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NOTE

The views expressed in this report are those of the participants in the Second Workshop for National
Regulatory Authorities for Vaccines in the Western Pacific Region and do not necessarily reflect the
policies of the World Health Organization.

This report has been prepared by the World Health Organization Regional Office for the Western
Pacific for the participants in the Second Workshop for National Regulatory Authorities for Vaccines
in the Western Pacific Region, which was held in Manila, Philippines, from 12 to 14 March 2013.



SUMMARY

The Second Workshop for National Regulatory Authorities for Vaccines in the Western Pacific
Region was held in Manila, Philippines, from 12 to 14 March 2013.

The objectives of the workshop were:

(1)  to finalize and endorse the concept paper for the Regional Alliance of National
Regulatory Authorities (NRAs) for Vaccines in the Western Pacific; and

(2)  to assist countries to conduct NRA self-assessment using the WHO NRA tool and to
develop or update their institutional development plans (IDPs).

The three-day extensive workshop was organized by the WHO Regional Office for the Western
Pacific. Dr John Patrick Ehrenberg, Director of Combating Communicable Diseases, delivered the
opening remarks on behalf of Dr Shin Young-soo, WHO Regional Director for the Western Pacific.

A total of 21 participants from 15 Member States and five temporary advisers from three countries
participated in the workshop.

The workshop was designed in four working sessions. Global and regional updates and
detailed discussion on the Regional Alliance concept paper and road map took place in working
session one. NRA self-assessment was carried out by 11 countries in working session two.
Capacity-building and the Regional Alliance workplan were discussed in working sessions three and
four, respectively. The 11 countries who conducted self-assessments presented a summary of their
IDPs in plenary session on day three.

The participants who attended the Second Workshop for National Regulatory Authorities for
Vaccines in the Western Pacific reviewed all the related documents for the Regional Alliance for
NRAs for Vaccines in the Western Pacific and agreed upon the following conclusions:

(1) The Regional Alliance concept paper, including the formation and terms of reference of the
Regional Alliance Steering Committee (RASC) and the Regional Alliance Working Groups (RAWG),
has been reviewed, finalized and endorsed. The Secretariat will incorporate the changes into the
concept paper as discussed in the workshop.

(2) The Taskforce involved in development of the concept paper, road map and workplan should be
acknowledged and thanked for their work, and for achieving their outcomes.

(3) The Regional Alliance for NRAs for Vaccines in the Western Pacific is now launched as a
collaborative platform to promote and support strategies and programmes to develop and strengthen
NRAs to ensure that all vaccines, especially those in national immunization programmes, are of
assured quality.

(4) Member States who attended the workshop will finalize their IDPs and send them to the
Secretariat by 30 April 2013.

(5) The draft Regional Alliance workplan has been reviewed and endorsed. Member States request
the Secretariat to further review the IDPs from countries, and update the Regional Alliance workplan
accordingly. The workplan will then be sent to the RASC for review and agreement.

(6) Member States request the Secretariat to convene an RASC meeting in the last quarter of 2013.

(7) Member States request the Secretariat and the RASC to explore possible funding sources for the
activities of the Regional Alliance.






LIST OF ACRONYMS

€e Collaborating Centre
ECBS Expert Committee on Biological Standardization
EPI Expanded Programme on Immunization
GLO Global Learning Opportunity
GRP Good Regulatory Practices
GRP-RC Good Regulatory Practices — Resource Centre
GTN Global Training Network
ICDRA International Conference of Drug Regulatory Authorities
IDP Institutional Development Plan
KFDA Korea Food and Drug Administration
MAPREC Mutant Analysis by PCR and Restriction Enzyme Cleavage
NRA National Regulatory Authority
OoPV Oral Polio Vaccine
RA Regional Alliance
RASC Regional Alliance Steering Committee
RAWG Regional Alliance Working Group
TAG Technical Advisory Group
UN United Nations
WHO World Health Organization
WPRO Western Pacific Regional Office
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1. INTRODUCTION

The Second Workshop for National Regulatory Authorities for Vaccines in the Western
Pacific Region was held in Manila, Philippines, from 12 to 14 March 2013. A total of 21
participants from 15 Member States and five temporary advisers from three countries
participated in the meeting.

1.1  Objectives

(1)  to finalize and endorse the concept paper for the Regional Alliance of National
Regulatory Authorities (NRAs) for Vaccines in the Western Pacific; and

(2)  to assist countries to conduct NRA self-assessment using the WHO NRA tool
and develop or update their institutional development plans (IDPs).

1.2 Opening remarks

Dr John Patrick Ehrenberg, Director, Division of Combating Communicable Diseases,
WHO Regional Office for the Western Pacific, delivered the opening remarks on behalf of
Dr Shin Young-soo, WHO Regional Director for the Western Pacific. Dr Ehrenberg
welcomed everyone to the workshop. Highlighting the importance of vaccine regulation, he
mentioned that independent, competent and effective regulatory systems are very important to
oversee the supply of vaccines of assured quality in countries.

Describing the situation analysis of regulatory status in the Region, he stated that, as of
February 2013, only seven countries in the Region, including China, in 2011, have been rated
as having a functional regulatory system as per the internationally recognized national
regulatory authority vaccine indicators. Four are vaccine-producing countries and three are
vaccine-procuring countries.

Dr Ehrenberg then shared the history of the formation of the Regional Alliance for
NRAs for Vaccines in the Western Pacific. He expressed his gratitude to all members of
Taskforce countries for drafting the concept paper, including the road map and workplan. He
hoped that all those documents would be finalized and endorsed by Member States, as well as
launching of the Regional Alliance for NRAs for Vaccines in the Western Pacific during the
workshop.

He further emphasized that the Regional Alliance for NRAs for Vaccines in the
Western Pacific would be a platform to address the many challenges presently faced by NRAs
in countries. The Alliance would also provide support in encouraging convergence in
regulatory standards, enhancing the mechanism for the exchange of regulatory information,
promoting collaborative exchange programmes and building NRA capacities across the
Region.

Finally, he concluded his remarks by hoping for very successful deliberations and
thanking all participants for attending the workshop.



2. PROCEEDINGS

2.1 Regional Alliance for National Regulatory Authorities for Vaccines in the Western
Pacific

The working session on the Regional Alliance for NRAs for Vaccines in the Western
Pacific was chaired by Dr Chung Keel Lee, Special Adviser to the Commissioner, Korea
Food and Drug Administration (KFDA).

2.1.1 WHO NRA strategic forum

Mr Lahouari Belgharbi, Scientist, Essential Medicines and Pharmaceutical Policies,
WHO Headquarters, presented the topic "WHO NRA strategy forum". He stated that WHO
NRA strengthening programmes were established in 1997, their main purpose being to
accelerate capacity-building in vaccine-producing countries. Vaccine demand is increasing
globally; currently, 146 manufacturers in 25 countries supply 90% of global vaccines. It will
be important for competent NRAs to regulate to ensure the quality of vaccines.

He explained the recognized WHO five steps for capacity-building. To date, various
activities have been implemented, including mapping and assessment for building vaccine
regulatory capacity in the pre-marketing and post-marketing phases. He further stated that a
lot of training sessions have been delivered through the Global Training Network (GTN),
Global Learning Opportunity (GLO) and NRA strengthening programmes. Mr Belgharbi also
shared the main objectives and expected outcomes of the NRA Strategic Forum, including the
detailed processes to establish it.

2.12 Update on the formation of the Regional Alliance for NRAs for Vaccines in
Western Pacific

Dr Md. Shafiqul Hossain, EPI Technical Officer, WHO Western Pacific Region, stated
at the beginning of his presentation that the WHO Western Pacific Region is very diverse in
many aspects. Dr Hossain highlighted that, at the request of Member States, a series of
activities were conducted to develop the concept paper, road map and workplan. The
Technical Advisory Group (TAG) for immunization and vaccine-preventable diseases in the
WHO Regional Office for the Western Pacific already support the initiative and will request
its endorsement by the Regional Committee for the Western Pacific.

All the documents related to the Regional Alliance had been prepared for presentation
and review in the workshop for Member States' endorsement. Dr Hossain further mentioned
that a website for the Regional Alliance has been developed, where the documents will be
posted.

2.13 Reports of the Regional Alliance Taskforce committee meetings

Dr Elisabeth Kerr from the Therapeutic Goods Administration, Australia, presented
reports of the two Regional Alliance Taskforce meetings held in Canberra, Australia, and
Manila, Philippines, in 2012 and 2013.

The main objectives of the Taskforce meeting held in Canberra from
31 May to 1 June 2012 were to finalize the draft concept paper for formation of the Regional
Alliance for NRAs and to discuss possible support for the Regional Alliance from Taskforce



member countries. The WHO Regional Office for the Western Pacific shared the developed
documents among Member States for comment.

The main objectives of the Taskforce meeting held in Manila on 11 March 2013 were
to undertake a final review of the draft concept paper, to develop a membership proposal for
the Regional Alliance Steering Committee (RASC) and to develop the Regional Alliance
workplan for Member States’ review and endorsement.

2.14 Concept paper for the Regional Alliance for NRAs for Vaccines

Dr Kerr shared the main part of the concept paper with all workshop participants,
reviewing it sentence by sentence. Multiple questions were raised, which were answered and
clarified by the presenter, Taskforce member countries and the Secretariat. The Secretariat
also agreed to revise or add to further clarify in some definitions.

2.15 Formation of and terms of references for the Regional Alliance Steering Committee,
the Regional Alliance Working Groups and the Secretariat

Mr Seog-Youn Kang from KFDA gave a presentation on the formation and terms of
references of the Regional Alliance Steering Committee, the Regional Alliance Working
Groups and the Secretariat. The participants reviewed the document sentence by sentence
and raised some questions for further clarification.

The criteria used for selection of countries in the RASC is based on vaccine-producing
countries with functional NRAs (four countries), one vaccine-procuring country with a
functional NRA and two United Nations vaccine-procuring countries. Along with the four
vaccine-producing countries with functional NRAs (Australia, China, Japan and the Republic
of Korea), it was proposed that Malaysia, the Philippines and Viet Nam also be included as
members of the RASC.

The participants agreed that the Regional Director for the WHO Western Pacific
Region should officially propose the nomination of the four vaccine-producing countries and
the three other countries (Malaysia, the Philippines and Viet Nam) for membership of the
RASC. Membership will be for four years. Regarding the question on chairing of the RASC,
the Secretariat answered that the chairperson of the RASC would be selected by the Regional
Director each year. It was agreed that Regional Alliance Working Groups (RAWGs) would
be developed after completion of the Regional Alliance workplan.

2.2  NRA self-assessment

The working session on NRA self-assessment was chaired by Ms Yasuko Inokuma,
Ministry of Health, Labour and Welfare, Japan.

22.1 Introduction to the NRA assessment process

Mr Belgharbi introduced the WHO vaccine NRA assessment tool to the participants,
assisted by Mr Samir M.A. Abdel Wahab El Hemsy, Information Technology and
Telecommunication Technical Officer, WHO Eastern Mediterranean Region. He then shared
the NRA assessment procedures: (1) self-assessment by county to identify gaps and strengths,
and develop an IDP; and (2) assessment and reassessment.

The assessment tool includes the following components: system, marketing
authorization, post-marketing surveillance, laboratory access, lot release, regulatory
inspection, and oversight of clinical trials. Countries with functional NRAs provide the



technical support in the assessment process for other countries. However, experts from
non-functional NRAs are not excluded if the specific function is already functional and if they
possess related expertise.

The presenter shared the NRA assessment statistics, with more than 101 countries
assessed globally using the WHO NRA assessment tool. He also shared, in detail, the
importance of assessment for establishing/strengthening NRAs in countries.

222 Demonstration of the NRA self-assessment tool

Mr Belgharbi demonstrated the step-by-step procedure to conduct self-assessment,
gave examples and entertained questions from participants. At the end of the session, he
requested the selected 11 countries to go to their designated group work table for self-
assessment of their NRAs. Facilitators from WHO and Taskforce countries were assigned to
each group to support the assessment activity.

223  NRA self-assessment and development and presentation of IDPs

The country participants continued to conduct assessment until the afternoon of
13 March and then started to develop their IDPs on the basis of their assessment findings.

In the morning session of 14 March, participants from 11 countries
(Brunei Darussalam, Cambodia, Fiji, the Lao People's Democratic Republic, Malaysia,
Mongolia, New Zealand, the Philippines, Papua New Guinea, Singapore and Viet Nam)
presented their IDPs in the plenary session.

During the discussion, the Secretariat mentioned that, while IDPs are mainly for
country use, they would also be helpful to the Regional Alliance in facilitating collaboration
and support, e.g. capacity-building. Once the IDPs are available, WHO and highly-
capacitated NRA countries, like Australia, China, Japan and the Republic of Korea, may plan
their support for the activities in these countries.

The participants presented their IDPs and commented that the assessment had
identified weakness and strengths in their NRA systems, as well as management issues among
institutions. The presenters urged country participants to continue their self-assessments and
to involve all relevant institutions in the process, including reviewing documents on their
return to their respective countries. It was discussed that the NRAs of these countries should
identify focal points for each function, finalize their self-assessments and upload the results
into the sharepoint. The Secretariat, with the support of countries with functional NRAs, will
validate the self-assessments and follow up on IDPs. These countries also expressed the need
for continuing support from the Secretariat.

During the presentation in the plenary session, Brunei Darussalam, Cambodia, Fiji,
the Lao People's Democratic Republic, Malaysia, Mongolia, New Zealand, Papua New
Guinea, Singapore and Viet Nam all requested the building of capacity in the ot release
function. The Secretariat mentioned that the proposed procedures should check the mandate
and define the approach of lot release, and then develop the decision-making process.
Capacity-building in the lot release function may not be possible in the short term.

It was discussed that countries may need one month to complete their self-assessments
and develop their IDPs, involving all related departments/institutions/sections.



2.3 Capacity-building

The working session on capacity-building was chaired by Dr Wang Junzhi from the
National Institutes for Food and Drug Control, China.

23.1 Regulatory science

Dr David Wood, Coordinator of Quality, Safety and Standard, WHO Headquarters,
gave a presentation on the regulatory science agenda. He covered the Global Vaccine Action
Plan, the vaccine regulatory science agenda, examples of vaccine regulatory science, and
strategies and actions to support vaccine regulatory sciences.

Dr Wood said that the Global Vaccine Action Plan was a catalyst and offered a unique
opportunity for regulators worldwide to develop and propose a global regulatory science
agenda for vaccines. He then described the definition of regulatory science as follows:

(1)  Regulatory science consists of the areas of science that are used in the
assessment of the quality, safety and efficacy of human and veterinary medicines
throughout their lifespan, as well as the scientific areas used in regulatory decision-
making.

(2)  Regulatory science includes basic and applied biomedical sciences, including
genetics, pharmacology, biostatistics, clinical trial methodology and epidemiology, as
well as social sciences, such as decision sciences, risk assessment and communication
sciences. It aims to contribute towards the development of standards and tools to be
used in the regulation of medicines.

(3)  Regulatory science is the science of developing new tools, standards and
approaches to assess the safety, efficacy, quality and performance of regulated
products.

The presenter also shared the expected outcome of regulatory science and provided
some examples that have contributed to improvement in the assessment of vaccines as
follows:

(1)  MAPREC and transgenic mouse tests for evaluation of OPV.

(2)  Development and use of alternative potency evaluations for pandemic HIN1
vaccines.

(3)  Defining international consensus values for serological correlates of immunity
for pneumococcal conjugate vaccines.

Dr Wood also shared the proposed strategies and actions to support vaccine regulatory
science.

232 Good Regulatory Practices - Resource Centre (GRP-RC)

Mr Belgharbi, in his presentation on Good Regulatory Practices Resources Centre
(GRP-RC), started with the definition and terminology of good regulatory practices. He also
shared the common understanding on regulatory principles and best practices of the United
States — European Union High-Level Regulatory Cooperation Forum.

He stated that regulatory measures should be proposed through an open and transparent
process to the extent that is feasible. Accountability and participation of citizens and



stakeholders should be promoted, with adequate time, opportunity and tools (including the
Internet) for stakeholder input and public comment at appropriate stages of the policy
preparation process in advance of final adoption.

Mr Belgharbi then shared the definition of “capacity-building” from different sources.
He discussed the International Conference of Drug Regulatory Authorities (ICDRA)
recommendation to WHO on capacity-building and shared WHO activities in capacity-
building.

Regarding the GRP-RC, the presenter also described how it can work in building
capacities.

(1)  The GRP-RC should be located within the NRA or an affiliated institution as
part of the official regulatory system.

(2)  GRP-RC status does not conflict with WHO collaborating centre status.

(3)  The GRP-RC should have been assessed against the WHO NRA published
indicators as a functional NRA or as an institution that is part of the system.

(4)  The GRP-RC should have at least minimal resources to devote to
GRP-RC functions, such as:

(a) institutional funding devoted to knowledge management, staff
development and collaboration with other NRAs;

(b)  technical expertise that is qualified to be invested in capacity-building
activities;

(c)  astrategic planning and monitoring process that is linked to the national
system and is consistent with the WHO Strategic Plan (Regional Alliance); and
(d)  a GRP policy in place that is promoted and documented.

(5) The GRP-RC is selected by WHO based on the above criteria (which can be
updated), with input from the Regional Alliance(s).

2.3.3a  WHO Collaborating Centres for Biologicals

Dr Ivana Knezevic, Team Leader, Essential Medicines and Pharmaceutical Policies,
WHO Headquarters, gave a presentation on WHO Collaborating Centres for Biologicals.

At the beginning of her presentation, she described the WHO norms and standards
programme, including statistics on the development of written standards from
2010 to March 2013. She shared the outcome of the 2012 Expert Committee on Biological
Sciences (ECBS) with the participants and discussed the regulatory risk assessment,
standardization of biotherapeutics and implementation workshops.

Regarding WHO collaborating centres, Dr Knezevic said that there are more than 800
such centres in about 80 countries. She described the collaborating centre concept as follows:

(1)  Institutions are designated as WHO collaborating centres to help WHO
implement its mandated work.



(2)  Designation is on the basis of existing collaboration as well as plans for the
future.

(3)  Designation is not a lifelong agreement but should be reviewed regularly in the
light of WHO needs.

(4)  No financial assistance is received from WHO.

(5)  Experience shows that the best results are achieved when collaborating centres
work together as a network.

(6)  Successful operation needs frequent communication, interaction and flexibility
to meet changing public health needs.

She stated that there is some misconception about collaborating centres that needs to be
cleared up, and she shared the terms of reference of collaborating centres in biological
standardization. She described the initiatives of the network of WHO collaborating centres
for standardization and evaluation of vaccines. Finally, she shared the strategic issues facing
collaborating centres.

2.3.3b  Technical assistance to countries in the Region.

There are seven WHO collaborating centres for standardization and evaluation of
vaccine globally, of which four are located in the WHO Western Pacific Region. There are
no "regional" or "global" WHO collaborating centres. The WHO mission is global and
therefore the input from collaborating centres should improve health worldwide.

Australia, China, Japan and the Republic of Korea gave a presentation on technical
assistance to countries in the Western Pacific Region. At the beginning of the presentation,
the presenters expressed their appreciation to WHO for establishment of the Regional
Alliance as a collaborative platform. In their presentation, they described the organogram,
terms of reference, activities performed by their collaborating centres and their current
workplans. They also shared their available expertise and expressed their commitment to
providing support to the Regional Alliance for NRAs for Vaccines in the Western Pacific.
The Republic of Korea also proposed the establishment of a Western Pacific regional
laboratory network.

In reply to questions regarding the responsibilities of WHO collaborating centres, the
Secretariat stated that the centres would continue to work according to their terms of
reference. In their usual workplans, there are also activities to support the Region. At the
same time, beyond their collaborating centre activities, these institutions are located in the
Region and, as reputed institutions in the Region, have a responsibility to support
neighbouring countries and other countries in the Region to strengthen their capacities.

The Secretariat will review the IDPs developed by countries in the workshop and will

then develop a workplan and submit requests to the four institutions located in the Region to
support countries according to their expertise and availability.

2.4 Regional Alliance workplan

The working session on the Regional Alliance workplan was chaired by Dr Kerr.



24.1 Regional Alliance draft workplan

Mr Belgharbi presented the draft Regional Alliance workplan, based on the IDPs
developed by 11 countries in the workshop and IDP from China.

He mentioned that mapping was carried out by conducting self-assessment. Strengths
and gaps were identified and the Regional Alliance needs to validate the self-assessments
within two to three months. IDPs need to be officially endorsed, and technical assistance and
support sought. He added that the Secretariat needs to coordinate priorities and identify
technical/financial support to countries.

The presenter then shared the recommended activities based on the developed IDPs.
He also outlined Regional Alliance activities according to six categories.

Objective 1 Develop and strengthen the medicine regulatory system in the
Western Pacific Region, with a focus on vaccines.

Objective 2 Promote and advocate the concept of functional NRAs to obtain
government commitment and external partners.

Objective 3 Improve the sharing of information, technical expertise, best
practices and communication among NRAs.

Objective 4 Contribute to increased global and/or regional production of vaccines
of assured quality through assessed functional NRAs.

Objective 5 Promote the convergence of regulatory frameworks to facilitate
access to quality-assured and affordable products.

Project management: Secretariat, RASC and RAWG of the Regional Alliance for
NRA for Vaccines.

242 Donor proposal

Dr Hossain gave a presentation on donor proposals, describing the background on
development of such proposals.

Formation of the Regional Alliance brought hope to countries regarding development
or strengthening of their regulatory systems and functions, but there are inadequate funds to
conduct all the necessary activities and WHO has only limited fund-raising capacity. System
development or strengthening of programmes takes a long time and needs sustainable and
long-term funding.

Dr Hossain then shared the outline and estimated cost of the budget proposal for five
years.

3. CONCLUSIONS

The participants attending the Second Workshop for National Regulatory Authorities
for Vaccines in the Western Pacific reached agreement on the following conclusions:



¢8) The Regional Alliance concept paper, including the formation and terms of
reference of the Regional Alliance Steering Committee (RASC) and the Regional Alliance
Working Groups (RAWG), has been reviewed, finalized and endorsed. The Secretariat will
incorporate the changes into the concept paper as discussed in the workshop.

2) The Taskforce involved in development of the concept paper, road map and
workplan should be acknowledged and thanked for their work, and for achieving their
outcomes.

3) The Regional Alliance for NRAs for Vaccines in the Western Pacific is now
launched as a collaborative platform to promote and support strategies and programmes to
develop and strengthen NRAs to ensure that all vaccines, especially those in national
immunization programmes, are of assured quality.

“) Member States who attended the workshop will finalize their IDPs and send to them
to the Secretariat by 30 April 2013.

) The draft Regional Alliance workplan has been reviewed and endorsed. Member
States request the Secretariat to further review the IDPs from countries, and update the
Regional Alliance workplan accordingly. The workplan will then be sent to the RASC for
review and agreement.

6) Member States request the Secretariat to convene an RASC meeting in the last
quarter of 2013.
@) Member States request the Secretariat and the RASC to explore possible funding

sources for the activities of the Regional Alliance.






ANNEX 1

MEETING OF THE REGIONAL ALLIANCE TASKFORCE COMMITTEE

Regional Alliance for National Regulatory Authorities for Vaccines in the Western Pacific

On 11 March 2013, the Regional Alliance Taskforce Committee meeting was held at
the WHO Regional Office for the Western Pacific with the following objective:

(1)  to develop the Steering Committee and the Secretariat workplan for the
Regional Alliance of NRAs for Vaccines in the Western Pacific.

The meeting was opened by welcome speeches from Dr Md. Shafiqul Hossain, EPI
Technical Officer, WHO Western Pacific Regional Office; Dr Klara Tisocki, EMT Team
Leader, WHO Western Pacific Regional Office; Mr Lahouari Belgharbi, EMP Scientist,
WHO Headquarters; and Dr Ivana Knezevic, EMP Team Leader, WHO Headquarters. The
day-long meeting was chaired by Dr Chung Keel Lee from the Korea Food and Drug
Administration (KFDA).

1. Dr Hossain presented the objectives and agenda. He mentioned that the main
objectives of the meeting were: to finalize the concept paper, roadmap and workplan for
review by Member States in the plenary session; to finalize the formation of the Regional
Alliance Steering Committee and Working Groups; to finalize the terms of reference; and to
prepare for the Second Workshop for NRAs for Vaccines in the Western Pacific.

2. Dr Elisabeth Kerr from the Therapeutic Goods Administration, Australia, presented the
latest draft concept paper and Dr Seog-Youn Kang from KFDA, the composition and terms of
reference for the Regional Alliance Steering Committee, Working Groups and Secretariat, for
finalization in plenary session on 12 March. Ms Bai He from the China State Food and Drug
Administration presented the latest drafts of the Regional Alliance road map and workplan.

Participants from Taskforce countries discussed in detail the membership of the
Regional Alliance Steering Committee (RASC). Below are questions raised in the discussion,
with the corresponding replies:

(1)  The Regional Alliance Steering Committee is the main driver and will also
convene the meeting once a year. Is this enough follow-up? In answer to this question,
technical activities will be followed up by a working group and the Secretariat will definitely
be part of that group and will inform the Steering Committee from time to time.

(2)  Who will take care of the workplan? Mr Belgharbi stated that countries will
outline their strengths and weaknesses in their IDPs, which will be submitted to RASC and
partners, who will then provide relevant support through the Regional Alliance.

Regarding the Regional Alliance workplan, it was discussed that the workplan will be
finalized upon the development of IDPs by the 12 countries.

Si Four countries, Australia, China, Japan and the Republic of Korea, gave presentations
on the possible support from their institutions to the Regional Alliance for NRAs for Vaccines



in the Western Pacific. These countries would also like to review country workplans/IDPs
and then make commitments according to priority and availability of expertise.

Mr Belgharbi discussed the next steps for the Regional Alliance for NRAs for Vaccines
in the Western Pacific. Dr Hossain then reviewed the agenda for the Second Workshop for
NRAs for Vaccines and discussed individual responsibilities in the workshop.



ANNEX 2

LIST OF PARTICIPANTS, TEMPORARY ADVISERS,
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1. PARTICIPANTS

Dr Elisabeth Kerr, Scientific Operations Advisor (Laboratories),
Therapeutic Goods Administration, P.O. Box 100, Woden ACT 2606,
Australia. Tel. No.: +61262328845. E-mail: lisa.kerr@netspeed.com.au

Ms Ellys Binti Awang Haji Mohammed, Pharmaceutical Chemist, Drug
Registration/Cosmetic Unit, Drug Administration Section, Department of
Pharmaceutical Services, Ministry of Health, Bandar Seri Begawan,
Brunei Darussalam. Tel. No.: +673 223 0001. Fax No.: +673 223 0041.
E-mail: ELLYS.MOHAMMED@moh.gov.bn

Dr Bun Kiet Heng, Department of Drugs and Food, Ministry of Health,
No, 151-153 Kampucheakrom Building, Sangkat Mittapheap Khan 7,
Makara, Phnom Penh, Cambodia.

Tel. No.: +85523880247/85577743177. Fax No.: +85523880247.
E-mail: hengbunkiet@yahoo.com

Mr Sokhem Hiem, Department of Drugs and Food, Ministry of Health,
No, 151-153 Kampucheakrom Building, Sangkat Mittapheap Khan 7,
Makara, Phnom Penh, Cambodia. Tel. No.: +85592567898.

Fax No.: +85592567898. Email: hiemsokhem@yahoo.com

Ms Bai He, Principal Staff Member, State Food and Drug
Administration, 26 Xuanwumen Xidajia, Beijing 100053,
People's Republic of China. Tel. No.: +01088330756.
Fax No.: +01068316572. E-mail: baihe@sfda.gov.cn

Ms Ilisabeta Pesamino, Principal Pharmacist, Fiji Pharmaceutical and
Biomedical Services, G.P.O. Box 106, Suva, Fiji. Tel. No.: +3388000.
Fax No.: +3388003. E-mail: ilisabeta.pesimino@govnet.gov.fj

Ms Yasuko Inokuma, Deputy Director, 1-2-2 Kasumigaseki Chiyoda-ku,
Tokyo, Japan. Tel. No.: +813 52531111 extension 4224,
Fax No.: +813 35979535. E-mail: inokuma-yasuko@mhlw.go.jp

Ms Soulyvanh Krokinnaly, Senior Officer of Drug Control Division,
Food and Drug Department, Ministry of Health, Simuang Road,
Vientiane, Lao People’s Democratic Republic.

Tel. No.: 856-21-21401314. Fax No.: 856-21-214015

Email: drug@laotel.com; keokinnaly@yahoo.com

Dr Lamphone Syhakhang, Deputy Director of the Food and Drug
Department, Food and Drug Department, Ministry of Health, Simuang
Road, Vientiane, Lao People’s Democratic Republic.

Tel. No.: 856-21-214013. Fax No.: 856-21-214015

Email: syhakhangl@yahoo.com
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MALAYSIA

MONGOLIA

NEW ZEALAND

PAPUA NEW
GUINEA

PHILIPPINES

REPUBLIC OF
KOREA

Mr Amirul Mohd Mahfuz bin Mannan, Senior Assistant Director,
National Pharmaceutical Control Bureau, Ministry of Health Malaysia,
Lot 36, Jalan University, 46200 Petaling Jaya, Selangor, Malaysia.
Tel. No.: 603-7883-5525. Fax No.: 603-7958-1312.

Email: amirulmahfuz@bpitk.gov.my

Ms Nor Hayati Abdul Rahim, Principal Assistant Director, National
Pharmaceutical Control Bureau, Ministry of Health Malaysia, Lot 36
Jalan University, 46200 Petaling Jaya, Selangor, Malaysia.

Tel. No.: 603-7801-8478. Fax No.: 603-7956-7075.

Email: yatirahim@bpfk.gov.my

Ms Adiyakhorol Tsoodol, Officer-in-Charge, Division of
Pharmaceuticals and Medical Devices, Ministry of Health, Government
Building VIII, Olympic Street 2, Sukbaatar District, Ulaanbaatar 14210
Mongolia. Tel. No.: 976-50088944. Fax No.: 976-11320916.

Email: byatshan aashgui@yahoo.com

Ms Otgontsetseg Chimedtseren, Senior State Inspector of Medicine and
Biopreparation of General Agency of Specialised Inspection,
Government Building XXII, Building Squire, Chingeltei District,
Ulaanbaatar, Mongolia. Tel. No.: 976-51-265645

Email: otgontsetseg2009@yahoo.com

Dr Enver Yousuf, Principal Clinical Advisor, Medsafe, Ministry of
Health, P.O. Box 5013, Wellington 6011, New Zealand.

Tel. No.: +64-4-819-6925. Fax No: +64-4-819-6806.

Email: enver_yousuf@moh.govt.nz

Ms Margaret Asinimbu, Technical Advisor for Legal Services, National
Health Department, P.O. Box 807, Waigani, National Capital District,
Papua New Guinea. Tel. No.: +675 71048954.

Facsimile: +675 3239670. Email: margaret_asinimbu@health.gov

Dr Kenneth Y. Hartigan-Go, Director IV, Food and Drug Administration
Filinvest Corporate City, Alabang, Muntinlupa City, Philippines.
Tel.No.: +632 857-1900. Fax No.: +632 807-8511.

Email: Khgo@aim.edu

Ms Grace L. Medina, Food Drug Regulation Officer III, Food and Drug
Administration, Filinvest Corporate City, Alabang, Muntinlupa City,
Philippines. Tel. No.: +632 857-1900. Fax No.: +632 807-8511
Email: magracia_medina@yahoo.com

Dr Seog-Youn Kang, Osong Health Technology Administration
Complex, 643 Yeonje-ri, Gangoe-myeon, Cheongwon-gun,
Chungcheongbuk-do 363-951, Republic of Korea.

Tel. No.: +82437193461. Fax No.: +82437193450.

E-mail: kingsaveyou@korea.kr
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SINGAPORE Ms Sally Soh Bee Leng, Senior Regulatory Specialist, Health Sciences
Authority, 11 Biopolis Way, 11-03 Helios, Singapore 138667, Singapore
Tel. No.: 65-63045448. Fax No.: 65-64789069.
Email: sally soh@hsa.gov.sg

Dr Dinesh Khokal, Regulatory Specialist, Health Sciences Authority,
11 Biopolis Way, 11-03 Helios, Singapore 138667, Singapore.

Tel. No.: 65-68663441. Fax No.: 65-64789032,

Email: dinesh_khokal@hsa.gov.sg

VIET NAM Dr Do Minh Hung, Deputy Head, Drug Registration Division, Drug
Administration of Viet Nam, 138 A Giang Vo Street, Ba Dinh District,
Hanoi, Viet Nam. Tel. No.: 84-4-37368258. Facsimile: 84-4-38234758.
Email: minhhungl711@yahoo.com

Dr Le Van Phung, Director, National Institute for Control and Vaccines
and Biologicals, 161 Nguyen Ngoc Nai, Hanoi, Viet Nam,
Tel. No.: +84 913510362. Fax No.: +84438554816.

Email: lvphung@fpt.vn

2. TEMPORARY ADVISERS

Dr Chiyoung Ahn, Director, Biologics Research Division, Ministry of Food and Drug, Osong
Health Technology Administration Complex, 187 Osongsaengmyeong 2(i)ro, Osong-eup,
Cheongwon-gun, Chungcheongbuk-do 363-951, Republic of Korea, Tel. No.: 82-43-719-4701.
Fax No.: 82-43-719-4700. Email: cahn@korea.kr

Dr Atsushi Kato, Director, National Institute of Infectious Diseases, 1-23-1 Toyama,
Shinjuku-ku, Tokyo, Japan. Tel. No.: +81-3-5285-1111 extension 2421.
Fax No.: +81-3-5285-1194. E-mail: akato@niid.go.jp

Dr Chung Keel Lee, Special Adviser to the Commissioner, Ministry of Food and Drug, Osong
Health Technology Administration Complex, 187 Osongsaengmyeong 2-ro, Gangoe-myeon,
Chengwon-gun, Chungbuk 363-700, Republic of Korea. Tel. No.: +82-43-719-5801

Fax No.: +82-43-719-5800. E-mail: chungklee@Xkorea.kr

Dr Yoshikuni Sato, President and Chief Executive Officer, Medical Corporation SEIWAKALI,
1-5-30 Higashi-Odori, Mizusawa-ku, Oshu City, Iwate Prefecture 023-0828, Japan.

Tel. No.: +81-197-25-5111. Fax No.: +81-197-25-5119.

E-mail: y-sato@hopital-ohshu.or.jp

Dr Wang Junzhi, Deputy Director General, National Institutes for Food and Drug Control,
No. 2, Tiantan Xili, Beijing 100050, China. Tel No.: 48610 67095782.
Fax No.: +8610 67014382. E-mail: wangjz@nifdc.org.cn
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3. OBSERVERS/REPRESENTATIVES

JAPAN Ms Saeda Makimoto, Director, Health Division 3, Japan International
INTERNATIONAL  Cooperation Agency, Nibancho Center Building 5-25, Niban-cho,
COOPERATION Chiyoda-ku, Tokyo 102-8012, Japan. Tel. No.: 81 3 5226 8356.
AGENCY (JICA) Fax No.: 81 35226 6341. E-mail: Makimoto.Saeda@jica.go.jp

Mr Yoshihiro Ikeda, Deputy Assistant Director, Health Division 3,
Health Group 2, Human Development Department, Japan International
Cooperation Agency, Nibancho Center Building 5-25, Niban-cho,
Chiyoda-ku, Tokyo 102-8012, Japan. Tel. No.: 81-3-5226-8367.

Fax No.: 81-3-5226-6341. Email: Ikeda.Yoshihiro@yjica.go.jp

KOREA FOOD Dr Seunghwa Hong, Ministry of Food and Drug, Osong Health

AND DRUG Technology Administration Complex, 187 Osongsaengmyeong 2-1o,
ADMINISTRATION Gangoe-myeon Chengwon-gun, Chungbuk 363-700, Republic of Korea.
(KFDA) Tel. No.: +82-43-719-1564. E-mail: shhon8@korea.kr

NATIONAL Dr Zhang Huajie, Associate Professor, Institute for Biological Product

INSTITUTE FOR Control, National Institute for Food and Drug Control, Beijing 100050,
FOOD AND DRUG  China. Tel. No.: +8610 67095346. Fax No.: +8610 67017683

CONTROL Email: zhjhz@yahoo.com

NATIONAL Dr Kentaro Fujita, Division of Quality Assurance, National Institute of
INSTITUTE OF Infectious Diseases, 1-23-1 Toyama, Shinjuku-ku, Tokyo, Japan.
INFECTIOUS Tel. No.: +81-3-5285-1111. Fax No.: +8142 565 3315.

DISEASES E-mail; fujiken@nih.go.jp

4. SECRETARIAT

Dr John Patrick Ehrenberg, Director, Combating Communicable Diseases, World Health
Organization, Regional Office for the Western Pacific, United Nations Avenue, 1000 Manila
Tel. No.: 63 2528 9701. Fax No.: 63 2521 1036. E-mail: ehrenbergj@wpro.who.int

Dr Sergey Diorditsa, Team Leader - Expanded Programme on Immunization, World Health
Organization, Western Pacific Regional Office, U. N. Avenue, 1000 Manila, Philippines.
Tel. No.: 632 528 9045 Facsimile: 632 521 1036. E-mail : diorditsas@wpro.who.int

Dr Md. Shafiqul Hossain, Technical Officer, Expanded Programme on Immunization
World Health Organization, Western Pacific Regional Office, U. N. Avenue, 1000 Manila,
Philippines. Tel. No.: 632 528 9033. Fax No.: 632521 1036. E-mail: hossains@wpro.who.int

Dr Klara Tisocki, Senior Technical Officer, Essential Medicines and Technologies, World Health
Organization, Western Pacific Regional Office, U. N. Avenue, 1000 Manila, Philippines.
Tel. No: 632 528 9026. Fax No.: 632 521 1036. E-mail : tisockik@wpro.who.int



ANNEX 2

Dr Zuo Shuyan, National Programme Officer, Expanded Programme on Immunization, WHO
Representative Office in China, 401, Dongwai Diplomatic Office Building, Chaoyang District,
Beijing 100600. Tel. No.: 86 10 6532 7189 to 92. Fax No.: 86 10 6532 2359.

E-mail: zuos@wpro.who.int

Mr Samir M.A. Abdel Wahab El Hemsy, Technical Officer, Information Technology and
Telecommunications, Division of General Management, World Health Organization, Regional
Office for Eastern Mediterranean, Cairo, Egypt. Tel. No.: +202 22765068

Fax No.: +202 2670 2492. E-mail: awahabs@emro.who.int

Mr David Wood, Coordinator, Essential Medicines and Pharmaceutical Policies, World Health
Organization, Avenue Appia 20, CH — 1211 Geneva 27, Switzerland. Tel. No.: 417 95090642.
Fax No.: 4122791 3111. Email: woodd@who.int

Mr Lahouari Belgharbi, Scientist, Essential Medicines and Pharmaceutical Policies, World Health
Organization, Avenue Appia 20, CH — 1211 Geneva 27, Switzerland. Tel. No.: 417 94771725.
Fax No.: 41 22 791 3111. Email: belgharbil@who.int

Dr Ivana Knezevic, Team Leader, Essential Medicines and Pharmaceutical Policies, World
Health Organization, Avenue Appia 20, CH — 1211 Geneva 27, Switzerland.
Tel. No.: 417 95002093, Fax No.: 4122791 3111. Email: knezevici@who.int
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