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ACRONYMS
AC Apheresis Center
ACMD Apheresis Center Medical Director
ASHI American Society of Histocompatibility and Innimogenetics
BMDW Bone Marrow Donors Worldwide
CAP College of American Pathologists
CC Collection Center
CCAP Collection Center Attending Physician
CCMD Collection Center Medical Director
CLIA Clinical Laboratory Improvement Amendments
CR Cooperative Registry
CT Confirmatory Typing
DDS Director of Donor Services
DSMD Donor Services Medical Director
EFI European Federation for Immunogenetics
ET Extended Typing
FDA Food and Drug Administration
GOL Gift of Life Marrow Registry
HLA Human Leukocyte Antigen
HPC Hematopoietic Progenitor Cells
HPC-A Hematopoietic Progenitor Cells, Apheresis
The terms “HPC-A” and “Peripheral Blood Stem Celisdy be used
interchangeably
HPC-M Hematopoietic Progenitor Cells, Marrow
The terms “HPC-M” and “Bone Marrow” may be useceichangeably
IDM Infectious Disease Markers
IS Information Systems
IT Information Technology
MNC-A Mononuclear Cells, Apheresis
The terms “MNC-A” and “T Cells” may be used inteactyeably
NMDP National Marrow Donor Program
QA Quality Assurance
RMD Registry Medical Director
SCU Search Coordination Unit
TC Transplant Center
TJC The Joint Commission
WMDA World Marrow Donor Association
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DEFINITIONS

Apheresis Centeris defined as a type of CC that performs PBSC and/Gell collections. The
term “Apheresis Center” may be used in lieu of 1€alion Center” when referring to PBSC or
T Cell collections only.

Collection Center is defined as a hospital performing a bone marrawédst, a PBSC
collection, or a T Cell collection. CCs are respblesfor performing the donor’s Physical Exam,
establishing donor eligibility and suitability, apdocuring the product. The CC is considered to
be the caregiver responsible for assuring the densafety and well-being during and
immediately after the collection process.

Cooperative Registryis defined as a domestic or international regisegrching for potential

donors on behalf of transplant centers. A CR ipaasible for ensuring that any TC working
with GOL through that CR adheres to GOL Standal¥$/DA Standards and regulatory
requirements in their respective countries.

Donor Selectionis defined as the process of evaluating medicabihyisscreening and testing
results and Physical Exam records of a prospediweor for the purpose of determining
preliminary donor eligibility and suitability fordalt stem cell donors.

Donor Servicesis defined as the Registry department responsilentinaging all test requests
made after the preliminary search request. Thikdss but is not limited to CT, ET, Workup
and Follow-up.

Eligibility is defined as the donor having no history, signsisks of relevant communicable

disease agents and diseases based on screenimgstind as described in 21 CFR Part 1271,
Subpart C. The establishment of donor eligibilisy the responsibility of the CC attending
physician.

Formal Search also known asActivation,” is defined as the point at which a TC or CR'SI6C
requests additional testing of any donors afterptieliminary search is performed. Searches may
only be activated by TCs.

Hematopoietic Progenitor Cells (HPC)are defined as the human precursor or progenitts ce
derived from bone marrow and peripheral blood.

MatchQuest® is defined as a proprietary computer applicatioveti®ed by GOL to manage all
aspects of Registry operations. MatchQRéatilitates the addition of donor information irttee
Registry’s database, automates many case managdaskst associated with the donation
process, automates much of the search processinterthces with various other computer
systems used by external entities that exchangennaftion with the Registry.

Preliminary Eligibility is defined as the donor having been evaluatedcattain stage of the
donation process and being eligible to proceedhéonext step. For example, after completing
the Consent Form at Recruitment, if the donor'eging questionnaire does not give a reason
for deferral, they have preliminary eligibility arate available to appear in the Registry. At
Confirmatory Typing, if the IDM results are nega&tjvand no risk factors are indicated by the
screening questionnaire then the donor has preirpialigibility and may proceed to Work-up,

if requested.
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Preliminary Search is defined as an initial screening of the donce fihat generates a list of
potential donors matching a given patient. Prelanynsearches may be requested by a patient’s
primary care physician, a TC, or the SCU of a CR.

Registry is defined as the organizational administrativedqearters responsible for overseeing
the activities of the Donor Services departmentUS&hd patient advocacy program, and
interfacing with the CC, TC, and laboratories.

Suitability A donor is suitable when the CC physician has datexd that the donor does not
have a known condition that will present a riskilte donor to donate. The establishment of
donor suitability is the responsibility of the C@emding physician.

Transplant Center is defined as the medical center that is searcluing donor with matching
HLA for their patient and that will perform the aet transplantation procedure.

THE ROLE OF THE GIFT OF LIFE MARROW REGISTRY

Gift of Life maintains a computerized registry adtential volunteer bone marrow and blood
stem cell donors. Transplant centers may searchetfistry in order to identify potential donors
whom they consider appropriately matched with thigemts under their care.

Gift of Life enrolls donors in its registry througtecruitment drives, conducts preliminary
eligibility screening of donors, and serves asagstin between donors, collection centers and
transplant centers. While Gift of Life coordinatbgse activities, it does not select appropriate
“matches” for patients needing transplants; esthbfinal eligibility and suitability of HPC,
Marrow, HPC, Apheresis or MNC, Apheresis donorgspribe or administer medications for/to
donors; or harvest HPC, Marrow, HPC, Apheresis MOVl Apheresis. These activities are
undertaken by collection centers and transplaniecen
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THE STANDARDS

1. REGISTRY CRITERIA
1.1. Administration

1.1.1. Personnel

A. Registry Medical Director

1. The RMD shall be a licensed physician having exgeih human
histocompatibility, HPC transplantation and immugyl.
2. The RMD may also serve as the DSMD.

B. Chief Executive Officer

1. The Chief Executive Officer shall have appropriadeninistrative,
managerial and budgetary experience and backgrmuonkrsee daily
operations and plan for future development and trow

2. The Chief Executive Officer shall understand therent national and
international network of CRs and affiliates, apabte regulatory
requirements, and generally accepted industry ataisd

C. Board of Directors

The Board of Directors shall collectively possesprapriate
administrative, managerial, and financial expergeand background to
effectively oversee Registry operations by setfinlicies consistent with
the Registry’s stated mission, selecting executivies can carry out the
mission, and monitoring the Registry’s performance.

Medical Advisory Committee

The Registry shall have a medical review panebsa with making
unbiased decisions regarding nonstandard, highorigiperimental HPC
donation or other related procedures.

The committee shall include one or more expert glasts in the areas
pertinent to the operation of the Registry to dssigstablishing policies
and procedures. The Registry should have direesado the consultant(s).
The consultant(s) shall collectively have backgasim, but not limited to,
the areas of HPC transplantation, microbiologyichl pathology,
infectious diseases, histocompatibility and immueraggics.

Registry Support Staff

Sufficient personnel shall be available to suppR&gjistry operations,
including those with experience in human resouncesketing and
communications, and institutional development ashchacement.

1.1.2. Facility Requirements
A. Each division of the Registry shall be providedhstfficient space so that

work can be carried out in an environment desigoadinimize errors and
maintain confidentiality. Divisions that are invely in donor relations and
patient relations shall be provided with space phassically separates one
from the other.

Each division shall provide staff with the abilitylock confidential files,
and engage in private meetings and telephone csatvans.
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C. Each division shall have sufficient communicatiotk$ and technology
resources, including, but not limited to, telephdag&, computers and
Internet access.

1.2. Donor Services Department

1.2.1. Personnel

A. Donor Services Medical Director

1.

3.

The DSMD shall be a licensed physician with exgerth human
histocompatibility, immunology, and the procuremand
transplantation of HPCs.

The DSMD may designate a manager to perform cetasks on his or
her behalf, whom s/he considers to be a responsdrkon based on
training and qualifications.

The DSMD may also serve as the RMD.

B. Director of Donor Services

1.

The DDS shall have a strong understanding of BM/B3Cell donor
solicitation and selection, workup case managenagwt,product
procurement.

The DDS shall have sufficient administrative expece in a healthcare
environment to oversee day-to-day program opergtion

The DDS shall be familiar with applicable regulgtoequirements and
generally accepted industry standards.

The DDS shall not have a vested interest in thigpiaaspect of the
coordination process and shall be able to offerag®a counseling to
prospective donors.

The DDS shall be available via cell phone in thergwf an emergency
during non-business hours.

The DDS is responsible for ensuring that writteandard operating
procedures are maintained for all aspects of tpari@ent, including
but not limited to CT, ET, donor workup case mamaget, product
labeling and transport, donor follow-up and subsequaonation
requests.

The DDS shall review the manuals of proceduresemsdire that the
manuals are updated as necessary to reflect changesiagement,
policy, reporting and coordination requirements.

The DDS shall ensure that there is adequate staif¢commodate
unusually high workload and staff absences.

C. Donor Services Staff

1.

Sufficient personnel possessing relevant experiandequalifications
who are trained and knowledgeable about their dsthall be available
to support operations.

Donor Services staff shall be appropriately croasyed and staff
schedules shall be coordinated to ensure thatgarifipersonnel are
available to perform all necessary tasks.
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1.2.2. Support Resources

A. Donor Services shall have written agreements witls €@r establishing
donor eligibility and suitability and performing e marrow harvests and
apheresis collections in geographic locales thapstt its donor base.

B. Donor Services shall have written agreements \aiblodatories that perform
HLA tissue typing, infectious disease testing atiteorequired clinical
testing.

C. Contracted facilities shall comply with participaticriteria specified in
these and the WMDA Standards.

D. The donor shall have access to the support of ardadvocate during ET,
CT and Workup. The advocate shall meet the follgwanteria: No vested
interest in the decision about BM/PBSC/T Cell dmraand
transplantation; a good understanding of the BM/B3ell donation
process and risks of donation; demonstrated skéffiective interpersonal
communication within an organizational setting; awod an employee of the
Registry.

1.3. Search Coordination
1.3.1. Personnel

A. Search Coordinator
1. The search coordinator shall have an understarafitige search
process, tissue typing methodologies, antigen 8pigieis and HLA
nomenclature.
2. The search coordinator shall have access to egpesultants for search
advice.

B. Patient Advocate
1. The patient advocate shall be available when nacg$s provide
patients with guidance concerning related and atedldonor search
strategies, including access to all sources of HR@&lwide.
2. The patient advocate shall have a strong undelisiguod the diseases
treated by HPC transplantation, the related andlatad donor search
process, the transplant process, and insurandedgetsues.

C. Search Coordination Support Staff
Sufficient personnel possessing relevant experiandequalifications shall
be available to support search coordination acwit

1.3.2. Registry Access

A. The Registry shall be available to all patientsldwide.

B. Diseases considered eligible for transplantatienttaose promulgated by
the NMDP.

C. Donor HLA phenotypes and other non-identifying euderistics shall be
available for search through BMDW and updated atiogrto BMDW'’s
pre-determined schedule.

D. Physicians not affiliated with participating TCsyriaitiate preliminary
searches.

E. Formalization of a search shall be requested bgrtacpating TC or a CR
representing a TC.

Document Number: QA-QS-P800-1 Page 9/26
Revision Number: 4.4



GIFT OF LIFE MARROW REGISTRY STANDARDS

F. TCs are responsible for donor selection. However miinimal match
criteria require at least a 6/8 match at an antigeel (serologic split) for
HLA A, B, C and DR.

G. Minimal match criteria must be met prior to donatfor a specific patient.
Exceptions may be made by the RMD in cases whesthrer more
appropriate donor is available.

1.3.3. Reporting
A. Critical communications shall be in writing, eithaa e-mail or fax.
B. Results of preliminary searches shall be reportélginvone business day. If
a result cannot be reported in that time, the Reggshall promptly notify
the requester of the delay.
C. Reports shall be designed to protect donor anoryymit

1.3.4. Procedures
The search coordinator shall maintain a written uaéof procedures on all
aspects of the search process, including, butimdgel to: credentialing
applicant TCs and CRs, provisioning database seao#ss and search
requests.

1.4. Quality Assurance
1.4.1. Personnel

A. Director, Quality Assurance & Regulatory Compliance

1. The Director shall have appropriate experiencebaukground in
guality assurance to keep the Registry in compéamith relevant
regulatory and accrediting agencies.

2. The Director shall understand all current regulaiand generally
accepted industry standards that apply to the Rggiad its affiliates.

3. The Director shall be a qualified auditor.

4. The Director shall be responsible for maintaining Registry’s
continuous process improvement program.

B. Quality Assurance Support Staff
Sufficient personnel possessing relevant experiandequalifications shall
be available to support regulatory and compliaecgiirements.

1.4.2. Responsibilities
A. QA shall develop, maintain and manage a quality ihat assures

compliance with applicable requirements and stadedenstituted by

regulatory and accrediting agencies with or by whbenRegistry is

licensed, registered, accredited, or otherwiselagdgd. This plan shall

include but is not limited to the following systeiasd programs:

1. QA shall maintain a document management systemdore
appropriate document control.

2. QA shall maintain a change management system t@agesand track
change history.

3. QA shall maintain a deviation and complaint managietnsystem
including adverse event management and reportiryaacorrective and
preventative action program.
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4. QA shall maintain an audit program consisting & tbllowing
elements:
a. Self-assessments, internal and external auditing.
b. Supplier qualification and critical supply qualditon.
c. Affiliate certifications and accreditations review.

5. QA shall ensure that equipment and processes adateal for their
intended use.

6. QA shall work with Registry departments to achiewatinual
improvement in procedures and operations.

7. QA shall maintain a training program for Donor Seeg personnel,
including annual competency evaluation.

8. QA shall perform or arrange for the performancerefventative
maintenance and calibration on critical Registryipment.

9. All quality management systems, control systemspmndrams shall be
performed in accordance with established standaedating
procedures.

1.5. Information Systems & Information Technology

1.5.1. Personnel
Sufficient personnel possessing relevant experiandequalifications shall be
available to maintain technology used to perforngiRey operations, including
but not limited to computer software and hardware.

1.5.2. Responsibilities

A.
B.

C.

IS and IT shall maintain technology required fogRR&y operations.

IS and IT shall store electronic records and doaumesing appropriate
security and protection.

IS shall validate all proprietary software develdy the Registry that
could affect product safety or efficacy, in accorcwith relevant
regulatory requirements.

. 1S shall obtain proof of validation for any exteligaleveloped software

that could affect product safety or efficacy.

IT shall document the following: installation anpgnades of the system,
training and continuing competency of personnédicpes and procedures
for system maintenance and operations, ongoingupagkocedures,
documented and tested procedures for data restoratid offsite storage of
electronic data records.

IT shall perform data backup and design appropsgséem redundancy to
allow for continued operations should conditionsder primary systems
inoperable or inaccessible.
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1.6. Recruitment Department
1.6.1. Personnel

A. Director of the Recruitment Department

1. The Director of the Recruitment Department shallehthe experience
to run a department that includes on-site staffsié staff and a large
number of volunteers.

2. The Director of the Recruitment Department shalfdwailiar with the
recruitment process at donor drives and for ordioeors.

3. The Director of the Recruitment Department shalfdwailiar with the
WMDA standards that apply to recruiting donors.

B. Recruitment Coordinator
1. The Recruitment Coordinator shall be familiar witile logistics of
donor recruitment drives.
2. The Recruitment Coordinator shall be familiar vitle WMDA
standards that apply to recruiting donors.

C. Recruitment Back Office Coordinator
1. The Recruitment Back Office Coordinator shall lzerted in the office
practices a they pertain to sending material fdoor drive, processing
incoming HLA Kkits, storing HLA kits and sending HLAts for testing.
2. The Recruitment Back Office Coordinator shall lzrted in the
recruitment of online donors.

1.6.2. Responsibilities
A. The Director of the Recruitment Department is resjde for:

1. Providing educational material for donors that m&@tVDA standards.

2. Providing training material for off-site staff amdlunteers.

3. Ensuring processes are in place to process donarkitk in the GOL
office, store them and send them to the HLA labtésting.

B. The Recruitment Coordinator is responsible for eénguhat:

1. Appropriate training is provided to volunteers wdssist at a
recruitment drive, including confidentiality traig.

2. Appropriate donor education is provided duringrbgistration process,
including, but not limited to, assuring that edumaal materials are
provided and that informed consent is obtained feach donor
recruited.

3. Groups responsible for organizing donor drives ehdif of the
Registry adhere to the Registry’s recruitment pesic

4. Donors swab correctly and that HLA kits are conmgadet

5. Donor HLA kits are sent to the GOL office in a tipé&shion.

C. The Recruitment Back Office Coordinator is respblesfor:
1. Sending HLA kits and material to Recruitment conadors who carry
out drives.
Processing incoming HLA kits from drives.
Sending HLA kits to online donors.
Storing processed HLA kits at the GOL office.
Sending HLA kits to the HLA lab for testing.

abrwn
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2. COLLECTION CENTER CRITERIA

2.1.

2.2.

2.3.

2.4.

Standards and Regulations

2.1.1. The CC must meet at a minimum the criteria listethe WMDA Standards as
well as national regulations and laws.

2.1.2. The Registry and CC shall ensure a system is ceglaensure that WMDA
Standards are followed.

2.1.3. The CC must be registered, licensed, or accrebtyell relevant governmental
authorities, and adhere to applicable nationaliatetnational regulations.

2.1.4. The CC should be approved by the NMDP.

2.1.5. The CC must report any changes to their accreditatnd licensing status to
Gift of Life in a timely fashion.

Quality Systems

2.2.1. National and Gift of Life-specific requirements ceming quality and safety
procedures must be met.

2.2.2. The CC must take all necessary measures to engnog gafety, high quality
of HPC products and appropriate donor managemaeilt tanes during the
work-up and follow-up procedures.

2.2.3. The CC must have a quality management system aepla

Personnel

2.3.1. Collection Center Medical Director

A. The CCMD shall be a licensed physician with tragnim human
histocompatibility, immunology, and the procuremantl transplantation of
HPCs.

B. The CCMD is responsible for safeguarding the heatihe donor and
ensuring the safety of the HPC product.

C. The CCMD shall perform and/or review a complete iwedcevaluation of
the donor to determine if the donor is an acceptabhdidate for collection
including evaluation of the donor for risks of dtina and evidence of
disease transmissible by transplantation.

D. The CCMD must participate in educational activitiested to HPC
collections to maintain and enhance their knowledge

2.3.2. Collection Center Support Staff

A. Any persons assisting in the bone marrow harvest shve documented
adequate training in marrow collection for transpddion.

B. Sufficient personnel possessing relevant experiandequalifications shall
be available to support CC operations, including@eg@ncy coverage.

C. Staff training must include reference to the a#ttisiand voluntary nature of
the procedure that the donor is undergoing andahatresult appropriate
consideration should be given to the donor.

Responsibilities

2.4.1. The CCMD or Designee is responsible for establgifimal donor eligibility
and suitability to donate in accordance with retévagulatory requirements.

2.4.2. The CC’s medical staff is responsible for the dtmeafety and care
throughout the pre-collection, collection and pogitection process.
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2.4.3. The attending physician assigned by the CC to dm®dshall not have a vested
interest in the patient aspect of the coordinatimtess.

2.4.4. The CC is responsible for reporting adverse evamdispositive infectious
disease test results to regulatory agencies agedday law and to applicable
accrediting agencies as required by the termsaeddation.

2.4.5. The CC is responsible for obtaining informed con$erm the donor before
undergoing any procedure.

2.5. Marrow Collection Criteria

2.5.1. Collection Center Medical Director
The CCMD shall have at least two years’ experiendene marrow collection
or have performed at least ten bone marrow cotiagirocedures.

2.5.2. Anesthesiologist
The anesthesiologist shall be a board-certifieehised physician or certified
nurse anesthetist.

2.5.3. Collection Center Attending Physician
The physician performing the marrow collection shalve performed at least
10 prior collections with at least three collecgan the last three years.

2.5.4. Facility Requirements
A. The CC shall have an experienced team that hasrpesdl at least three
marrow collections in the past three years.
The CC shall be accredited by TJC.
The CC shall be accredited by an organization gchdeemed status by
Centers for Medicare & Medicaid Services (CMS).
The CC shall have a surgical operating room anggical or medical
intensive care unit.
The CC shall verify that autologous units of bloibaollected, are
available and stored appropriately.
F. The CC shall have irradiated and luekoreduced btmmdponents available
in the event that the use of allogeneic blood quired.
G. The CC shall discharge the donor on the same dtyeawllection unless a
medical issue precludes the donor’s release, oC@is policy is to monitor
the donor overnight.

O 0w

m

2.6. Apheresis Center Criteria

2.6.1. Apheresis Center Medical Director
The ACMD shall have at least two years’ experiencapheresis collections or
have performed at least five PBSC collection procesl

2.6.2. Apheresis Center Physician
A. Alicensed physician qualified by training and exgece shall place a
central venous line according to WMDA Standardsdgeifermined necessary
for the apheresis process.
B. A licensed physician, with experience in the adstnaition and
management of complications is responsible forattrinistration of
mobilizing agents and prescribing home healthcdneimistration.
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2.6.3. Facility Requirements

A. The AC shall have an experienced team that hasnpeefl at least three
apheresis collections in the past year.

B. The AC shall be registered with the FDA for the eqglsis-related activities
it performs as part of its contractual agreemeittt Wie Registry.

C. The AC should be accredited by TJC, when possible.

D. The AC shall have an active IRB-approved protoookidministration of
growth factor to healthy unrelated HPC donors amddive IRB-approved
protocol for apheresis.

E. The AC shall maintain written standard operatingcedures for peripheral
venous access assessment and placement of cesrtoals/catheters.

F. The AC shall have primary and backup apheresigpegemt, supplies and
pharmaceuticals.

2.7. Equipment and Supplies
2.7.1. The CC must have and maintain adequate resoumpapneent, supplies, and
pharmaceuticals to support its collection and d@ased management activities.
2.7.2. The CC must operate an appropriate IT system (renevgoftware, and
network) to cover donor management, communicatmusthe HPC collection.

2.8. Facility Requirements

2.8.1. The CC must have a designated site for the managesheollection activities,
and a secure environment for confidential recoodssfe.

2.8.2. The CC must have controlled storage areas to previrups, contamination,
and cross-contamination of products.

2.8.3. Key CC staff shall be readily accessible via tetaph e-mail and fax.

2.8.4. The CC must have an emergency phone that is al@aRdbhours per day, 7
days per week, all year long from the time of thggical examination, through
the donation process, until the donor has fullpveced.

2.8.5. The CC shall have written agreement(s) which dafihes and responsibilities
with GOL.

2.8.6. The CC shall provide a detailed fee schedule gbraicollection and collection
services, and provide notice of changes in codesaat three months in advance
of rendering services.

2.8.7. The CC shall maintain written standard operatiragedures for pre-collection,
collection and post-collection activities.

2.8.8. The CC shall provide post-donation care instructiamth contact names and
phone numbers.

2.9. Data and Records

2.9.1. The CC must have systems in place to prevent uoam#id access to donor
and recipient data, both electronic and in papenéo.

2.9.2. When transmitting donor or patient data, the CCtrhage systems that ensure
data privacy and security.

2.9.3. The CC must ensure proper documentation of allgg®steps and
communication with the donor, either electronicaliyin paper format, to
ensure confidentiality and to allow for tracealilitf the donor and product
throughout all steps of the donation and post-donakecovery process.
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2.9.4. The CC must maintain records for an appropriategdesf time, in accordance

with WMDA Standards and national laws and regutatio

2.10. Communication with the Transplant Center
The CC may not communicate with the TC unless thezeexceptional circumstances
and prior approval has been obtained from the @iftife.

3. TRANSPLANT CENTER CRITERIA
3.1. Personnel

3.1.1.

3.1.2.

3.1.3.

3.1.4.

3.1.5.

Transplant Center Medical Director

A. The Transplant Center Medical Director shall berdazrtified (or non-
U.S. equivalent) in one or more of the followingsjalties: Hematology,
Immunology, Medical Oncology or Pediatric Hematglgncology.

B. The Transplant Center Medical Director shall haad &t least two years of
experience as an attending physician responsibldifocal management of
allogeneic transplant recipients in the inpatiert autpatient settings.

Transplant Center Attending Physician

The transplant medical team shall include at leastboard certified physician
with a minimum of one year experience in manageroetransplant recipients,
other than the Transplant Center Medical Director.

Search Coordinator

The search coordinator shall be dedicated to th&ece donor search
management activities, and shall have a strongretedeling of the search
process, tissue typing methodologies, antigen Bpiieis and HLA
nomenclature.

Data Management Personnel
The center shall have sufficient data managemeasbpael to comply with the
Registry’s data submission requirements in a timedyiner.

Transplant Center Support Staff
Sufficient personnel possessing relevant experiandequalifications shall be
available to support TC operations.

3.2. Laboratories

3.2.1. HLA Tissue Typing Laboratory
The Transplant Center shall use an HLA typing labmy accredited by the
American Society for Histocompatibility and Immumogtics (ASHI), the
European Federation for Immunogenetics (EFI), anti® College of
American Pathologists (CAP) or other equivalent-tishaccreditation. The
Transplant Center’s laboratory is responsiblelierfinal HLA typing of the
patient and donor.

3.2.2. Blood Services
The Transplant Center shall use a transfusionseprioviding 24-hour blood
component support for transplant patients, inclgdiradiated blood
components and components suitable for CMV negagiegpients.
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3.2.3. Stem Cell Laboratory
The Transplant Center shall use an experiencedtopwiatic stem cell
processing laboratory.

Facility Requirements

3.3.1. The TC shall have an experienced team that haserpeetl allogeneic
transplants for at least 10 different patientsysar.

3.3.2. The TC shall have adequate physical resourcesitamtHPC transplant
program. Physical resources shall include, buhatdimited to, a designated
inpatient unit, a designated site for managemeseafch activities, and a
designated area for outpatient evaluation andriresai.

3.3.3. A TC performing pediatric transplants shall haueaasplant team trained in
the management of pediatric patients.

3.3.4. Key TC staff shall be readily accessible via tetapd e-mail and fax.

3.3.5. The TC shall obtain IRB approval of any transplarttocols for which the
TC’s IRB considers necessary.

3.3.6. The TC shall be accredited by an organization gchdeemed status by
Centers for Medicare & Medicaid Services (CMS) on+U.S. equivalent.

3.3.7. The TC shall maintain written policies, proceduaed clinical guidelines for
management of allogeneic transplantation.

Responsibilities

3.4.1. The TC shall maintain adequate written policies pratedures relating to its
transplant program and related quality assuranderaprovement processes.

3.4.2. The TC shall ensure that its patients for whom Begidonors are requested to
donate HPCs receive appropriate informed conserth&r procedures and the
use of the particular donors whose HPCs are intbfaleransplantation,
including any unusual donor test results or charétics that might increase
the risk of transplantation-related harm to thepieat.

3.4.3. The TC is responsible for reporting adverse eventsgulatory agencies as
required by law and to applicable accrediting agenas required by the terms
of accreditation, and to GOL, in a timely manner.

4. LABORATORY CRITERIA

4.1.

4.2.
4.3.

4.4,

4.5.

4.6.
4.7.

Laboratories performing clinical testing for thedistry or for network affiliates shall
comply with federal, state and local regulationgnternational equivalents.
Laboratories shall maintain written procedurestii@r activities they perform.
Laboratories performing clinical testing for thedistry or for network affiliates shall
comply with NMDP standards.

Laboratories performing infectious disease testkB( and Rh typing, red cell
antibody screening, and other testing shall beealited by CMS or the CLIA Program
of the Health Care Financing Administration.

Laboratories that perform infectious disease tggtinist use donor screening tests
approved, licensed or cleared by the FDA and gteaflborm such testing in accordance
with manufacturer instructions.

Laboratories that perform infectious disease tgstimall be registered with the FDA.
Laboratories performing HLA tissue typing shalldeeredited by ASHI, EFI and/or
CAP or a non-US equivalent.
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4.8. Blood banks collecting donor autologous blood shellicensed or registered with the
FDA.
4.9. Laboratories processing HPCs for the Registry slelegistered with the FDA.

5. PROCESS REQUIREMENTS AND CRITERIA
5.1. Recruitment Practices

5.1.1. Donor Eligibility and Suitability

A. Donors shall be between the ages of 18-60 inclumiein good health in
order to join and remain in the Registry.

B. During the course of any recruitment activitiegluling initial enrollment,
CT, and workup stages, donors shall be medicaflyesed via a health
guestionnaire by the Registry using current heaktory guidelines for the
purpose of establishing preliminary eligibility asditability.

C. Newly recruited donors are HLA-typed by GOL at bdeatory that meets
GOL’s HLA typing requirements (see Section 4.7.)

D. Information obtained from the donor during the stagf the recruitment
process shall include but is not limited to thédweing: age, gender, and
willingness to donate. The donor also completdsoat fiealth history
guestionnaire.

5.1.2. Donor Education and Informed Consent

A. Donors shall be provided with educational materélmitial registration
and throughout the entire process, including CTworkup stages.
Materials used to recruit donors shall provide infation on stem cell
donation, the risks and benefits associated welptiocedures and
confidentiality.

B. Donors shall be informed that their HLA tissue typ# be available for
search by TCs and CRs anywhere in the world, witd@crimination
based on any attribute of the patient.

C. Donors shall be informed that results from recremtrefforts undertaken
on behalf of any one patient will be made availdblall patients seeking
matched unrelated BM/PBSC/T Cell donors, and noluswvely to the
patient for whom the recruitment effort is orgawnize

D. Donors shall never be coerced to join the Registry.

E. Donors shall be informed that that their role isghyivoluntary, and that
there is no remuneration for donation, except éitistance of reimbursing
for expenses incurred as a result of participation.

1. In cases of financial hardship, the donor may stiamequest for
reimbursement of loss of earnings on the dayse#Pthysical Exam and
collection.

F. Donors are permitted to withdraw at any time withrejudice. However,
donors are asked to give careful consideratioheadecision to participate,
S0 as to avoid giving false hope to patients negttamsplants or
potentially causing harm to the patient.

G. Donors shall be educated on the risks associatibdengaging in high-risk
behavior that may result in infectious diseasedma@ssion to a transplant
recipient.
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. Donors shall be informed of their right to be acpamied by a donor

advocate at any point during the donation process.

Donors shall be informed that they do not assumentiial liability for any
portion of the follow-up testing, stem cell harvesfprocurement process.
Donors shall be informed of their right to receilieir health history
information and test results.

Donors choosing to participate shall acknowledgdr ttnderstanding of the
educational materials by voluntarily completing anghing a form
indicating their consent for participation.

5.1.3. Donor Tissue Typing and Quality Control

A.

B.

All donors shall be tissue typed using DNA-basedritg techniques at a
minimum of HLA A, B, C and DRBL1.

Tissue samples shall be collected for subsequstide and consent shall
be obtained from the donor for this purpose.

5.2. Pre-Donation Stages
5.2.1. Extended Typing

A.

B.
C.
D

E.

Donors requested for ET shall be contacted andatelitheir interest to
proceed if identified as a match for a patient negd transplant, and
evaluated for preliminary eligibility and suitalyli

If a fresh sample for ET is required from a dormmmsent shall be obtained
from that donor.

Evaluation of preliminary eligibility and suitaliyiof a donor shall be
obtained prior to collection of a fresh sample.

. The Registry shall endeavor to send the donor’'ptafor HLA typing

within the timeframe specified by the current WMB#&commendations.
The Health History Questionnaire administered toaile at the ET stage is
valid for 90 days.

5.2.2. Confirmatory Typing

A.
B.

C.
D

m

Consent shall be obtained from donors who procediet CT stage.
Donors shall be provided with educational materkgscribing the risks
and benefits associated with BM/PBSC/T Cell domatio

The Health History Questionnaire administered toaile at the CT stage is
valid for 90 days.

. Donors shall undergo testing for HLA typing, blogrbup typing and

infectious diseases (IDMs) at the CT stage.

The HLA typing is carried out at a laboratory desited by the TC to
confirm the results obtained at initial recruitment

The Registry shall endeavor to send the donor'psafor HLA typing
within the timeframe specified by the current WMB#&commendations.

. The IDM testing is carried out at a laboratory timegtets the requirements

described in Sections 4.4 through 4.6.

. IDM test results shall be transmitted to the T@ ittmely fashion.

Donors shall be provided with counseling for pegitinfectious disease test
results as specified by applicable federal, statd,local statutes.

Donors with a confirmed positive test for HIV shiadit be eligible to
donate.
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K. Donors with a confirmed positive test for relevaatnmunicable disease
agents (e.g. HBV or HCV) shall not be eligible tmdte unless urgent
medical need is documented.

5.2.3. Workup

A. Information Session
1. Donors requested for collection shall participata idetailed telephone
information session to be educated on the risksbanefits associated
with the collection process.
2. Following the information session and prior to redéto the CC for the
physical exam, the donor shall sign a form indi@aintent to donate.

B. Health History Screening

1. The donor shall complete a GOL health history qoestire.

2. The questionnaire shall ask for all informationuieed by applicable
regulatory and accrediting agencies.

3. The DSMD or designee shall review the completedtjoienaire to
determine whether the donor is preliminarily ellgiend suitable to be
referred to a CC/AC for a Physical Exam and deteation of final
eligibility and suitability to donate.

4. The questionnaire is valid for 12 weeks.

C. Physical Examination

1. To determine the eligibility and suitability of tidenor before the
donation, the CC attending physician shall admeniatcomplete
physical examination including all tests requirgciipplicable
regulatory requirements, industry standards andaré&taffiliates
involved in the donation.

2. The donor shall complete a health history quesaaeradministered by
the CC. The questionnaire is valid for 12 weeks.

3. The CC shall test for infectious diseases includingnot limited to:
e Hepatitis B
e Hepatitis C
e Syphilis
e HIV 1/2
e HTLV I/
« CMV
* Chagas
« WNV

4. Other tests shall include at a minimum urinalyaispmplete blood
count, electrolytes and glucose, blood urea nitmaed creatinine, total
serum protein plus albumin or serum protein elgdtavesis, ABO and
Rh, and screening for Hemoglobin S.

5. A chest x-ray and/or electrocardiogram are carowgdat the discretion
of the CC physician.

6. The CCAP shall evaluate the donor for the followipgegnancy, recent
vaccinations and/or transfusions, past deferrahfbbood donation,
body piercings and tattoos.
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7. The CCAP shall evaluate the donor for physical eamdtional
conditions that may be contraindicated to bone ovaand PBSC
donation or might cause any part of the donati@tgss to jeopardize
the health of donor, including but not limited keetadministration of
anesthesia.

8. The CCAP shall interpret the results of the exationahealth
screening and tests, and shall transmit the resottsnterpretation to
the Registry, including information about condisahat could
jeopardize the safety of the donor and/or the reotp
a. The CCAP shall determine whether abnormal findicgsstitute

unacceptable risk to the donor.

b. The CCAP shall counsel the donor on the naturenpfadonormal
findings, and the donor has the right to declinddnate.

c. If the CCAP determines that there is unacceptabketo the donor
or the recipient due to abnormal findings, the CGARII designate
the donor as ineligible and/or unsuitable.

d. Donors evaluated by the CCAP as ineligible mightibsignated as
available in the case of urgent medical need oexaeptional basis
as deemed appropriate by the CC.

9. The results of the physical examination are vadidsix months.

10.Marrow and PBSC donors shall undergo repeat irdestdisease
testing if more than 30 days will pass betweerRhgsical Exam and
the scheduled donation date.

11.T Cell donors shall undergo repeat infectious disdasting if more
than seven days will pass prior to the scheduledtion date.

12.The CCAP performing the donor’s physical examirmaaod/or
overseeing the collection shall not be the Tramgplenter Attending
Physician responsible for the care of the recipient

13.Female PBSC donors shall have repeat pregnanaygestor to the
administration of mobilizing agents.

14.Female marrow/T Cell donors shall have repeat @megytesting prior
to collection.

15. All female donors shall have repeat pregnancyrtgstwo days prior to
collection.

D. Pre-collection Requirements
1. The Registry shall provide medical insurance coyeta BM/PBSC/T
Cell donors at the workup stage, including disapdind death benefits.
2. The patient shall not begin pre-transplant conditig until the
following conditions have been met:

a. Signed verification of the BM/PBSC/T Cell prescigpt by both the
transplant and the collection physician.

b. TC has received final clearance reporting resultefectious disease
testing, ABO group, Rh type, and other relevantadonformation
including but not limited to allergies, transfusioistory, past
pregnancy history, donor’s preferred method of stethcollection
(if different than the TC’s request) and willingsesf donor to
donate again if necessary.
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3. BM/PBSCI/T Cell prescriptions and verifications eégcription shall
provide all information required by the WMDA. Thigormation shall
include but is not limited to medium, anticoagulantl additives used
during product procurement and transport.

a. Marrow prescriptions shall specify the requiredwoé and the
nucleated cell count of marrow required.

b. PBSC prescriptions shall specify the number of eggis procedures
required, the total number of CD34 positive cediguired, and
whether or not donor plasma should be added prioompletion of
the apheresis procedure.

c. T Cell prescriptions shall specify the volume ofoMhblood to be
processed.

4. If the TC requests pre-collection blood samplesftbe donor, the
Donor Services staff shall send the appropriatetidees to the CC so
that the blood can be drawn during the Physicahixghe Donor
Services staff shall ensure that the test tubégeaat the TC.

5.3. Product Procurement

5.3.1. Bone Marrow

A.
B.

C.
D

m

The harvest shall be performed using sterile daplesneedles designed

specifically for HPC-M collection.

HPC-M shall be taken from the posterior aspechefgelvic bone (iliac

crest) only.

Total volume aspirated shall not exceed 20 ml/kgoddbody weight.

. The CC shall perform a nucleated cell count to r@&sthe prescribed
amount has been procured.
Marrow shall be filtered in accordance with the €@utine practices,
unless otherwise stipulated. The collection shalley a closed system
incorporating the filter.
Anticoagulant shall be added to marrow in suffitignantities to prevent
coagulation during transport.

. No additive other than the anticoagulant is to deéea to the marrow for
transport, unless otherwise instructed in writigghe TC.

. HPC-M shall be divided into approximately equaltmors and packaged in

at least two sterile, closed, labeled blood bagsa@piate for HPC-M

collection, each with ports that can be enteregtassly.

5.3.2. Apheresis

A.

B.

C.

D.

E.

Total volume of blood processed shall not exceelit@#s per donation,
unless approved by GOL.

Collection shall be performed using an instrumera software designed
for mononuclear cell collection.

Collection shall be performed using ACD-A anticola in a ratio
sufficient to prevent extracorporeal clotting.

The Apheresis Center shall obtain component ceihtsy including CD34
counts.

Cells shall be suspended in sufficient donor plagmmaaintain viability of
the cells during transport.
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5.4. Post-Procurement Processing
5.4.1. Additional processing such as T-cell or red ceflldgon is to be performed by
the TC.
5.4.2. The CC shall not add anything, process or cryopveseM/PBSC/T Cell
products except as requested by the TC.

5.5. Preparation for Transportto TC

5.5.1. The BM/PBSC/T Cell product bag(s) and related saspking sent to the TC
after a collection shall be labeled by the CC/ACampliance with applicable
regulatory requirements and industry standards.

5.5.2. Labeling on product bag(s) shall contain the follayvinformation: product
type; donor identification number; recipient name &entification number;
name, address and telephone number of TC; donor giB@p and Rh type;
biohazard labeling that conforms to domestic lad iaternational convention;
nature of anticoagulant used; total volume collécaelditional additives; and
collection date and time, including time zone.

5.5.3. The following documents and reports shall accom@yPBSC/T Cell
products: product analysis; final eligibility stataf donor prior to collection;
infectious disease test results and interpretapaoguct labeling checklist;
circular of information; courier letter; customsctiation (if necessary); and
the name, address, telephone and fax numbers 31Gh€C and Registry.

5.6. Packaging and Transportation of BM/PBSC/T Cell Prodicts to TC

5.6.1. Product bags are placed in an outer containergéalerevent leakage of any
kind. The second container should be enclosedigichstructure with
insulating properties. Absorbent material is plabetiveen the primary and
secondary receptacles sufficient to absorb theesotintents of the bags in the
event of leakage.

5.6.2. The product temperature shall remain within theyeaspecified by the TC.

5.6.3. The product shall remain in the possession of theier at all times.

5.6.4. The product shall travel in the vehicle’s passemgenpartment.

5.6.5. The courier shall expedite product delivery by agiag transport methods that
minimize travel time.

5.6.6. The courier shall have backup delivery plans it@la

5.6.7. The product should not be exposed to radiatiomgfikend, specifically x-ray
at airports.

5.6.8. The courier shall be an experienced traveler aagrphoto identification,
sufficient cash and credit cards.

5.6.9. The facility sending the courier shall train thesger according to applicable
regulatory requirements and generally acceptedsimggtandards.

5.7. Follow-up

5.7.1. Short-term donor follow-up shall be performed witdi8 hours of collection,
then at one week and then every week until the dbas fully recovered from
the collection process.

5.7.2. Long-term donor follow-up shall be performed at anel six months, then
again at years 1, 3, 5 and 10 after donation.

5.7.3. Recipient follow-up shall be performed by requeastipdates on the recipient’s
status from the TC at one month and six monthg afiasplantation, and then
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annually for five years. For transplants facilithtey the NMDP, the NMDP
provides updates at nine months, twelve month&tesm months and 30
months.

5.8. Subsequent Donation Requests

5.8.1. The number of subsequent donations by a donoh&same recipient should
not exceed two and only one of these may be HP@¢mwar PBSC). Thus, a
donor may donate up to three times for each raipi®it not more than two
HPC per recipient.

5.8.2. The lifetime maximum for marrow donation is twice.

5.8.3. Donations for a third recipient from a given domolt not be permitted.

5.8.4. Requests that do not conform to the above poingsbeasubmitted for
consideration.

5.8.5. All subsequent donation requests must be approyededDSMD.

5.8.6. The donor has the right to refuse consent for algequent request.

5.9. Management of Adverse Events and Reactions
5.9.1. The Registry shall maintain procedures describmg hdverse events and
reactions are managed, including but not limitecetjuirements for
documentation, investigation, evaluation and repgrt
5.9.2. Adverse events shall be reported in accordanceapiticable regulatory
requirements and generally accepted industry stdada

5.10. Confidentiality Practices

5.10.1.All donor and recipient identification informatiaall be provided on a need-
to-know basis to authorized personnel only, confogtio the most restrictive
applicable regulatory requirements and standardsrgong the protection of
such information.

5.10.2.All donors and recipients shall only be identifleglunique proprietary
identification numbers, unless the name is requiodok entered on a form or
label.

5.10.3.Donors shall be informed that the donation procgssonymous.

A. Only recipient age, sex and diagnosis may be redeal the donor.

B. Geographic location, nationality, ethnicity andiahbackground shall not
be revealed.

C. Donor and recipient may correspond anonymouslyiindhe Registry,
unless any aspect of the search, donation, anmafwsglant process has
taken place in countries where such correspondsmmehibited by law or
policy.

D. The donor and recipient may meet by mutual writlgreement, but not less
than one year after the anniversary date of thesplant, unless any aspect
of the search, donation, and/or transplant procassaken place in
countries where such a meeting is prohibited bydapolicy.

5.10.4.Under no circumstances will the contents of a dendemographic profile be
released without the express written permissicim@fdonor and in accordance
with Donor Services procedures.
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5.10.5.Donor medical information is considered strictiynidential, except in cases
when infectious disease testing reveals conditibasrequire notification of
local health departments. Even then, only donoradgaphic and infectious
disease test results shall be released to theheedth departments as mandated
by their regulatory requirements.

5.10.6.Donor medical information shall be used solelytfer purposes of (1) listing
the donor’s HLA tissue typing in the registry, madkithe donor available
anonymously for search by TCs and CRs; (2) estahlysdonor eligibility and
suitability.

5.10.7.Donor and recipient records shall be availablarfspection by representatives
of authorized regulatory and accrediting agencpuverification of the
representatives’ credentials.

Establishment and Maintenance of Affiliate Certification and Accreditation

5.11.1.1f a CR or TC applies to the Registry to requesktas to search the Registry’s
donor database for the first time, Registry adnai®n shall ensure that the
CR or TC meets participation criteria prior to grag access.

5.11.2.If the Registry is entering into a new contractagdeement with a CC or AC,
Registry administration shall determine whether@@or AC meets relevant
participation criteria.

5.11.3.The Registry shall monitor the status of applicaiféiate certifications,
accreditations, licenses, and registrations.

Insurance
All network affiliates shall carry liability insurece with minimum limits that meet
requirements established by Gift of Life administna.

Document and Record Management

5.13.1.The Registry shall utilize a document control psscthat complies with
applicable regulatory requirements and industrgdsads.

5.13.2.All documentation related to donors and patiengsl dfe maintained
indefinitely. This includes documentation relategteliminary and formalized
searches.

5.13.3.All electronic and hard copy files shall be secuaed access limited to
authorized personnel only.

5.13.4.Records shall be maintained in a way to ensure tiegrity and preservation
for the duration of the defined retention period &e retrievable.

5.13.5.The Registry shall include appropriate methodsrofgeting records in any
disaster planning and business continuity document.

5.13.6.All forms and documents used to communicate witleral entities should
contain current Registry address and phone infoomat

5.13.7.Records shall be created concurrently with thegoerédnce of each critical
activity. The work performed, the individual perfoing the work, and when it
was performed shall be identified.

5.13.8.Records shall be legible, indelible, complete atdavable in a reasonable
period of time.

5.13.9.Records shall be preserved and protected from etztior unauthorized
destruction or modification.
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5.14. Financial Responsibility

5.14.1. Financial responsibility for the donor search,itesaind collection processes
shall be determined in advance of rendering sesvice

5.14.2.Terms of payment shall be clearly established itirvg with the TC or CR.

5.14.3.Current fee schedules shall be provided to TCsGRsl, and 30 days notice
shall be provided upon revision.

5.14.4 Any cost not standardized or, for any reason, noéssible through such a
schedule (e.qg. courier charges) should be estinsatédommunicated in
advance to the CR and/or the TC.

5.14.5.1f the collection procedure is cancelled afterfihal donor selection, the
Registry is entitled to charge for services perfedmprior to notice of
cancellation. This practice must be noted on tkeestdhedule.

5.14.6.The Registry providing donor stem cells or any otiequested service should
bill the TC or CR within 30 days of service.

5.14.7.A CR requesting a service for a patient or forwmagduch a request from a TC
guarantees the payment of completed servicese ICR cancels the service, the
Registry shall expect full payment provided tha services are completed and
reported within 30 days of the cancellation date.

5.15. Contractor Engagements
5.15.1.All entities working as contractors for the Registhall comply with applicable
regulatory requirements and industry standards.
5.15.2.Contractors shall sign confidentiality agreememis eonflict of interest
statements as deemed necessary.

5.16. Business Continuity and Disaster Planning
The Registry shall have a plan to protect recdadslities, and personnel during and
after a disaster, as well as a plan describing teosperate under emergency
conditions, and how to resume full operations axltmns improve.

5.17. Communication of Changes to Regulatory and Accreditg Agencies
Upon a significant reorganization, a change in fessonnel, or any other major
change in infrastructure, the Registry shall nagiliyapplicable regulatory and
accrediting agencies.

5.18. Participation in Research
Should the Registry participate in research, sw@tigypation shall conform to all
federal regulatory requirements for the protectbhuman subjects.
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