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Topics

* New WHO Global Benchmarking Tool

* NRA capacity strengthening and concept of maturity level
* NRA strengthening challenges

e Rationalize NRA capacity strengthening through reliance and
recognition

* NRA capacity strengthening priorities in SEARO
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WHO NRA Assessment Visits

Assessment visit conducted

Ij NRA assessment conducted a5
[T NRA assessment not conducted
N

World Health o m-%
@ Organization 0 19500000 3900'000 7800‘0310 :

The boundaries and names shown and the designations used on this map do not only imply the expression of any opinion what sever on the part of the World

Heatth Organization concerning the legal status of any country, territory, city or area of its authorities, or concerning the delimitation of its frontiers or boundaries.

Dotted lines on maps represent appraximate border lines for which there may not yet be full agreement.
Data Source: World Health Organization, Immunization Vaccines and Biologicals (IVB). Updated as of 2 May 2011
Map Production: Public Health Information and Geographic Information Systems (GIS) World Health Organization in collaboration with P&B Consulting

WHO 2008: All Rights Reserved

World Health

NRA assessment visits

[ ] NRA assessment conducted '5

0 750 1500 3000 4500 6000 w:

- NRA assessment not conducted —— Miles
s
The boundaries and names shown and the designations used on this map do not only imply the expression of any opinion
vhat sever on the part ofthe World Health Organization concerning the legal status of any country, territory, city or area of World Hea Ith
its ties, or ing the itation ofits frontiers or boundaries. . -
Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement. 1N Orga ni Zatlon
S

Map Production: Public Health Info ion and Ir (GIS) i
World Health Organization in collaboration with P&B CONSULTING . © WHO:2011- AL EIgnts Resarved

Data Source: World Health Organization, Inmunization Vaccines and Biologicals (IVB). Updated as of S June 2013
N i S;

Organlzatlon Eastern-Asian Sub Regional Vaccine Procurement Practioners Exchange Forum (VPPEF) 12-13 September 2019, Yangon, Myanmar 3

Regional Office for South-East Asia


https://workspace.who.int/sites/nra_database/Update/NRA%20assessments%202013.jpg

Key Themes of WHO’s 13" GPW 2019-2023

Promote Health - Keep the World Safe - Serve the Vulnerable

: Health Coverage.: 1 billion more people with health coverage
Strategic . -
Priorities Health Emergencies: 1 billion more people made safer
Health Priorities: 1 billion lives improved

NEW Cluster  Access to Medicines, Vaccines and Pharmaceuticals (MVP)

Roadmap on access to medicines and vaccines

at EB 2019 http://www.who.int/medicines/access use/road-map-medicines-vaccines/en/
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WHO General Programme of Work -

Uy oy

HEALTH
EMERGENCIES
1 billion more people
better protected
from

health emergencies

UNIVERSAL HEALTH
COVERAGE

1 billion more people
benefiting from health
coverage

HEALTHIER POPULATION
1 billion more people enjoying
better health & well-being

* Diagnostics

* Biotherapeutics
* Blood products
* Medical devices
* Medicines

* Vaccines

* Vector control

products

N—

Safe, Quality,
Effective and
Affordable health
products play key
roles in achieving
3 billion goals

NEW Cluster  Access to Medicines, Vaccines and Pharmaceuticals (MVP)

atEB2019 Roadmap on access to medicines and vaccines
http://www.who.int/medicines/access use/road-map-medicines-vaccines/en/
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Benchmarking tool

oL Eastern-Asian Sub Regional Vaccine Procurement Practionérs Exchange Forum (VPPEF) 12-13 September 2019, Yangon, Myanmar

Regional Office for South-East Asia


http://www.who.int/medicines/access_use/road-map-medicines-vaccines/en/

Global context: different assessment tools collecting information
from Regulatory Authorities and affiliated institutions
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WHO Global Benchmarking Tool for NRA capacity systems

* Initially develop for vaccine regulatory systems, WHO new GBT includes
new functions and indicators for safety and quality oversight for medicines
and vaccines, but with a view to incorporating other product types in the

future.
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WHO RECOMMENDED REGULATORY FUNCTIONS FOR MEDICINES,
VACCINES BASED ON PRODUCT LIFECYCLE

PRE MARKETING POST MARKETING
PRODUCT

LIFECYLCE

Production  parketing Post-

Pre-clinical Clinical & Quality and sales Marketing
Control

Next steps:
Medical devices and S viglhnepw
e - - -
Non Common Regulatory NRA Lot release (LR)
Function for vaccines and

blood products
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WHO Global Benchmarking Tool

* Structure/Hierarchy

SYSTEM FUNCTION

INDICATORS
—

SUB-INDICATORS
—
QUESTIONNAIRE FOR OTHER
PRODUCTS /ACTIVITIES THE FACT SHEET
&3 Organization
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WHO Global Benchmarking Tool

* Structure/Hierarchy

National Regulatory System (NRS) and Functions (NRF)

SYSTEM FUNCTION

ﬁ

QUESTIONNAIRE FOR OTHER Common Function

PRODUCTS /ACTIVITIES
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WHO Global Benchmarking Tool

* Structure/Hierarchy

Indicators Categorization (cross cutting subjects)

INDICATORS
—_—

Categories enable assessment of cross sectional subjects (across some
and/or all functions)

Legal provisions, regulations and guidelines

Organization and governance

Policy and strategic planning

Leadership and crisis management

Transparency, accountability and communication

Quality and risk management system

Regulatory process

Resources (HR, FR, Experts, Infrastructure, Equipment and IMS)
Monitoring progress and assessing impact

1.
2.
3.
4,
5.
6.
7.
8.
9.
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WHO GBT

WHO GBT Performance Maturity Levels

Some elements of Evolving national Stable, well- Regulatory system
regulatory system regulatory system functioning and operating at advanced
exist that partially integrated regulatory level of performance
performs essential system and continuous
regulatory functions improvement

Can ensure the quality of products if rely on
ML 3/ ML 4 regulatory systems

100 44
Countries Countries
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Updated Figures of the WHO GBT revision VI

RS MA | VL | MC | LI

Number of Sub-
Indicators

Sub-Indicators
measuring maturity level 4 6 5 3 2 3 2 2 1
1

Sub-Indicators
measuring maturity level 7 2 3 4 1 2 2 8 3
2

60 | 35 | 26 | 27 | 19 | 26 | 28 | 30 | 17

Minimal
capacity
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Regulatory systems’ maturity level in SEAR

(Updated 8 Feb 2019)
WHO MVP/RSS/CRS
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Regulatory challenges

* Regulators face an increasingly complex regulatory environment and need
to cooperate

* Need to ensure product quality and supply chain security

* Need to ensure data integrity — can we rely on the data we get to support
clinical trials and manufacturing?

* Need to support a global approach to authorization and supervision of
medicines

* Need to avoid duplication and help create synergies
* The 4Cs: Communication, Collaboration, Cooperation, Coalitions
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Definitions

* Reliance:

act whereby a regulatory authority in one jurisdiction may take
into account/give significant weight to work performed by
another regulator or other trusted institution in reaching its
own decision.

* Recognition:

the routine acceptance of the regulatory decision of another
regulator or other trusted institution. Recognition indicates
that evidence of conformity with the regulatory requirements
of country A is sufficient to meet the regulatory requirements
of country B.

Eastern-Asian Sub-regional Vaccine Procurement Practitioners Exchange Forum (VPPEF) 12-13 September 2019, Yangon Myanmar
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Views on Reliance and Recognition

Recognition

Reliance

Work-
- sharing

Information-

 sharing Based on treaties; «maximal benefit»

but partial loss of sovereignty with
Recognition regard to decision-making

= o =

Reliance/
Work sharing

S

Confidence building
Harmonisation/convergence
<~ Information sharing

Benefit for regulators;
sharing of workload, but
independent decisions

o

«Foundation»,
Equivalence of
requirements
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Reliance example #1: IGDRP

* International Generic Drugs Regulatory Programme
https://www.ema.europa.eu/en/documents/other/international-generic-drug-regulators-programme-
information-sharing-pilot en.pdf

* Pilot launched in 2012

* Uses EU decentralised procedure as model for sharing of generic
products information among IGDRP authorities external to EU.

* Under the pilot arrangements, the assessment reports generated by
the EU CP would be shared with collaborating IGDRP agencies outside

EUs.

¢
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https://www.ema.europa.eu/en/documents/other/international-generic-drug-regulators-programme-information-sharing-pilot_en.pdf

Reliance example #2: WHO

WHO Collaborative Registration: https://apps.who.int/medicinedocs/documents/s22405en/s22405en.pdf alMS
to:

* provide convenient tool for NRAs wishing to enhance their premarketing evaluation
and registration system by taking advantage of the scirntific assessment work
conducted by WHO?PQT

* accelerate the approval process based on the EMA assessment, while allowing
competent authorities which might have limited regulatory resources to fulfil their
regulatory responsibilities and make their own decisions.

The procedure is not applicable to pharmaceutical products that have been listed as
prequalified on the bais of approval by stringent NRA.

¢

@v World Health
N 4 Organlzatlon Eastern-Asian Sub Regional Vaccine Procurement Practioners Exchange Forum (VPPEF) 12-13 September 2019, Yangon, Myanmar 20
Region aIOff ice for South-East Asia

L(



https://apps.who.int/medicinedocs/documents/s22405en/s22405en.pdf

Reliance example #3: Article 58

* Introduced as a tool to help to expand LMIC access to new medicines

and improve public health

* Promotes reliance through:
* Involvement of experts/observers
from ‘target country’ NRAs
e Cooperation with WHO

74
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Official Journal of t.

Article 58

1. The Agency may give a scientific opinion, in the context
of cooperation with the World Health Organisation, for the
evaluation of certain medicinal products for human use
intended exclusively for markets outside the Community. For
this purpose, an application shall be submitted to the Agency
in accordance with the provisions of Article 6. The Committee
for Medicinal Products for Human Use may, after consulting
the World Health Organisation, draw up a scientific opinion in
accordance with Articles 6 to 9. The provisions of Article 10

Eastern-Asian Sub Regional Vaccine Procurement Practioners Exchange Forum (VPPEF) 12-13 September 2019, Yangon, Myanmar
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What is Article 587

 EMA assessment of quality, safety, efficacy of
medicine for use outside EU

Collaboration with WHO + relevant non-EU
regulators

* Licensing decision is taken by regulator in
country where medicine or vaccine will be used

e Same scientific standards and procedures as
for medicines for use in EU

 Benefit-Risk assessment focused on non-EU
population

74
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SEAR Regulatory challenges

Vt4q
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Country specific requirements for licensing distributors e.g.: office and staff, tender
through local representative only, annual maintenance fees to continue registration

Requirements for specifications e.g. markinﬁs, labelling color country specific and safety
studies before the product is introduced in the NIPs.

Expedited approval of PQ vaccine is not implemented for Market Authorization resulting
in duplicating testing and other QC procedures despite of the PQ.

NRA with limited capacity require registration of the product at least in 2 European
countries before the product is registered.

Sites visits of manufacturing facilities for GMP is required for MA in most of the countries
despite the PQ and it is paid by the manufacturers.

Several countries also want product testing in their NCL, which may result with increasing
time for actual use from the moment the product is supplied to the country.

Expiration of
the vaccine

Shelf life of the vaccine .

Test X done by 2
Test X done by the official control I‘;txm_- .
the manufacturer laboratory/ importing
' exporting country RCRR WY .
@ World Health -
|

W s 12/ Organization - Test time varies, depending on =

each vaccine and the capacity and

Regional Office for South-East Asia expertise of each regulatory authority



NRA capacity strengthening in SEA region

Countries/areas targeted for WHO Regulatory System
Strengthening Program and benchmarked against GBT indicators
between 2016- Feb 2019

* Formal benchmarking in IND (2017);

. India * Afghanistan

INO and THA (2018). Lt =
* Regional Training workshop on the use - = Al

of WHO new BGT tools (2018) | o Y ; ZS
* Supported self-assessment in DPRKand - = | s

SRK. Formal GBT in SRK Oct 2019 and  conate g o

+ Saudi Arabia
* Uganda Gambia

NEP Sep (2019) ! s L o

+ Cambodia + Maldives « Burkina Faso

* Guinea Bissau
*+ LaoPDR * Nepal

* Capacity development planned e DS il | gemveons

* Niger + Cotedivoire ,

* Indonesia « Cape Verd Montenegro
H H peverde . Bhutan . :
endorsed by NRAs and TS is being - Kazaknstan Noeta . ganegn [ BT Heregouns
« Vietnam (Updated 15 Feb 2019) . Turkey * oms  Macedonia
* Albania

provided in SRK (2 missions in 2018 and ™~ o e v
1in 2019), in DPRK with a TS for 3
months.
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x4 Levels of Maturity with specific Technical Assistance Needs

Deficiencies in most requlatory functions & \
high risk of high cost medicines with
unassured quality.

\

Regulatory system in place with limited
enforcement of requlatory functions high
to moderate risks of high cost medicines of
unassured quality

Moderate to high staff competency, specific \
regulatory deficiencies requiring targeted

Level 3 support for technical improvements to meet

local pharma industry requirements

\

High competency staff, deficiencies that can be
addressed through improved policy guidance,
Level 4 dialogue, and capacity building. Technical staff
involved in requlatory networks, collaborative

PN works and development of norms and
&@‘@, World Health o
&3 Organization guidelines

=

\
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Direct Assistance

— WHO'’s support to include direct technical,
operational and financial support to strengthen
basic NRA functions focusing on QMS, licensing and
PV through regional collaboration e.qg.: GLO, Twining
programme with strong NRA in SEA, MLQC network

— WHQO’s support focused on filling critical requlatory
gaps and reduce risks of medicines of unassured quality
through promoting use of WHO PQ medicines and CIP.
Regional collaboration with support for regulatory
inspection, Lab access in addition to above.

Strategic Support

— WHO’s support is focused and targeted to address
key deficiencies and gaps in specific components of
the regulatory system including full implementation of
QMS and compliance with BGT

Policy Dialogue

— WHO'’s support is focused on advising and
guiding Ministries of Health on regulatory
policies and best practices including south-south
exchanges and institutional capacity building.
Develop formal bi-lateral collaboration to assist
NRA with limited capacity

Regional Office for South-East Asia  Eastern-Asian Sub-Regional Vaccine Procurement Practioners Exchange Forum (VPPEF) 12-13 September 2019, Yangon, Myanmar



x5 SEA Context Specific Dimensions

Context Specific Dimensions Example of Main Focus?

. \ Focus on basic QMS, licensing and PV and rely
¢ | Countries with limited capacity to assess _ e on products assessment conducted by strong
= . product safety and quality. ' NRA active with network and WHO initiatives
- N including PQ products.?
=
) Countries with limited regulatory capacity QMS across specific functions; MA, PV, Lab

E and small size pharma industry supplying :— _— - - access and regulatory inspections. GLO and
) National programmes. twining programme for hand-on practices?
E { Countries with specifics regulatory Fo.cus on deficiencies through TA to con.‘ply
0 | L o . ; with all recommended regulatory functions of
3 | def|C|e_nC|es and significant pharma industry —- - = medicines producing country in-country
3 i_supplying local market. ) training?

Focus on formal BGT and monitor

{ ) ) o ) ) . implementation of IDP to comply with Good
0 Countries with few d.ef|C|enC|e.s producing e - — regulatory Practices, collaborative
E . WHO PQ products with maturity level 3. | mechanisms to support NRA with limited
a-‘ capacity substantial IT investment required?
& , \ Focus on regulatory pathways of new
= | Countries with NRA maturity level 3 and R medicines, policy and guideline, capacity for

\‘f%@\' Worlddlmllh and production of PQ products. "" technical collaboration, IT investment
WYY Organization ’ required?
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Discussion points for plenary

»What are the NRA requirements for MA in the countries importing
vaccine

» Currently how long it takes to MA vaccines ?

»What are the country NRAs part or willing to join International
Generic Drug Regulators Programme (IGDRP) and or apply
collaborative procedures to MA vaccines ?

»What are the barriers to apply collaborative procedures for MA.
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Thank You
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