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WBMT Mission of AHCTA

Function Is to recommend to the Executive
Committee policies, programs, or actions in the
area of any/all issues pertaining to regulatory and
accreditation matters, practices and codes with
both inter- and intra-national implications. This
iInvolves all aspects of cellular therapy (or stem
cell transplant) procedures related to Recipient,
Donor, Graft Processing. The committee will
coordinate efforts with the Dissemination and
Education Standing Committee activities where
applicable.




Member Organizations

AABB

Asia Pacific Blood and Marrow

Transplantation Group

American Society for Blood &
Marrow Transplantation

Eastern Mediterranean Blood
and Marrow Transplantation

European Federation for
Immunogenetics

European Group for Blood &
Marrow Transplantation

Foundation for the
Accreditation of Cellular
Therapy

International NETCORD
Foundation

International Society of Blood
Transfusion

International Society for
Cellular Therapy (Europe)

Joint Accreditation Committee
ISCT (Europe)-EBMT

National Marrow Donor
Program

World Marrow Donor
Association



Projects to date

= Position papers and consensus documents

= Comparison of Cellular Therapy Standards “crosswalk”

= Survey on country specific import/export requirements
(through WMDA)

New survey on cell processing staff training

= Resources Compendium on web site
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This import- and export survey was onginally started in
2003, In 2006 WHIDA began updating the data and you
are invited to participate here.
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Other resources

. 155CRED Intemational Seciety for Stem Cell Research (IS5CR)
= Internationsl, national and local regulstions, guidelines and
TESOUNGES

. . National Marrow Donor Programme
= MMDF network website (requires Jogin)

. .NI.’DP Radistion Injury Trestment Metwork

Organisations & Associations

. American Azzocistion of Blood Banks

- American Society for Blood & Marmow Transplantation
= Asia Pacific Blood and Marow Transplantation Group
« Europsan Federation for Immunogenstics

« Europsan Group for Blood & Marrow Transplantation
« Foundstion for the Accreditation of Cellulsr Therapy
= Internationsl NETCORD Foundation

= Joint Accreditation Committes ISCT (Evrope}-EEMT
= International Society of Blood Transfusion

« |nternational Society for Cellular Therapy

- Mational Marrow Donor Program

- World Marrow Donor Association



Aligns with Mission of WBMT

Promote excellence in stem cell transplantation and
cellular therapy including stem cell donation on a
global scale

y World Health
Organization
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Standards Setting Organizations




WMDA is founded to facilitate the
%VMI]A international exchange of HSC
products

" Global standards
" Global recommendations and guidelines

" Promoting international exchange of information

= WMDA Website: www.worldmarrow.org



Donors

Recipients

Reqistry

= Donor/cord unit database & search algorithm
= Coordination of process at national & international level

Donor Center
» Recruitment volunteer adult donors
» Education & counseling of donors
» Health screening of volunteers
» Follow-up on donor health after donation

Collection/Harvest Center
= Medical screening of selected donors
= Harvest of hematopoietic stem cells

Cord Blood Bank
» Collection, processing & storage of
cord blood
» Consenting of maternal donors
» Health screening of mother and unit

Cell Processing/Cell Therapy Laboratory

» Protocol specific processing of HSC

Transplant Center
» Care & treatment of patient
= Selection of donor
» Transplantation

Division of responsibilities may vary
somewhat among countries & facilities




NATIONAL

Al BE 28 THE MATCH’

PROGRAM®

The National Marrow Donor Program® , which
operates the Be The Match® Registry, is a non-
profit organization that has been established for
more than 25 years in the U.S. It is the world’s
largest listing of potential marrow donors and
donated cord blood units. The NMDP
collaborates with more than 600 partners
worldwide.

www.bethematch.org



http://www.bethematch.org/

NATIONAL

Al BE 28 THE MATCH’

PROGRAM®

 NMDP Standards - soon to be in its 23" Edition — set forth
basic guidelines and requirements for programs working
with the NMDP. NMDP network representatives and NMDP
staff form the NMDP Standards Committee.

e Standards encompass network participation criteria
(requirements for transplant hospitals, recruitment centers,
product collection centers, etc.); the donation process;
product collection, storage, transportation, processing and
labeling; adverse events, complaints and non-conforming
products, materials or services; and records.

e Standards form the baseline information for more details
Manuals of Operations, network policies and staff
procedures.



Foundation for the
Accreditation of Cellular
Therapy (FACT)

Standards and accreditation of BMT Programs
and Cord Blood Banks

Focus on Clinical Administration and Patient
Safety

Expert Volunteer Inspectors and Committees
Culture of Peer Review and Support
International Scope

Partnerships with JACIE and NetCord (joint stds)

www.factwebsite.org
Email: fact@unmc.edu

FOUNDATION FOR THE

ACCREDITATION of

A Phone: 1-402-559-1950
) F NEBRASKA MEDICAL CENTER ]



3 Pillars of
Excellence

FOUNDATION FoR THE
ACCREDITATION of
CELLULAR THERAPY

INIVERSITY OF NEBRASKA MEDICAL CENTER

Standards

Accreditation

Education

Evidence based: published literature,
scientific theory, and expert
consensus

Minimum requirements: flexibility
(HPC and regenerative medicine
products)

International: committee members
from 15 different countries

Voluntary

Peer-driven

Recognized by
international registries,
clinical trials groups, and
other key stakeholders

Far reaching: online and global
Wide ranging: quality,
operations, and accreditation
topics

All encompassing: sessions for
Directors, scientists, nurses,
technologists, and more



‘9
EBMI International Society for Cellular Therapy o
J A CI E —AR B e ¥ /1SCT

= Joint Accreditation Committee — ISCT & EBMT
= Established 1998

- Dependency of European Group for Blood & Marrow
Transplantation (EBMT) and International Society for
Cellular Therapy (ISCT)

= Common standards with FACT (USA)

= Applications from almost 300 facilities/centres in 23
countries in Europe and elsewhere

= JACIE accreditation part of regulations and guidelines in
several European countries

= Inspections in language of the centre
= Option to receive orientation visit
= More information, visit www.jacie.org




JACIE Accredited % %

Centres

e FA L | B rooegsso0y o o a0

joint. accreditation committee
isct ebmbt

o

www.jacie.org/accredited-centres-map
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European Federation for
Immunogenetics (EFI)

= Scientific Society for Histocompatibility and
Immunogenetics

= Clinical Services, Research, Education

= To support the development of Immunogenetics
and promote research and training in this field

= To develop recommendations for the standardisation
of techniques, quality control and criteria for
accreditation and to support their implementation.




Why Standardise?

= Transplantation crosses borders

= Haematopoietic Stem Cell Transplantation
- HLA matching is critical for patient outcome
- Search donor registries for unrelated donor

- HLA typing is THE key information to identify
donor

= Quality and accuracy of test results must be of a
minimum standard to support exchange

= Apply same standards across different countries




EFl Standards

= Cover technical and clinical requirements

= Under constant review by Standards
Committee

= Originally based on ASHI standards

= Basic requirements still comparable

= Europe and North America work to very similar
minimum requirements
= Supports exchange of stem cells and organs

- EFI Accreditation: accredits to these
standards




Other Member Organizations




EASTERN MEDITERRANEAN

BLOOD AND MARROW
TRANSPLANTATION ‘

EMBMT?: -.; EMBMT

Organization and Bylaws: Purpose:

= Founded in 2008 » To promote all aspects of patient care, academic
- Founding Members: All HSCT Ctrs in EMRO region and research activities associated with HSCT,

= Members: including trends, patterns and status of HSCT in
- Full, Associate and Corporate the EMRO region

= Goal » To steer & regulate HSCT Registry in the region.
- A cooperative platform for physicians, scientists and | « To share knowledge & resources in HSCT
healthcare providers in the Eastern Mediterranean = To collaborate with other int| HSCT organizations

region for sharing experience, initiating cooperative
trials and establishing common strategy for
optimization of HSCT

= To support regional Unrelated Donor Registry and
cord blood banks

= To establish standardization for CQI &
accreditation

Mission: Vision:

» To learn and share the HSCT activities, outcomes, » To become one of the leading international groups
education and research by means of integrated for HSCT and Research by close cooperation
teamwork among regional centers, physicians, scientists,

healthcare workers and patient advocates for
optimization of patient care




EMBMT: 3

EASTERN MEDITERRANEAN

BLOOD AND MARROW
TRANSPLANTATION

EMBMT

Working Committees:

Hemoglobinopathies

Plasma Cell Disorders
Lymphoma

Pediatric Cancer

Bone marrow failure disorders
Acute Leukemia

Alternate Donor Transplantation, Histocompatibility, Donor healt}
Immune Deficiencies/Inborn Errors

Chronic Leukemia

Infection/Immune Reconstitution

HSCT/Graft vs. Host Disease and Transplantation related toxicit
Late effects, Supportive care and Quality of Life

Biomarkers and HSCT Translational Research

=

Recent Publications:

Hematopoietic stem cell transplantation practice variation among centers in the Eastern
Mediterranean Region (EMRO): Eastern Mediterranean Bone Marrow Transplantation
(EMBMT) group survey. W Rasheed, A Ghavamzadeh, R Hamladji, et al.
Hematology/Oncology and Stem Cell Therapy Vol 6 (1):, Mar 2013, Pages 14-19.
Allogeneic matched-sibling hematopoietic cell transplantation for AML: comparable outcomes
between Eastern Mediterranean (EMBMT) and European (EBMT) centers. A Bazarbachi, M
Labopin, A Ghavamzadeh, et al. Bone Marrow Transplant (2013) 48, 1065-1069.
Hematopoietic Stem Cell Transplantation in the Eastern Mediterranean Region (EMRO)
2008-2009: Report on behalf of the Eastern Mediterranean Bone Marrow Transplantation
(EMBMT) Group. Mohamed SY, Fadhil |, Hamladji RM, et al. Hematol Oncol Stem Cell Ther
2011; 4(2): 81-93.

Special issues related to hematopoietic SCT in the Eastern Mediterranean region and the
first regional activity report . MD Aljurf, SZ Zaidi, H El Solh, et al. Bone Marrow Transplant.
2009 Jan;43(1):1-12.

Status of Hematopoietic Stem Cell Transplantation in the WHO Eastern Mediterranean
Region (EMRO). Mahmoud Aljurf, Syed Z Zaidi, Fazal Hussain, et al. Transfusion and
Apheresis Science 42 (2010) pp. 169-175

Trends of Hematopoietic Stem Cell Transplantation in the Eastern Mediterranean Region
1984-2007. S.0. Ahmed, A. Ghavamzadeh, S. Zaidi, et al. Biology of Blood and Marrow
Transplantation. Volume 17, Issue 9, Sep 2011, Pages 1352-1361.

EMBMT Official Journal:

HEMATOLOGY/ONCOLOGY
AND STEM CELI g
THERAPY

ELSEVIER

Website:

«  www.embmt.org
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International Society for Cellular Therapy ®

ACADEMIA

COMMERCIALIZATION |

MESENCHYMAL STEM CELL
GENE THERAPY PRODUCT AND PROCESS
HSC & UCB REGULATORY AND DEVELOPMENT
CARDIOVASCULAR QUALITY/OPERATIONS REIMBURSEMENT
NEUROLOGY BUSI MODELS
IMMUNOTHERAPY | AND COGs
PULMONARY LRA NORTH AMERICA INDUSTRY EDUCATION

LRA SOUTH & CENTRAL AMERICA

LRA EUROPE

LRA ASIA

LRA AUSTRALIA

THREE PILIIARS'O F"VAEUE



ISCT————&" MISSION

To drive the translation of all
cellular therapies for the benefit of

patients worldwide.




American Society for
Blood and Marrow
Transplantation

American Soclety for Blood and Marrow
Transplantation is an international professional
membership association of physicians,
Investigators and other healthcare professionals
promoting blood and marrow transplantation and
cellular therapy research, education, scholarly
publication and clinical standards.

WWW.ashmt.org



http://www.asbmt.org/

Que SOUf

N D The International
HCOR NetCord Foundation

St mC

The International NetCord Foundation is a non-
profit association of umbilical cord blood banks
whose members comprise the largest source of

high-quality cord blood grafts for patients in need
of hematopoietic stem cell transplantation.


http://www.netcordfoundation.org/
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