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American 
Red Cross 	
Biomedical Services 

2025 E Street NW
Washington, DC 20006
Tel (202) 303-5300 
Fp (202) SOS-<!191 
www.redCION.org 

December 15, 2010 

Evelyn Bonnin 
District Director 
Baltimore District Office 
United States Food anci Drug Administration 
6000 Metro Drive, Suite 101 
Baltimore, MD 21215 

Dear Ms. Bonnin: 

Attached to this letter is the American Red Cross response to the observations 
identified by Investigators Linda S. Mattingly and Nancy L. Rose and listed on the 
Form FDA 483 presented at the conclusion of the September 2- October 29, 
2010 Food and Drug Administration inspection of the American Red Cross facility 
at 700 Spring Garden Street, Philadelphia, PA 19123 (CFN/FEI To Be 
Determined). 

The Donor and Client Support Center is committed to achieving the highest 
standards of quality in all of the products and services that we offer. The 
American Red Cross is working to address the issues identified by the 
investigators for which additional actions are warranted. 

If you need any further information, please contact Celia Clifford, Vice President, 

Field Quality Assurance, at 770-852-4226. 


Sincerely, 

ris Hrouda 
Executive Vice President 
Biomedical Services 

Attachment 1, DCSC FDA Form 483 General Response 
Attachment 2, DCSC FDA Form 483 Observational Responses 
Exhibits I through XV on CD 

cc: 	 Linda S. Mattingly, Investigator 
Nancy L. Rose, Compliance Officer 
Julie Hall, Interim Senior Director, Quality, Donor and Client Support Center 
Kay Crull, Vice President, Manufacturing and Donor Management 
William Moore, Senior Vice President, Biomedical Headquarters 
Kathryn J. Waldman, Senior Vice President, Quality & Regulatory Affairs 
Celia Clifford, Vice President, Field Quality Assurance 
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Exhibit I DCSC Signed CIS Plan 9-30-2010 
Exhlbit II Facility Quality Plan - Charlotte 
Exhibit III Facility Quality Plan - Philadelphia 
Exhibit IV Charlotte DCSC PM StaffInterviews Summary 
ExhibitV Philadelphia DCSC PM StaffInterviews Summey 
Exhibit VI Charlotte DCSC QA Assessment Summary 
Exhibit VII Philadelphia DCSC QA Assessment Summary 
ExhibitVIll 1 0.4.tc068 _tip Investigating Level2-3 Problems and Developing 

Corrective Action Plans-tip 
Exhibit IX Test Result Retrievals DCSC Workshop 
Exhibit X 14.3.101 Finalizing Test Results v-1.3 
Exhibit XI TS 6225- NDDR Management Documents (System 14) 
Exhibit XII Case Investigator Monthly Meeting Minutes 11092010 
Exhibit XIII Timelines for reviewing DRIR.s, reviewing and closing recipient 

complication cases 
Exhibit XIV 14.4.Zflw004 W1670 vl.O Deferrals 
Exhibit XV Transmittal Sheet 0129 W1670 
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Donor and Client Support Center (DCSC) 
FDA Form 483 . 

General Response 

The FDA Form 483 raises a number of broad issues regarding Red Cross' compliance 
with regulations, the amended Consent Decree, and Red Cross SOPs. Specifically, the 
Form 483 raises concerns about four areas: 

I. Biomedical Services Headquarters' (BHQ) oversight and control 
II. DCSC Operations' managerial and Quality Assurance (QA) oversight 
III. Consolidation ofdonor management functions into the DCSC 
IV. Implementation ofProblem Management 

Red Cross is committed tO providing the resources necessary to address these issues and 
to ensure that the DCSC operates effectively and in compliance with all regulations, 
policies, and procedures. Red Cross bas analyzed these four areas, identified what factors 
contributed to the issues that occurred within each area, and initiated actions to address 
them. Red Cross' goal is to ensure that going forward BHQ: provides an appropriate level 
of oversight for all major initiatives so that they are implemented successfully; ensures 
that facility management teams are effective; and monitors pertinent metrics to identify 
performance issues at the earliest possible opportunity. 

In order to ensure that all concerns with the DCSC have been identified and appropriate 
actions taken to prevent recurrence, BHQ will hire an external consulting fum to perform 
an evaluation of the issues that occurred with the DCSC. The consulting firm will 
determine whether Red Cross has identified all factors contributing to these issues, verify 
that Red Cross has taken appropriate actions, and evaluate whether similar risks to future 
initiatives have been mitigated. BHQ will select the external consulting fum to lead this 
effort during the first quarter ofcalendar year 2011. 

The analysis ofthe four areas listed above and the. actions that have been or will be taken 
are described below. These actions are in addition to those that are described in response 
to the individual FDA Form 483 observations in Attachment 2. 

I. BHQ ()_venight and Control 

BHQ did not effectively manage consolidation of the donor management functions into 
the DCSC. BHQ managed the donor management consolidation using existing 
mechanisms, including the system Quality and Compliance Oversight Col)llllittee 
(QCOC) and the Field Operations Group (FOG), to provide oversight. However, in 
retrospect, these mechanisms proved to be inadequate. Iil the future, Red Cross will 
manage key initiatives using program management principles, with appropriate 
governance structures and oversight established at the outset, similar to those established 
for management of the BioArch program. This will include the establishment of a set of 
metrics for monitoring performance and formal readiness reviews for key stage gates 
using these pre-defined metrics. 

Attachment 1 1 



DccrC"C Correspondence Contains Sensitive rropriclary lnformntion 

Provided Under Con,cnl Dccn'c Entered Undco U.S V American Red Cross


U.S.D.C.,trul'is&"'·0949 

BHQ relied on the reports provided by the DCSC management in making its assessments 
and in providing updates to the Quality and Regulatory Compliance (QRC) 
Subcommittee and Audit & Risk Management (ARM) Committee of the Board of 
Governors. The QRC did raise concerns regarding DCSC staffing levels and whether 
transition of additional regions should continue to occur. BHQ leadership evaluated the 
data provided by DCSC management which showed that actions had been taken to 
address recognized challenges, improvement in current compared to historical 
perfonnance, and adequate staffing levels. The consolidation timeline was extended to 
allow new staffto become more proficient, and DCSC management expressed confidence 
that the DCSC could successfully complete the consolidation. by March 2010. Based on 
the data presented and the concern regarding the ability to retain regional donor 
management staff whose jobs were being eliminated, BHQ senior leadership authorized 
the transition of the remaining regions to continue. In retrospect, this was not the right 
decision. 

BHQ now recognizes that the DCSC management reports were insufficient in 
determining a complete and accurate picture of DCSC performance. Prior to starting the 
consolidation, BHQ did not establish a set ofmetrics for monitoring the process. There 
were limited metrics for donor management performance in the regions that could have 
been used to establish a baseline for comparison. BHQ is defining the metrics that will be 
used to monitor current DCSC operations and adherence to Problem Management (PM) 
SOPs and timelines. These metrics will be added to the DCSC Dashboard and, depending 
on each metric, will be updated- or-- The updated Dashboard will be in 
place no later than December 20, 2010. To h~e that all concerns are identified and 
addressed at the earliest possible time, BHQ has dedicated a staff member from the 
internal quality audit team to independently monitor DCSC operations, identify issues 
requiring attention,_and provide feedback to operations, QA management, and senior 
leadership. A schedule of planned activities has been developed through February 2011 
and will be updated as needed. As ofNovember 29, 2010, this staffmember is onsite full­
time in Charlotte, but will make periodic visits to Philadelphia. In addition to this 
ongoing monitoring, the DCSC performance will be .evaluated throu~ routine and 
special quality audits as needed. · 

As the final regions' donor management functions we.ro transitioned to the DCSC; 
performanCe problems increased and the DCSC struggled 
requested a special audit, which was held in Charlotte 
audit was conducted to evaluate corrective actions in response to FDA inspections and 
internal audits and evaluate processes and current performance. On July 7, 2010, based, 
in part, on the result:s ofthis audit and the PM audit in April, BHQ directed deYelopment 
of a Compliance Improvement Strategy (CIS) for the DCSC. The CIS, proyided in 
Exhibit 1, was approved on September 30, 2010 and addresses compliance issues in eight 
functional areas: 

1. Staffing!fraining/Proficiency 
2. Component Retrievals 
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3. Donor Adverse Reactions 
4. Recipient Reactions 
5. Donor Management 
6. Problem Management/Quality Assurance 
7. Records Management 
8. Document Management 

CIS teams investigated the problems in each of the above areas, performed root cause 
analysis, and developed corrective action plans. The teams created sub-plans for each 
area that described their investigations and CAPs, and submitted them to the QCOC for 
review and approval on November 12, 2010. The QCOC provided comments to DCSC 
Management on November 29, 2010, and the DCSC will discuss its responses to these 
comments at the QCOC meeting on December 17, 2010. Red Cross will provide the 
individual sub-plans, once final, upon request. 

On September 7, 2010, the President and Executive Vice President of Biomedical 
Services and the Senior Vice President ofQuality and Regulatory Affairs met with DCSC 
management in Charlotte to review the CIS plan. This same senior leadership team, along 
with the Vice President and Deputy General Counsel, began weekly meetings with DCSC 
leadership on October 25, 2010. The objective of these meetings is to monitor the 
DCSC's progress on key initiatives, such as increasing staffing levels, clearing the 
backlog ofcases pending process verification, and assisting with resolution ofoperational 
and compliance issues as they are identified. 

In addition, BHQ senior leadership visited both DCSC locations recently, Charlotte on 
November 22, 2010 and Philadelphia on December 2, 2010. During these trips, senior 
leadership met with all available staff in a series of meetings to assure them of BHQ's 
commitment to the DCSC and to get their input on what they need to be successful. The 
discussions were open and identified additional areas requiring attention, including the 
approach to training, eommunication with staff, and the proficiency level of staff and 
supervision. Staff were .encouraged to assess thei( own level of comfort in performing 
theii duties, to identify any additional training they needed, · and . to discuss their self­
assessment with their supervisors. Per procedure, staff will be removed from perfonning 
any tasks for which they or their supervisors determine 'additional training is needed to 
achieve .competency. 

Based on the issues identified by FDA and .Red Cross audits, as well as ongoing 
discussions with DCSC management and staff, BHQ P.as decided that the DCSC will be 
placed under a Modified Compliance Improvement Strategy (MCIS) rather than a CIS in 
order to address the seriousness ofthese issues. The areas offocus and additional actions 
planned as part of the MCIS, in a4dition to those already identified in the CIS, will be 
determined by January 14,. 2011. At a minimum, the increased areas offocus will include 
formal staff assessments and training. An assessment of all management, operational, 
QA, and PM staff will be performed. Although it is not possible to reduce workload 
volume as was done in the Greater Chesapeake & Potomac and Southern Regions, Staff 
will be taken off line for additional training as deemed necessary. While planning for the 
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MCIS is in progress, the DCSC will continue with all corrective actions included in the 
approved CIS. 

As noted above, BHQ relied on existing mechanisms to monitor DCSC performance 
during the consolidation, including the functional management reviews, the QCOC, · QA 
Audit reports, and reviews of FDA Form 483 observations. BHQ has determined the 
need, and is now evaluating, DCSC performance by analyzing.collectively an enhanced 
set ofmetrics. This provides a more robust process of review and will help to ensure that 
overall DCSC performance is well understood. 

Based on previous analysis performed, BHQ recognized that the system for monitoring 
Biomedical Services system-wide performance needed strengthening and must include a 
formal mechanisin to evaluate performance through analysis of available metrics 
collectively rather than individually. At the direction or' the President and Executive Vice 
President of Biomedical Services and the Senior Vice President of Quality and 
Regulatory Affairs, a task force is being established to create an integrated process ·by 
which quality metrics will be analyzed collectively and escalation triggers defined for 
increased oversight by either the division or system-level QCOC based on this 
evaluation. A Division Vice President and a Senior Director of Quality are leading this 
task force. 

The President, Biomedical Services, will create a department that will have ongoing 
responsibility to analyze quality metrics collectively to determine the state of compliance 
for individual facilities, processes, and Biomedical Services, overall. This department 
will be led by a Vice President of Compliance, hired from outside Red Cross, who will 
serve as the Chief Compliance Officer for Biomedical Services and report directly to the 
President, Biomedical Services. 

II. DCSC Operations' Managerial and QA Oversig~t 

The DCSC managerial and QA oversight was not sufficient to 'ensure that the DCSC ·Was 
operating in a state of control and in compliance. Therefore, BHQ determined that the 
oversight needed strengthening and made the following organizational changes in the 
DCSC, effective November 3, 2010. 

• 	 The Vice President of Manufacturing has assumed leadership of the DCSC 
and is now the Vice President ofManufacturing and Donor Management. This 
individual has a track record ofproven leadership and outstanding quality and 
compliance performance. 

• 	 The Executive Director, Donor Management, is now the Senior Director of 
Donor Management . Operations Support and reports directly to the Vice 
President ofManufacturing·and Donor Management. · 

• 	 The Senior Director of Quality for the DCSC is no ionger employed at the 
Red Cross. The Director of Quality for the Mid-Atlantic Region is serving as 
the interim Senior Director ofQuality for the DCSC with oversight ofQA and 
PM. She is located in Charlotte. 
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• 	 The Problem Management Director is no longer overseeing the Problem 
Management Department and is working on several projects, including 

. oversight of problems managed remotely. The PM Manager from the 
Northeast Pennsylvania Region is providing oversight for the day-to-day work 
and has been onsite in Charlotte since December 1, 2010. 

In addition, to provide additional quality support i..O the interim, the following actions 
have been taken: 

• 	 The Director of Quality, Central Ohio Region, has responsibility for 
monitoring the progress of actions defined in the CIS (soon to be MCIS) and 
the effectiveness ofthose actions. · 

• 	 The SeniorDirector ofQuality, Mid-America Division, has been on-site at the 
DCSC to review DCSC QA and PM tasks, determine how regional QA and 
PM staff can provide temporary support for these tasks, and allocate those 
regional resources accordingly. 

• 	 The Director ofQuality, Penn-Jersey Region, is providing quality support and 
oversight for the Philadelp,Ua DCSC location, working closely with the 
Director ofQuality for the Mid-Atlantic Region. 

The immediate focus of the new QA management team is to help ensure that appropriate 
actions are taken in response to the FDA 483 observations, such as issues concerning the 
backlog ofcases that require process verification, the backlog ofdonor complication files 
that require medical and/or final quality review, and overdue Quality System Reviews. 
The team will also perform regular operations walkthroughs, providing increased QA 
oversight for Operations. As mentioned above, a member of the internal quality audit 
team is onsite in Charlotte monitoring operations, identifying issues, and providing 
feedback. 

ID. Effective Consolidation of Donor Management Functions 

The oonsolidation· of donor management functi~ns .into. the DCSC was not effectively 
executed. Red Cross has identified several contributing factors, including: nuinber of 
staff~esources; staffproficiency; supervisors' level .of experience; and tools for tracking 
work status. These factors are discussed below. 

Nwnber ofStaffResources 
Red Cross underestimated the worldoad and the number of staff resources required to 
perform the work. The staff turnover rate has a\'eraged ~· which is higher than the 
historical turnover rate for the donor management function Ln regional facilities. The ratio 
of tenured to new staff is lower than anticipated and the impact qf so many·Q.ew staff is 
significant Many superVisors are relatively new to their role and have limited experience 
in donor management The DCSC management team recognized these staffing issues and 
temporarily stopped the consolidation from March - April2009. Two regions transitioned 
in May 2009, but because the challenges persisted, the DCSC paused again in June - July 
2009. This allowed the DCSC to assess their performance to date, determine what 
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changes were necessary, and allowed staff to gain additional experience, improving their 
proficiency and efficiency, before taking on more regions' work. DCSC management 
delivered workshops on areas where staff were having difficulties, provided customer 
service training, presented performance data to staff to promote improvement, and 
worked with supervisors on meeting expectations. Perfonnance improved and the 
problem rate declined throughout 2009. 

The performance improvement seen in 2009 was not sustained after the remaining 
regions transferred in early 2010. Staffing challenges continued. DCSC management 
determined that it needed to hire- taff who would be dedicated to answering donor 
eligibility calls. In May 2010 a ti.m~dy was completed that verified that the number of 
call statf identified by management w~ adequate. Thellnew staff were hired and on 
board by June 2010. This action allowed the remaining staff in the Donor and Client 
Support Specialist (DCSS) Teams to focus on case investigations without interruption 
from eligibilitY calls. 

Other areas were ·also understaffed and the DCSC has hired a significant number ofnew 
staff since September 2010. A hiring plan was developed to ensure that there will be a 
sufficient number ofstaff, taking into consideration the turnover rate and that many staff 
are new and will not be ful:Eroficient for several months. DCSC management has also 
decided to create a team o members dedicated to performing process verification 
and some ofthe newly hi Sfirlfwill join this team. 

As noted in the FDA Form 483, a backlog of cases pending process verification exists. ln 
order to clear the backlog, DCSC management has enlisted the help of experienced staff 
from several regions who are dedicated to performing process verification. The sites and 
the number ofFTEs are listed in the table below. 

ental Site Staff Mix* Start Date 

St. Paul 7/1~2010 
Dedham 9/14/2010 
Florida 10/11/2010 
Bol~e 10/2512010 

11/1512010 
11/1512010 

In addition, a contract was signed 
staff augmentation.~taff , 2010 
started November 29, 2010. These lO~lteO in the Charlotte facility are 
perfonning process verifications with operational, quality, and problem 
management support. 

StaffProficiency 
The DCSC was initially implemented under a region-focused model. Staff were divided 
into teams and each team performed all functions for the regions assigned to their team. 
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This meant that staff bad to become proficient in all areas quickly in order to be 
successful in their jobs. This model contributed to the issues seen and may have also been 
a factor in employee satisfaction and staff turnover. Therefore, The DCSC changed its 
structure from one that was region-focused to a functional team model. The fimctional 
model allows staffand supervisors to focus on and develop process expertise in a specific 
functional area. The planning began late in 2009 and the Philadelphia DCSC transitioned 
to the new model on June 21, 2010, followed by the Charlotte site on September .27, 
2010. . 

Supervisors' Level ofExperience 
Many of the supervisors are new to the supervisory role and to donor management 
activities. In the fall 2010, a Supervisory Academy was developed to augment the skills 
ofthe supervisors in managing staff. Two BHQ Organizational Development and training 
professionals have designed and are delivering the courseS in the Academy. They are 
designed to assess each supervisor in a group setting to identify their strengths and 
weaknesses and then develop an indiVidual plan to support development. Starting in 
September 2010, two full day training sessions have been delivered focused on coaching 
and giving feedback, building collaborative relationships, and maintaining appropriate 
supervisory documentation. Each month supervisors are provided with infonnation that 
focuses on a specific skill, such as how to supervise former peers. 

Tools for Tracking Work Status 
DCSC supervisors did not have all the tools needed to track incoming work and to ensure 
its completion. The tools that were effective in a regional facility with lower case volume 
and more experienced staff proved to be less effective in a consolidated center with a 
large case volume. Several tools have been or will be implemented to assjst supervisory 
staffin overseeing the work, reconciling that all work expected is received, and verifying 
that all activities are completed. Specific tools are described in the responses to the 
pertinent observations in Attachment 2. 

IV. Effective Implementation of Probl~m Management 

The DCSC did not effectively jmplement the Problem Management system. Initially, the 
DCSC PM department was led by a manager responsible for both locations, Charlotte and 
Philadelphia. As the worldoad was better un~tood, BHQ QA leadership determined 
that the PM managerial oversight needed strengthening. In February 2009, a Problem 
Management Director (PMD) was transferred from a Red Cross division to lead the 
DCSC PM department. 

In addition, the PM staffing levels were insufficient to handle the volume of post 
donation information (PDI) problems and level· 2/3 problems. DCSC PM staff log and 
manage approximately 1,100 PDI problems per month. Ten to twelve percent of DCSC 
problems require a level 2/3 investigation compared to approximately ~ve percent of 
regional iioblems. There were not enough PM staff tniined to manage level 213 
problems. taff members were added in 2009 to manage the increasing PM workload 
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as additional regions were transitioned to the DCSC. In late 2009, a separate group 
·within PM was established to specifically manage PDI problems. In May 2010, a PM 
Manager with QA experience was hired to provide oversight and the PM staff 
managing level 2/3 problems. Today, the PM department has a total consisting 
of the PMD, a.PM analyst, a POI group, and PM staff. There in the PDI 
group, including the manager. There are. M staff: including 

performing core PM duties. 


As additional regions transitioned to the DCSC in 2010, the workload for PM and the 
number and age of open problems increased. Although the PM staffing level has been 
increased significantly, many of these staff are relatively new and will become more 
proficient over time. The processes in place in the DCSC and the i,nteractions among 
Operations, QA, and PM staff are currently inefficient and also contributed to the 
difficulties in managing the workload. Operations staffwere not fully engaged in the PM 
process as they were also struggling with their workload. In July 2010, Red Cross 
implemented the first of four PM SOP changes, referred to as the Culture of 
Collaboration. This package included the standard manual problem form and a 
requirement for Operations to complete the form and review it prior to submission to PM. 
1bis change was not well implemented at the DCSC. 

In June 2010, BHQ assigned Principal Investigators (Pis) to provide oversight of DCSC 
problettl.S and to mentor staffin the problem solving process. 

As of August 20 10, management of DCSC level 1 problems has been assigned to the 
South Central Division PM staff. Division staff will tria~d assign all new incoming 
work, manage all level 1 problems and approximately o of POI problems. As of 
October 15, 2010, ~pproximately•/o ofproblems that require a level 2/3 investigation 
have been assigned to PM staffin other divisions. This will allow BHQ to assess the PM 
staff, create individual development plans as needed, and provide additional training and 
mentoring. The support from the South Cep.tral Division will continue until the DCSC 
PM staffare fully proficient and can manage their workload independently. 

On December· 1, 2010, an experienced regional PM Manager was assigned to the DCSC 
to assist in oversight of the .day-to-day work. Uris person will provide input for methods 
to improve efficie:J)cy and effectiveness associated with the management ofproblems and 
will develop a robust monitoring process. The draft mowtoring process will be defined by 
December 10, 2010, and the final process is targeted for completion by February 2011. 
In addition, there is a PM Manager in each location who is supervising the problem 
management staff. 

By Janqary 2011, - will begin working with thePM staff: ­
DCSC Operations supervisors to im~e information documented on 
the Manual Problem ·Forms and reduce ·the number of forms that must be retmned to 
OperationS for additional information. In early 2011, staff from BHQ PM will present 
the ''Power of Three" workshop to all DCSC Operations, PM, and QA staff. This 
workshop emphasizes teamwork and collaboration between the groups. These actions 
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will strengthen relationships between Operations, Problem Management, and Quality by 
promoting involvement in areas of quality and compliance, root cause analysis, and 
Corrective Action Plan (CAP) development and implementation. 

Operations staff are now required to attend all scheduled PM meetings for root cause 
identification and corrective action development. This will ensure that Operations staff 
participate actively in the development of the corrective actions and the timelines for 
implementation and assume ownership for problem resolution. 

The DCSC included a plan within the CIS to further improve the PM process. The CIS 
team for PM and QA improvement completed a detailed failure mode analysis and 
developed corrective actions to address the identified failure modes. The response to · 
observation 3 provides details regarding the planned CIS actions. 

Summary 

In addition to ·the actions described above, the DCSC has developed actions to address 
the concerns cited in the individual observations on the FDA Form 483. These actions are 
described in Attachment 2 ofthis response. 
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American Red Cross 

Donor and Clie;Dt Support Center 


700 Spring Garden Street 

Philadelphia, PA 19123 


Response to Observations 

Food and Drug .Administration Inspection 


DCSC Philadelphia, PA 

September·2- October 29,2010 


Investigators: Linda Mattingly, Nancy Rose 


Alanagen~entConuok 
Observation 1: 

Oversight of Donor Management Consolidlltion: ARC has consolidated the donor 
management activities that were previously performed in 35 oftheir 36 regional offices (the 
Puerto Rico Region will be merged after BioArch is implemented) into the newly created 
Donor Client Support Center (DCSC). The DCSC is located in two facilities, one in Charlotte, 
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 donors; donor deferrals; post donation and call back activities, donor complications 
and complaints; receipt of test results and entry of the results inro the NBCS software; 
management offollow up testing with the donor; donor reentry/reinstatement; deferral 
and surveillance management; managing donor requests for test results and blood types; 
donor notification of reactive test results and donor counseling; and military, stare and 
health department notifications. 

• 	 Client support services that include the managementofblood product retrievals; consignee 
notification for the release of unsuitable blood components; case investigations for 
possible transfusion · transmitted infections, adverse reactions and baCterial 
contaminations; lookbacks; and serves as the liaison for regionaVdivisional medical 
directors. 

• 	 Data management functions include the management of the NatWnal Donor Deferral 
Registry and the Donor File Check process. 
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• 	 Problem management tasks for the Philadelphia DCSC are performed in Philadelphia as 
weU as the Charlotte DCSC, that include the detection, investigation, evaluation, 
correction, and monitoring ofaUproblems, trends and system problems. 

However, during the process of consolidating donor management functions into the DCSC, 
ARC has failed to comply with Paragraph W ofthe Amended Consent Decree ofPermanent 
Injunction entered on April15, 2003 (hereafter, referred to as the Decree), in that ARC has 
failed to " .•. establish, implement and continuously maintain adequate methods, facilities, and 
systems, and controls to ensure that ARC does not collect, manuftu!ture, process, pack, hold, 
or distribute any article of drug .•• that is adulterated •.. ;misbranded ...; or otherwise in 
violation ofthe FD&C Act, the PHS Act, and regulations promulgated thereunder, including 
but not limited to, 21 C.F.R. Parts 210-211 andparts 600-680 •.• " 

During the consolidation of the regional facilities into the DCSC from May 2008 through 
March 2010, internal audits and a Problem Management/Quality Assurance assessment were 
performed at the two DCSC facilities. The findings and the subsequent investigations 
indicated that the DCSC was chronicaUy understaffed and lacked process controls to ensure 
timely and adequate performance ofthe donor management functions. The DCSC repeatedly 
promised corrective actions, some of which have yet to be completed or have not yet been 
effective. 

During the consolidation phase, ARC hadperiodic senior management meetings, Quality and 
Compliance Oversight Committee (QCOC) meetings, Board ofGovernors' meetings in which 
the DCSC consolidation project was discussed. Quarterly and annual quality assurance and 
training reports were being submitted to ARC's senior management, as welL The meeting 
minute~ indicate that ARC management was aWtlre ofthe audit findings and the staffing and 
proficiency issues, and that the QCOC was monitoring the situation to determine whether the 
consolidation should continue as scheduled. 

Once the consolidation was completed in March 2010, the minutes indicate that ARC 
management had concerns about DCSCperformance and that it continued to be understaffed 
and had a btu!klog of approximately 18,000 donor management cases that had not been 
process ver.ifod as required in Work Instruction 11.3.028, Process Verij~eation, Version 1.1. 

In addition, there were other indications to ARC senior management that the DCSC had 
quality assurance andproblem management staffproblems. For example; a DCSC FTE (Full 
Time Employee) staffing document was submitkd by the DCSC in July and September 2009 
indicating that "the organization is currently operating under the fa~ade that the DCSC is self 
supportive in its QA and PMfunctions•••this can immediately cause the DCSC to become 
unsustainable and faU into a backlog ••. another large concern is that every jive weeks 
additional regions continue to transfer to the·DCSC Therefore, the situation is escalating to a 
point where the jkld will not be able to support the volume." Yet, ARC management aUowed 
the consolidation to continue. 
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A~r completion ofthe conso/UJ4tion in March 2010, mternalaudiJs, assessment reports, 1111d 
meeting minutes indicate that the DCSC continued to have problems with adequate staffing, 
proficiency, and timely and effective management of donor management cases and of 
problems. For example, 

A. 	In April 2010, the Biomedical Hellllquarrers (BHQJ/QCOC meeting minutes indicate 
that the DCSC had a backUJg ofapproximately 18,000 donor management cases that 
had not been process verified as required ill Work Instruction 11.3.028, Process 
Verification, Version 1.1. 

B. 	The April 2010 audit report states that DCSC root cause of the repeat observation 
perlllining to timely problem management ls "The DCSC Problem Management 
Department does not hllVe the resources to consistently manage problems in a timely 
ltUlnner." 

C. 	 The May 2010, DCSC stafflng report indicates that ''...without additional staff 
dedicated to answering eUgibility calls, the DCSSposition would be understaffed. This 
understaffing could create a situation ofa continually growing backlog, overtime pay 
required, and a decreased ability to handle natural spikes in incoming work." 

D. 	 In July 2010, senior management plllced the DCSC on CompliiJnce Improvement 
Strategy (CIS) because it was determined to be a "high compliance risk" based on 
internal audits and FDA tl83s received since March 2009. 

Yet, the CIS was notfinalized until 9/29/10 after this inspection was initiated. The final plan 
states ''Numbers andproficiency ofstaffare not adequate to effectively execute assigned tasks 
and responsibilities in a compliant manner; inadequate supervision and oversight" The plan 
furtlrer states "in each ofthefunctional areas where there is a back-log ofwork identified that 
will be includedin the back-log pllln for managing open cases. The Bac/c.log Plan willprovide 
the details of how any hac/Hog will be managed and monitored, including defmed 
commitments for reducing the back-log while approprhdely managing new c.ases. '' (As noted 
above, there was an approxim.ate 18,000 case backlog that was discussed in Apri12010. As of 
the beginning of this inspection the backlog in Charlotte )flas 11,531 open cases (and 4949 
Donor Reaction/Injury Reports [DRIR]) and in Phillldelphia it was 3,552 open cases (and 306 
DRIRs). 

Response to Observation 1: CAPMS # E-0900152) 

Please see sections I and II ofAttachment 1, FDA Form 483 General Response, ofthis response. 
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Observation 2: 

Oualitv Assurance (QA) at the DCSC: ARC has failed to follow Paragraph IV.A.2.a. of the 
Decree which requires that the "director ofquality assurance shall be responsiblefor all ARC 
Biomedical Services quality assurance functions including, but not limited to, ensuring the 
establishment, implementation, and continuous maintenance of comprehensive QA/QC 
programs... " The DCSC QA program is not ensuring all donor management operations are 
being performed effectively at the Philadelphia DCSC 

A. 	At the outset ofthis inspection, there was a backlog ofopen cases that are required to 
be reviewed. 

i. Donor Status Change Records, Component Status Change Records, and 
Component Information Forms are required to have process verification 
prior to closure ofa case, as required in Work Instruction 11.3.028, Process 
Verification, Version 1.1. A backlog of 3,552 cases, dating as far back as 
July 2009, existed at the Philtldelphia DCSCfacility. 

ii. DRIRs require a Medical Director review and a final quality review. A 
backlog of306 open DRIRs, dating as far back as August 2009, existed at 
the Philadelphia DCSCfacility. 

B. 	There have been no Quality Process Reviews performed by the QA stlljf since the 
Philadelphia DCSC was created in 2008. Quality Process Reviews are required in 
Directive, 02.2.012, Quality Process Reviews, Version 2.1, and are to be conducted by 
the QA. staffon an ongoing basis to review the systems andprocesses being performed 
by the operations staffat the DCSC. In addition, these reviews are to 11identify process 
improvement opportunities, possible procedure or compliance violations and 
confirmation ofprocesses operating In a state ofcontroL" 

C. 	 ARC hasfailed to develop a Facility Quality Plan· (FQP) for the DCSC as required in 
Directive 02.2.011, Process for Developing a Facility Quality Plan, Version 1.1. The 
FQP '1ensuies that each facUlty project ••.meets current Good Manufacturing Practices 
(cGMP) regulations, as applicable." 

D. 	 The Quarterly Q.4 reports, required in Paragraph IV.A.b. ofthe Decree, are required to . 
be submitted tt•••in writing to ARC senior management and ARC Biomedical Services 
senior management ... " and did not portray the seriousness of the staffing and 
proficiency problems occu"ing in the DCSC. 

There were eight Quarterly QA reports submitted to ARCsenior management andARC 
Biomedical Services senior management beginning in Apri/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 Quality 
Assurance Report. In fact, there continued to be very littk mention of the serious 
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problems occurring in the DCSC in the subsequent report for the Janutlry-March 2010 
quarterly report. 

E. A 	 Q,.4 Assessment was performed in October 2009 tlnd a PM Assessment was 
performed in November 2009. Yet, the reports for these assessments were not issued 
until April 2010. The reports itkntijied staffing and workload issues due to the 
continuous transition; the QA staff in Philadelphia has no donor mtlnagement 
experience; the Q,.4 staffwas on board for six months llnd was twtfuUy trained; staff 
was struggling and there was no support from mtlntlgement; inadequflte chtlnge 
mantlgement; andplanning was not adequate. 

Response to Observation 2: (APMS # E-0900174) 

Please see section II ofAttachment 1, FDA Form 483 General Response, ofthis response. 

Response to Observation 2.A 
Donor Status Change Records (DSCR), Component Status Change Records (CSCR) and/or 
Component Investigation Forms (CIF) require documented process verification in accordance 
with Work Instruction (WI) 11.3.028, Process Verification. Process verification, performed after 
all required actions are completed, confirms or substantiates that the process was followed, all 
tasks were performed, appropriate actions taken, required documentation is provided or 
available, and the process is complete. 

A reported donor complication is documented on the Donor Reaction and Injury Record (DRIR). 
The investigation and communication with the donor requires a medical assessment either by the 
regional Medical Director in accordance with WI 15.3.055, Performing Final Case and Donor 
Suitability Assessment, or by Donor and Client Support Center (DCSC) case investigators in 
accordance with WI 14.3.174, Performing Final Case and Donor Suitability Assessment. This 
review determines if donor · deferral and/or product retrieval is required. Subsequent to 
documentation· of the medical assessmen4 a trained DCSC Operations staffperson performs the 
final review (Final Quality Review) of the documentation and actions taken in accordance with 
WI 14.3 .178, Final Donor Complication Review, before the donor complication case is closed. 

There is a backlog ofcase files outside the normal caseload that remain open pending these final 
reviews (process verification, medical assessment and/or final quality review). Management will 
establish a case closure priority based on risk and file age. As stated in the FDA Form 483 
General Response, additional Red Cross and contract staffhave been hired to clear the backlog 
of cases. These staff are being assigned to review and close cases according to the established 
priority. 

Response to Observation 2.B 
Subsequent to this inspection, DCSC staff identified that Quality Process Reviews had been 
performed in the Philadelphia location. Quality Process Reviews for 2008, 2009, and 2010 
through July, were completed as indicated in the following table. 
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System 

Red Cross apologizes for not having these records available during the inspection and will 
provide copies of these Quality Process Re-.iews to the FDA upon request 

The following system reviews were included in the 2009 Quality Process Review schedule but 
were not completed: 

• System 1 Management 
• System 2 Quality Assurance 
• System 5 Facilities 
• System 15 Collections 
• System 19 Finished Product QC 

Three systems reviews were performed in 2010 prior to the start of this inspection. The 
remaining systems re\iews wiU be completed by the end of2010 and the summary reports will 
bedistributed in January 2011: 

• System 2 Quality Assurance 
• System 4 Training/Personnel Competency 
• System 5 Facilities 
• System 9 Change Control 
• System 10 Problem Management 
• System 11 Suspect Product Review 
• System 12 Supplier Quality 
• System 13 Material Management 
• System 14 Donation Recruitment and QualifiClltion Management 
• System 15 Collection 
• System 22lnformation Technology 

A problem, E-0890533, was opened on October 15, 2010 for failure to perform these Quality 
Process Reviews. 
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Response to Observation 2.C 
As stated in Directive 02.2.011, Process for Developing a Facility Quality Plan, the Facility 
Quality Plan (FQP) and associated documents serve as the primary document for facility 
operations and the Quality Assurance department for use in project planning, transition to a 
new/renovated or acquired facility, and decommissioning of an existing facility. The 
Philadelphia and Charlotte DCSC facilities have approved FQPs [see Exhibits TI and Ill]. The 
first date ofoperation for the Charlotte facility was March 28, 2008 and the FQP was put in place 
on March 27, 2008. The first date of operation for the Philadelphia facility was May 19, 2008 
and the FQP was put in place on May 15, 2008. AB of November 8, 2010, Quality Assurance 
staffin Charlotte and Philadelphia have been made familiar with the FQP and where the plan is 
located within each facility. Red Cross apologizes for not providing these plans to the 
investigators during the inspection. 

Observation 2.D 
Red Cross recognizes that the seriousness of the DCSC issues were not clearly documented in 
the Red Cross Quarterly Quality Assurance (QA) reports until the January-March 2010 report. 
The QA Report is not used as the primary mechanism to inform senior leadership about 
significant performance issues because the report is issued quarterly based on data from the 
previous quarter. Other mechanisms are used to ensure that senior leadership is kept current and 
the DCSC Management provided updates to Biomedical Services senior leadership at the Field 
Operations Group meetings, Management Reviews, and the Quality and Compliance Oversight 
Committee. However, as noted in the general response, the DCSC managc.ment reports were 
insufficient in providing senior leadership with a complete and accurate picture of DCSC 
performance. Regardless, the QA Report should have included information regarding the DCSC 
issues and actions that had been taken or were planned to address them. In the future, BHQ QA 
leadership will ensure that these reports are comprehensive. 

Observation 2.E 
The QA and PM assessments included staff interviews, a review of problems managed by the 
PM staff or reviewed by the QA staff, and four data analysis exercises for the analysts. Within 
two weeks of completing the QA and PM staff interviews in a DCSC site, a list of issues was 
compiled and provided to senior quality leadership. (See Exhibits IV through VII] An individual 
summary of the assessment performed for each DCSC QA and PM staffperson was provided to 
both the Senior Director Quality and the Problem Management Director at the DCSC in February 
2010. They worked with each staffperson to develop an action plan, as appropriate, to address 
any identified issues. The final summary reports for the DCSC QA and PM assessments were 
provided in April 2010. PM and QA staff are currently being mentored by BHQ Problem 
Investigations staff. 

Observtltion 3: 

BHO Audits of the DCSC: Although multiple Board of Governors Committee meeting notes 
state that QUlllity Assurance (through the Quality Complillnce Oversight Committee) was 
closely monitoring aU co"ective actions related to BHQ audit observations and ensuring that 
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staffing levels were adequate w continue merging the regions' donor m~~nagenrentfunctions 
in the DCSC, a review of numerous problems opened as a remit of the audits found that 
corrective actions were not developed amVor implemented promptly. However, the merging of 
regions with the DCSCcontinued. For example, 

A. Problem ManagelfU!nt Audit Obsenations/Findings 

NOTE: Different problem lfUIIIagement functions are performed at the two DCSC 
facilities; therefore, BHQ audit observations and corrective actions affected both 
locations. For exllMple, one audit report states that all level 213 problems were being 
managed in Charlotte because Philadelphia was not fully staffed. QA management 
also sta~d tlult aJJ PDIproblems are managed by staffin Philadelphia. 

i. 	 The October 2008 BHQ audit ofthe Philadelphia DCSC facility cited the 
untimely management of problems. The DCSC opened E-0455175, 1­
0017862-FC (discovered 10122108 and closed on 3131110) and determined 
root causes that included inadequate st4.ffing levels, ilfexperienced staff, 
training, and a lack of tracking mechanisms to ensure timely problems 
management The corrective action plan (CAP) described including hiring 
and training additional sta.ff, developing tracking queries for the DCSC, 
tmd establishing a group to manage PD1 (post donation •'nformation) 
problems. QA approved CAP on 213110 and implementation is documented 
as having been completed on 214110 tmd 3123110. 1-0017862-FC Yllltes tlult 
the effective check (EC) would beperformed under E-0680169, 1-0017441­
FC 

ii. 	 The March 2009 BHQ audit ofthe Charlotte DCSCfacility cited untimely 
management ofproblems. There was a backlog of200problems. The DCSC 
opened E-00551794, 1-0013588-FC (discovered 3127108, closed 511IJIJ. and 
determined that root causes included inadequate stlljjing, only llllstaff 
experienced with level 213 problems, and lack of oversight. The CAP 
described included train st4ffto handle level2/3 problems, assign oversight 
responsibilities, and track aging problems. QA approved the CAP on 
4129/09. l-0013588-FC documented the CAP was implemented betWeen 
4/30/09 and 7130109. The sustained EC was completed on 4116110 and the 
CAP was· deemed effective. 

iii. 	 The June 2009 BHQ audit ofthe Philadelphia DCSCfacility cited untimely 
management ofproblems. (The audit report indicated that staffhad been 
hired and that aU·level 213 problems were being managed in Charlotte 
because Philadelphia was notfully staffed. The DCSC continued to have a 
backlog of problems.) The DCSC opened E-0595168, l-0015324-FC 
(discovered 615/09, still opened as of 1018/10) and determilu!d that root 
CRuses included inadequa~ monitoring processes, staffing proficiency, and 
workload. QA approved the CAP on 8124109 after two CAP extensions. The 
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CAP was implemented on 10/26/09, 11112109, and 2124/10. The final EC 
had not been completed as of10111110. 

iv. 	 The October 2009 BHQ audit ofthe Charlotte DCSC facility cited untimely 
management ofproblems. The DCSC opened E-0680167, I-0017441-FC 
(discovered 10/23/09, closed 6/1110) 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 
(M./PM staffby 1211109. QA approved the CAP on 11130/09. One tracking 
mechanism was implemented on 10/26109, another was implemented on 
1/29110, and vacancies were opened on 10/29110. The EC was completed on 
513/10 and the problem closed 611110. 

v. 	 The January 2010 BHQ audit ofthe Charlotte DCSC facility cited untimely 
management of problems. The DCSC response referred to previously 
developed CAPs documents in I-0017862-FC (the CAP for the October 
2008 audit) and I-0017441-FC (the CAP for the October 2009 audit). Both 
ofthese 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 1-0017862-FC (the CAP for the 
October 2008 audit) and 1-00017441-FC (the CAP for (he October 2009 
audit). The root causes described in the DCSC response was a lack of 
resources to consistently manage problems in a timely manner. The CAP 
included hiring staff, including a PMmanager, and establishing a separate 
PDfproblem group. 

B. 	In addition to PM observations, the J.une 2009 BHQ audit ofthe Philadelphia DCSC 
facility cited observations pertaining to failure to review donor management records in 
a timely manner. Specif~eally, 

i. 	 PDI and donor caU back cases were not being process verified in "a 
reasonable time period." The DCSC opened E-0595192, 1-0020482-FC 
(discovered 615109, still open as of1018110, I-00202482-FC was opened on 
6111/10) and determined the root cause to include process verifiCatiOn was 
not considered a priority because there is no deadline, staffproficiency, 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 consolida.tWn and changing 
the work flow. The proposed EC states that the QCOC and QA would do 
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periodic case reviews to ensure that process verijieation is timely and that 
cases are completed. QA 11J1proved the CAP on 7110110. Only one part ofthe 
CAP is documented as having been completed on 8130110. The Exception 
Report sillies that an EC failed, but there is no dbcumentlltion of any 
foUow-up. 

ii. 	 The DCSC failed to ensure timely and accurate management of DRIR.s. 
The DCSC opened E-0595184, I-0011152-NF, 1-0020136-FC (discovered 
6151090, closed 813110). (The problem was also linked to E-079874, 1­
0010881-FC which addresses the FDA 483 observation on 4123110.) The 
DCSC determined the root cause to include lack of SUIJ/projickncy and 
lack ofa weU tkftnedprocess. The DCSC response states that it was aware 
ofthe probkm and had held workshops andproposed to establish a DRIR 
group by 811/09 and conduct another workshop. AddiJionally, the CP .A 
inclutkd time studies by a lean en~. ~loping a b~ck/og plan, 
clarifying DRIR time frames, and hiring t4fffor donor eligibility calls. 
QA approved the CAP on 6/2110. The Issue indicates the CAP was 
implemented on 5114110, 611110, and 7121110. No due date has been 
documentedfor ECs and they have not been comp~das of912/IO. 

Response to Observation .3: CAPMS # E-0900189) 

Please see section IV ofAttachment 1, FDA Form 483 General Respome, ofthis response. 

Red Cross is committed to improving the Problem Management (PM) process to ensure that 
problems are corrected and do not recur. Meeting timelines, perfonning thorough investigations, 
and developing effective corrective action plans to reduce/eliminate problems are critical to a 
successful Problem Management System. The recently approved Compliance Improvement 
Strategy (CIS) plan includes a focus on Problem Management activities. The CIS team for PM 
and Quality Assurance (QA) improvement · has been actively working to identify corrective 
actions. 

In October 2010, in order to better understand the issues within Problem Management, the CIS 
team completed a detailed failure mode analysis for FDA 483 obsen·ations, internal audit 
findings, and problems logged related to Problem Management requirements. The following 
failure modes were identified: 
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Actions initiated because of the CIS investigation will focus on improving skills ofcurrent PM 
and QA staff, ensuring timely management ofproblems, and ensuring that corrective actions are 
robust and effectively implemented to prevent recwrence. To accomplish this, additional training 
and mentoring ofthe DCSC PM and QA staffwill occur. 

1. ~ditional PM staffwill be trained to manage Level 2/3 problems 
2. 	 Current PM and QA Staff will receive training on the newly revised training materials 

10.4.tc068_tip, Investigating Level 2/3 Problems and Developing Corrective Action 
Plans-tip. [See Exhibit VIII] This is a ''back-to-basics" program designed to refresh 
problem managers on the steps for appropriate investigation of problems including 
detailed root cause analysis. 1his program will also provide instruction on developing 
effective Corrective Action Plans (CAP) including Effectiveness Checks (EC). This 
training occurred at the Philadelphia location during the week ofNovember 29, 2010 and 
at the Charlotte location during the week ofDecember 6, 2010. 

3. 	 Current PM and QA staff mentoring began during the week of December 6, 2010 after 
staff completed training on 10.4.tc068_tip described in item 2 above. PM and QA staff 
are paired to facilitate mentoring and to develop strong working relationships between the 
problem managers and the QA reviewers. The mentoring pairs will work on current 
problems with experienced mentors from BHQ Problem Management Mentoring will 
focus on: 

• Using problem solving tools on current problems 
• Facilitating team meetings including note taking 
• Developing 	and performing effectiveness checks, including evaluation of 

baseline data 
• Managing 	 specialized problems, including Significant Corrective Action 

problems 
• Developing effective cross-facility problem management skills 

The goal of this plan is to ensure PM staff, in partnership with QA reviewers, are adequately 
trained and equipped to perform assigned functions. Training, mentoring, and monitoring 
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staff progress through the investigation and review processes as outlined in System 10, 
Problem Management will accomplish this goal. In turn, this plan will result in problem files 
that meet System 10 documentation requirements and contain evidence that: 1.) problem 
investigations are conducted appropriately for Level2/3 problems; 2.) failure modes map to 
probable or root cause, corrective actions; and 3.) effectiveness measures ensure each 
problem is appropriately addressed. 

Problem Management- Donor Reaction/Injury Reports (DRIRs): 
The observations included in this section ofthe FDA Form 483 are related to managing problems 
associated either with documentation errors on the Donor Reaction and Injury Records (DRIR), 
missing DRIR.s, or missing or untimely Medical Director or final quality reviews and will be 
discussed in the response to Observations 4 through 6, respectively. In addition, the response to 
Observation 6 will include all actions taken to date or actions proposed for· the future related to 
management ofDRIRs. 

Observation 4: 

ARC hilS identified trends related to DRIRs beginning in 6109, but has failed to promptly and 
thoroughly co"ect andprevent recurrence ofDRIR documentation problems. 

BC-40-01-02 -Adverse reaction donor: inco"ectlmissing documentation on Donor 
Reaction/Injury Reports: 

A. 	Trend condition 4 was met at the DCSC in 6/09, discovered 9130/09 (when the DCSC 
began trending), and E-0664347 was created. The root cause invemgation and CAP 
development began on 214110. An extension ofthe 30 dRy CAP development time frame 
was requested V1411 0 and 215110 and granted on 2/B/1 O,four months after discovery of 
the trend problem. The documented justification for the extension was that the original 
CAP was due on 10130109, but the problem was not assigned to the Problem 
Investigator until V12/10. 

E-0664347 and the related Issue, I-0018632-FC, states that the root cause for the 
problem is "staff are hu"ied and rushing to complete the form and overlook errors 
and omission. The DRIR is.filled out electro11icaUy and it is easy to overlook omissions 
on the form." The Issue further stata that tcno additional corrective actions ar.e 
necessary at this time," and refers to co"ective actions implemented on 11/24/09 and 
1/3VO~ under BHQ system trend E-0603257. QA approved the proposed CAP (no 
additional co"ective actions) on 2118/10 and the exception was closed on 2124110. 

B. 	BHQ System Trend E-0603257 was discovered on 6123109 and closed 6/29110. The 
described problem is incomplete or incon'ect documentation ofDRIRs. The root causes 

1 The dates that corrective actions for BHQ system trend were Implemented are November 12, 2009 and 
January 31, 2010. 

Attachment 2 	 12 of40 



OccrC'CCorrc~pond\.."flCC Contains Sensitive rropriclary lnformauon 
Provodcd Under Consent Decree Entered Under U.S. V Amcrie3n Red Cross 

us o c.-&~io&•v. 0949 

cited on 1-0000334-FC include "donor adverse reactions are rare stressful events and 
staffbusy attending to the donor faU to document aU required lnformotion ...," "staff 
inattention to detail and lack offocus..., misinterpretation ofthe Work Instructions, 
failure to refer to the form instructions, and gaps in DRIR instructions, and theformat 
of the DRIR form. The CAP was approved by QA on 1212/09, approximately five 
months after discovery ofthe trend. The CAP included the release ofa communication 
to remind stall.!/ requirements and clarify instructions in 11/09. The EC success 
criterion was. improvement. On 6115110, the EC used data from 211/10 through 
4130/10, and was deemed effective with only . improvement. 

C. 	 Trend condition 4 Was met again at the DCSC in 4110, discovered 5125110, and E­
0811555 was crested. The root CfiUSes cited in 1-0020941/-FC include staff not 
reviewing their work and "shortage ofdedicated DRJR stllff." An extension for CAP 
development was requested on 7/13/10 and granted on 7114110 because the Problem 
Investigator was working on training and a trend problem with another employee. The 
CAP, which was approved by Q.4 on 918110, is to remind staffofrequirement in a face­
to-face communication with affected stllff, to hire additional DRIR staffand to offer 
refresher training to other staff petfonning DRIR tasks. The staff remin.ders are 
documented as compkted on 9127110, four months after discovery of the trend. The 
problem was stlll open as ofI 011/10. 

Response to Observation 4: CAPMS # E-0900194) 

This observation contains two concerns: 1) Inadequate or untimely management of problem 
investigations related to documentation errors or omissions on the DRIR and 2) Errors or 
omissions on the DRIR continue to occur. 

An evaluation of all problems referenced in this observation was completed and the main issues 
with managing the problems have been identified as: 

• 	 Failure to triage incoming work and to assign ownership ofproblems in a timely manner 
• 	 CAP was not developed within thirty days/ Ineffective proactive monitoring of Level 2/3 

problems requiring a CAP 
• 	 Incomplete investigation of the problem 
• 	 Problems not linked appropriately in the Automated Problem Management System 

(APMS) . 
• 	 Inadequate QA review/ QA appro\·ed extension requests without sound rationale 

These failure modes are included in those identified during the Root Cause Analysis performed 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 
Observation 3 above. The actions being taken under the CIS should help the PM staffavoid these 
types of errors when managing problems and trends in the future. In addition, the assistance 
being provided by other Divisions will help ensure timely triage and management of problems 
until the DCSC PM department is operating efficiently and can be self-sufficient in managing the 
incoming workload. 
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Resoonse to Observation 4.k Red Cross has recognized that the DCSC inappropriately linked 
the facility trend E-0664347 to the systemic trend E-0603257. The DCSC inappropriately closed 
the local trend E-0664347 prior to confirming that any actions taken in the systemic trend would 
address the failure modes identified in the DCSC local process. Under the System 10 procedures, 
it is not appropriate to link a local trend to BHQ systemic trend since a facility is expected to 
take actions locally to mitigate and correct problems whenever possible. The DCSC currently has 
an open trend problem E-0811555/1-0020944-FC to further investigate issues related to 
completion ofthe DR.IR. 

Resoonse to Observation 4.B: 
Red Cross has reviewed E-0603257, BHQ Systemic Trend for Donor Reaction Injury Record 
(DRIR.) documentation errors, and believes that the systemic trend was managed in accordance 
with all System 10, Problem Management, requirements and timelines. The trend investigation 
and analysis focused on documentation errors on the DRIR form that is five pages in length with 
twelve distinctive sections. Detailed stratification of the problem data was performed to isolate 
specific fields and sections ofthe form that caused the majority oferrors. A corrective action in a 
previous systemic trend (E-0204526 logged in October 2007) provided a revision to certain 
sections of the form with~ reduction in errors seen for failure modes addressed by the 
revision. The corrective action for trend E-0603257 (logged in June 2009) did not include 
addition changes to the DRlR form since there is a donor complication process and form 
redesign included in BioArch Release 1 implementation. Therefore, during CAP development, 
the investigation team determined that, in the interim, all staff trained to document or review 
donor complications would receive clarification ofthe fonn instruction requirements for the most 
problematic fields of the DRIR. Since the corrective action for this problem was not preventative 
and the failure mode addressed by the co~·e action was related to a manual process, the 
success criterion for this problem was set o reduction. The clarification was released in 
Communicatio~Update #828 on Novem er 24, 2009. The investigation team elected to 
use this action for the incremental improvement that could be obtained since a more substantive 
change was already incorporated into BioArch Release 1 and Red Cross anticipated 
·implementation ofRelease 1 beginning in the fall of2010. 

The EC was ·appropriately des£~ per WI 10.3.15, Developing and Performing Effictiveness 
Checks, and demonstrated ~ overall improvement for all facilities of failure modes 
addressed by the corrective action. 

Response to Observation 4.C: 

The investigation in 1-0020944-FC is still open pending completion of the interim and sustained 

effectiveness checks. 


See the response to Observation 6 below for actions taken or proposed to address general DRIR. 
management. 
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Observadon 5: 

On 719/10, ARC discovered a probkm related to receipt ofDRIRs at the DCSC from the 
regiqns, but an investigation into the root cuuse has not been complered and development ofa 
CAP has been postponed untilll/12/10. SpecijicuUy, a review ofclosed DRIRs Ukntijiedfour 
CllSes that included a statenunt on the DRIR that the donor disposition was "unable to 
determine, no DRIR availlzble from the coUeC!Wn silL" Addllitmally, the records contained 
two e-maUs sentfrom the DCSC to a Regional Medical Director, both dtJted 819110. The DCSC 
explllined thut ARC Hemovigilance Program discovered on 719110 that DRIRs with an X 
complication code in NBCS were missing from the DCSC ~rogram. The DCSC 
opened Exception E-0836426. As of1018110, the DCSC had not investigated the specijic root 
cause of missing DRIRs. (ARC's record review, compl~d in 7110, for the period 1211109 
through 6130110 identified 292 cQSes with missing DRIR.s. Ofthose cases, thefailure mode for 
167 was unknown.) The minutesfrom multiple "'eetings that occurred in 9110 are attached to 
the exception but do not include discussion of the root cause of this specific described 
problem. QA approved two CAP extenmms. The current CAP due drm is 11112110. 

Response to Observation 5: (APMS # E-0900205) 

This observation describes the investigator's concern regarding delays in performing root cause 
analysis and developing corrective actions for missing DRIRs. 

The problem E-0836426 cited in this observation is related to missing DRIR.s for donors with an 
X category complication code and is being managed by a BHQ Problem Investigator (PI). The 
problem investigation in E-0836426 focused on activities performed at the DCSC, as well as 
handoffs of information between the DCSC and other facilities, including BHQ. The scope does 
not include care ofdonors at the collection site. The BHQ PI has been actively working on this 
problem in conjunction with DCSC and Red Cross Medical Office Hemovigilance Program staff 
since July 31, 2010. The PI requested extensions for CAP development due to the complexity of 
the process. QA approved the requested extensions. Documentation in this problem now includes 
the DCSC CIS Donor Adverse Reactions team activities. The minutes from September 2010 
cited in this observation are from the CIS team meetings. The minutes from meetings held in 
October 2010 include discussion of mis~ing DRIRs and are attached to the issue in the 
Automated Problem Management System (APMS). Preliminacy evidence suggested that regions 
were initiating and sending DRIRs to the DCSC, but that the DCSC did not-receive the DRIRs or 
could not locate them. The investigation determined that the primacy causes were associated with 
the :inadequate communication between the regions and the DCSC regarding DRIRs and lack of 
reconciliation for DRIR.s submitted by the regions. 

As an immediate action and an interim measure to help ensure that DRIRs are received and 
managed at DCSC, the investigation team determined that an existing report from Red Cross 
data warehouse information providing a list of all donors registered in NBCS with X category 
complication codes would be a useful tool for DCSC supervisors. Since July 30, 201 0, the DCSC 
supervisors have been using this report to reconcile the DRIRs. This activity was put into place 
as an interim measure until the CIS corrective actions are implemented. 

Attachment 2 15 of 40 



Decree Correspondence Contains Sensitive Proprietary lnformation 

Prov1ded Under Consent Decree Entered Under U.S . V American Red Cross 


U.S D.c.1~~g96f1V. 0949 

Because ofthe process complexity and the multiple handoffs between regions and the DCSC, the 
team performed a comprehensive review of the process and completed a high level process map 
to identify inputs and outputs to the DRIR process. In July and August 2010, the team worked 
with the DCSC and regions to locate any missing DRIRs. The DCSC requested BDRs for all 
donors with X category complication codes with missing DRIR.s so that new DR.IRs could be 
generated to document donor follow-up attempts. On October 18, 2010, the team completed a 
detailed process map to identify potential gaps in the handoffs. Using the process map, the team 
identified potential failure modes to address the DRIR issues. Root cause analysis was completed 
in October 2010 and the team completed the CAP outlined in the CIS Plan, including specific 
corrective actions to address the failure modes identified during the investigation for problem E­
0836426. 

See the response to Observation 6 for additional details of the failure mode analysis and 
corrective actions developed to address missing DRIRs. 

Observation 6: 

On 9/29/10, a review of13 randomly selected DRIR case flies opened in the DCSC in 1110, 
2110, and 3/10, but notyetprocess verified, found six with no final quality review and six with 
no Medical Director review, as required by Fonn: Donor Reaction and Injury Record, 
15.4frm015, v-1.2. Specifically, 

A. The foUowing cases hadnofmal quality review or an untimelyfinal quality review: 

P201003221135o08, opened 3/22/10 
P201002251434o19, opened 2125110 
P201002261722o19, opened 2125110 
P201001061919o72, opened 116/10 
P201002i60816o32, opened2126110 
P20100120019-P56 was opened on 1/20110, but had no final quality review until 
9/22110. 

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

P201002010936o28 was opened 2/U10, but not revil!wed until7129110 
P201001101700o31 was opened 1110110, but not reviewed until5112/10 
P201001252057o75 was opened 1125110 but not reviewed until9123110 
P201002101357o8d was opened 1/10110, butnot reviewed until416110 
P201002231258o37 was opened 2123110 but not reviewed as of the date of this 
Inspection 
P201002051004o46 was opened 1/5/10, but not reviewed as of the date of this 
inspection 
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C 	 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 tbtte frame for 
completWn ofthe Medical Director review. 

Response to Observation 6: (APMS # E-0900220) 

This observation describes the investigator's concern regarding delays in the Medical Director 
review and the final qualityre\iew ofthe DRIR. 

Red Cross acknowledges that there is a backlog of donor complications cases, initiated before 
July 1, 2010, that are pending final quality re\iew of the DRIR and case closure. The CIS 
includes a detailed plan to complete the review of these cases. As ofDecember 13, 2010, there 
were 296 open DRIR. cases remaining in the Charlotte backlog and no open DRIR cases in 
Philadelphia backlog. 

Response to Observation 6A and 6,8 
The final quality review of the five cases cited in this observation subsection was completed by 
October 4, 2010. One of the two cases listed as not ha"ing medical review, P201002051004o46, 
had Medical Director/designee review performed on September 29, 2010; however, it did not 
have final quality review. The final quality review was completed on October 5, 2010. Case 
P201 002231258o37 had the Medical Director/designee review and final quality review 
completed on October 7, 2010. 

Response to Observation 6.C 
Since the final quality review is the final step in the process, the Medical director/designee 
review must be performed prior to and within the time period established for the final quality 
review. As clarification to this expectation, Temporary Authority TA 10~754 was released on 
December 14, 20~ state that the Medical Director/designee review must also· be 
completed within--unless the Medical Director specifically requests additional 
follow-up that extends beyond this time. 

The DCSC implemented local actions to improve the process for management of reports of 
Donor Adverse Reactions as described below. These actions demonstrated limited improvement. 
Corrective actions for the Donor Adverse Reaction CIS will also address timeliness of Medical 
Director/designee review and the final quality review. 

Management of Donor Adverse Reactions and the Donor Reaction and Injury Record 
(DRIR) 

Donor adverse reaction information is obtained from several sources including the DRIR 
initiated at the regional collection site, donor callbacks, and third party information. The process 
starts when a donor complication is documented at the collection site or reported to the DCSC, 
and ends when final review ofthe case is completed. 
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The DCSC manages DRIRs for all Red Cross regions with the exception of the Puerto Rico 
Region. The final quality review documented in Section 11 of the DRIR is an independent 
review of all entries to ensure all applicable actions have been completed and are accurate. A 
trained DCSC Operations staff person performs the final quality review of DRIRs managed by 
theDCSC. 

The DCSC receives and investigates approximately 1400 DRIRs per month. The DCSC Donor 
Care Specialist (DCS) team has the primary responsibility for donor complication management. 

Actions Implemented to Address Timeliness ofReview ofthe DRIR 
Prior to this inspection, the DCSC took actions to address donor reactions and injury reports 
(DRIR) and missed timelines and increase overall process efficiency: 

1. 	 In November 2009, the DCSC implemented a specialized team structure, Donor Care 
Specialist Team, to ensure consistent quality care for donors by having a limited number 
of staff dedicated to managing donor reaction reports. The team approach was 
implemented in November 2009 and the Donor Care Specialist Team was fully staffed as 
ofJuly 2010. Training of the newly hired staffwas completed by the end ofAugust ZOlO. 

2. 	 In February 2010. an~atabase report was released listing the cases pending 
Medical Director and ~ty review and is designed to assist staff in managing open 
cases. 

3. 	 In February 2010, the hard copy filing system for cases pending Medical Director and· 
Final Quality Review was defined to help staff manage the workload. Cases are 
organized by the case initiatipn date. 

4. 	 On June 1, 2010, a Temporary Authority (TA) 10-696 against WI 14.3.178, Final Donor 
Complication Review, was implemented and defines a timeline for the final quality 
review for cases opened on or after June 1, 2010. This Temporary Authority states the, 
"final quality review must be completed within 3 months of the case being opened unless 
the Medical Director specifically requests additional follow-up that extends beyond this 
time. The Medical Director must document the request for a case to remain open on the 
DRIR or electronic equivalent.,. 

Ji:l~<:lui:ll~., is used to track and manage workload associated with functions in the DCSC 
including donor complications. 
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5. 	 On September 30, 2010-asimplemented and includes a new report 
to track the length of time since the last donor follow up contact attempt. 1bis report will 
help team leads and supervisors identify and track open cases until final quality review is 
complete. 

Additionally, the DCSC management of donor reaction and injury documentation was 
determined to meet the criteria of a Significant Corrective Action (SCA). On May 3, 2010, BHQ 
filed the SCA with the FDA Baltimore District Office. 

DRIR. cases are monitored to ensure they are reviewed un•·n•n 

required by TA 1 0-696. If cases are not reviewed within the 
will be logged and investigated. The DCSC has also · ...,._ .. ,...A the supervisory oversight and 
monitoring ofthese cases in order to continue improving adherence to the ti.meline. 

In July 2010, DCSC hired additional dedicated staff to manage the DRIR workload and ensure 
timely evaluation and appropriate management of donor reactions. The DCSC ·Donor Adverse 
Reaction CIS team evaluation ofthe current DRIR process is described below. 

CIS Corrective Actions to Address Missing DRIR.s and Lack ofTimely Management ofDRIRs 
Through process flow analysis, review of problem data, FDA 483 observations, and QA audit 
observations, the problem investigation team, along with CIS team members, identified seven 
failure modes for missing DRIRs that will be addressed by the CIS plan: 

1. 	 The DRIR. was not sent by the region and the DCSC did not detect that it was missing 
2. 	 The DRIR was sent by the region but was not received by DCSC 
3. 	 The DRIR. was received by the DCSC but not logged in the- database 
4. 	 Donor follow up not performed by the DCSC in a timely manner 
5. 	 The DRIR. was not forwarded for Regional MD/DCSC designee review in a timely 

manner 
6. 	 The DRlR was not reviewed by DCSC Case Investigator within ~fcompletion of 

investigation 
7. 	 The Final Quality Review was not performed 

The investigation team developed con:ective actions to improve donor adverse reactions case file 
consistency, dOCillllentation, and management at the Charlotte and Philadelphia DCSC sites. The 
following corrective actions will be implemented. 

1. 	 Improve tracking ofDRIRs by: 
• 	 Establishing regional points of contact (POCs) for DR1Rs to assist with resolution of 

discrepancies and improve communication for the hand-off of DRJRs from the 
regions to DCSC. Target December 31, 2010 

• 	 Implementing NBCS Ad Hoc query "Donor Reactions by Registration Date". 
Supervisors will be responsible for ensuring a DRIR is received/ initiated in­
for each X complication code registered in NBCS. This query will replace the report 
from Red Cross' data warehouse described as an immediate action in the response to 
Observation 5. Target January 31, 2011 
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• 	 Standardizing the process for submitting DRIRs to the DCSC through folders on a 
shared drive and establishing a process for regions to notify DCSC through the portal 
page when DRlRs are submitted. Target January 31,2011 

2. 	 Decrease average cycle time from initiation ofDRIR to closure by: 
• 	 Developing and communicating to DRIR. staff, regions, and Medical Directors 

guidel..iiles for time frames to achieve key milestones in the process. Target December 
31,2010 

• 	 Effectively and consistently use existing -reports to monitor performance 
according to established time frames. February 28, 2011 

• 	 Training all regional Medical Directors on the use of-for DRIR review. 
Target April30, 2011 

These corrective actions will help ensure appropriate reconciliation of the receipt of incoming 
DR!Rs as well as timely management ofDRIRs including the Medical Director and final quality 
reviews. All corrective actions are targeted to be completed by June 2011. 

Problem Management - Ma1Uigement ofSuspect Blood Products: 
Observation 7: 

ARC has identified trends related to management of suspect blood products and inventory 
management, but hasfailed to promptly and thoroughly correct theproblems. For ex~~mple, 

OC~96-0l-25 -product in wrong phvsiclll /oCIItion, wrong electronic locetion: 

A. 	 Trend condition 4 was met lit the DCSC in 10109, discovered on 11130/09, and E~ 
0707671 was created. The problem was closed 2118110. 17te documented root cause is 
((Current process flows and fwu:tioiUil roles tkJ not meet System 11 requirements as 
they include hand-offs with steps that should be peiformed consecutillely and 
immediately." Issue, /-0018721-FC, states that no formal correctille action will be 
taken due the correctille actions ilnplemenud under another Exception Report. Q.4 
approved the CAP on 2116110. 

B. Trend condition 2 was met at t"M DCSC in 2110, discovered on 3/24110, and E-0774(}42 
was created. As of 1011110, the problem was still open. Th.e docummud root Clluse is 
"Due to the original design ofthe Donor and Client Support Center (DCSC) workflow, 
there is a waiting peri«< from when unsuitable components are identified to when they 
are managed/retrieved." Issue 1-0019647-FC, indkates that Q.4 approved the CAP on 
5127110 and it was implemented on the same dily. The only fkscription ofthe CAP is a 
reference to corrective actions in 1-0019389-FC which was for BPD code 90-01-05 
Uailure to adequately manage potentiaUy non-conforming products (product not 
released)}, but luu the same documented root ctUlse. The interim ECfor E-0774042, 1­
0019647-FC was deemed effectille on 7127110 and the sustllined EC, which was due 
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8126110, was not documenred as completed as of 1011110. However, I-0019389-FC 
indicates that implementation of the four-part CAP was not completed in fuU until 
1015/10; approximately one year after the 10109 trend was identified with the same root 
c11use, the original work flow design. 

QC-90-01-05-failure to adequatelv manage potentiaUv non-conforming products (Droduct 
not released): 

C Trend condition 5 was met 11t the DCSC in 5110, discovered on 6130110, andE-0831104 
was creared. The problem was ciDsed on 812110. The associared Issue, I-001219-NF 
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 co"ective 
actions taken under I-0020891-FC, 1-0016426-FC, 1-0019143-FC, and 1-0019389-FC 
A review of E-0625538 (discovered 7131109) and E-0780785 (discovered 3131110), 
which are both associared with 1-0019389-FC, found that a CAP extension was 
approved for both problems on 4130110. Multiple CAP extensions were previously 
approvedfor E-0625538. QA approved the CAP on 5119110. One part ofthe CAP was 
implemenred on 5131110, but the other three parts were not implemented unti/1015110. 
Both problems remained open as of10114110-one for more than 15 months and one 
for more than six months. 

Response to Observation 7: CAPMS # E-0900232) 

An evaluation of all problems referenced in this observation was completed and the main issues 
with managing the problems have been identified as: 

• 	 Failure to triage incoming worlc: and to assign ownership ofproblems in a timely manner 
• 	 CAP was not developed within thirty days/multiple extension for high risk problems 
• 	 Lack of complete and appropriate mapping of failure mode/root causes/corrective 

actions/effectiveness checks 
• 	 Problems not linked appropriately in the Automated Problem Management System 

(APMS) 
• 	 Corrective actions and effectiveness checks not performed by approved due date 
• 	 Inadequate QA re\iew/ QA approved extension requests without sound rationale 

These failure modes are included in those identified during the Root Cause Analysis performed 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 
Observation 3 above. The actions being taken under the CIS should help the PM staff avoid these 
types of errors when managing problems and trends in the future. In addition, the assistance 
being provided by other Divisions will help ensure timely triage and management of problems 
until the DCSC PM department is operating efficiently and can be self-sufficient in managing the 
incoming workload. 
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Management ofSuspect Products 

DCSC management of suspect products is undergoing a focused effort through the Component 
Retrieval CIS Plan. The Component Retrieval CIS team, comprised of DCSC operational staff 
and management, a BHQ principal investigator, a Lean engineer, as well as manufacturing 
management, Problem Management and QA staff, completed a failure mode and root cause 
analysis on October 30, 2010. The team focused on the failure mode "Hold/Property Not 
Applied, as this accounts for approximatel>ll-'o of the problems occurring at the DCSC from 
September 2009 through July2010. The identified potential root causes are: 

• 	 Staffare unclear when a hold should be applied because there are many scenarios that are 
unique and requjre different actions. Some examples are the expiration dates of 
manufactured products and a misinterpretation of what the product status "ended" means 
in the National Biomedical Computer System (NBCS). 

• 	 Reconciliation of incoming work is inadequate to ensure that all regional requests are 
received and managed. 

• 	 Staffing levels are insufficient to manage the workload. 
• 	 DCSC staff may misinterpret information provided on documents received from the 

region, which may lead staffto follow an incorrect process. 

Based on the investigation by the CIS team, the DCSC is planning the following actions to 
improve performance. Target dates for implementation ofthese actions will be established wben 
the Component Retrieval CIS plan is finalized by January 31, 2011. 

• 	 Assessing appropriate staffing levels and hiring where needed to add capacity. 
• 	 Implementing a SWAT team to work on the large gain control efforts with team members 

on each shift. 
• 	 Revising WI 14.3.183, .Providing Documents to the Donor and Client Support Center, to 

incorporate regional documentation of retrieval categories that match the DCSC web­
based communication tool to aid DCSC staff in following the appropriate retrieval 
guidance. 

• 	 Developing practice session/training material for line staff regarding unique scenarios for 
appropriately applying hold properties and the resulting impact on consignee 
notification/suspect product management. 

The effectiveness of these changes will be measured under the criteria outlined in the Component 
Retrieval CIS plan. 

Problem Management- Confirmatory Test Results and the DDR: 
Observation 8: 

ARChu Uhntifted trends related to m11nagement ofconfirmatory tem results andDDR entry, 
but has failed to prompdy and thoroughly investigate, correct, andprevent the problems. For 
ex41tfple, 
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DD-30-01-10-confirmatory results/DDR entry not performed/not entered timelv: 

A. 	 Trend condition 4 was met in the DCSC on 9/09, discovered on 10129109, and E­
0683307 (level 2) was created. The problem was closed on 2123110. The associ4ted 
Issue, I-0017599, cites the root causes as inattention to detail due to staffbeing new, 
not understanding, or rushing. The proposed CAP states "See below for corrective 
actions "being taken in 1-0016921-FC address these issues." QA approved the CAP on 
12118109. The CAP implemented on 12118109 is described in the Issue as 11Reiterate the 
needfor staff to slow down andpay closer attention to information being entered and 
to make sure that they go back and review entries prior to moving to the next step." 
Additionally, the CAP included supervisors/designees observing involved staff while 
performing test result entry. The EC was performed and the corrective action was 
deemed effective on 211912010. Howe11er, the Issue, 1-0016921-FC, referenced as the 
CAP for the trend probkm indicates that the CAP was impkmented and that the ECs 
had not been completed before the trend problem was closed. SpecijicaUy, the 
observation by supervisors/designees is documented as having been compkted on 
213110, not 12/18109. 

Review of1-0016921-FC revealed that QA approved the CAP on 12123109. The CAP 
consisted ofsupervisor/designee observation, reiterating the need to "slow down' and 
1Jiay closer attention," and clariJYing when a specijk form was necessary. Those 
CAPs were implemented 2/3110, 213/10, and 4127fl0, respectively. The EC was 
compkted 6123/10. The corrective actions were deemed effective and all of the 
associatedprobkms were closed on 6124110. 

DD-30-01-12-incorrecVno computer propertv/assertion applied (no product released): 

.B. 	A trend for DD-30-01-12 was identified on 10129109for 9109. The root cause also cites 
misinterpretation ofinstructions, staffnew to task, sta.ff not aware they could remove 
assertions, limited experience with holds. The investigation does not address why staff 
have been/are released to perform tasks they do not understand. The DCSC had a 
recurrence ofDD-30-01-12 in 8/10. 

Response to Observation 8: (APMS # E-0900242) 

An evaluation of all problems referenced in this observation was completed and the main issues 
with managing the problems have been identified as: 

• 	 Incomplete investigation ofthe problem 
• 	 CAP was not developed within thirty days 
• 	 Corrective actions and effectiveness checks not performed by approved due date 
• 	 Problem closed prior to completion ofcorrective actions and/or effectiveness checks 
• 	 Problems not linked appropriately in the APMS 
• 	 Inadequate QA review 
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These failure modes are included in those identified during the Root Cause Analysis performed 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 
Observation 3 above. The actions being taken under the CIS should help the PM staffavoid these 
types oferrors when managing problems and trends in the future. 

Response to Observation 8.B 
Prior to the identification of the trend cited in this observation, DCSC operations requested the 
Donor Management Process and Instruction Design Director to develop and deliver a workshop 
to staff who enter and verifY confinnatory test results and retrieve product based on those test 
results to enhance knowledge of the process. This workshop, Test Result Retrievals, [see exhibit 
IX] was delivered in October and November 2009 to the identified staff. Following 
implementation ofthe functionalized structure, periodic team meetings continue to reinforce this 
knowledge. 

Staff are trained and released to task based on the standard training assessment tool and DCSC 
management believed the staff were appropriately trained and understood their tasks. However, 
DCSC management acknowledge that staffneed additional experience and exposure to a variety 
of scenarios in order to become proficient in tasks. As described in the FDA Fonn 483 General 
Response, a CIS sub-plan has been developed to improve training and training will be an area of 
focus in the MCIS. 

Donor Management and Management ofConfirmatory Results 

The DCSC had pre\'iously identified problems with timely management of confirmatory test 
results. These test results must be entered into NBCS within two business days of receipt in 
accordance with WI 14.3.101, Finalizing Test Results. The DCSC had taken or planned to take 
the following actions prior to this inspection: 

• 	 By March 26, 2010, the DCSC implemented revised WI 14.3.101, Finalizing Test 
Results, v-1.3 that now contains information for the Clarify case priority type to use. [See 
Exhibit X] 

• 	 By September 20, 2010, the DCSC Charlotte facility assi~onor Counselors to 
monitor and receive test result-related calls. 1n addition,~ regional staff have 
been assigned as a temporary measure to enter and verify test results for the DCSC. 

• 	 Effective September 21, 2010, the Donor Counselor lead staff run an additional NBCS 
report (Donors by Assertion Report) .each ..o identify donors with positive test 
results for reconciliation purposes. The staff will continue to run this report until the 
reorganization initiative is deemed effective. 

• 	 By September 27, 2010, the DCSC completed the reorganization of activities based on 
Functional Areas/Specialization. The Donor Notification Specialist teams are responsible 
for managing all test result-related activities that include obtaining test results, 
distributing test results, entering and verifYing test results in NBCS, and monitoring 
timely receipt oftest results. 

• 	 By November 1, 2010, the DCSC hired~ditional Donor Counselors andlllt>onor 
Notification Specialist in the Philadelphi:-p-aciJity. 
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The Donor Management CIS team evaluated the DCSC issue related to confirmatory test result 
management and performed a failure mode and root cause analysis that was completed on 
November 8, 2010. The cross-functional team's review ofproblems discovered in March through 
May 2010 detennined that the predominant :firilure mode was "late entry of confirmatory results" 
and identified the following as potential root causes for that failure mode: 

• 	 Clerical staffmay not understand the importance of the results and entry into NBCS in a 
timely manner. The clerical staff person may fail to print the reports or may place the 
printed reports on counselor's desk/chair resulting in delayed management of the results 
ifthe counselor is worlcing an alternate shift or is on )eave. 

• 	 Staffing shortages may cause staff to rush to keep up with the workload resulting in 
errors due to process short cuts and failure to adequately review their own work. 

• 	 Clerical staff may fail to follow up with the Confirmatory Lab for late or missing 
confirmatory test results. 

• 	 Communication to next shift is insufficient in conveying that there is a request for a 
change to a database pending regarding test result management 

• 	 Confirmatory test results are reported to DCSC in various formats. 
• 	 DCSC staff are confused as to what priority level to use when opening cases in the 

!;!......._.... requesting changes to a database. 

The team mapped each ofthese potential root causes to the implemented actions described above 
and determined that no additional corrective actions will be developed at this time. 

The DCSC will continue to assess staffing levels and will hire additional staffwhen needed to 
maintain capacity with adequate numbers of staff Notable improvement in managing test results 
in a timely manner has been realized since these changes were implemented as evidenced by the 
chart below. The effectiveness of these changes will be measured under the criteria outlined in 
the Donor Management CIS plan. 

Attachment 2 	 25 of40 



Decree Correspondence Contains Sensitive Propnetary lnfonnatam 

Provtdcd Under Consent Decree Entered Under U.S . V American Red Cross 


U.S D.C1lJ2g1flY 0949 

Observation 9: 

ARC has identified trends relllted to consignee notijkation, but has failed to promptly and 
thoroughly correct andprevent the problems. For example, 

MI-00-01-19--48 hour notijkation to consignee notperformed/complete/timelyfor distributed 
expired products & MI-00-01-23-reca/Vmarket withdrawal records incorrect/mcomplete/not 
timely (also includes 14tefollow up letters to consignees): 

A. 	Trend condition 4 was metfor BPD code Ml-00-01-~ in 6/09, discovered on 9/30109, 
and E-0664458 was created on 9/30109. CAP development extensions were approved 
on 10/20109 and on 4116/10. The justification for the 411.6/10 exJension wos " •••staff 
issues and lack of good tracking mechanisms ••• " No investigation was documented 
unti/511.8/10. QA approved the CAP on 716110, 10 months after discovery ofthe trend. 

1-0020096-FC, cites the root causes as "poor work practices/work flow includingpoor 
follow-up, insufficient reviews, and oversight." The described CAP is to restructure the 
DCSC into functional teams and to revise work flows to standardize g11in control 
activities. Approximately one year after discovery ofthe trend, the CAP has not been 
fuUy implemented. Functiont~Uzt~tion was implemented at the Philadelphia site in 6110 
11nd at the Charlotte site in 9110, but not documented in 1-0020096-FC as of1011110. 
The st11tus of the work flow revisions is [sic] not documented. The trend problem 
remllined open as of10/U10. 

B. 	 On 9124110, the DCSC discovered that in 8110, it met trend condition 4 for Ml-00-01-23 
and created E-0878847. The problem description refers to the 6109 MI-00-01-09 trend 
being managed under E-0664458. 

Response to Observation 9: <APMS # E-0900255} 

An evaluation of all problems referenced in this observation was completed and the main issues 
with managing the problems have been id~tified as: 

• 	 CAP was not developed within thirty days/ Ineffective proactive monitoring ofLevel 2/3 
problems requiring a CAP/ Multiple extension for high risk problems 

• 	 Incomplete investigation ofthe problem 
• 	 Problems not linked appropriately in the APMS 
• 	 Corrective actions and effectiveness checks not perfonned by approved due date 
• 	 Inadequate QA review/ QA approved extension requests without sound rationale 

These failure modes are included in those identified during the Root Cause Analysis perfonned 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 

3 The BPD code for problem E-0664458 is Ml-00-01-19, not Ml-00-01-09 as cited in this observation. 
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Observation 3 above. The actions being taken under the CIS should help the PM staffavoid these 
types oferrors when managing problems and trends in the future. 

Late Consignee Notification (48-hour notification and follow-up letters) 
BHQ was investigating problems with consignee notifications in systemic trend E-0382438 and 
in May 2009, the EC for the trend indicated that the CAP was ineffective. The data reviewed for 
the EC indicated that the DCSC was the major contributor to the problems during the EC 
monitoring period. The CAP was modified to focus corrective actions on the DCSC operations. 
The DCSC implemented multiple corrective actions; however, on August 23, 2010, the modified 
CAP was deemed ineffective based on the data reviewed for the sustained EC. 

Issue I-0000511-EFC was opened on September 20, 2010 to develop a new CAP focused on the 
DCSC operations. The baseline data from that investigation shows late 48-hour notifications to 
the consignee as the predominant failure mode for both DCSC locations, accounting forllit'D of 
the problems. 

Additionally and independent of the systemic trend investigation, the DCSC initiated a Six 
Sigma Black Belt project, in February 2010, with a Lean engineer to look for ways to streamline 
the consignee notification process at the DCSC. The work and corrective actions from the Black 
Belt project are documented in problem E-0664458. The DCSC implemented corrective actions 
including the consolidation ofactivities for functional area (:functionalization) in the fall of2010. 
The worlc. and other planned corrective actions from the Black Belt Project were eYaluated during 
the CIS team review and during investigation ofa BHQ Systemic Trend as described below. 

The cross-functional Component Retrieval CIS team included the baseline data from the 
systemic trend and the Black Belt project analysis in the failure mode and root cause analysis to 
identify the following potential root causes of late 48-hour consignee notifications. This analysis 
was completed on November 8, 2010. 

• 	 Staff assigned to perform component retrieval functions do not perform a self-review or 
perform an insufficient self-review of their work because of distractions, high :work 
volume, phone interruptions, and/or do not use the appropriate source document for 
review. 

• 	 There is no formal reconciliation ofthe DCSC incoming work. 
• 	 There are many handoffs ofwork from one staffperson to another; one staffperson does 

not manage a retrieval case from beginning to end. 
• 	 Handoffs between shifts are poorly defined with little prioritization ofwork 
• 	 There is no procedure to explain the appropriate hand off from regional staff to the DCSC 

for component retrieval; handoffs between region and DCSC are not documented. 
• 	 R~gions do not provide component retrieval infonnation to the DCSC in a consistent 

format. 

The DCSC has taken the following actions: 
• 	 By May 31, 2010, established a team of staff to answer incoming calls related to 

eligibility questions to reduce distractions and phone interruptions. 
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• 	 In June 2010 (Philadelphia facility) and September 2010 (Charlotte facility), 
implemented teams based on functionaVspecialized responsibilities. The Donor and 
Client Support Specialist (DCSS) Teams have primary responsibility to manage donor 
eligibility calls, donor reinstatement calls, and component retrievals. 

• 	 In August 2010, the DCSC initiated a review ofkey cases within~ours ofreceipt 
to verify time-sensitive tasks had been completed. This 

In November, the DCSC extended the 
Ioc:nst::o the review on Component Status Change KecxmlS 

ensure that all indate products had been appropriately controlled. Thi.s review will 
continue until all CIS corrective actions are implemented and the data show that they 
were effective in appropriately notifying consignees. 

The DCSC will take the following additional actions. Target dates for implementation are not 
provided for the last two actions and will be established when the Component Retrieval CIS plan 
is finalized by 1anuary 31, 2011. 

• 	 Assess staffing and hire where needed to add capacity and sufficient staff. Target 
December 30, 2010 

• 	 Improve the current "Shift handoff' process to identify work to be done by a subsequent 
shift, including retrievals in process and prioritization of remaining work. Target 
February 28,2011 

• 	 Implement a SWAT team to work on the large gain control (team members on each 
shift). 

• 	 Standardize regional/DCSC communication. The DCSC will design a plan for 
standardization ofcommunication between the regions and the DCSC. 

Since some of the corrective actions were recently completed and others are pending 
implementation, the effectiveness of these changes in improving the timely notification of 
consignees will be measured under the criteria outlined in the Component Retrieval CIS plan. In 
addition, management ofconsignee notification and component retrieval will be reviewed as part 
of the metrics included in the enhanced DCSC Dashboard that will be available by December 20, 
2010. These metrics will be reviewed during the- status calls with senior leadership. 

Significant Co"ective Action Report (SCA) - Health Department Notifications 
ofConfirmed Positive Infectious Disease Markers: 

Observation 10: 

An SCA report was submitted to the FDA on 7121110 as required in Paragraph XIX ofthe 
Amended Consent Decree. This SCA pertains to the notification to health departments when a 
donor has been determined tQ be confirmed positive for infectious disease markers, such as 
HW, Hepatitis B, Hepatitis C, West Nile V"uus and syphilis, as required in ARC's Directive 
14.2.008, Managing Test Resu/Js, Donor Notification, and Counseling, Version 1.2. ARC's 
ftdlure to notify health departments Wtl.\' initilllly identijkd during an FDA inspectum from 

Attachment 2 	 28 of40 



Decree Correspondence Contains Scns111Vc Propnctary lnformation 

Provided Under Consent Decree Entered Under U.S. V Amcncan Red Cross 


U.S.D.C t7i~ii~IV . 0949 

5124110 to 614110. 

An Exception Report (E-0822345) and Issue (1-0011107-NF, created on 716110 and referenced 
in the 7122110 SCA with no formal corrective action plsnned, required that a retrospective 
review of cases in which health department notification were required to be made be 
completed by 7130110, including performing any follow up health notifications when 
discovered that notification had never been performed. 

Because there was no formal co"ective action plan developed for this SCA and there was no 
follow up or monitoring ofthis review performed at the DCSC, it wasnot until the status ofthe 
retrospective review was requested on 9122110 by the FDA that it was discovered all health 
department notifications had not been made and some health departments were not notified 
for months after confirmed positive disease markers were received. 

Response to Observation 10: (APMS # E-0900278) 

Upon investigation ofthis observation, the DCSC determined that corrective actions for the SCA 
submitted to FDA on July 22, 2010 were developed and documented under problem E­
0819626/I-0020742-FC. The problem referenced in this observation (Exception E-0822345 with 
an SCA reporting issue I-0011107-NF) was used only to document the reporting of the SCA to 
FDA. The investigation of this observation identified that the problem manager did not add a 
reference to problem E-0822345 indicating that the corrective action for this SCA was managed 
under problem E-0819626. This documentation has been corrected. The Problem Management 
CIS plan will address the DCSC failure to manage SCA problems in accordance with System 10, 
Problem Management, procedures. 

The DCSC performed a retrospective review of cases requiring health department notifications. 
As this review identified several cases in both DCSC locations for which the required 
notification had not been performed, Red Cross submitted the SCA cited in this observation. The 
retrospective review of these cases was completed by July 30, 2010. Although the CAP for this 
problem was documented in issue I-0020742-FC, the additional required health department 
notifications identified during the retrospective review were not monitored and had not been 
performed. 

As ofSeptember 28, 2010, all required state health department notifications identified during the 
retrospective review were completed for all confirmed positive infectious disease markers. 
Corrective actions developed for the .failure to notify local or state health departments include 
addition of a note to the donor file in NBCS when the notification is complete. To monitor the 
effectiveness of this action, DCSC management staff have incorporated the review of routine 
donor assertion queries from NBCS into their management oversight processes. No problems 
have been logged for failure to perform. health department notification within the required 
timefram.e from August through November 2010. 
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MaiUlgement of the National Donor Defe"al Registry (NDDR) and Problem 
Management Associated with the NDDR: 
Observation 11: 

The NDDR has been managed by the Philadelphia DCSC since the merger ofthe regions into 
the DCSCs in March 22, 2010, except for the Puerto Rico Region which was merged on May 
31, 2001. However, the DCSC does not have written procedures specific to the Phillldelphill 
DCSC's 11111nagement ofthe NDDR and the Donor File Check process since the transfer of 
these processes to the DCSC This facility continues to utilize the written procedures that were 
in place when the NDDR was managed at BHQ and the Donor File Checks were managed in 
e11ch regioiUllfacility. 

Response to Observation 11: <APMS # E-0900Z94l 

The DCSC and regional facilities follow processes outlined in documents under the Directive, 
14.2.014, Management of the National Donor Deferral Register. With the transition of the 
NDDR donor management activities to the DCSC, three DCSC staff were trained on the BHQ 
local documents for managing the consolidated Donor File Check list, searching NDDR, and 
performing l\TDDR effectiveness check. The BHQ local procedures remained active during the 
transition of NDDR activities from the regions to the DCSC. Development of new NDDR 
documents began in March 2010 and these docwnents were released to the field under 
TI1Ulsmittal Sheet 6225 on October 28, 2010. [See Exhibit XI] By December 13, 2010, the new 
NDDR procedures were implemented and the local BHQ NDDR documents were made obsolete. 

Observation 12: 

The Philadelphia DCSC has faUed to follow ARC's Problem Management SOPs in that the 
problems associated the proper defe"al of ·donors in the NDDR are not thoroughly 
investigated. For example, 

A. 	Problem Report E-0808208 and Issue 1-0020419-FC, occu"ed 4125110 and discovered 
5117110: The problem description indicates that HIV confirmatory Jest results were 
receivedat the DCSC on 4115/iO but a Category X assertion was notaddedto the donor 
record thllt would place the donor in the NDDR when the next~DR Out cycle 
was going to be performed by the Philadelphia DCSC on 517110. Therefore, a Donor 
File Check was required to be performed. A Level 3 investigatio11 was performed but 
did not include a reason why it took 22 days from "'e date the DCSC received the test 
results on 4125110 to discover thllt the donor WRs notplaced in the NDDR during the 
nextDDR Out cycle on 517/10./n addition, the investigation did not include why it took 
nine days for stilffnotijication to occur. This problem huyet to be closed. 

B. Problem report E-08081861/-0020550-FC, 	occu"ed 512110 and discovered 5117110: 
The problem description indicmes that HBsAg test results received at the DCSC were 
not entered into the NDDR timely causing a Donor File Check to be performedfor two 
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donors (Whole Blood #s -· A Level 3 investigation was 
performed but did not include a reason why it took 15 days to disctWer that the donors 
were notplaced in the NDDR co"ectly by the DCSC In addilion, the investigation did 
not address why infectious disease test results are being sent to tire DCSC in various 
formats with no DCSC written procedure in place that addresses tire variDus formats 
that must be monitored by the staff. The investigation also did not inchule why it took 
nine days for staffnotification to occur. This problem hasyet to be closed. 

C 	 An isme (1-0019116-FC) was created on 3111110 for the development of a formal 
corrective action for 25 different problems discovered at the DCSC between February 
and March 2010 related to test resuh entry not entered timely, second entry of 
conftrmtdory test results not performed, confirmatory test results not entered and test 
results not entered inco"ectlyfor HCV, BTLY, and anti-HBc. These problems directly 
affect the quality ofthe NDDR managed in the Philadelphia DCSCfor aU 36 regions. 
A review ofIssue 1-0019116-FC indicates that a proposed CAP was not approved by 
QA until 815110. An EC is still pending; however, the success criterltz ~mentedfor 
an EC indicates "this problem will be consillered effective if there is a o reduction 
in problems for BPD code 30-01-10, Late Test Result Entry., As oft. inspection, 
none oftheseproblems have yet to be closed. 

Response to Observation 12: CAPMS # E-090030D 

This observation contains two concerns: 1) Inadequate or untimely management of problem 
investigations related to management of confinnatory results and 2) Late NDDR entry due to 
untimely management ofconfmnatory test results causing a Donor File Check to be performed. 

An evaluation ofall problems referenced in this observation was completed and the main issues 
with managing the problems have been identified as: 

• 	 CAP was not developed within thirtydays/ Multiple extension for high risk problems 
• 	 Incomplete investigation of the problem 
• 	 Lack of complete and appropriate mapping of failure mOde/root causes/corrective 

actions/effectiveness checks 
• 	 Problems not linked appropriately in the APMS 
• 	 Corrective actions and effectiveness checks not performed by approved due date 
• 	 Inadequate QA review/ Untiiilely QA approval· ofextension requests 

These failure modes are encompassed by those identified during the Root Cause Analysis 
performed for the CIS for PM and QA. Please refer to the corrective actions outlined in the 
response to Observation 3 above. The actions being taken under the CIS should help the PM staff 
avoid these types of errors when managing problems and trends in the future. In addition, the 
assistance being provided by other Divisions will help ensure timely triage and management of 
problems until the DCSC PM department is operating efficiently and can be self-sufficient in 
managing the incoming workload. 
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Late National Donor Deferral Register (NDDR) Entry 
In November 2010, the DCSC discovered that a late test result entry caused a Donor File Check 
(DFC) to be required. The late test result entry occurred in the Charlotte DCSC in July, 2010, 
prior to creating the Donor Notification Specialist Team in the Charlotte DCSC. There have been 
no additional occurrences since this team was established. 

See the response to Observation 8 above for details of the failure mode analysis and corrective 
actions developed to address late confirmatory test result entry. 

Recipient Complications and Associated Problem Management Issues: 
Observation 13: 

Job Aid 11.4ja056, Timing Guidelines for Recipient Complication Investigations, requires that 
the DCSC complete a case investigation within three months of it being opened or document 
why the CllSe remains open. In addition, JA11.4ja056 requires that a -review ofeach · 
opened case file be performed to ensure that actions are being appropriately managed. 
However, the nine investigations reviewed during this inspection revealed the foUowing: 

A. 	 Case m DCSC-P-053-TR-TRL00375, opened on 1114/09 and closed 5/25/10, a wtal of 
102 days, did not have a justification documented in the case notes until 2116110 
explaining the reason that case remained opened for more than 90 days. In addition, 
there is no documentation that this case. was being reviewed on a -basis w 
''ensure that actions are being appropriately managt!d." This case was reviewed for 
completeness on 4114110, yet was not closed until 5115110. 

B. 	 Case m DCSC-P-053-1Tl-HBV00429, opened on 12118109 and closed 5125110, a totlll 
of 158 days, did not have justification documented in the case noU!s until 5/15110 
explaining the reason the case was not completed within 90 days. In addition, there is 
no documentation thaJ this case was being_ reviewed on a-basiS to ''ensure that 
actions are being appropriately trUJnilged." 

C 	 Case m DCSC-P-053-1Tl-HBV00651, opened on 4128110 and subsequently closed 
during the inspection on 1016110, a total of 157 days, did not have a justification 
doc:umented in the case notes until 81!2110 expWning the ctJSe was not completed 
within 90 da~ 

Response to Observation 13: (APMS # E-~00332) 

The three recipient complication cases cited in this observation were open longer than 90 days 
and were closed prior to the start of this inspection. 

• 	 Case ID DCSC-P"053-TR-1RL00375 remained open av.-aiting donor's availability to 
provide a follow-up sample. 

• 	 Case 1D DCSC.P-053-TTI-HBV00429 remained open because of difficulty with 
contacting and scheduling the donors involved for follow"up samples. 
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• 	 Case ID DCSC-P-053-TTI-HBV00651 remained open to allow the required six months 
from collection ofthe suspect donation to elapse prior to donor follow-up testing. 

Each of the three cases had valid reasons for remaining open greater thanllltays, although, as 
cited in the observatio~ there were no monthly updates after the 90 days explaining these 
reasons. The DCSC CIS plan for recipient complication includes corrective action for late or 
missing documentation in recipient complication cases. 

On November 9, 2010, the DCSC Executive Medical Officer discussed the following issues on 
the Case Investigators' monthly conference call [See Exhibit Xll]: 

1. 	 Philadelphia DCSC FDA 483 observations related to recipient complications and missing 
documentation in cases remaining open greater than 90 days. 

2. 	 The requirement to document the reason for cases remaining open longer than 90 days 
per 11.4.ja056, Timing Guidelines for Recipient Complication Investigations, in the case 
notes section of checklist 11.3.ck003, Recipient Complication Checklist, as well as the 
requirement to document a - eview thereafter until closure. 

On November 12, 2010, the DCSC Executive Medical Officer notified all case investigators and 
regional Medical Directors of the expectation to meet at least - to update the status of 
open recipient complication cases [See Exhibit XlllJ. 

Observation 14: 

The DCSC has yet to implement an effective co"ective action associll~d with problems with 
the management oflookback investigations that were discovered asfar back as 311S/10. 

A. 	Issue 1-0019746-FC was created 4/26110 for the implementation ofa formal co"ective 
action for 17problems that·involve the management of lookback investigations. The 
oldest pr(lblem was discovered 311.5110, yet a CAP was not approvedfor implementation 
untU 612511.0. The root causes ofthese problems are identifred as "supervisors are not 

ntly reviewed [sic} with their staff the .open cases report generated from the 
Lookback Log" and "Operations Staffofthe involved Supervisors may not have 

been trained to generau. and use reports in the Lookback log database." The ECs are -
not due until12110/10. 

B. 	The problem with the management oflookback investigt:~tions has continuedas 11 trend 
that was later d~·covered on 6130/10 (E-0831094) and the DCSC decided that a No­
Formal-CAP would be created with /-0011220-NF. Yet, 1-0011220 was not created 
until 7/2911.0 and closed on 812110 because It referenees the formal co"eCtive action 
implemented in 1-0019746-FC discussed above. 1-0019746-FC remains open because 
the ECs are not due unt/112110/10. 

C 	 Another trend (E-0864242) was lilter discovered on 8131110 for the same problem 
associated with the management of lookback investigations. 1-0011479-NF was not 
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created until 9128110 and as in 13.B. above that trend also references the formal 
corrective action implemented in 1-0019746-FC which remains open because the ECs 
are not due until12/1011.0. 

Response to Observation 14: <APMS # E-0900341) 

An evaluation of all problems referenced in this observation was completed and the primary 
Problem Management issues are: 

• CAP was not developed within thirty days 
• Multiple extension for high risk problems/ Lack ofexpediency in development ofCAs 

These failure modes are included in those identified during the Root Cause Analysis performed 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 
Observation 3 above. The actions being taken under the CIS should help the PM staffavoid these 
types of errors when managing problems and trends in the future. In addition, the assistance 
being provided by other Divisions will help ensure timely triage and management of problems 
until the DCSC PM department is in operating efficiently and can be self-sufficient in managing 
the incoming workload. 

Seventeen exceptions for occurrences of lookback cases not closed in a timely manner, 
discovered between March 15 and May 22, 2010, are attached to issue 1-0019746-FC. The 
investigation team met on May 24, 2010 to identify the root causes. The team developed the 
CAP, which was sent to QA for approval on June 2, 2010. QA approved the CAP on June 14, 
2010. On June 24, 2020, the Problem Manager reopened the CAP and updated the corrective 
action to clearly state the use of the reports from the Lookback Case Log to monitor lookback 
cases is required and, on June 25, 2010, QA approved the revised CAP. Corrective actions were 
implemented in July 2010 and an interim EC was completed on September 9, 2010. The actions 
taken to-date have been detennined to be effective. A sustained EC is scheduled to be completed 
by December 20, 2010. 

The DCSC data met trend condition criteria for problems discovered in the months ofMay and 
July 2010 for this category of problems. The corrective actions taken for I-0019746-FC were to 
ensure that all staffknew how to use the lookback log and that pending work for lookback cases 
was reviewed on a routine basis. The corrective actions were in full effect by the end of July 
2010. 

The two trends cited in Observation 14.B and 14.C were reviewed by a BHQ Problem 
Investigations Director. Trend E-0831094 was identified in June 2010 from data for May 2010 
and trend E-0864242 was identified in August 2010 from data for July 2010. The problems in the 
baseline for each trend were determined to be the same root cause and occurred prior to full 
implementation of the corrective actions developed in problem 1-0019746-FC. · These trends 
were appropriately attached to No-Formal-CAP issues (NF), in accordance with 10.4.ja031, 
Appropriate Use of No Formal CAP Issue Types, since the problems occurred prior to full 
implementation ofcorrective actions. 
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Health History Deferrals and Associated Problem Management Issues: 
Observation 15: 

Failure to establish, maintllin and follow written procedures that include aU steps to be 
followed in the collection, processing, compatibility test, storage, and distribution ofblood and 
blood components for transfusion and further manufacture purposes. SpecijicaUy, the DCSC 
has no adequate controls in place to ensure that the health history reports are generated daily 
and that failure to generate such reports wiU be detected promptly. (According to the DCSC 
management, it has been operating with draft work flows for the health history report review 
process.) For example, 

After a request was made for health history defe"al records for 7110 for three regions, the 
DCSC informed FDA that it discovered that the DCSC failed to generate jive requested 
reports; therefore, it failed to conduct a review ofeach listed donor with prior donations for 
potentiaUy unsuitable blood components requiring quarantine, retrieval, and consignees 
notification in accordance with System 11 procedures. (The DCSC opened E-0869169 to 
address the problem discovered as a result ofthe FDA request for these records.) The DCSC 
review of the missing reports found that there were defen-ed donors that had not been 
managed approprilltely. For example, health history defe"al reports for the following 
coUection dates and regions were notgenerated and reviewed to identify the potential need for 
product retrieval and consignee notification: 

A. 	Region 035, collection date 717110 was completed 9/9fl0. The report included two 
donors with prior donations requiring management under System 11. 

B. Region 029, collection date 7131/10. 

C 	 Region 029, collection dtlte 718/10. This report had three donors with prior donations 
requiring management under System 11. 

In addition, the investigation ofE-0869169 found that there were additional missing health 
history reports (approximately three at tire Philadelphia facility and approximately 12 at the 
Charlotte facility.) 

Response to Observation 15: <APMS # E-0900351) 

This observation contains two concerns: 1.) Adequate controls are not in place to ensure that 
health history reports are generated daily and 2.) Draft documents are in use. 

Adequate controls are not in place to ensure all deferral records are received 
The DCSC is responsible for processing blood donor deferrals to determine ifprevious donations 
require retrieval. In addition, the DCSC initiates Biological Product Deviation Report (BPDR) 
submissions to FDA when required. The DCSC staff petform this activity by using the Health 
History Deferral (HHD) Report and copies of the Blood Donation Records (BDRs) from 
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deferred donors. The HHD Report is generated from the National Biomedical Computer System 
(NBCS) after the regions enter the donor deferrals into NBCS from the BDRs and lists donors 
deferred each day by region. The DCSC staffperson submits the HHD Report and the deferral 
BDRs to the supervisor/lead. The supervisor/lead verifies each HDD was reviewed and ensures 
staffare assigned to manage the donor deferrals and retrieval actions, as applicable. 

On September 8, 2010 during the FDA inspection at the Philadelphia DCSC, the FDA requested 
all July HHD Reports for three of the ten regions serviced by the Philadelphia DCSC. One report 
from July 8, 2010, requiring produ~ retrieval and BPDR submission, had not been processed. 
Both required acth.ities were completed on September 8, 2010. On September 9, 2010, the 
DCSC logged problem E-0869169 to investigate and determine the scope ofthe problem. 

Following this discovery by the FDA investigator, DCSC Management requested a review ofall 
of July and August reports completed by the Philadelphia DCSC. The review identified three 
additional reports not processed from July. All reports from August had been processed. Of the 
three reports not processed from July, one deferral from July 10, 2010 required a market 
withdrawal. The DCSC investigation of these omissions identified that one interim supervisor 
was responsible for verifying that Health History Deferral reports had been processed. 

DCSC Management extended the review of all HHD Reports for the Philadelphia location to 
include dates March 1, 2010 through September14, 2010. This review was completed September 
16, 2010. Seven reports, including the one listed above, were identified as requiring actions: 

• 	 Three required BPDR submissions that were submitted on September 28,2010 
• 	 Four required both product retrieval and BPDR submissions; all four were completed 

between September 8 and September 28,2010 

On September 8, 2010, DCSC Management requested a review of a sampling of HHD Reports 
from the Charlotte location. The sampling covered 13 days between June 24, 2010 and August 
26, 2010 to ensure all shifts, teams, and days of the week were sampled. The review identified 
two reports requiring action. When these were discoYered during the r~·iew, the reports were 
promptly processed by the overnight shift: . 

• 	 One required a BPDR submission that was submitted on September 17, 2010. 
• 	 One required both product retrieval and BPDR submission; both actions were completed 

by September 22, 20 I 0. 

The investigation of these two reports identified that they both occurred on the overnight shift -at 
the Charlotte location. The record review in the Charlotte location was extended to include the 
nine regions managed by the Charlotte overnight shift and was completed on November 16, 
2010. The review mcluded records from July 30, 2010 through September 16, 2010 and 
identified five reports that required both product retrieval and BPDR submission; both actions 
were completed for the five reports by November 17, 2010. This problem was determmed to 
meet the criteria ofa SCA on September 14, 2010 and the initial notification I-0011430-NF was 
sent to FDA on September 30,2010. 
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By October 2010, as an immediate action, DCSC Supervisors/Leads track receipt of deferral 
BDRs from all regions by collection day to help ensure all deferral processing is complete each 
day for all regions. The Senior Director ofOperations reviews the information from deferrals for 
each collection day to verify that all deferrals were completed for each region within the 
expected timeframe. 

A new NBCS query, currently under development, will provide deferral information for deferred 
donors from all regions and will include Whole Blood Number (WBN) and last donation date for 
each deferred donor. This report will allow staff to quickly identify donors with prior donations 
and facilitate any required market withdrawal. This enhanced report will replace the multiple 
health history reports (one per region) currently used. All required information will be listed on a 
single report and will help staff identify deferrals requiring investigation for components within 
the risk period. The anticipated implementation date ofthe new enhanced report is January 2011. 

Draft documents are in use 
The DCSC used draft work tools during the transition ofregional donor management activities to 
DCSC. In March 2010, the DCSC initiated Do~ent Change Request (DCR) 10672 to finalize 
and release workflows according to System 3, Policy and Procedure Management, requirements. 
The draft process flow cited in this observation was finalized and on September 27, 2010, the 
DCSC implemented the approved process flow as 14.4.zflw004 W1670, Deferrals [See Exhibit 
XIV] under Transmittal Sheet 0129 W1670. At the same time, the DCSC implemented eight 
additional process flows under Transmittal Sheet 0129 Wl670. [See Exhibit XV] 

Observation 16: 
The Philtzdelphill DCSCfacility discovered approximately 18/eve/3 problems coded as QC-
90-01-05-failure to manage potentUIUy non-conforming products (product not released). A 
review ofthose problem records foundproblem management deficiencies. For example, 

A. 	 The DCSCfailed to conduct an adeqUilte root cause analysis, to develop an appropriate 
CAP, and to conduct an EC for a level 3 problem. E-0790730 was discovered on 
4116110 and remained open as of1017110. The problem description stlltes that a hold 
was not applied to an in-date product for a donor with an XW3 assertion. The root 
cause is described as unue to the peculiarity of this case, [a supervisor} was puzzled 
which resulted in unclear guidance to a new staff." The CAP is describes as the 
supervisor "recognizes how to appropriately handle these types ofcases so that he can 
better communicate to the staff the approprillte actions that are required." QA 
approved the CAP on 512U10. 1-0020041-FC states it was implemented on 5121110. 
TheECwasdueon 8127110, butasof1017110hadnotbeen completed. 

B. 	 The DCSCfailed to implement a CAP in a timely manner. E-0751845 was discovered 
2116/10 and remained open on 10/7/10. The problems description stlltes no immedillte 
gain control was performed for a DRIR-related infection. The documented root causes 
are short-staffed and staff are feeling overwhelined and frustrated. In 1-0019143-FC, 
the CAP was to develop a DRIR process to have more structure and to develop a phone 
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schedule. QA approved the CAP on 3117110, but it was not implementeduntil 9/27110. 

C 	 The DCSC failed to complete EC ill a timely manner. E-0746476 wwo discovered 
215110 and remained open on 10/8110. The problem description was no hold applied 
and the region was not notified to gain physical control of an imported component. 
The documented root cause was the stafffailed to identify the importance ofgaining 
physical and electronic control ofthe component, "due to her lack ofknowledge with 
the Americtur Red Cross and DCSC" 1-0018941-FC documents the CAP as "staffwill 
be counseled and will continue to gain experience;" training will develop a 
communication; and training wiU conduct a refresher. (2.4 approved the CAP on 
3110/10. Implementation dates tire documented as 3110110, 513110, 7/26/10, and 7127110. 
ECdue dates were 917110 and 919110, but were not completed until 1018/10. 

Response to Observation 16: (APMS # E-0900375) 

An evaluation of all problems referenced in this observation was completed and the primary 
Problem Management issues are: 

• 	 Incomplete investigation ofthe problem 
• 	 Corrective actions and effectiveness checks were not performed by approved due date 
• 	 Lack of complete and appropriate mapping of failure mode/root causes/corrective 

actions/effectiveness checks 
• 	 Inadequate QA review 

These failure modes are included in those identified during the Root Cause Analysis performed 
for the CIS for PM and QA. Please refer to the corrective actions outlined in the response to 
Obsen·ation 3 above. The actions being taken under the CIS should help the PM staff avoid these 
types of errors when managing problems and trends in the future. In addition, the assistance 
being provided by other Divisions will help ensure timely triage and management of problems 
until the DCSC PM department is .operating efficiently and can be self-sufficient in managing the 
incoming workload. 

Refer to the response to Observation 7 above for actions taken by the DCSC to address issues 
associated with mismanagement ofsuspect products and the Component Retrieval CIS. 

Problem Management- Missed Timeframes: 
Observation 17: 

The DCSC does not always meet the established timeframes required in the System 10 
Problem Management Procedures and in the Decree. A query for the period 111110 through 
9121110 of the problem management files maintained in ARC's auJomated problem 
management system, know as SmartCAPA, was requested on 9121/10 and revealed the 
foUowing: 

Attachment 2 	 38 of40 



Decree Correspondence Contain~ Scnsiuvc Propnctary Information 

Provided Under Consent Decree Entered Under U.S. V American Red Cross


U.S.D.C.,lb1.8i61V.0949 

SmartCAP A Query Activity Requirement 
~u~erofl7oble.msfound 

in Sm11rtCAPA 
48-hour notification to consignee not 
performed, not complete and/or not 
timely for the distribution ofunsuitable 
blood or blood components 

System 10 and 
Paragraph XE of 
the Decree 

90 

48-hour notification to FDA. 's Baltimore 
District Office not performed, not 
complete and/or not timely 

System 10 and 
Paragraph XE of 
the Decree 

22 

45-day notification (Biological Product 
Deviation Reports) to CBER 

System 10 and 21 
CFR 606.171 

7 

45-day notification to FDA 's Baltimore 
District Office not performed, not 
complete and/or not timely 

System 10 and 
Paragraph XD of 
the Decree 

3 

Problems logged into SmartCAPA 
greater thanfive days after discovery System 10 193 

QA review ofproblems not performed 
within five business days ofreceipt in QA. System 10 8 

Development ofCAP/approval ofCAP 
not timely 

System 10 1 

Response to Observation 17: - E~0900447) 

The Red Cross acknowledges that the DCSC has not complied with the System 10, Problem 
Management, timelines and CFR/Consen.t Decree reporting requirements. Red Cross senior 
leadership directed that the CIS be developed and executed in multiple areas, including Problem 
Management, Quality Assurance, and Component Retrieval. The corrective actions defined in 
the CIS plan are focused on meeting System 10 timelines and CFR and Consent Decree reporting 
requirements. 

As noted in the response to Observation 3 above, staff from Red Cross Dhisions have been 
providing problem management assistance to the DCSC since the summer of 2010. R~ 
will continue monitoring the DCSC progress in meeting required timelines through th~ 
DCSC Dashboard and the Quality and Compliance Oversight Committee as corrective actions 
for the various CIS plans are implemented. · 

Problems related to late~nsignee notification are being addressed in the Component 
Retrieval CIS and corrective actions are detailed in the response to Observation 9 above. The 
remaining problem management timelines will be addressed in the corrective actions developed 
by the Problem Management and Quality Assurance CIS team as described in the response to 
Observation 3 above. 

In addition to the actions described in the response to Observation 3, the specific area ofconcern 
for ~·Problems logged into SmartCAP A greater than five days after discovery" cited in this 
observation with 193 instances is under investigation in the BHQ Systemic Trend E-0553375. 
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The highest percentage of late logged problems are associated with Post Donation Information 
(PDO events. The investigation team will be identifying the failure modes surrounding the 
deferral BDRs entry process and management of PDI as it relates to the potential for delays in 
entry ofPDI problems into SmartCAPA. 
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