, The staff
had failed the trip scale on the initidl ﬁlncﬁoﬁ'*té’sf ‘butCotitintied to adjust the scale'threée addifiétial tiniés before ultimately

failing the scale.
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