Coding Systems for Cell, Tissue and Organ

Monitoring long term outcomes.
Quality and safety
of procedures and products

Thisrequiresimplementation of
quality systemsincluding traceability
and vigilance, with adver se events
and reactionsreported, both
nationally and for exported human
products.

Internationally agreed means of
coding to identify tissues and
cells used in transplantation are
essential for full traceability.

Resolution WHA 63.22

The sixty-third World Health Assembly

1. ENDORSES the WHO Guiding Principles
on Human Cell, Tissue and Organ
Transplantation;

2. URGES Member States...

(8) to encourage the implementation of
globally consistent coding systems for human
cells, tissues and organs as such in order to
facilitate national and international traceability
of materials of human origin for
transplantation;

3. REQUESTS the Director-General....

(5) to provide, in response to requests from
Member States, technical support for
developing national legislation and regulation
on, and suitable and traceable coding
systems for, donation and transplantation of
human cells, tissues or organs, in particular
by facilitating international cooperation;
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m Substances of Human origin

n Issues and challenges

m WHO policies and directions as enshrined in WHA

resolutions
® What has WHOQO done?

» What are the next steps?

WHO's way forward with SOHO, IHS, Brussels, February 2013



WHO strategy for safe blood transfusion

Stratégie de I'OMS pour la sécurité transfusionnelle

Voluntary Testing of all Safe and rational
blood donation donated blood use of blood

‘ Haemovigilance
Quality systems

National coordination of blood transfusion services
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for National Blood Programmes

Blood transfusion is a key part of modern health care. It is the
responsibility of the national bloed programme to provide an adequate
supply of blood for all patients requiring transfusion and to ensure the
quality of blood and bleod products for clinical use. All products must
be safe, clinically effective and of appropriate and consistent quality.

The strategies for achieving this are:

A well-organized, nationally-coordinated blood transfusion service
(BTS)

Blood collected from regular, voluntary non-remunerated blood
donors from low-risk populations

Testing of all donated blood, including screening for transfusion-
transmissible infections, blood grouping and compatibility testing
Appropriate clinical use of blood.

Every blood transfusion service should develop an effective quality
system to ensure the implementation of these strategies. The quality
system should cover all aspects of its activities and ensure traceability,
from the recruitment and selection of blood donors to the transfusion of
blood and blood products to patients. It should also reflect the
structure, needs and capabilities of the BTS, as well as the needs of the
hospitals and patients that it serves.

Key elements of quality systems include:

Organizational management
Standards

Documentation

Training

Assessment.

Management commitment andsupport are essential for the development,
implementation and monitoring of a national quality system in order to
ensure continuous quality improvement. All staff should understand

the importance of quality and the consequences of failure in the quality

system.
Words of advice
B Secure the commitment and support of management at all levels
B [dentify the need for quality in the national blood policy
m Develop a national quality policy and plan
B Secure adequate resources
® Desi a national quality with overall responsibilj

for the imph ation of quality systems in BTSs at all levs
a quality on, with staffing and
expertise, in each blood centre and hospital blood bank

B Provide training in quality for all BTS staff and other health care
fessionals involved in hlood transfusi

B Assess the effectiveness of the quality system continually

Quality Systems

for Blood Safety

I_VJ Checklist

Prerequisites

[ Nationally-coordinated BTS

' Management commitment and support

I Integration of quality in the national
blood policy

[ National quality policy and plan

J National quality manager

[ Adequate resources

+

Clearly defined organizational structure
Quality manager in each blood centre and
hospital blood bank

Quality section in each blood centre

and hospital blood bank

Culture of quality

Commitment and support of all staff
Identification of processes and
procedures and their critical control
points

OO0 O OOS

Standards for quality systems

I Regulatory or legislative framework

I Appropriate national orinternational
standards

|J Standards relevant to BTSs

Documentation

1 Appropriate, comprehensive docyments,
including a quality manual and sfandard
operating procedures (SOPs)

3 complete, accurate records

[ system for controlling documgnts

Training

1 Training policy and plan

' Training of all BTS staff in guality and
quality systems

[ Trainingof other health cafe professionals

inv u
valuation of training and its imp:
Assessment

Validation

Ongoing data collection and analysis
Haemovigilance

L Regular review of all activities

IJ Internal and external audits

I Error management, corrective and
preventive action

|J External quality assessment schemes

Assessment

going de ollection and analysis
Haemovigilance
Regularreview of all activities
Internal and external audits

Error management, corrective and
preventive action

External quality assessment schemes

O 000000

@ World Health Organization 2002. All rights reserved. WHO/BCT/02.02. Printed |

Assessment

Ensuring quality is a continual
process. Ongoing assessment of the
effectiveness of the quality system is
essential through:

B Validation of all processes,
procedures, equipment and
reagents

B  Ongoing collection and analysis of
data generated from key activities

Establishment of haemovigilanse
through a system of monitoring,
reporting and investigation of
adverse incidents related to all

blood transfusion activities

review of all actvities to
assess the overall effectiveness of
the quality system and ensure
continuous improvement




Developing a National Blood System

g@} World Health
Organization

AIDE-MEMOIRE

for Ministries of Health

Elood tn:fuzion conmibate: to :aving milkon: of kve: every year,
conditons, 20d supports complex medical and surgeal proceduzes. Every country
should pat in place policies, sy3tems zad structases to esaze the safety, qualsy,

accessibdity and timely svailabiliey of bood and blood prodacts to meet the seeds

of al patient: who requice tnmfution

The miniztry of bealth (AMoH) thonld provide effective leaderthp and povernance
in developmg a mtioax] blood system tha i fally integrated into the health-care
system. Ezzental fonctions ﬁsmwmme

Developing a
National Blood

System

E Checklist

L ip and g
0 Nationsl biood policy end Stretegic plsn

2 Legisstive framework
O Stenderds

Q Finencisl sustainsbiity
O Risk essessment ena

Manegement
3 Expertise on medicsl, scientific, finencisl snd

etncsl iSSUes
0 Regustory mechanism
C mation and

and :oindard setting, tuotegic and planning. pr
and axtiozal coordination and mamagement to ensure a adequaze umivufhnod

2ad blood peoduee: and afe cinical mansfozion.

The structure of the natiomal blood system will depend o the organization and
level of development of the health-caze system Homever, all coitical activities
within a nmulhaodw-m.hmdbemadzmulmmpm

umfoem

adwizing oo key toes

B EBlood tan:fuzion service/s (BTS) mvolved in dosot recrnitment. blood and
plazow collection, and the testing, proceszing, stonge and dstrbustion of
bload 1ad blood produce:. Common service delivery models inclnde:

— A ungle service provider, either goresamennl ar delegated to 3 pot-for-

profit, nongovemnmentl ofFARIIItOn

of seale, Y in the quality and safety of

biood and blood prodnet: and best ton:fazion poctioes.

Core component: of 2 national hicod system incinde:

® Specific uni within the punisery of bealth for coordimtion, programme
masagemest aod womitosag of the biood sritem thoughout the country

8 Advisory body which bong: togethes the major stkebolder: to aszist the
mizustey of bealth i focomlatng pokey and plass, wetuiog standacds and

= Afuitple ervice p
IZamiy and pavate

® Hospinal blood basks, clinieal far services and

for the tamely provizion of compatible blood and its wafe 2od appeop
An efiecere aatioanl blood system requizes cocrdmanon 2ad colrbootion with sdetant
govermen: minizrier, the nasomi reference hboatory and agencie: and motinmon: for
jpabiic bealth, sxvellznce, cegnlition, acceditition and plauma factocation

Words of advice

® Provide effective leadership and governance for the development of a

mmm

8 Develo, for the achievement of 100 per

mmmm

L] mﬂammmm«mﬂnm
voluntary sector institutions, organizations and agencies mnvoived &

the national blood

® Establish an efficient, cost-effective organizational structure
mmm-mm«mu i

® Create an effective mechanism for

0 Esscient organizetionsl structure
gmmucwamnm

2 Dsts coilection and reporting
3 Collsborstion and partnerships
QO Monitofing snd evalustion

Provision of safe blood and blood

products
3 Agequste qusisied, Usned Staff

0 Sutsbie infrastructire and facities

2 Donor selection, biood coll ‘na conor

system o

© World Heatth Orgarization, 2011 Al rights reserved. WHO/EHT/11.04.

inical transfusion in patient
-ange-elt

Stendards and gudeines

2 rosprsl
2 Eaucstion snd training
2 Estimation of DIOOA requirements

Clinical transfusion in patient
management

Hospital standards and guidelines
Education and training

Estimation of blood requirements
Blood storage and handling

Blood stock management
Patient’s involvement in treatment
Patient and product identification
Quality systems

Hospital transfusion committees
Haemovigilance

oooooooooo
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WHO Interregional Consultation

Strengthening the role of nurses and

Under the Patranage of
Her Royal Highness
Princess Haya Bint Al Hussein

midwives in ensuring safe clinical transfusion
and patient safety, Dubai, UAE, April 2010

— 18 countries from AFR (11) , EMR (4) and
SEAR (3)

Organized by WHO HQ/Geneva and
Sharjah Blood Transfusion and Research

Centre & cosponsored by the Gov of UAE

Collaboration with UNFPA, ICN, ICM, WFH
and TIF

Collaboration with WHO programmes on

Wife of His Highness
Sheikh Mohamed Bin Rashid Al Makt
Vice President, Prime Minister, Ruler of Dub

Organized by the UAE Ministry of Health,
the Sharjah Blood Transfusion &

Research Center in collaboration

with the World Health Organization

“Slren_g!hening the Role of Nurses
and Midwives in Ensuring Safe Clini
Transfusion ang Patient Salely”

19th - 215t of April 2010
rntcrconlincntal H

. otel, Festj $ :
United Argl Embrates tval City Dubaj

Nursing and Midwives, Injection Safety,
Making Pregnancy Safer and Patient Safety




Materials and Tools for Safe Clinical Trans
Process and Patient Safety

fusion

World Health
Organization

AIDE-MEMOIRE

for National Health Authorities and Hospital
Management

o essential e clizical
mssagement of patients. Allpatients sequicnp trxnsfasion thoald have
zelable accez: 1o 2afe blood product:, melnding whole blood, labde blood

P 2adp medicinal peodnee:. Tran:fzion sbould
be appropeate 1o patients’ clinieal seeds, provided in tme 2ad coczecty
admactered

Patent safety in hiood tassfusion depend: on both the nafety of blood
product: aad the .A&r\rofhem-.\m..hmpme:;-apm that

Clinical Transfusion
Process and

Patient Safety

T sutatie noscital Biood Bank Afrastncture
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Global Consultation on Haemovigilance

20-22 November 2012, Dubai, United Arab Emirates

Jointly organized by WHO HQ/Geneva, Sharjah Blood Transfusion and Research Center and
the Government of the United Arab Emirates (UAE), in collaboration with the International Haemovigilance Network and the
International Society of Blood Transfusion

: : f,s World Health
WHO's way forward with SOHO, IHS, Brussels, February 2013 (& .g, Organization
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QWHO Plans and Activities in Haemovigilance

Advocacy and guidance
An Aide-Mémoire on 'National haemovigilance system'

Policy and technical guidance on 'Establishing a

national haemovigilance system'
Capacity building

Training workshops for implementation of systems for
data and quality management and haemovigilance
systems

27 WHO's way forward with SOHO, IHS, Brussels, February 2013




QWHO Plans and Activities in Haemovigilance

Technical support

Provision of technical support to countries for
implementation of WHO guidance and international
standards related to HV

International data and information sharing

Collection and sharing of data using common definitions
and standardized data collection tools, based on the

WHO Global Database on Blood Safety

28 WHO's way forward with SOHO, IHS, Brussels, February 2013




Consistent Global Nomenclature and Coding Systems

* Indisputable need for globally standardized description and coding for Medical

Products of Human Origin

* Opportunity to work in a harmonized way before individual countries or regions

develop disparate systems

» A global review shows that promoting ISBT128 is the best way to achieve global
consistency of coding across all medical products of human origin

* Working relationship between WHO and ICCBBA maintaining ISBT 128: global
nomenclature, access for LMIC

« WHO SONG project: Standardization of Organ Nomenclature Globally
http://www.who.int/transplantation/tra_song/en/index.html

31 R 57
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Globally Consistent Coding Systems
|nformation Standard for Blood and T ransplant 128 ./

2 ficceBaA <

e Terminology
 Nomenclature

* Translations
 Coding
* Unique identifiers

¢ Centres

* Donations

(Recipient(s))

 Formatting standards
o Delivery means

* Inter-operability across Medical Products
of Human Origin

Engagement of professionals, health authorities and industry

30 g@ World Health Health Systems Health Systems Clinical
R

/¥ Organization and Innovation Policies and Workforce Procedures




CNT European Projects on V&S 2005-2013
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Global Vigilance Tools
3rd Global Consultation on Regulatory Requirements for HCTT, February 2010 Geneva

=usi=s .+ Public Health

SAEs - Criteria Severity (SARs) Imputability (SARs)

Non serious Miid ! consequences. NO NA INSUFfiCient data for IMputabllity asse SSmemnt
CRITERIA FOR REPORTING SAEs i M ssessatie

consequencedisabllity
Inappropriate tissues/cells have been distributed 0.

Conclusive evigence beyond reasonable doubt for

for clinical use, even if not used; - hospalisation of prolongation of aalisation Excluded attributing to altemative causes.
P and/or
The event could have implications for other - persisent or significant disabllity of Incapaclty or 1 Evidence clearty In favour of atributing to other

patients or donors because of shared
practices, services, supplies or donors;

- Intervention to preclude permanent damage or Unilkely L
- evidence of a serlous transmited Infection or
- birth of a child with a serlous genetic dglsease following

The event resulted in a mix-up of gametes or ART with donor gametes or embryos. 2 Evidence Is Indeterminate.
embryos; Possible
The event resulted in loss of any irreplaceable Life-threatening - major Imervention to prevent death or 3 Evidence In tavour of attributing to the
autologous tissues or cells or any highly - evidence of a life-threatening transmissible infection or Likely, SasvesioNIs.
matched (i.e. recipient specific) allogeneic tissues - birth of a child with a life-threatening genetic disease Probable
or cells; following ART With donor gameies of @ mbryos.
4 Conclusive evidence beyond reaonable doubt for
The event resulted in the loss of a significant Definite, attributing to the tissues/cells
quantity of unmatched allogeneic tissues or cells. Doath Death Cenain

—

-~ Impact (SARs and SAEs) &~

1 Rare Difficult to believe it Lovel Impact Impact on Impact on Transplant Impact on e Rare Uniikely
could happen again Description Individuak's) or Fertllity System Tissue/cell supply 1 2
Actual (SAR) —.
Potential (SAE)
2 Unlikely Not expected to happen l
but possible 0 insignificant | Insignificant No affect Insignificant
msignnca | g | 0
Minor Non-serious Minor damage Some applications
postponed
3 Possible May occur occasionally Minor 1 2
2 Significant Serious Damage 10 system — Many applications 1
services will be cancelled or
atfected for short postponed nificant
perioa :lg 2 4
4 Likely Probable but not
persistent 3 Major Life threatening Major damage to Significant no. of
sy stem - significant procedures Major
time needed to repalr | cancelled - 3 6
Importation requirea 3
to make-up shortfall
5 Almost Likely to occur on many severe
certain occasions 4 8
4 Severe Death System yed — All allogs 4
need to rebulld applications
cancelled

Step 1 - Probability of recurrence

7R, World Health
32 §8)

Organization

Step 2— Consequences of Recurrence

Health Systems
and Innovation

Step 3 - Impact

Health Systems
Policies and Workforce

Clinical
Procedures
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S The NOTIFY Library —

+ Adatabase of all [Y[DES of severe adverse events and reactions that have

been reported arising from procurement and processing to clinical application of
cells, tissues and organs for transplantation as well as of medical products of

human origin used in assisted reproduction technologies.

1. Areference for professionals focused on diagnostic and investigation
7. but also providing evidence for donor selection,
3. A source of information for candidate recipients and living donors

/.. A database for further study

World Health Health Systems Health Systems Clinical

Orgamzatmn and Innovation Policies and Workforce Procedures
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Outline of the Presentation

m Substances of Human origin

n Issues and challenges

m WHO policies and directions as enshrined in WHA

resolutions
= What has WHOQO done?

= What are the next steps?
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Q Comprehensive Scope of Vigilance for SOHO

Safety Ethics Adverse Adverse
Reactions Events

Cells v v v v
Tissues v v v v
Organ v v v v
Gametes ART v v v v
Blood and v v v v
components

Plasma v v v v
Derivatives Complementarity with pharmacovigilance

Other SOHO v v v v

Value of consolidating vigilance for all SOHO

« Many overlap and similarities despite specificities and differences
* Increased donor, recipient and community protection

e Optimizing vigilance for the “exceptional nature” of SOHO

Yy fl; \\‘
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Q Need for Global Governance

Despite more than 25 resolutions adopted by WHO
governing bodies addressing the issues of SOHO, the slow
implementation of key strategies for blood safety and
guiding principles for organ transplantation is a major
impediment to achieving safety, self-sufficiency and universal
access in many countries

Need to develop global governance strategies, mechanisms
and appropriate legal instruments common to SOHO,
pathway to an international binding convention

— addressing policies on donors, donations, access, equity,
ethics, safety, traceability, patients
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