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FDA: Freedom of Information Office January 3, 2012

I hereby request, under the Freedom of Information Act, a copy of the FDA Form
483 for an inspection during September and October, 2010, of the Red Cross DCSC
Facility in Philadelphia. The inspection was done by the Baltimore FDA Office.

| also request a waiver of fees for the request since the information will be used
for public health purposes.

Sincerely,

%\3% 00

Sidney M. Wolfe MD, Director of Public Citizen’s Health Research Group
(Please fax the report to me at 202 588-7756 or e-mail it to me at
Swolfe@citizen.org



DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 9/2/10 — 10/28/10
8000 Melio Drive, Suile 101 S
Baltimore, MD 21215 Phone: 410:779-5455 FEINUMBER To Be Determined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Luga, MBA, MT (ASCF) SBB, Executive Director

FIRM NAME STAEET ADDAESS

American Red Cross Donor and Client Support Center 700 Spring Garden Street
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPEGTED
Philadelphia, PA 19123 Doror and Client Management Establishrment

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 WITH THE FDA
REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE, IFYOU HAVE
ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. -

DURING AN INSPECTION OF YOUR FIRM. WE OBSERVED:
Management Control:

1. Oversight of Donor Management Cousolidation: ARC has consolidated the donor management activities that
were previously performed in 35 of their 36 regional offices (the Puerto Rico Region will be merged after 5
tmplemented) into the newly created Donor Client Support Center (DCSC). The DCSC is located in two [ac ties, one in
1Charlot:e, North Carolina, and one at this location in Philadelphia, Pennsylvania. The consolidation began in May 2008
with the Carolinas Region and the Penn-Jersey Region. The other regions were routinely consolidated until the project
was completed in March 2010.

The donor management activities now being performed by the DCSC include, but are not limited to, the following:

° Donor care and qualification functions that include answering eligibility questions from the dopors: donor
deferrals; post donation and call back activities, donor complications and complaints; receipt of test results and entry
of the results into the management of follow up testing with the donor; donor reentry/reinstatement:
deferral and surveillance management; managing donor requests for test results and bload types; donor notification
of reactive test results and donor counseling; and military, state and health departmerit notifications:
° Client suppart services that include the management of blood product retrievals; consignee notification for
e release of unsuitable blood components; case imvestigations for possible transfusion transmitted infections,
verse reactions and bacterial contaminations; lookbacks; and serves as the liaison for regional/divisional medical
* [directors. ' '

Data ma gement functions include the management of the National Donor Deferral Régistry and the
FOCEss.

Problem management tasks for the Philadelphia DCSC are performed in Philadelphia as well as in the
harlotte DCSC, that include the detection, investigation, evaluation, correction, and monitoring of all problems,

owever, during the process of consolidating donor management functions into the DCSC, ARC has failed to comply with
aragraph IV of the Amended Consent Decree of Permanent Injunction entered on April 15, 2003 {hereafter, referred to as
e Decree), in that ARC has failed to “...establish, implement and continuously maintain adequate methods, facilities,
ystems, and controls to ensure that ARC does not collect, manufacture, process, pack, hold, or distribute any article of
..-that is adulterated. . ; misbranded...; or otherwise in violation of the FD&C Act, the PHS Act, and regulations
romulpated thereunder, including but not limited to, 21 CF.R. Parts 210-211 and Parts 600-680...™ :

During the consolidation of the regional facilitios into the DCSC from May 2008 through March 2010, internal audits and
a Problem Management/Quality Assurance assessment were performed at the two DCSC Facilitics, The findings and the
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 9/2/10 — 10/29/10

6000 Metro Drive, Suite 101 -
Baltimore, MD_21215 Phone: 410-770-5455 FEINUMBER To Be Detenmined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT {ASCP) SBB, Executive Director

FIRM NAME STREET ADDRESS
American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Doner and Client Management Establishment

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 WITH THE FDA
REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. [FYOU HAVE
ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. ;

During the consolidation phase, ARC had periodic senior management meetings, Quality and Compliance Oversight
Committee (QCOC) meetings, Board of Governors’ meetings in which the DCSC consolidation project was discussed.
Quarterly and annual quality assurance and training reports were being submitted to ARCs senior management, as well.
he meeting minutes indicate that ARC management was aware of the audit findings and the staffing and proficienicy

Once the consolidation was completed in March 2010, the minutes indicate that ARC management had concerns abour the
IDCSC performance and that it continued to be understaffed and had a backlog of approxi
management cases that had not been process verified as required in Work Instruction
addition, there were other indications to ARC senior management that the DCSC had quality assurance and problem
anagement staffing problems. For example: a DCSC FTE (Full Time Employee) staffine dacument ws mitted h
: , : i

" Yet, ARC
dation to continue.

After completion of the consolidation in March 2010, internal audits, assessment reports, and meeting minutes indicate
t the DCSC continued to have problems with adequate staffing, proficiency, and timely and effective management of
onor management cases and of problems. For example,

A. In April 2010, the Biomedical Headquarters (BHQ)/QCOC meeting minutes indicate that the DCSC had

fa backlog of approximately 18 cases that had not been process verified as required in Work
nsrusion [ LA

B. The April 2010 audit report states that the DCSC root i ini
imely problem management is *

C. The May 2010,
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFEICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION $/2/10 — 10/99/10
6000 Metro Drive, Suite 101 -
Baltimore, MD 21215 Phone: 410-778-5455 FEINUMBER Ta Ba Determined

NAME AND TITLE OF INDIVIDUAL TQ WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCP) $BB, Executive Director

FIAM NAME STREET ADDRESS

American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIF CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA RBPR.ES—ENTATNE(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 WITH THE FDA
{REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. [F YOU HAVE
ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

D. In July 2010, senior management placed the DCSCon a because it was
determined to be a “high compliance risk” based on internal audits and FDA 483s received since March 2009.

Yet, the [lllwas not finalized unti] 9/29/10 after this inspection was initiated, The final plan states “

" (As noted above, there was an approximate 18,000 case backlog that was
discussed in April 2010. As of the beginning of this inspection the backlog in Charlotte was 11,531 open cases (and 4949
Donor Reaction/Injury Reports [DRIR]) and in Philadelphia it was 3,552 open cases (and 306 DRIRs).

Quality Assurance (QA) at the DCSC: ARC has failed to follow Paragraph IV.A.2.a. of the Decres which

requires that the “director of quality assurance shall be responsible for all ARC Biomedical Services quality assurance
functions including, but not limited to, ensuring the establishment, implementstion, and continuous maintenance of
omprehensive QA/QC programs...” The DCSC QA program is not ensuring all donor management operations are being
erformed effectively at the Philadelphia DCSC.

A. At the outset of this inspection, there was a backlog of open cases that are required to be reviewed.
L. Donor Status Change Records, Component Status Change Records, and Component Information Forms

are required to have process verification prior to closure of a case, as required in Work Instruction
A backlog of 3,552 cases, dating as far back as July 2009,

existed at the Philadelphia DCSC facility.

ii. DRIRs require 2 Medical Director review and a final quality review. A backlog of 306 open DRIRs,
dating as far back as August 2009, existed at the Philadelphia DCSC facility.

B. There have been no Quality Process Reviews performed by the QA staff since the Philadelphia DCSC
was created in 2008. Quality Process Reviews are required in Directive, IR
are to be conducted by the QA staff on an ongoing basis to review the systems and processes being performed by the

perations staff at the DCSC. In addition, these reviews are to “identify process improvement opportunities, possible
rocedure or compliance violations, and confirmation of processes operating in a state of control.”

C. ARC has fai for the DCSC as required in Directive
The ensures that each facility project ...
current acturing Practices (cGMP) regulations, as applicable.”

D. The Quarterly QA reports, required in Paragraph IV.A.b. of the Decree, are required to be submitted
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION. 9/2/10 — 10/26/10
8000 Metro Drive, Sulte 101 ,
Baltimore, MD 21215 Phone: 410-779-5455 FEINUMBER To Be Determined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT {ASCP) SBB, Execulive Diractor

FIRM NAME STAEET ADDRESS

American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIF CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

[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 WITH THE FDA
PRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. [FYOU HAVE
IANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE

., .in writing to ARC senior management and ARC Biomedical Services senior mapagement...” and did not portray the
seriousness of the staffing and proficiency problems occurring in the DCSC.

There were [[NMMMIQA reports submitted to ARC senior management and ARC Biomedical Services seior
nagement beginning in April 2008 through March 2010, and it was not until the October-December 2009 report that the
‘capacity for problem management” and the backlog of open problems was included in the Quarterly Quality Assurance
eport. In fact, there continued to be very little mention of the serious problems occurring in the DCSC in the subsequent
eport for the January-March 2010 quarterly report.

E. A QA Assessment was performed in October 2009 and a PM Assessment was petformed in November
2009. Yet, the reports for these assessments were not issued until April 2010. The reports identified staffing and workload
issues due to the continuous transitioning; the QA staff in Philadelphia has no donor management experience; the QA staff
was on board for [NERNand was not fully trained; staff was struggling and there was no support from management;
inadequate change management; and planning was not adequate.

3, BHOQ Audits of the DCSC: Although multiple Board of Governors Committee meeting notes state that Quality

Assurance (through the Quality Compliance Oversight Comumittee) was closely monitoring all corrective actions related to

HQ audit observations and ensuring that staffing levels were adequate to continue merging the regions’ donor
gement functions into the DCSC, a review of numerous problems opened as a result of the audits found that

mrective actions were not developed and/or implemented promptly. However, the merging of regions with the DCSC
ontinued. For example,

A Problem Management Audit Observations/Findings

INOTE: Different problem management functions are performed at the two DCSC facilities; therefore, BHQ audit

observations and corrective actions affected both locations. For example, one audit report states that all level 2/3 problems
were being managed in Charlotte because Philadelphia was not fully staffed. QA management also stated that all PRI
problems are managed by staff in Philadelphia.

x The October 2008 BHQ audit of the Philadelphia DCSC facility cited the untimely management of
problems. The DCSC opened discovered 10/22/08 and closed on 3/31/10)
and determined root causes that included inadequate staffing levels, inexperienced staff, training, and a
lack of tracking mechanisms to ensure timely problem management. The corrective action plan (CAP)
described included hiring and training additional staff, developing tracking queries for the DCSC, and
establishing a group to manage PDI (post donation information) problems. QA approved CAP on 2/3/10
and implementation is documented as having been completed on 2/4/10 and 3/23/10.
states that the effective check (EC) would be performed under|
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 9/2/10 — 10/29/10

6000 Malro Drive, Suite 101 = =
Ballimore, MO 21215 Phone: 410-778-5455 FEINUMBER To Be Delermined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCP) SBB, Executive Director

FIRM NAME STREET ADDRESS
American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

THIS DOCUMBENT 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 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 ADDRESS ABOVE.

ii. The March 2009 BHQ audit of the Charlotte DCSC facility cited untimely management of problems.
There was a backlog of 200 problems. The DCSC opened (discovered
3/27/09, closed 5/4/10) and determined that root causes included inadequate staffing, only taff
experienced with level 2/3 problems, and lack of oversight. The CAP described included train staff to
handle level 2/3 problems, assign oversight responsibilities, and track aging problems. QA approved the
CAP on 4/25/09. [N ocumented the CAP was implemented between 4/30/09 and 7/30/09.
The sustained EC was completed on 4/16/10 and the CAP was deemed effective.

ii. The June 2009 BHQ audit of the Philadelphia DCSC facility cited untimely management of problems.
(The audit report indicated that staff had been hired and that all level 2/3 problems were being managed
in Charlotte because Philadelphia was not fully staffed. The DCSC continued to have a backlog of
problems.) The DCSC opened*(discovercd 6/5/09, still opened as of 10/8/10)
and determined that root causes included inadequate monitoring processes, staffing proficiency, and

workload. QA approved the CAP on 8/24/09 after two CAP extensions. The CAP was implemented on
10/26/09, 11/12/09, and 2/24/10. The final EC had not been completed as of 10/11/10.

iv. The October 2009 BHQ audit of the Charlotte DCSC facility cited untimely management of problems.
The DCSC openedh(discovercd 10/23/09, closed 6/1/10) and documented the
root cause as lack of a good tracking mechanism, problems were not always assigned as discovered, and
the outsourcing of PM cases due to staffing levels. The described CAP included developing tracking
mechanisms and hiring QA/PM staff by 12/1/09. QA approved the CAP on 11/30/09. One tracking
mechanism was implemented on 10/26/09, another was implemented on 1/29/10, and vacancies were

opened on 1/29/10. The EC was completed on 5/3/10 and the problem closed 6/1/10.

V. The January 2010 BHQ audit of the Charlotte DCSC facility cited untimely management of problems.
The DCSC response referred to previously developed CAPs documented in h(the CAP for
the October 2008 audit) and“(the CAP for the October 2009 audit). Both of these issues
were still open at the time of the January 2010 audit. The root cause cited in the DCSC response to the
audit was, “The DCSC Problem Management Department does not have the resources to consistently
manage problems in a timely manner.”

vi. The January 2010 BHQ audit of the Philadelphia DCSC facility cited untimely management of
problems. The DCSC response referred to previously developed CAPs documented in
(the CAP for the October 2008 audit) and (the CAP for the October 2009 audit). The
root causes described in the DCSC response was a lack of resources to consistently manage problems in
2 limely manner. The CAP included hiring staff, including 2 PM manager, and establishing a separate

PDI problem group. :
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION §/2/10 = 10729710
6000 Metra Drive, Suits 101 -
Baltimore, MD 21215 Phone: 410-779-5455 FEINUMBER To Be Determined

NAME AND TITLE OF INDIVIDUAL TO WHOM REFORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCP) SBB, Executive Director

FIRM NAME STREET ADDRESS

American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

B. In addition to PM observations, the June 2009 BHQ audit of the Philadelphia DCSC facility cited
observations pertaining to failure to review donor management records in a fimely manner. Specifically,

i PDI and donor call back ca not being process verified in * " The DCSC
opened (discovered 6/5/09, still open Mwaﬁ
opened on 6/11/10) and determined the root cause to include process verification was not considered a
priority because there is no deadline, staff proficiency, and competing priorities. The audit response
states that the DCSC was already aware of the process verification backlog and had developed a plan to
address it. The CAP included slowing down the consolidation and changing the work flow. The
proposed EC states that the QCOC and QA would do periodic case reviews to ensure that process
verification is timely and that cases are completed. QA approved the CAP on 7/20/10. Onuly one part of
the CAP is documented as having been completed on 8/30/10. The Exception Report states that an BC
failed, but there is no documentation of any follow-up.

i The DCSC failed imely and accurate management of DRIRs. The DCSC opened _
(discovered 6/5/09, closed 8/3/10). (The problem was also linked to 01 1]
which addresses the FDA 483 observation on 4/23/ 10.) The DCSC determined
e root cause to include lack of staff proficiency and lack of a wel] defined process. The DCSC
response stated that it was aware of the problem and had held workshops and proposed to establish a
DRIR group by 8/1/09 and conduct another workshop. Additionally, the CAP included time studies bya
lean engineer, developing a backlog plan, clarifying DRIR time frares, and hiring ff for donor
eligibility calls. QA approved the CAP on 6/2/10, The Issue indicates the CAP was implemented on
5/24/10, 6/1/10, and 7/21/10. No due date has been documented for ECs and they have not been
completed as of 9/2/10.

Problem Management -- Donor Reaction/Injury Reports (DRIRs):

4. ARC has identified trends related to DRIRs beginning in 6/09, but has failed to promptly and thoroughly correct
prevent recurrence of DRIR documentation problems.

Adverse reaction donor: incorrect/missing documentation on Donor Reaction/Injury Reports:

Trend [ENNRNNNNwas met at the DCSC in 6/09, discovered 9/30/09 (when the DCSC began trending),
was created. The root cause investigation and CAP development began on 2/4/10. An extension of thcq
was requested 1/14/10 and 2/5/10 and granted on 2/8/10, four months after discovery o
problem. The documented justification for the extension was that the original CAP was due on 10/30/09, but the

roblem was not assigned to the Problem Investigator until 1/12/10.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER —[DATE®S) OF INSPEGTION 972770 038775
Drive, Sule 101 —
i ol FE(NUMBER To Be Determined

NAME AND TITLE OF INDIVIDUAL TO WHOM REFPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCP) SBB, Exaculive Director

FIRM NAME STREET ADDRESS
American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIF CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

e Issue further states that ¢
efers to corrective actions implemented on 11/24/09 under system (ren QA approved the
proposed CAP (no additional corrective actions) on 2/18/10 and the exception was closed 2/24/10.

B.  BHQ System Trend [N was discovered on 6/23/09 and closed 6/2G
is incomplete or incorrect documentation of DRIR: [Qot ca ited on S

The CAP was approved by QA on 1212109,
. ateTy 11ve S alter discovery of the trend. The CAP included the release of a communication to remind staff
of requirements and clarify instructions in 11/09. The EC success criterion was improvement. On 6/15/10, the EC
used data from 2/1/10 through 4/30/10, and was deemed effective with only improvement. -

met again at the DCSC in 4/10, discovered 5/25/ 10, and ted,
i include staff not reviewing their work and * " An
xtension for CAP development was requested on 7/13/10 and granted on 7/14/10 because the Problem Investigator was
orking on training and a trend problem with another employee. The CAP, which was appraved by QA on 9/8/10, is to
emind staff of requirements in a face-to-face communication with affected staff, to hire additional DRIR staff and to offer
refresher training to other staff performing DRIR tasks. The staff reminders are documented as completed on 9/27/10,

our months after discovery of the trend. The problem was still open as of 10/1/10.

s On 7/9/10, ARC discovered a problem related to receipt of DRIRs at the DCSC from the regions, but an
investigation into the root cause has not been completed and development of a CAP has been postponed until 11/12/10.
Specifically, a review of closed DRIRs identified four cases that included a statement on the DRIR that the donor
disposition was “unable to determine, no DRIR available from the collection site ' Additionally, the records contained

The DCSC opened Exception As of 10/8
specific root cause of missing DRIRs. (ARC’s record review, completed in 7/10, for the period 12/1/09 through 6/30/10
identified 292 cases with missing DRIRs, OF those cases, the failure mode for 167 was unknown,) The minutes from
multiple meetings that occurred in 9/10 are attached to the exception but do not include discussion of the raat cause of this
pecific described problem. QA approved two CAP extensions. The current CAP due date is 11/12/10.

6. On 9/29/10, a review of 13 randomly selected DRIR case files opened in the DCSC in 1/10, 2/10, and 3/10, bat

ot yet processed verified, found six with no final quality review and six with no Medical Director review, as required by
orm: Donor Reaction and Injury Record, ﬂb Specifically,
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

_{DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 8/2/10 — 10/29/10
6000 Melro Drive, Suite 101 -
Ballimore, MD 21215 Phone:_410-779-5455 FEINUMBER To Bs Delermined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCP) SBB, Executive Director

FIRM NAME : STREET ADDRESS
American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPEGTED
Philadelphia, PA 19123 Donor and Client Management Establishment

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
OMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT
ORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA

RESENTATIVE(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 ADDRESS ABOVE.

A. The following cases had no final quality review or an untimely final quality review:

opened 3/22/10
opened 2/25/10
opened 2/25/10
opened 1/6/10
opened 2/26/10
s opened on 1/20/10, but had no final quality review until 9/22/10.

B. The following cases had an untimely Medical Director review or no Medical Director review:

was opened 2/1/10, but not reviewed until 7/29/10

was opened 1/10/10, but not reviewed until 5/12/10

was opened 1/25/10, but not reviewed until 9/23/10

was opened 2/10/10, but not reviewed until 4/6/10

‘was opened 2/23/10, but not reviewed as of the date of this inspection
was opened 2/5/10, but not reviewed as of the date of this inspection

e Although, in response to other recent FDA 483s, ARC has taken steps to establish a time frame for
completion of the final quality review, there is still no time frame for completion of the Medical Director review.

tProb!em Management - Management of Suspect Blood Products:

7. ARC has identified trends related to management of suspect blood products and inventory management, but has
failed to promptly and thoroughly correct the problems. For example,

A Trend [N was met at the DCSC in 10/09, discovered on
The problem was closed 2/18/10. The ig ¢

documented root cause is

S50 states that no formal corrective action will be taken due the cotrective actions implemented under
another Exception Report. QA approved the CAP on 2/16/10.

Trond (NI ves et

problem was stil

ssue, Indxcates that QA approved the CAP on 5/27/10 and it was implemented on
ay. The only description of the CAP is a reference to corrective actions in which was for BPD
[failure to adequately manage potentially non-conforming products (product not released)], but has the

SEE REVERSE |empLoY, Etswr YEE( £ AND TITLE (Print or Type) DATE ISSUED
/@: 4 .%ge cp
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFIGE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 9/2/10 — 10/28/10
6000 Metro Drive, Suite 101
Baltimore, MD 21215 Phone: 410-779-5455 FEINUMBER To Be Delermined

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Janis F. Lugo, MBA, MT (ASCF) SBB, Executive Director

FIRM NAME STREET ADDRESS
American Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

[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
ngPRRECTNE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA

RESENTATIVE(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 ADDRESS ABOVE.

tained EC, which was due 8/26/10, was not documented as completed as of 10/1/10. However, indicates
t implementation of the [MMMMICAP was not completed in full until 10/5/10: approximately one year afier the 10/09
rend was identified with the same root cause, the original work flow design.

E:nk documented root cause. The interim EC for— was deemed effective on 7/27/10 and the
ns ﬂ

- failure 1o adequatel tially non-conforming products (product not released):

C. Trend [NIENNNNN] was met at the DCSC in 5/10, discovered on 6/30/10, and [N s created.

The problem was closed on 8/2/10. The associated Issue, [N cites the root cause as “The original process
flows associated with these gain control and retrieval processes did not provide staff with the experience and responsibility
to perform their required functions as a suspect product identifier.”” It refers to corrective actions taken uqderi
[ and& A review of [INNEIININdiscovered 7/31/09) and
discovered 3/31/10), which are both associated with_ found that a CAP extension was approved for both
problems on 4/30/10. Multiple CAP extensions were previously approved for [JNEMM QA approved the CAP on

/19/10. One part of the CAP was implemented by 5/31/10, but the other three parts were not implemented until 10/5/10.
Both problems remained open as of 10/14/10—one for more than 15 months and one for more than six months

[Problem Management - Confirmatory Test Results and the DDR:

8. ARC has identified trends related to management of confirmatory test results and DDR entry, but has failed to
promptly and thoroughly investigate, correct, and prevent the problems. For example,

onfirmatory results/DDR & not performed / not entered timely:

A.  Trend [ENNENNINwas met in the DCSC in 9/09, discovered on 10/29/09, and (NN s
reated. The problem was closed on 2/23/10. The associated [ssue, cites the root causes as inattention to detail

due to staff being new, not understanding, or rushing. The proposed CAP states *

i AmVBdthECAPonlzf 8/09. Th _:.'lll mented on R0 §
" Additionally, the CAP included

supervisors/designees observing involved staff while performing test result entry. The EC was performed and the
orrective action was deemed effective on 2/19/2010. However, the Issue,h referenced as the CAP for the
rend problem indicates that the CAP was implemented and that the ECs had not been completed before the trend problem
as closed. Specifically, the observation by supervisors/designees is documented as having been completed on 2/3/10, not
12/18/09.

Review of [ NMMMNrevealed that QA approved the CAP on 12/23/09. The CAP consisted of supervisor/designee
observation, reiterating the need to “slow down® and “pay closer attention,” and clarifying when a specific form was
Inccessary. Those CAPs were implemented 2/3/10, 2/3/10, and 4/27/10, respectively. The EC was completed 6/23/10.
SEE REVERSE Eupkgy'zs{s; RE WPL%E%S; '}ﬁ'}i&,‘,“m ggus (Print or Type) DATE ISSUED
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FQOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER - DATE(S) OF INSPECTION 9/2/10 — 10/23/10
6000 Matlro Drive, Suite 101 . =
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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED
TQ: Janis F. Lugo, MBA, MT (ASCP) SBB, Executive Direclor

FIRM NAME STREET ADDRESS

Americen Red Cross Donor and Client Support Center 700 Spring Garden Street

CITY, STATE AND ZIP CODE - TYRE OF ESTABLISHMENT INSPECTED
Philadelphia, PA 19123 Donor and Client Management Establishment

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY.
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ICOMPLIANCE. 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
RREPRESENTATIVB(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. [F YOU HAVE
ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABQVE.

The corrective actions were deemed effective and all of the associated problems were closed on 6/24/10.
incorrect/no computer property/assertion applied (no product released:

B. A trend for NN was identified on 10/29/09 for 9/09. The root cause also cites misinterpretation
of instructions, staff new to task, staff not aware they could remove assertions, limited experience with holds. The
iinves!igation does not address why staff have been are released to perform tasks they do not understand. The DCSC had a

recurrence of]| in 8/10.

9. ARC has identified trends related to consignee notification, but has failed to promptly and thoroughly correct and
prevent the problems. For example, '

E—AB hour notification to consignee not performed/complete/timely for distribated expired products &-I
ecall/

k ‘market withdrawal records incorrect/incomplete/not timely (also includes late follow up letters to
consignees):

A. Trend [NNENNNwas met for BPD code [NNEMMMMNin 6/09, discovered on 9/30/09, and

was created on 9/30/09. CAP develo t extensions were approved o and on 4/16/10. The justification for
o410 cxosion ves . R ™, v v-s s
til 5/18/10. QA approved the CAP on 7/6/10, 10 months after discovery of the trend.
cites the root causes as *
" The described CAP is to m@e !c !!!! ||nto guog teams and to revise work flows to standardize
in control activities. Approximately one year after discovery of the trend, the CAP has not been fully implemented.

nctionalization was implemented at the Philadelphia site in 6/10 and at the Charlotte cite in 9/10, but not documented in
as of 10/1/10. The status of the work flow revisions in not documented. The trend problem remained open

of 10/1/10.

B. On 9/24/10, the DCSC discovered that in 8/10, it met trend [ ENtor and created
The problem description refers to the 6/09 [N trend being managed under

An SCA Report was submitted to the FDA on 7/22/10 as required in Paragraph XIX of the Amended Consent
ree. This SCA pertains to the notification to health departments when a donor has been determined to be confirmed
iti . B, Hepatiti est Nile Vigis and syphilis, as required in
ARC’s failure to

10.

otify health departiicnis was imbally identified during an FDA inspection from 5/24/10 to 6/4/10,

SEEREVERSE |EMPLOYEE(S) Si E EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
OF THISPAGE | {: e ey A PI5E , LD )
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