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Title: Intro to vaccine procurement and regulatory issues
Objective: understanding regulatory challenges and constrains

Title: Focused country exchange on vaccine regulatory issues
Objective: Mapping major country regulatory requirements

« Title: Introduction to vaccine registration processes and issues
» Objective: Knowing regulatory pathways and Good Regulatory Practices

| . . . .
- Title: Focused country exchange on vaccine registration processes and
issues

» Objective: Develop a plan to address regulatory challenges
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Outline

> Global NRA status

> Global context: SDG and WHA Resolution for Regulatory System Strengthening
> WHO Regulatory System Capacity Building Model

> WHO Global Benchmarking Tool

> Measuring performance of regulatory systems

> Global overview
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Overall regulatory systems’ maturity level of
WHO Member States @
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(Updated 8 Feb 2019)
WHO MVP/RSS/CRS
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SDG 3 - Target 3.8

Achieve universal health coverage, including financial risk protection,
access to guality essential health-care services and access to safe,

effective, quality and affordable essential medicines and
vaccines for all.
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WHA Resolution 67.20 §
What WHO should do
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To continue to support Member States upon their request in the area of
regulatory system strengthening, including, as appropriate, by
continuing to:

Evaluate national regulatory systems

Apply WHO evaluation tools

E\Ialuat&

Generate and analyze evidence of regulatory system performance

Facilitate the formulation and implementation of institutional development plans
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WHO capacity building model




WHO NRA 5 step capacity building (@) e eatt

Providing technical
support,
Training/Learning,
networking,




Access to Safe, Effective, Quality and Affordable Medical Products

Legal Norms and Leadership, Quality Resources
framework standards coordination Management HR, FR, IMS,
mandate and & Strategic IRisk Infrastructure
enforcement Planning Management
power System

Inspection and Vigilance and

Audit Surveillance

Scientific
evaluation and
oversight

Quality
control/testing

Good Regulatory Practices (GRP)




WHO Global Benchmarking Tool @) oty

Structure/Hierarchy

National Regulatory System (NRS) and Functions (NRF)
SYSTEM FUNCTION

) INDICATORS

QUESTIONNAIRE FOR Common Function
OTHER PRODUCTS 01-NATIONAL REGULATORY SYSTEM

IACTIVITIES 02-REGISTRATION AND MARKETING
AUTHORIZATION

03-VIGILANCE

04-MARKET SURVEILLANCE AND CONTROL
05-LICENSING PREMISES

06-REGULATORY INSPECTION
07-LABORATORY ACCESS AND TESTING
08-CLINICAL TRIAL’S OVERSIGHT

09-NRA LOT RELEASE
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WHO Global Benchmarking Tool ) Je
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Structure/Hierarchy

Indicators Categorization (cross cutting subjects)

INDICATORS
—_—
A

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
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Countries v News Emergencies v About Us +

Essential medicines and health products

Medicines and health products WHO Global Benchmarking Tool (GBT) for

: ' e = f v +
evaluation of national regulatory systems

About us
Regulstory systems play a key role in assuring the quslity, safety, and efficacy of
Access and mnovation medical products. Effective regulatory systems are an essential component of health Related links
systermns and contribute to desired public heslth cutcomes and innowvation.
Regulstion e Systems

Publicafic
Mews

Contacts

WHO Global Benchmarking Tool (GBT) Rev VI

https://www.who.int/medicines/regulation/benchmarking_tool/en/

on (R} fact

sheat
The development of the current GBET Revision WVl takes into consideration input pdf, 1.0c3Mb
received from two international consultations with Member Stafes in 2015, a public ' _
consultation in early 2012 and & series of mestings imvolving experis from regulatory g Laboratory Testing (LT) fact
authorities from different parts of the world. * sheet

pf, 1.02Mb
The GET Revision ¥l replaces all tools previoushy used by WHO, representing the # Clinical Trials Oversight (CT)
first truly "global’ tool for benchmarking regulstory systems. The GET is designed to = ot cheat
evaluate the owerarching regulatory framework and the component regulstony pdf, 1.03Mb
funciicns (e.g. clinical trial owversight) through a seres of sub-indicators that may also
. . . . - + MRA Lot Release (LR)

be grouped and examined according to nine cross-cutting categonies or themes, for =
example, guslity and risk management system. Fact sheets have been developed for factshest
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WHO GBT

24/04/2019

WHO GBT Performance Maturity Levels

2 4

Some elements Evolving national Stable, well- Regulatory system
of regulatory regulatory system | functioning and operating at
system exist that partially integrated advanced level of

performs essential | regulatory system performance and
regulatory continuous
functions Improvement

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

100 44 50
Countries Countries Countries
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NRA = NRA
stafistics Mediacentre Publications Countries Programmes and projects

Benchmarklng Newly accessible Japanese encephalitis vaccine Re-Assessment

will make saving children easier in developing
countries

First vaccine from China to be prequalified by YWHO
9 OCTOBER 2013 | GENEWA - A newly accessible vaccine against Japanese

Functlonal N RA, encephalitis is going to make the protection of maore children in developing More
5 countries easier. The vaccine, manufactured in China, only needs to be given in .
a.fter benChmarklng one dose. it can be used for infants, and it is less expensive than other Japanese vaccine
. encephalitis vaccines. )
in Dec 2010 submitted

for PQ

IDP

2005 Mar/2011 Oct/2013 Q2/2014
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Fact and figures

GLOBAL OVERVIEW




Countries/areas targeted for WHO Regulatory System @ﬁg‘g}”ﬁ Health
Strengthening Program and benchmarked against GBT indicators Sk
between 2016- Feb 2019
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Formal Benchmarking Self Benchmarking
« India » Afghanistan
« Pakistan

* Papua new guinea

. * Malaysia
+ Timor-Leste . aﬁ !
+ Tanzania P
) * lraq
e Burundi . Jordan
+ Ethiopia * Lebanon
«  Mozambique g « Mongolia
° Kenya N . Kyrgyzstan
» Djibouti * Korea
» Eritrea » Bangladesh
. * lran
* Sudan
+  South Sudan \"u : Ey”at
. ° Egyp
* Somalia
™ . saudi Arabia
* Uganda Y *  Gambia
* Serbia r &7, Benin
[ Ghana Maldives
+ Cambodia al . :
Guinea Bissau , oo Burkina Faso
* Lao PDR . Liberia gpa « Guinea
+ Thailand . * Srilanka . gjerra Leone
* Niger . Cote d'ivoire
* Indonesia * Montenegro
» Cape Verde « Bhutan _ _
+ Kazakhstan . Nigeria . Senegal Bosnia ar.1d Herzegovina
. Vietnam (Updated 15 Feb 2019) . Turkey . Togo Mlzcet.joma
« Rwanda « China . Mali Albania

Kosovo area*

* in accordance with United Nations Security Council resolution 1244 (1999)
The boundaries and names shown and the designations used on this map do not imply the expression of any opinion whatsoever on the part of the World Health Organization (WHO) 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 map represent approximate border lines for which there
may be not yet be full agreement.



STRENGTHENING NATIONAL REGULATORY AUTHORITY
(NRA) TRAINING CONDUCTED 1996-2018

8800 PARTICIPANTS FROM NRAs, NCLs*, EPIs** AND/OR VM***

- 8800 head counts
have been trained
by WHO between
1996 till Dec 2018

* National Control Laboratory

** Expanded Programme on Immunization
*** Vaccine Manufacture

Source: WHO/ EMP

AFR
WPR 1505
1940 17%
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1785
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1183
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Number of trainees per country
1996-2018
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Armenia Georgia Republic of Serbia Ukraine Uzbekistan North
Moldova Macedonia
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CRS Group

Sillo, Hiiti Baran MELOUNOU, Yvonne
Silloh@who.int \ melounouy@who.int

KHADEM BROOJERDI, Alireza 5 REFAAT, Mohamed
khadembroojerdia@who.int 5 refaatm@who.int

OSTAD ALI DEHAGHI, Razieh : SHERIF, Mohamed
ostadalidehaghir@who.int [Z5¥=VY) sherifm@who.int

BROWN, Laura Kay MAGDY, Alaa
brownl@who.int magdya@who.int

YAP, Maria Bernadette

yapm@who.int
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Important Links
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Go to our Regulatory

system strengthening Go to the Global
website Benchmarking Tool

Go to SharePoint site

Go to GBT online training
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http://www.who.int/medicines/regulation/rss/en/
https://workspace.who.int/sites/att/default.aspx
http://www.who.int/medicines/regulation/benchmarking_tool/en/
https://workspace.who.int/sites/att/GBT_TrainingCBT/TM%20(New%20Tool)/story_html5.html

Dr Alireza Khadem

Email: khadembroojerdia@who.int

Regulatory Systems Strengthening (RSS)
Regulation of Medicines and Other Health Technologies (RHT)

World Health Organization (Geneva, Switzerland)
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