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exeCutive summAry

Introduction
The First Annual Meeting of South-East Asia Regulatory Network (SEARN) was 
organized in New Delhi, India, from 11 to 12 April 2017. The WHO South-East Asia 
Region Member States launched the South-East Asia Regulatory Network (SEARN) 
to enhance information sharing, collaboration and convergence of medical product 
regulatory practices across the Region to guarantee access to quality medical products.

The meeting was attended by 50 participants and technical experts from nine 
Member States of the Region. Democratic People’s Republic of Korea could not 
participate as the nominations could not be received in time and Nepal due to travel 
restrictions in view of elections in the country. Mr K.L. Sharma, Joint Secretary, Ministry 
of Health and Family Welfare, India, Chaired the meeting, Mr Ondri Dwi Sampurno, 
Acting Deputy Chairman, Therapeutic Product, Narcotic, Psychotropic and Addictive 
Substances Control, National Agency of Drug and Food Control, Ministry of Health, 
Republic of Indonesia co-chaired the session. Two rapporteurs were nominated to 
report on two working groups: Mr Kinga Jamphel, Drug Controller, Drug Regulatory 
Authority, Thimphu, Bhutan and Dr Kamal Jayasinghe, Chief Executive Officer, National 
Medicines Regulatory Authority, Ministry of Health, Nutrition & Indigenous Medicine, 
Colombo, Sri Lanka.

An Initial Steering Group (ISG) comprising national regulatory authority (NRA) 
representatives from Thailand, Maldives, India and Indonesia set up in Bangkok 2016 
ably guided the Network till the first annual meeting held in New Delhi 11–12 April 
2017. The ISG drafted the following documents and a logo for the Network for 
consideration of SEARN members:

1. SEARN terms of reference and governance structure (Annex 1) 

2. Draft SEARN strategy and workplan (Annex 2) 

3. WHO National Regulatory Assessment Template for regulatory cooperation 
(Annex 3) 

4. Identifying disease specific regulatory interventions (Annex 4)

5. Logo (Annex 5)
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General objective
The general objective of the meeting was to agree on overall strategy and working 
of the South-East Asia Regulatory Network (SEARN)

The specific objectives were to:
1. adopt governance structure, terms of reference and strategic workplan 

including priority activities agreed upon

2. establish steering group/ working groups for network of prioritized activities 

3. discuss setting up an information sharing platform for SEARN.

Discussions 
The First Annual Meeting reviewed the work done by the Initial Steering Group 
(ISG).

The ISG on 9 March 2017 identified four priority areas for SEARN. These areas are: 

1. Quality assurance and standards of medical products, including labs by 
Thailand (Network of National Control Laboratories –NCL networks included) 

2. Good regulatory practices including GMP, GDP etc. by Indonesia (include 
mapping activities, what exists in existing platforms) 

3. Vigilance for medical products by India (activities for vigilance of medical 
products including medicines, vaccines, medical devices and diagnostics)

4. Information sharing platform by India (explore utilizing existing systems, 
explore use of social media tools, such as twitter for quick communications.

Thailand, Indonesia and India provided documents and made presentations 
outlining the key activities for which working groups may be set up for taking up 
activities in the short/medium term for SEARN (Annex 6 (a, b, c)). The priority area 
activities will work towards the objectives of the Network which are: information 
sharing, systems strengthening, convergence and collaboration. This means it is 
important to identify the activities for each priority area for meeting the objectives 
of SEARN. 

Recommendations
The following recommendations were made at the First Annual Meeting of SEARN:
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1. General 

i. Set up a Steering Group to take the Network forward. The Steering Group 
will have: 3 members for continuity – India, Indonesia, Thailand, plus 2 other 
members – (Chair of the next meeting, Sri Lanka, who offered to facilitate the 
next annual meeting at Colombo, in the 2/3 week of March 2018) and one 
member nominated by consensus –Bhutan, till the next meeting.

ii. The Steering Group will meet through video/teleconference as necessary and 
have at least one meeting face to face before the next annual meeting to take 
review of the proposed workplans of the working groups in the April deliberations. 

iii. The Steering Group will take the workplan forward with appropriately constituting 
the working groups. Working groups will be constituted based on area of 
expertise by the Steering Group.

iv. The SEARN network be included in the Regional Committee 2017 agenda.

v. The WHO Regional Office for South-East Asia will continue to act as the 
Secretariat. 

vi. SEARO will request for/confirm NRA network focal point/s. The focal points will 
be involved in day-to-day communications and also contribute to web-based 
information sharing platform for SEARN. The NRA focal point/s will be responsible 
for maintaining regular communication with other members of the network as 
well and with WHO SEARO. 

vii. Terms of reference as well as the workplan of the SEAR network was agreed to in 
principle (Annex 1 and Annex 2) including the logo for the network put up by ISG. 

viii. A technical discussion/seminar in each SEARN meeting be taken up to keep 
abreast on latest scientific knowledge as introduced on antimicrobial resistance. 

ix. For Information in public domain, the communication will be made on SEARN 
website and closed information be shared among regulators/focal points on 
agreed areas on SEARN website as decided by Steering Group. Launch listserv 
for real-time alerts and WhatsApp groups for informal communication through 
identified focal points.

x. Situational analysis may be taken up by SG for

 ♦ survey/country to suggest information to be made available on websites

 ♦ Survey for areas of reliance

 ♦ Leverage already planned activities in 2017-2018 e.g. the Jakarta workshop 
for benchmarking/ pharmacovigilance, meeting in India, GHT next annual 
conference in Delhi, etc. Inter-sessionally secretariat will develop proposed 
plan of activities for consideration by Steering Group.
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2. Recommendations for Priority Areas 

The priority areas are: 

1. Quality assurance and standards of medical products, including labs 
(Network of National Control Laboratories –NCL networks are included) 
Coordinator: Thailand

2. Good Regulatory Practices including GMP, GDP etc. (may include mapping 
activities, what exists in existing platforms) Coordinators: Indonesia and India 

3. Vigilance for medical products Coordinators: India and Thailand

4. Information Sharing Platform Coordinators: India

Recommendations for the priority areas supported also by WHO are: 

1. Map the priority areas for action relating to present situation/ next steps 
envisaged

2. Develop a policy framework for the four priority programmes identified 

3. Addressing training needs for four priority programmes identified

4. Sharing information through information sharing platform to support the 
three priority areas and developing the platform itself. 

Recommendations specific to fourth priority: information sharing 
platform

It is recognized that the fourth area– Information Sharing Platform, performs a dual 
role: an activity in its own right and also to perform a supporting role for the remaining 
three priority areas. Hence, recommendations for the information sharing platform 
include the following to be taken up as decided subsequently by the Steering Group: 

1. Kind of information to share or access: following information may be 
published on the Regulatory Authority websites in searchable format, except 
for serial no.(iii)

(i) Product approval information

(ii) GMP compliance/licensing/CoPP status of the site

(iii) Quality related regulatory actions– alerts/recalls/seizure/stop 
manufacturing/convictions/fines 

(iv) Vigilance related information

(v) Laboratories –National Control Labs (NCL), PQ accredited labs, 
Government approved/accredited Labs
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(vi) Regulatory framework – Laws/regulations/guidelines

(vii) (Details of the NRA) – medical products 

(viii) National/Provincial/Regional authorities-contact details

(ix) Focal point –each member country

(x) Training/conferences/regulatory events.

2. Non-public regulatory information like sharing of inspection reports, 
assessment reports, etc. subject to:

(i) Confidentiality agreement between the members

(ii) Secured platform

(iii) With prior consent of the manufacturer.

3. Channels of information

(i) List serve for time-sensitive product and site information

(ii) Social media, e.g. WhatsApp group(s), focal point group

(iii) E-Mails, dropbox, etc., for exchange of files, etc.

(iv) Develop standardised request form in English (even if the information 
sought is in another language, the response can be made in English).

The participant member country regulators reiterated their desire for a successful 
and lively collaboration through SEARN and hoped its contribution will improve 
efficiencies for timely access to affordable medical products of assured quality, safety 
and efficacy in the South-East Asia Region and beyond. 

WHO at all three levels, the country office, regional office and headquarters, was 
requested and agreed to provide support for SEARN activities. 



First annual meeting of SOUTH-EAST ASIA REGULATORY NETWORK (SEARN) 1

1. introduCtion

The First Annual Meeting of the South-East Asia Regulatory Network (SEARN) took 
place in New Delhi, India from 11 to 12 April 2017. Member States of the WHO 
South-East Asia Region had had launched the South-East Asia Regulatory Network 
(SEARN) to enhance information sharing, collaboration and convergence of medical 
product regulatory practices across the Region to guarantee access to high-quality 
medical products.

SEARN aims to promote efficiencies and enable availability of affordable and 
quality medical products through collaboration and reliance among regulators. 
The Network would take forward the aspirations of Member states in line with, 
Global Strategy and Plan of Action on Public Health, Innovation and Intellectual 
Property (GSPA), World Health Assembly Resolution WHA61.21, “Regulatory system 
strengthening for medical products”, WHA67.20 and the South-East Asia Regional 
resolutions SEA/RC59/R9 on International Trade and Health, SEA/RC62/R6 measures 
to ensure access to safe, efficacious, quality and affordable medical products, and 
SEA/RC66/R7 on effective management of medicines.

The meeting was part of the next steps outlined at the Interim Network for 
Promoting Cooperation for Regulation of Medical Products in the South-East Asia 
Region, in Bangkok, Thailand, on 17–18 August 2016. 
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2. objeCtives

2.1 General objective
The general objective of the meeting was to agree on overall strategy and working 
of the South-East Asia Regulatory Network (SEARN).

2.2 Specific objectives were to:
1. adopt governance structure, terms of reference and strategic workplan including 

priority activities agreed upon

2. establish steering group/ working groups for network of prioritized activities

3. discuss setting up on information sharing platform for SEARN.



First annual meeting of SOUTH-EAST ASIA REGULATORY NETWORK (SEARN) 3

3. opening session

Dr Manisha Sridhar, Regional Adviser for WHO-SEARO, provided an introduction 
to the meeting. Access to quality medical products is crucial for achieving universal 
health coverage (UHC) and in reaching the Sustainable Development Goals (SDG) for 
health. Regulators face a number of challenges today and these are related to the 
wide variety of medical products that they have to deal with (medicines, vaccines, 
diagnostics and medical devices). Newer products are coming into the market and the 
sentinel role of the regulator is critical for ensuring safe, efficacious and affordable 
products for their populations. She mentioned that there is a large amount of work 
which the regulator needs to do and the first annual meeting is turning to look at 
how greater collaboration may solve many of these issues.

Further, many manufacturers may not be performing the due diligence that is 
needed at the level of the regulators and it makes the regulators’ job more difficult. 
With interaction through the network and exchange of information national regulatory 
authorities (NRAs) can move forward decisively and quickly.

The South-East Asia Regulatory Network (SEARN) was the outcome of the 
assessment of the Global Strategy and Plan of Action wherein it was felt that a network 
for regulators is needed. In this context, Ms Yuwadee Patanawong, as Chair of the 
Initial Steering Group (ISG) set up in Bangkok and which has been guiding the network, 
will provide an update of ISG work up to this meeting. During this time, funding 
through a European Union project was also secured for the meeting in New Delhi. 

She hoped that maximum results are obtained through the support of each 
of the countries and NRAs in SEARN. She thanked the Regional Director for her 
continuous support. 

3.1 Opening address
Dr Poonam Khetrapal Singh, Regional Director, WHO South-East Asia Region, delivered 
the inaugural address. She said that the South-East Asia Regulatory Network is a path-
breaking initiative which it is hoped will enhance information sharing and collaboration, 
and lead to convergence of regulatory practices across the region. Many regulatory 
authorities lack sufficient technical capacity, staff and resources to perform effectively. 
Even well-resourced authorities find it difficult to thoroughly evaluate all products 
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and enforce the existing regulations. National regulators are fundamental to ensuring 
access to safe, high-quality medical products, medicines, diagnostics, medical devices 
and vaccines. Regulatory processes are vital to achieve universal health coverage and 
the Sustainable Development Goals. 

Dr Singh took note that in Bangkok last year, an Initial Steering Group with 
representatives from Thailand, Maldives, India and Indonesia was formed. This group 
ably steered the network by shaping the agenda and suggesting the priorities for 
the network’s activities under Ms Yuwadee’s guidance. She was encouraged to see 
so many key decision-makers at the meeting to take this initiative forward (see List 
of Participants in Annex 7). 

The first annual meeting is important as it defines the network’s future cause in 
very concrete terms. The adoption of a prioritized workplan and governance structure 
will facilitate cooperation and ensure learning from one another while regulating the 
vast number of products in the countries. Dr Singh explicitly stated her expectations 
out of the SEAR network, which were as follows:

1. by increasing collaboration, SEARN will enhance the ability of national 
regulatory authorities to ensure the safety and quality of medical products;

2. by working towards more streamlined work sharing arrangements together, 
new ways would be found to accelerate access to medical products;

3. consumers across the Region will have safer and better-quality medical 
products. This will benefit the vulnerable in particular who are often pushed 
into poverty when paying for low-quality or unsafe products. 

She agreed that WHO SEARO can act as SEARN’s initial secretariat to facilitate 
the network’s progress. Better access to medicines is one of the Flagship Priorities 
for the Region, she added. 

3.2 Ms Yuwadee Patanawong: Presentation by the 
Initial Steering Group 

Ms Yuwadee Patanawong, Director, Medical Device Control Division, Food and Drug 
Administration, Ministry of Public Health, Thailand, elaborated about the activities of 
the ISG. The ISG was set up in Bangkok in 2016 to guide the process until this first 
annual meeting. There were already three conference call meetings in September 
and November 2016 and on 9 March 2017 leading up to the meeting in New Delhi. 
The ISG (Report– attached at the end of the document and before Annexes) worked 
on and submitted documents for consideration of SEARN members.
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The agenda of the meeting is as follows:

1. SEARN terms of reference and Governance structure (Annex 1) 

2. Draft SEARN strategy and workplan (Annex 2) 

3. WHO National Regulatory Assessment Template for regulatory cooperation 
(Annex 3) 

4. Identifying disease-specific regulatory interventions (Annex 4)

For developing priority actions for SEARN in the short-medium term certain areas 
are identified and lead country/countries suggested to take the activities forward. 
The countries have also made presentations and given documents for the benefit of 
the participants. These are as follows: 

1. Quality assurance and standards of medical products, including labs – 
Thailand (Network of National Control Laboratories – NCL networks are 
included).

2. Good regulatory practices including GMP, GDP, etc. Indonesia (may include 
mapping activities, what exists in existing platforms). 

3. Information sharing platform – India (explore utilizing existing systems, we 
may additionally explore use of social media tools, such as twitter for quick 
communications.

4. Vigilance for medical products – India and Thailand (may suggest activities 
for vigilance of medical products including medicines, vaccines, medical 
devices and diagnostics). 

She stressed that the network shall enable sharing of information and resources 
which will help people have better access to safe, quality and effective medical 
products. The selected priorities were based on ISG discussions to take the vision 
from Bangkok for information sharing, system strengthening, convergence and 
collaboration forward. It was suggested to include all medical products – medicines, 
vaccines, biologicals, and medical devices including diagnostics. An information sharing 
platform is proposed to support the network. 

Inclusion of technical discussions in every SEARN annual meeting, e.g. on 
antimicrobial resistance (AMR), has been suggested by the ISG. 
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3.3 Remarks by Dr Henk Bekedam, WHO 
Representative to India

Dr Henk Bekedam stated that by standardizing regulations, countries can contribute 
to improving quality and access not only for the domestic market but also set foot in 
the international markets to improve accessibility. He mentioned the “Make in India” 
Campaign wherein India contributes nationally and exports medicines as well. The 
focus on quality and safety, good vigilance and regulatory practices is very important. 
When pharma companies work to meet national regulatory authorities’ standards of 
safety and quality, accessibility of products improves. 

Access to medical products particularly for new products has been a cause of 
concern in other regions as well, e.g. hepatitis C cure costs US$ 84 000 dollars in 
the United States. The drug was available for US$ 55 000 dollars in the European 
Union but with negotiations in Egypt, it was become available for US$ 900. Due to 
the availability through voluntary licences by Gilead to Indian companies, the drug 
is now available for around US$ 180. Further, in some states in India, it has been 
negotiated to US$ 120 for the whole course. Hence availability and accessibility 
has improved. The pharma industries today are doing a better job complying with 
regulatory requirements and contributing to access.

3.4 Remarks by Dr Phyllida Travis, Director, 
Department of Health Systems, WHO 
Regional Office for South-East Asia

Dr Phyllida Travis introduced the general and specific objectives of the meeting as 
approved by the ISG. 

The general objective is to agree on overall strategy and working practices of 
the South-East Asia Regulatory Network. 

The specific objectives of the meeting are to: 

1. adopt governance structure, terms of reference and strategic workplan 
including priority activities agreed upon,

2. establish steering group/working groups for the network of prioritized 
activities, 

3. discuss setting up an information sharing platform for SEARN.
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She emphasized that to achieve the desired results it is necessary to focus on 
what the network does as a collective group. A manageable set of initial activities, 
focusing on a few specific deliverables and collaborating on the same over the coming 
months and years is key to progress.

3.5 Overview of regulatory systems 
strengthening by Mr Michael Ward, 
Coordinator for Prequalification Team and 
for the Regulatory Systems Strengthening 
Team, WHO HQ

Mr Michael Ward commented on the remarkable progress that has been made in 
the last three years in SEARO to establish SEARN. The network would contribute in 
collaboration by doing things which are beyond individual action and have highest 
value to public health. Regulatory authorities are under pressure to improve the 
utilization of finances and facilitate timely access to safe, effective and quality 
medicines and other health technologies. This task has become more challenging 
due to globalization, increasingly complex technologies and from growing public 
expectations and fewer thoughts given to risks. These challenges affect everyone but 
more so in low- and middle-income countries. He mentioned that these are recurring 
themes at the International Conference of Drug Regulatory Authorities (e.g. 17th 
International Conference of Drug Regulatory Authorities (ICDRA) in Cape Town, South 
Africa, and in Singapore in 2010).

Recommendations in 2016 from the 14th and 17th sessions of the ICDRA are key 
to the discussion and the main elements of cooperative international networks are:

 ¤ The importance of reliance, transparency, trust and good regulatory 
practices, taking into account one another’s work with a view to improving 
the efficiency of a global regulatory system.

 ¤ Commit resources to form cooperative networks based on uniform standards 
and finally engage with regulators and international initiatives promoting 
harmonization and information-sharing tools for improving timely access 
to medical products.

Some of the golden rules which should be considered irrespective of the country 
or the regulatory authority are:
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 ¤ All regulatory systems should be science-based, respect international 
standards and best practices, and adopt an approach that focuses on 
what cannot be done by others by leveraging the work of trusted national 
regulatory authorities and regulatory networks for the rest.

 ¤ Importantly, collaboration should lead to mutual benefit and measurable 
public health gains. There is no shortage of regulatory networks regionally 
and globally. Avoid duplication of work by regulatory network as there are 
already some regulatory networks.

 ¤ There has to be a compelling business case and stable political will as 
collaboration comes at a cost, upfront investment and constant support.

 ¤ Effective management and administration through a well functioning 
secretariat and a well functioning steering committee. For example, in 
Africa, the African Vaccines Regulatory Forum has existed for a decade, 
started off well and then took a dip as it did not have heads of agencies, 
decision-makers. But now in a space of one year of tremendous progress, it 
has a well functioning secretariat and steering committee, has seen robust 
progress and work that happened intersessionally and by chalking out the 
main contributing players. 

 ¤ The active participation of potential stakeholders is very important – NGOs, 
industry, civil society, etc. Ownership (own it and contribute to it) is very 
important. 

 ¤ WHO will be undertaking to develop good reliance practice guidelines this 
year along with good regulatory practices that will be adopted by the expert 
committee in October 2017. The concept of reliance is very important to 
fulfill the regulatory mandates irrespective of the size of the agency and 
a regulator may be fully functional even if relying on others for certain 
regulatory functions; this is important and increasingly a necessity. WHO 
guidance and tools would be developed to assist concretely Member States 
to promote a pragmatic and transparent approach to reliance. 

 ¤ There is mutual recognition between the two largest regulatory agencies 
in the world: if United States Food and Drug Administration (US FDA) and 
European Medicines Agency (EMA) is doing something, it is germane and 
relevant to low- and middle-income countries (LMICs). We see less reliance 
in LMICs than the major players such as US FDA and EMEA. This is what 
needs to be changed. Definitions of reliance and recognition are given 
in the draft ToRs. It could also be a stepwise approach from reliance to 
recognition. Information sharing, work sharing and collaboration is needed 
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to have common standards for easier functioning. Recognition is a subset of 
reliance. For evaluation of quality, safety and efficacy of medical products, if 
one regulatory body is looking into it, then the other agency can definitely 
take advantage of the GDP, GMP and GCP inspection. However, other 
elements of regulatory systems may be country-specific such as licensing 
decisions in your country, appropriate distribution channels such as cold 
chain management for biologicals and product security, local manufacturing 
oversight and pharmacovigilance.

 ¤ In case of product lifecycle, there are opportunities for reliance, quality 
control and testing that could be looked into as well, e.g. a network of 
lot release testing (NCLs) for testing of vaccines which would be a global 
network and this network would be linked to avoid duplication of lock 
release testing work globally as well as regionally. Lot release testing and 
variations are two pressure points for vaccine manufacturers reducing the 
shelf life of needed vaccines.

 ¤ Benchmarking of regulatory systems: The system itself and the key 
regulatory functions such as vigilance, clinical trials and pharmacovigilance 
could be met by authority itself. However, if one relies on others either on 
benchmark agencies or through a network, one can be fully functional at 
this level and should be considered by the NRAs. WHO is in the process of 
developing guidance and an advocacy tool that talks about all the instruments 
that are available to WHO to facilitate in-country registration of essential 
medical products. 

 ¤ One can take advantage of the WHO pre-qualified process as well as through 
stringent regulatory agencies, a facilitated pathway to registration. Good 
regulatory practices, regulatory networking, flexible regulatory framework 
particularly in case of emergencies and reliance are a must for meeting the 
challenges of an increasingly complex global regulatory system. 

3.6 Technical session:

3.6.1 Expected outcome and deliverables by Dr Manisha 
Shridhar

Dr Manisha Shridhar outlined the expected outcomes and deliverables from the 
meeting and said the building of the network is based on progress made in the 
Region in 2015 and 2016. The concept of reliance and recognition were first brought 
to the forefront in these meetings. It is important to leverage the experience from 
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Thailand, Myanmar and Indonesia as they have been in the ASEAN network and have 
experience of different systems. They could guide to promote collaboration reliance 
and recognition for a strong foundation for the network and identify immediate 
deliverables from the network. The global medical products environment is trade 
dominated and with the wide range of medical products, it is very important to 
use reliance and recognition for effective functioning. Many of the well-resourced 
regulators are also relying on each other on the inspection of the manufacturers. 

The ISG suggested four priority areas and other countries’ NRAs were invited to 
give their inputs along with the four countries comprising the ISG. 

Mapping existing resources which are already there whether in terms of laboratory 
testing in the country, knowledge and key expertise for regulatory expertise, should 
be leveraged to the network.

Task division and sharing is essential for network members and discussions may 
focus on a number of aspects based on the presentations of countries:

 ¤ possible procedures for collaboration and reliance on what others are doing. 
e.g., adoption of PQ/Abbreviated PQ procedures could be done; 

 ¤ region-specific responses required from the network; 

 ¤ opportunities for acquiring specialized knowledge and collaborative 
procedures; 

 ¤ points of action which could be picked up;

 ¤ intelligence we could get from the markets for M&A for pharmaceuticals;

 ¤ tracking progress in different countries and procedures for securing good 
quality products in the short and long term. 

In terms of ensuring consistency in the quality of the products, it was observed 
that putting a dossier together at the national level has many forms and procedures. 
Perhaps standardization with SEARN initiative may be possible enabling manufacturers 
and industry to fast track for registration of new products. For example, FDCs for 
hepatitis C, problems faced by regulators, the effect when two drugs are combined, 
the issues of safety and efficacy not just for the product itself but also for dosage in 
administering the product, etc.. Standardizing of forms in the countries will reduce 
costs and time delays of launch of products in the domestic markets. In case of 
vaccines, collaboration and procedures are more mature, being a clearly defined area, 
and appropriate inputs from the vaccines experience may be extended to medicines. 
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Additional aspects to be considered are: 

 ¤ post-marketing surveillance and vigilance of medical products. 

 ¤ monitoring use of products.

 ¤ distribution channels for the products which add to costs and time delays 
and may also result in product degradation.

 ¤ manufacturers may not be interested to pursue dossiers in countries with 
small populations.

Terms of reference for the Network were agreed in the Bangkok Meeting and 
the ISG to SG transition is necessary. Through the “Enhancing access and innovation 
to medical products in developing countries in the context of the Global Strategy 
and Plan of Action on Public Health, Innovation and Intellectual Property" certain 
funds from the European Union were obtained that have supported the meeting. 
A sustained budget and finance resource mechanism through project proposals to 
Wellcome Trust and Bill and Melinda Gates Foundation needs to be explored.

Technical presentations
Technical presentations and papers were presented on all the four priority areas. 
Based on the presentations and papers, detail discussions followed in the group work 
section. The outcomes are presented as follows: first the technical presentations and 
then the discussion outcomes were outlined in a table. Further comments on the 
priority areas (as identified during further comments made in the plenary sessions) 
are placed after the tabulated outcomes. 

3.6.2 Priority 1: Quality assurance and standards of 
medical products, including labs – Thailand (Network 
of National Control Laboratories – NCL included) – 
Coordinator: Thailand

Thailand, as the lead country in the area of “Quality assurance and standards of 
medical products”, suggests the possibility of cooperation among members towards 
strengthening the regulatory system and promoting quality assurance and standards 
of medical products. The cooperative activities include: 

1. Members will share and learn from others’ regulatory experiences and best 
practices through the meetings or training seminars.
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2. Members will participate in the exchange programme visits to promote 
cooperation for regulatory processes.

3. Members will participate in the national and international events organized 
by the Members, where the events are relevant matters and priority needs.

Contributions to the Network:

1. Provision of training in the following areas:

(a) quality control of pharmaceutical products, vaccines and biological 
products

(b) production of reference substances

(c) preparation, calibration and management of reference standards for 
vaccines

(d) quality management system based on ISO/IEC 17025 

(e) pharmacovigilance

2. Establishment of information sharing for vaccine lot release among SEARN 

3. Provision of laboratory service for vaccine testing

The discussion on Thailand’s presentation focused on how quality is vital to 
regulators tasks. Information sharing to: 

 ¤ review the dossier , 

 ¤ evaluation of protocols for HIV diagnostic kits for quality, 

 ¤ procedure for doing local clinical trials and for in vitro diagnostics,

 ¤ test kit for glucose 6 phosphate dehydrogenase assay kit (colorimetric) - 
G6pd Test Kit and 

 ¤ the plasmodium vaccine. 

 ¤ work with WHO to develop common submission template as it would be a 
good opportunity to do core operation in evaluation of these products and 
do prequalification of these kind of kits. 
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Discussions points of Group 1: Quality assurance (QA) and 
standards of medical products including laboratories

Discussion outcomes from quality assurance and standards of  
medicinal products including laboratories

Objective 
(What do you want to 

accomplish?) 

Activities 
(How are you going to 

accomplish the objective?)

Outcomes 
(What are the 

desired results?) 

Medicines

Build the national 
level capacity for 
testing of anti-TB, anti-
malarial, anti-retroviral, 
antibiotics, anti-diabetics 
for assuring quality, 
safety and efficacy of 
such products.

1. Develop reference 
standards.

2. Provide the reference 
standards free of cost 
initially for certain period.

NRA capacity 
enhanced

Testing of API for 
assuring quality and 
safety of APIs produced/
used in SEARN countries

1. Provide technical support 
on the capacity of 
testing so that other 
countries can focus on 
development in this area.

2. Identify the list of 
laboratories for API 
testing and their 
accreditation.

API testing network 
developed for 
SEARN 

Vaccines

Develop common 
standards and reference 
standards for testing of 
vaccines for diphtheria, 
polio and JE, hepatitis B 
and rabies

1. Develop the common 
standards through 
collaboration among the 
members.

2. Provide the reference 
standards to other 
members which do not 
have the laboratory 
testing capacity.

Common standards 
for selected vaccines 
for assuring their 
quality, safety and 
efficacy

SEARN countries 
have access to 
reference standards.
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Diagnostics

Strengthen the capacity 
and capability for 
registration of diagnostic 
kits.

1. Develop the regulatory 
framework for registration 
and market authorization 
based on risk-based 
classification.

2. Promote exchange visits 
and sharing of information 
of registration/regulatory 
practices among the 
SEARN countries.

Regulatory process 
for registration 
of diagnostics 
developed for 
assuring their 
quality

Medical devices

Strengthen the capacity 
and capability for 
registration of medical 
devices.

1. Develop the regulatory 
framework for registration 
and market authorization 
based on risk-based 
classification.

2. Exchange joint visits and 
sharing of information on 
registration/regulation 
practices among SEARN 
countries.

3. Promote participation of 
regulatory authorities in 
training programme.

4. Share information on 
the training/workshops 
among SEARN countries

Assuring safety and 
performance of 
medical devices.

Specific comments made by countries on Priority 1

1. Suggestions to promote development and validation of new test methods

 ¤ Share information among the SEARN members

 ¤ Provide a platform for sharing such information and for scientific deliberation 
through seminars/meetings.

 ¤ Create a Panel of Experts in the SEARN countries for validation of new test 
methods.
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2. What actions should be taken to address the issue of substandard and 
falsified medicines (SF) including access to the global database?

 ¤ Strengthening of the regulatory system including the effective enforcement 
activities.

 ¤ Share information on detection of such products among SEARN countries 
through rapid alert systems for regulatory action at their national level. 

3. Leveraging existing mechanisms and resources to achieve immediate result

 ¤ WHO SEARO Office to explore all available prospects including WHO HQ for 
finances enabling the network to perform the capacity-building programmes 
and accomplish the objectives of SEARN

4. Which aspects should be taken first and which later and timelines

 ¤ Activities should be prioritized as under:

 — Conduct gap analysis and benchmarking and draw an action plan for 
SEARN 

 — Development/sharing of reference standards for the antibiotics, anti-TB, 
anti-malarial, HIV and anti-diabetics. 

 — Development of reference standards for diphtheria, polio, hepatitis B, 
JE, rabies. 

 — Providing/sharing of national control laboratory services for medicines 
(post-marketing testing of medicines).

 — Capacity including skills development through exchange/twining 
programmes 

 — Development of the standards and SOPs. 

5. How will the work output interact with information sharing platform in 
network activities

 ¤ Create SEARN portal to share information on activities and progress 

 ¤ Hyperlink with the websites of the NRAs

6. Which NRA will take the lead role?

 ¤ NRA for primary responsibility can be chosen among the major medicine 
producing countries and to co-assist NRA can be adopted from the remaining 
SEARN countries.

7. Identify suitable facilitator in WHO

 ¤ SEARO Office may identify suitable facilitator 
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Concerns highlighted by countries on Priority 1

1. Development of reference standards and provide such standards free of 
cost for a period of time: As far as medicines is concerned, one of the important 
concerns is the development of reference standards 

 ¤ provide such standards free of cost for a period of time. Some of the Member 
countries have already developed those reference standards unlike others 
which don’t have the capacity. For those medicines for which reference 
standards have not been developed, they must be defined as well. The 
countries who have well defined reference standards must help others in 
standard setting by information sharing. 

 ¤ Cost of reference standards – products which are used for setting reference 
standards, discuss the financing scheme for reference standards.

The responsible countries are Thailand, India and Indonesia and the suggested 
timeline is 6 months from now, October 2017. 

 ¤ Considering the disease burden in these member countries and also quality of 
antibiotics is very important to contain the problem of AMR, the medicines 
identified for reference standards are: antibiotics, anti-TB, anti-retroviral, 
anti-malarial and anti-diabetics for assuring quality, safety and efficacy of 
such products.

 ¤ Whether reference standards can be provided free of charge or not, countries 
should decide; it takes time and transportation. Reference standards should 
be accessible. 

2. Testing of API for assuring quality and safety

The second recommendation relates to the testing of API for assuring quality and 
safety of API being produced and being used by member countries. To ensure quality 
and safety of APIs, provide technical support on capacity of testing, those MS who 
have already developed tech support can provide to other MS.

 ¤ Identify list of labs for API testing based on accreditation, qualification or 
certification criteria, ISO standards or WHO prequalified, they can provide 
technical support and testing facility. The responsible countries are India, 
Thailand and Indonesia. The timeline is 6 months from now, or October 2017. 

 ¤ There should be common standards for certain vaccines, diptheria, polio, 
japanese encephalitis, rabies vaccines and hepatitis B. The common standards 
could be developed by mutual consent and collaboration between the 
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Member States and if any member already has the reference standards, 
they could share the reference standards with other Member States which 
don’t have for laboratory testing. The countries responsible for this testing 
are Indonesia, Thailand and India with a timeline of a year or April 2018. 

3. Case of diagnostics

In case of diagnostics, some of the Member countries do not have marketing 
authorization or licensing. The activities which need to be done to strengthen the 
capacity and capability of registration of diagnostic kits are:

1. Regulatory framework for registration and market authorization based 
on risk-based classification. Some of the Member States have the legal 
guidelines for classification as well as regulation for sale of such diagnostic 
kits which can be shared.

2. Develop regulatory framework, exchange visits and sharing of information 
from countries where such guidelines have been developed could be shared 
with other countries. The responsible countries are Thailand and India 
within one year, i.e. April 2018. Strengthening of capacity of registration 
of diagnostic kits will ensure their quality.

3. Medical devices registration is similar to in vitro diagnostics. Registration is 
based on risk-based classification and exchange of joint visits and sharing of 
information on registration and regulation practices among the countries. 
Regulatory authorities should be promoted to participate in training 
programmes and sharing information among SEARN countries during the 
training programme. The countries responsible for this are Thailand and 
India with a timeline of one year (April 2018). The outcomes would ensure 
safety and efficacy of medical devices. 

4. Medical devices: Strengthen the activities of the medical laboratories as it’s 
a struggle so those countries like Thailand which have the capacity should 
help others. Some of the countries may not even have the framework for 
this task. 

5. Promote development and validation of new test methods

Recommendations specific for Priority 1

 ¤ Share information among SEARN members, provide platform for sharing 
such information and for scientific deliberation through scientific deliberation 
through seminars, trainings, workshops or meetings. 
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 ¤ Create a panel of experts in SEARN countries for validation of new test 
methods.

 ¤ Strengthen regulatory system and sharing of information about substandard 
or falsified medicines for immediate regulatory action in SEARN countries. 

 ¤ Leverage existing mechanisms to enable the network to perform capacity-
building programmes and accomplish the objectives of SEARN. 

Which aspects should be taken first?

 ¤ Immediate activity: conduct a gap analysis through benchmarking and draw 
an exam plan for SEARN members

 ¤ Development and sharing of reference standards for 5 categories of 
medicines

 ¤ Development of reference standards for 5 categories of vaccines identified

 ¤ Provide national control lab services for medicines for post-marketing testing 
of medicines

 ¤ Develop the capacity including skill development through exchange and 
training programme

 ¤ Develop standards and standard operating procedures

Information portal 

A SEAR portal should be created to share the information on 

 ¤ activities performed, and 

 ¤ the progress on each of the activities 

The portal could be hyperlinked with the NRAs of Member countries. WHO 
SEARO could identify a suitable facilitator. 

Indonesia and Thailand wanted the focus to be on diagnostics. Indonesia has a 
procedure of registration but that is not the case with all countries. The countries are 
waiting for the framework of WHO and working on that. Thailand, Indonesia and 
ASEAN have some kind of experience in exchange of reference standards and also 
with vaccines. In case of India, it needs more detailed framework and a plan of action. 

 ¤ It is also good timing to look into more networking and a better structure 
for the quality labs. Who can help whom?

 ¤ Cost of reference standards: products which are used for setting reference 
standards, discuss the financing scheme for reference standards.
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Be realistic about the diagnostic kit timelines. 

Further comments

thailand

Cost of testing the drugs is higher. Testing labs cost more than medicines and 
diagnostics-HIV, and the cost is very high. Timeline to be taken into consideration 
for setting regulatory standards and framework/legislation – the specific country 
has to take the lead. 

india

Wherever support is required through interaction, sharing of information could be 
completed until April 2018. We cannot comment on the how much time a particular 
country will take to prepare the framework.

indonesia

Reference standards for medicines – the cost of production is going higher. Training 
to prepare or produce the reference standards is proposed by Indonesia. 

bangladesh

The approach should be more realistic and pragmatic so that we can have effective 
implementation. From WHO, persons should be designated as facilitators for 
pharmacovigilance and quality so that Member countries can have the required 
information. Secretariat should facilitate sharing of information regarding training 
programmes being held in different SEARN countries. 

Mr Mike Ward stated that the goal should define the policy and operational 
framework here and manufacturers should have a quality management system. There 
is a need to establish a pragmatic approach to medical devices and IVDs. 

3.6.3 Priority 2: Good Regulatory Practices including 
GMP, GDP etc.: Coordinator –Indonesia (mapping 
activities, what exists in place)

The activities under GRP priority area are to be designed to fulfill the needs of 
regulatory system strengthening in SEARN countries by knowledge sharing on the 
applied best practices and capacity-building programme to support the regulatory 
decision making process in the respective SEARN country. 
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Accordingly, initial activity should focus on identifying the needs of improvement 
and gaps in the current regulatory systems among SEARN countries. The obtained 
information will be used in developing appropriate programmes, as well as monitoring 
and evaluation.

Expected benefit for regulators in SEARN countries: 

 ¤ Stronger basis for technical decisions based on GRP standard

 ¤ Harmonious interpretation of standard and technical requirements used by 
SEARN countries

 ¤ Stronger mutual understanding and trust

 ¤ Strengthened overall capacity as to ensure that medical products of assured 
quality, safety and efficacy, become accessible to SEARN countries 

Proposed components of collaboration 

1. Mapping on the activities of GRP in each SEARN country, in particular on the 
implementation of GMP, GDP, and other critical technical practices of medical 
product regulatory authorities

Activities:

 ¤ Developing mapping tool (questionnaire/table/format). The questionnaire 
among others is aimed to collect information on the policy of licensing, 
inspection and others related to GMP, GDP, etc. among SEARN countries 

 ¤ Circulating the mapping tool among SEARN countries

 ¤ Summarizing and analyzing the mapping information and using them to 
create the needed collaborative programme for SEARN countries

2. Training need analysis (TNA)

Activities:

 ¤ Circulating questionnaire/table requesting SEARN countries to submit their 
TNA according to their need on topic regarding current technical standards 
for GRP such as GMP, GDP, etc.

 ¤ Requesting SEARN countries to propose facilitators from SEARN countries 
who are expected to deliver the topic on the training.



First annual meeting of SOUTH-EAST ASIA REGULATORY NETWORK (SEARN) 21

3. Workshop training on current topics on GRP, in particular on GMP, GDP

Activities:

 ¤ Conducting numbers of workshop training on current technical standards.

 ¤ Involving numbers of SEARN country’s expert on respected topics. 

4. Joint programme (visit, inspection, technical problem solving)

Activities:

 ¤ Visiting the GMP Inspectorate in countries with good inspectorate system 
(outside SEARN countries) as a benchmark or the Inspectorate in SEARN 
country that is in a need to be improved.

 ¤ Joint visit inspection programme to a pharmaceutical industries

5. Development of centre of excellence for GRP in SEARN countries, focusing 
on GMP and GDP as a long-term goal

6. Identification common information on GRP among SEARN countries that 
can be shared in the information sharing platform

Surveillance of medical products once placed on the market or made available for 
use to achieve public policy objectives is vital. Three main pillars of good regulatory 
practices are: competency of pre-market control based on scientific basis, consistency 
and accuracy of post marketing control and using risk management principles. 
Promoting collaboration, convergence and alignment of regulatory approaches and 
requirements on medical products throughout countries in SEARN based on GRP 
focusing on good sufficient, review, manufacturing and distribution practices while 
respecting existing national decision making processes will be important.

Indonesia provides training (in 2008, 2009 and 2014) for strengthening of 
capacity of regulatory officers in collaboration with WHO global learning platform 
on vaccine quality and many activities on clinical trial authorization. Another training 
on good clinical practice inspection (2009 and 2014), evaluation of clinical data 
(started in 2009 and latest in 2016). There are also activities on WHO global learning 
opportunity (GLO) on vaccine quality. Indonesia resource persons support local NRA 
to do clinical trial authorization course, they are in Malawi, GCP inspection course 
in Zimbabwe and China, GCP inspection course in Philippines in 2008, collaboration 
with other centre clinical trial centre course in South Africa. They have been invited 
by WHO as facilitators for training and observe inspection for India, China and Viet 
Nam. Indonesia encourages MoUs for , strengthening capacity for post market control 
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on authority and surveillance activities and are in communication with Nepal where 
an MoU for strengthening capacity on marketing authorization, quality management 
system is being negotiated. 

Discussions: In India a WHO collaborating centre at the National Institute of 
Biologicals in Noida for excellence in in vitro diagnostics area and broad area of medical 
devices and the issues of quality control testing and lot release testing of diagnostics 
in HIV, Hep B and hepatitis C, and Syphilis Serology Kits, is at an advanced stage of 
approvals. Joint training workshops for safety of invitro diagnostics including HIV 
and CVHPV and also the quality of blood group serology testing and TTI testing for 
blood safety and haemovigilance agenda in the country and South-East Asia Region 
hosting an annual course at the NIB for quality and safety of in vitro diagnostics has 
been discussed. 

Dr Mike Ward spoke about the global learning opportunity which is open to any 
regulatory authority globally, it is a standardized, interactive course with approached 
problem solving and hands-on training. A mentorship platform has been developed 
and there would be three cohorts this year where a mentor would be made available 
for course registration. In terms of long-term objectives, there is a need for different 
leading institutions at the highest level, which would be accredited by WHO and the 
curriculum would be set and work would be done with different institutions to see 
what is needed in different regions of the world. 

Good submission practices was developed by industry based on WHO’s APAC 
guidance on good review practices and now known as WHO good registration 
practices. There is a very comprehensive guideline based on OECD, APEC in case of 
medical products. Transparency is important from regulatory perspective, predictability, 
consultation and rule making is very important, these are the best practices in the 
region. 

Discussions points on Priority 2 

The points of discussion focused on the fact that good regulatory practices (GRP) 
vary from country to country. 
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Discussion outcomes from good regulatory practices (GRP)  
in medical products

Objective Activities Outcomes

Medicines and vaccines

Transparency  ¤ Implementation of GRP through 

 — e-governance (Electronic system 
in place), 

 — voluntary agreement on sharing 
of minimum information 

 — Summary of product assessment 
report

 — Prepare of checklist for 
regulatory science and Identify 
reference countries as tools 
to support evaluation process 
(for MA), inspections and other 
regulatory functions, start from 
IDP

Availability of minimum information 
on the Regulatory website (product, 
manufacturer, distributer, retailers, 
importers, etc.)

Minimum information 
on the regulatory 
website to support 
decision making 
process in ensuring 
Quality Safety and 
Efficacy of medicine in 
SEAR countries

Improve Access 
to medicine in the 
emergency situation

Competency  ¤ Training need analysis 

 — Training on : Global 
Benchmarking Tool, QMS, 
access to medicine and vaccine 
in case of emergencies

 ¤ Identify relevant training conducted 
world wide

Build confidence 
and trust among all 
stakeholders

Consistency  ¤ IDP component of GRP, QMS, good 
management system, regulatory 
impact assessment, training and 
human resources

Improve capacity 
on ensuring safety, 
quality and efficacy of 
medicine

Predictability Establishment of timelines for various 
regulatory function

Improve capacity 
on ensuring safety, 
quality and efficacy of 
medicine

Accountability  ¤ Written responsibilities in place

 ¤ Well defined regulation, guidelines, 
SOP, etc.

building confidence 
and trust among 
stakeholders, ease of 
doing business
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Specific comments made by countries on Priority 2 

Medical devices especially IVD was discussed, Indonesia would like to participate in 
the area of mapping exercise of medical devices.

Bangladesh: all the regulatory agencies are not in the same situation. WHO 
should assist the weaker regulatory agencies by assessing their system and share a 
roadmap to develop their capacities. 

Bhutan: There is a need to figure out the realistic goals. Specificity is needed and 
do a situation analysis of our region: wWhere do we stand in terms of our capacity, 
lab set-ups, cluster countries according to achievements and presence of resources. 
We can share reference standards, training and information about manufacturers, 
products, stakeholders etc. but transparency and accountability cannot be transferred 
from country to country. 

Indonesia and Thailand also proposed to use the global benchmark assessment 
tools: Mapping is good but assessment of existing resources is important using global 
benchmarking and assessment tools. 

The information shared on each regulatory authority’s website is different. Each 
NRA by their own means and own reality have implemented the principles of GRP into 
their system. What matters is that the principles of GRP are adopted in the system. 
In GXP-NRAs oversee how industry manufactures drugs.

3.6.4 Priority 3: Vigilance for medical products in India

Dr V. Kalaiselvan, Principal Scientific Officer, Indian Pharmacopoeia Commission (IPC) 
made a presentation on the existing pharmacovigilance and other monitoring system 
in India. Pharmacovigilance programme of India is a stable system to monitor safety 
of drugs and has four important aspects: 

1. Government of India with continuous support from Ministry of Health and 
Family Welfare (MOHFW) 

2. Central Drug Standard Control Organization (CDSCO) (Indian NRA)

3. Indian Pharmacopeia Commission (IPC) - National coordinating center for 
pharmacovigilance programme of India

4. Legislation i.e. Drug and Cosmetic Rules 1945 amended
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IPC plays a pivotal role in ensuring quality and safety of drugs and provides 
technical support to the regulator for decisions in terms of quality, safety and 
producing reference standards for approved monographs. The IPC publishes the 
Indian Pharmacopeia which is the legally acceptable book of standards for drugs and 
cosmetics in the country. IPC is also producing reference as well as impurity standards 
for approved monographs. It is responsible to promote rational use of generic drugs 
by bringing out the guidance document known as national formulary of India and 
is published periodically. The IPC also coordinated pharmacovigilance programme of 
India as the national coordinating centre for pharmacovigilance

IPC in India has built very effective communication and networking with four 
important stakeholders as per the international standards of pharmacovigilance. It 
has regional ADR monitoring centres, marketing authorization holders reporting to 
current system of pharmacovigilance. As per the norms of WHO, the programme is 
integrated with many national health programmes to monitor the safety of vaccines 
and drugs used in the programme and there is the facility for patient direct reporting 
to pharmacovigilance programme in India. There are 210 adverse drug reaction (ADRs) 
monitoring centres established all over India, including government hospitals, TB 
treatment centres, HIV treatment centres and 6 active surveillance sights to monitor 
the safety for bedaquiline used to treat active tuberculosis. It is specifically used to 
treat multidrug-resistant tuberculosis (MDR-TB). The system of monitoring of BDQ is 
established: two in Delhi, one in Ahmadabad, one in Mumbai, one in Chennai and 
one in Guwahati. Patients have been enrolled in this programme and there is a system 
of active surveillance. There are provisions of passive and active surveillance in Indian 
pharmacovigilance system as follows: 

Passive surveillance process is through the following: suspected ADR reporting 
form to report ADR, medicine side-effect reporting form in regional languages for 
patients to participate in this programme, toll-free helpline in urban and rural part of 
the country and mobile app for ADR reporting.

Active surveillance process is through specially designed cohort event monitoring 
forms, and India-specific IT tools for monitoring the safety of active surveillance. For 
example TB programme has NIKSHAY (TB electronic software) and PvPI has Vigiflow 
and other tools of UMC. A bridge application will be connecting NIKSHAY and Vigiflow 
and seamless data would be transferred from NIKSHAY to Vigiflow and whole data 
mining and data transfer would be transferred to India Pharmacopeia Commission 
as the national centre. 
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The WHO grading of completeness score from India is around 0.86 and is 
above the average score of 0.5 of many other countries. Data is submitted to WHO 
monitoring centre on regular basis and each submitted ADR and ICSR are subjected 
to quality assessment. 

The NRA assessment for ensuring regulatory and pharmacovigilance on Global 
Benchmarking Tool held during 13–15 February 2017 attained 100% at maturity level 
4 which is the highest rank according to WHO standards. This was an improvement 
over the NRA assessment in 2012 where it was 86%. 

There are 44 SOP procedures as per the international standards quality 
management systems. 

Discussions points of Priority 3 – Vigilance for Medical Products

The role of Vigilance for Medical Products for safe medicines in circulation with 
continued oversight for safety by regulatory authorities and its allied institutions was 
discussed. To improve spontaneous reporting links to professional bodies like medical 
associations could be made. Newsletters covering PVP (pharmacovigilance) could be 
made available to all through information sharing platform. Reporting with mobile 
networks could also be explored. In order to ensure transparency and accountability, 
particularly the data mining or drug alerts, the SMS facility of PVP in India could be 
extended to neighbouring countries to send drug alerts via email or SMS and vice 
versa with immediate effect.

Discussion outcomes from vigilance for medical products

Objective Activities Outcomes

Medicines

Safe medicines assured 
in circulation and 
continued oversight for 
safety by regulatory 
authorities or allied 
institutions

Mapping of existing 
regulations for 
pharmacovigilance, 
practice, and training needs 
assessment

Existing situation 
and the training 
needs of countries

Advocacy Increased awareness of the 
healthcare professionals for 
pharmacovigilance

Advocacy materials
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Discussion outcomes from vigilance for medical products

Objective Activities Outcomes

Capacity building on 
pharmacovigilance 
methods and reporting

Information technology 
tools for pharmacovigilance 
reporting including mobile 
app etc. 
Capacity building 
workshop on setting up of 
pharmacovigilance methods 
and reporting in public health 
programmes

Exchange of best 
practices and 
leveraging the 
existing knowledge 
and expertise in the 
countries on the 
region.

Capacity building on signal 
detection techniques

Expertise of 
signal generation, 
validation and 
analysis established

Transparency and 
accountability

Sharing of drug alerts and 
safety concerns by SMS, 
email

Safety concerns 
shared rapidly 
through network

Share best practices on 
pharmacovigilance including 
for traditional medicines

Exchange of 
information

Vaccines

Media communication Communication strategy 
development and sharing of 
best practices 

AEFI system 
strengthening

Active surveillance on 
vaccines of current 
interest and setting up 
and strengthening AEFI 
Surveillance systems

Diagnostics

Setting up of safety 
monitoring system for 
medical devices and in-vitro 
diagnostics

Systems for safety 
of medical devices 
set up/strengthened
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Discussion outcomes from vigilance for medical products

Objective Activities Outcomes

Medical devices

Situation analysis Mapping of the existing 
regulations for device/
Dx pharmacovigilance, 
practice, and training needs 
assessment

Training needs 
identified

Systems strengthening 
and collaboration

Technical support by 
NHSRC, WHO CC for 
Priority Medical Devices 
and Health Technology 
Policy, India for setting up 
of safety monitoring system 
for medical devices and in 
vitro diagnostics for SEARN 
countries

Share best practices including 
the guidance and support for 
testing of medical devices

Assuring safety of 
medical devices and 
diagnostics

Participation in WHO Global 
Medical Device Forum in 
India in 2018

Strengthen quality 
control and testing of 
IVDs

Technical support by National 
Institute of Biologicals, India 
for the quality control and 
testing of IVDs in SEARN

Expertise 
established for 
IVDS quality control 
among countries

Specific comments made by countries on Priority 3 

For Medical devices mapping is required of regulations and practices of each and 
every country. In India, it is done with the National Health Systems Resource Centre 
(NHSRC) which is a WHO collaborating centre and will play a major role in this area 
along with PvPI.

One dedicated regional briefing workshop for IVDs to share WHO pre-qualification 
programme of IVDs for both regulators and manufacturers may be actively considered. 
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3.6.5 Priority 4: Information sharing platform presentation 
– India (explore utilizing existing systems, use 
of social media tools, such as Twitter for quick 
communications) Coordinator: India

The Information Sharing Platform was presented by Mr Chandrashekhar and covered 
the following: 

 ¤ areas of information sharing 

 ¤ means of information sharing

 ¤ mode of communication

 ¤ CDSCO e-governance initiative

 ¤ regulation of e-pharmacy

A. Areas of information sharing:

1. Laws/rules/regulations/guidance including their updates

2. Accelerated regulatory approvals in case of international and national health 
emergencies

3. Quality related issues between importing and exporting countries

4. List of manufacturers including the product approvals in generic names 
including other certifications like CoPP, EU WC, etc.

5. List of drug testing laboratories operated by the government and private 
companies along with other certification/accreditation held, if any

6. Regulatory events/workshops conducted

B. Means of information sharing:

1. Establishing contact points for sharing of information 

2. Creation of IT platform

 ¤ Develop an IT platform for sharing of relevant regulatory information 
with support of WHO SEARO.

 ¤ Constituted working groups may deliberate modalities

 ¤ Provide links of members on their official websites

 ¤ India’s experience on IT enabled services

3. Sharing of links of the NRA websites where manufacturing and product 
information is published
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C. Mode of communication

1. By way of e-mails, telephonic communication

2. Social media such as Twitter (for emergency alerts)

A presentation on SUGAM, e-Governance portal for Central Drug Standards 
Control Organization (CDSCO) https://cdscoonline.gov.in was made. The portal has 
changed the following: 

1. Avoiding manual processing of bulky applications to NRA

2. Time-consuming inter-departmental communication

3. Absence of centralized database for drugs, manufacturers, permissions

4. Poor reachability of citizen centric information

5. Cumbersome fee submission process.

The information portal brings together government, citizens, regulatory body, 
pharma industry and the medical fraternity for better access to medical products. 

Discussions points of Group 4 – Information sharing platform 

Information sharing is across different categories such as medical devices, medicines, 
vaccines, etc. The group has deliberated those activities which can be achieved using 
the existing resources and recommendations are not in the format as has been divided 
by the WHO.

The activities which should be made available in the public domain and published 
by each country on their website is listed. The members have not expressed any 
concern or reservations regarding the publishing of this information.

1. Product approval information as to when the product was approved including 
product information literature (PIL).

2. Licensing and GMP compliance of the site to identify the safety and 
genuineness of the product to prevent the usage of SF products. Other GMP 
certification can also be mentioned on the website of the NRAs.

3. Quality related regulatory actions: Some of the members have reservations 
to publish on their national websites, alerts, recalls, stock manufacturing. 
This would be shared on request through contact points which have been 
assigned on behalf of each Member country. 

4. The information of cooperation from 3 groups will be shared through this 
information sharing platform on pharmacovigilance and other vigilances, etc. 
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5. Sharing of information of the national control laboratories. Every country has 
their national control laboratory and the capacity and competency of these 
laboratories to analyze the medical products designated for these countries. 
Sharing of information about these laboratories is essential as this would 
facilitate other countries to test their samples in these laboratories, utilize 
the resources of these countries. 

6. Regulatory framework: What are the laws, regulations and guidelines that 
are involved in the particular NRA regarding the medical product regulation, 
that need to be published on the NRA website. The contact details of the 
authorities, national authority for medicines, traditional medicines, medical 
devices, cosmetics etc. and the structure and function of the respective 
authority and the level at which they are working i.e. regional, provincial 
or national and whom to contact. In most of the countries, NRAs have 
their details but encouraging other countries who haven’t shared such 
information to share on the respective websites of the NRAs. The focal 
points are very important and each Member country must identify the 
focal point for exchange of information. Complexities are there regarding 
the export of substances, etc. so its important to discuss and resolve such 
issues between the focal points for each of the countries and find out the 
logistics. Sharing of information on training, conferences on regulatory 
issues at the multilateral fora should be shared among Member countries 
attending. Certain information may not be shared: non-public regulatory 
information which cannot be shared on the website (in public domain) such 
as inspection and assessment reports. It is up to the Member countries as 
to how they would like to do it. Two Member countries can share it on 
grounds of confidentiality as per their mutual consent deciding the terms of 
the confidentiality agreement. They may or may not share it on the websites 
of their NRAs. Sharing of the information on inspection report will be with 
the prior consent of the manufacturers. Some domestic laws may not need 
consultation with the manufacturers whereas other countries need to consult 
the manufacturers before sharing the inspection reports.

7. Secured platform requires resources. A secured platform can be aimed at 
for information sharing between Member countries and depending on the 
number of queries between the members. 

8. Channel search information: Whenever there are major changes regarding 
the sites and products, there can be alerts to the Member countries about site 
changes. A Whatsapp group for the focal points was suggested. Whatsapp 
communication has been very successful. Other 3 groups can also have 
Whatsapp groups between the focal points for quick sharing of information. 
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9. If English is not the official language of the country, there could be availability 
of standardized forms in English wherever it is possible.

These are the areas where the group has agreed and the recommendations 
have been made. 

Specific comments made by countries on Priority 4

The participants were informed that the SEARN webpage has been developed by 
SEARO as at Bangkok it was decided to set up a platform. In this way, the world can 
know that the network exists and sharing information can begin on the website. 
An internal WHO system (Easycollab) which goes through the WHO server which is 
basically a list serve shall facilitate the focal points from different countries to upload 
the documents and share information securely. If they have any questions about the 
SOPs etc. immediately all the focal points will receive the same information and it’s 
a very secure platform 

Mr Mike Ward stated that the value of the network is to define the minimum 
regulatory information that should be on each NRA’s website. As a network, this 
information should be there. Transparency, accountability, GRP etc. is essential 
information for industry, patients and for other members of the network. If we are 
really going to promote the concept of reliance, one should have this information 
on your own website. The concept of language is very important. The standardized 
request form would be developed and would go through the focal point and then 
at least that summary could be made available in English language. This information 
set should be provided for all RAs, they should all aspire to get this information up 
on their websites in a decent amount of time.

3.6.6 Theme B: Governance structure and financing 

Very detailed discussion took place on governance structure and financing. Indonesia 
expressed concern that while it agrees with the deliverables of this TORs and confirms 
the steering group in six months like public communication on SEARN websites, there 
are procedures which they may have to undergo to make these deliverables happen. 
The question of inter-government procedures was also discussed. The Steering Group 
as identified will be entrusted with the task to drive SEARN forward with the support 
of WHO SEARO as the Secretariat. A Regional Committee Agenda item making a 
reference to SEARN would be proposed for the Seventieth Session in 2017. 
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Governance and terms of reference and workplan

Steering group 

 ¢ 3 members for continuity- India,  Indonesia, Thailand + 2 Members – Sri 
Lanka (chair of the next meeting ) and one  member to be nominated 
by consensus – Bhutan  for the next meeting 

 ¢ Review the  workplan of the Working groups

 ¤ Agree to Annex 1 (Terms of  reference )  and in principle (long-term 
collaboration for further discussion)  Annex 2 Workplan of the Network

 ¤ Include SEARN in the RC agenda

 ¤ Preparation of  the next meeting including at least one  face-to-face meeting  
before annual meeting  next year (late August)

 ¤ Confirm the logo of  the Network 

Identifying key deliverables and six month details to be 
finalized by SG

 ¤ Information  in public domain:  communication on SEARN website 

 ¤ Closed information among regulators/focal points on agreed areas on 
SEARN website 

 ¤ Situational analysis 

 ¢ survey/country to suggest as to information to be available on – 
websites 

 ¢ Survey – Areas of reliance

 ¢ Leveraging the Jakarta workshop for benchmarking/ pharmacovigilance 
meeting in India, GHT next annual conference in Delhi   

 ¤ Launch listserv  for real-time  alerts and Whatsapp groups for informal 
communication through identified focal points 

 ¤ Quality and safety

 ¤ Leverage already planned activities in  2017-18

 ¤ Inter-sessionally secretariat will  develop proposed plan of  activities for 
ratification by steering group (SG)

 ¤ Confirm date and venue of next meeting: in Sri Lanka in March 2018
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3.6.7 Technical session on antimicrobial resistance: 
SEARN contribution for AMR

A presentation on antimicrobial resistance (AMR), its relevance to 
the objectives of the network and what the regulators can do to 
prevent AMR was made by Dr Klara Tisocki 

Antibiotics are the miracle drugs of modern medicine. Mortality rates from 1900s 
have fallen dramatically with the introduction of penicillin. If we will not have effective 
antibiotics in the upcoming years, we will see a reversal in this trend. There are different 
contributing factors to AMR such as the over/under/inappropriate use of antibiotics 
either in people or humans, environmental or health issues, lack of access to clean 
water that promote infectious disease and overuse of antibiotics. 

According to the WHO Global Survey and Monitoring System for Substandard and 
Falsified Products the highest number of products in this database are antimicrobials, 
antiparasitics and anti-infectives. Thus they are commonly found to be of poor quality, 
badly manufactured or falsified. If we look at the falsified antibiotics, almost half 
are targeting four main active ingredients amoxicillin, sulfamethoxazole, ampicillin, 
fenoximethylpenicillin. All of these are cheap, easily accessible medicines all over 
the world and often used broadly in developing countries. The level of resistance is 
becoming too high and so now many of them are not useful at all. 

Recently in February, WHO released the ’Bad bugs no drugs list’ 1. There 
are bacteria which often cause serious infections in hospitals and also in the 
community. The drugs used in treatment are carbapenem and if the bacteria 
become resistant to carbapenem as well, there is barely any option left to 
treat the disease. 

Many areas in Global Action Plan for AMR link together across various sectors as 
well. Awareness and education go hand in hand with health system strengthening. 
Right policies and legal framework for antimicrobial stewardship on use of antibiotics 
are important where regulatory policies and actions play a leading role. 

What can regulators do about AMR?

There are four key areas:

1 Global Priority List of Antibiotic-Resistant Bacteria to Guide Research, Discovery, and Development 
of New Antibiotics http://www.who.int/medicines/publications/WHO-PPL-Short_Summary_25Feb-
ET_NM_WHO.pdf?ua=1 (accessed 18 July 2018)



First annual meeting of SOUTH-EAST ASIA REGULATORY NETWORK (SEARN) 35

Endorse Circulars and advisories on raising awareness for correct use of 
medicine, on risk of AMR, completing the full course of medicine and promoting 
optimal use.

 ¤ Ensure quality of antimicrobials: promote supply change security, supply 
change integrity issues, generate evidence to guide policy and research. In 
Maldives and Bhutan, regulatory agencies have done some work to generate 
data (import data). 

 ¤ Promote new drugs and point of care diagnostics: Allowing rapid 
access to new, innovative antibiotics and diagnostics but with controls, 
the effectiveness of the latest antibiotics such as bedauquiline should be 
preserved, which is a stewardship function of the regulatory authority. These 
products are to be seen as a special category. Regulatory policies can support 
local R&D capacity development for research capacity to grow in the country.

 ¤ Avoid self-medication and OTC sale: In Bhutan one can’t get an antibiotic 
without a prescription but one can go to the neighbouring country and get 
it from there. It is still not a perfect solution. WHO has been listing critically 
important antibiotics which should be preserved only for humans and not 
to be allowed to be licensed for use in animals. 

Treat antimicrobials as a special high-risk group: 

 — Conduct a riskbased survey to identify substandard products that are 
being circulated in the market.

 — Share information between countries for recalls and problems with 
certain manufacturers.

 — Leverage outputs from other networks e.g. Thailand and Indonesia are 
part of the network of APEC harmonization to look at supply change 
integrity from premarket entry of good manufacturing practices, GxP 
(founded on the established precepts of Good Distribution Practice 
(GDP), Good Storage Practice (GSP), Good Manufacturing Practice 
(GMP) and Good Clinical Practice (GCP)). GXP enforcement, pharmacy 
inspections, product security.

 — Examine how detection technology and trade system can help with 
ensuring that only good quality products are allowed in the market. 

 ¤ Generating the evidence, antimicrobial consumption and use 
monitoring: analyze these and match with the bacterial survey as data and 
see if certain therapeutic group consumption was reduced through some 
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intervention, corresponding to decline in bacterial resistance. In Europe, 
countries have already taken action to ban antibiotics as a gross promoter 
impacting farming practices and incomes.

Participating in WHO Antibiotic Awareness Week (usually on 18 November). 
WHO factsheets, posters and communication tools can be used to develop local 
messages and material and if coordinated among regulators it could be a very visible 
output of the network. 

Specific comments made by countries on AMR

bangladesh

AMR has been taken up in the country and policy guidance has been developed 
to face the challenges. A draft guideline for prescription of antibiotics for doctors, 
self-medication and incomplete dosage, etc. is being developed. From the regulatory 
point of view, substandard and falsified antibiotics is a matter of concern. Labs have 
been instructed to immediately report and cancel the registration of such drugs 
including filing a legal action in court for trials against manufacturers and the company 
management.

For advocacy and policy, the companies are asked to display warnings to raise 
awareness – such as “don’t overuse antibiotics” or “don’t buy antibiotics or use 
without prescription”. The health ministry plans to conduct training and advocacy 
programmes. There is also a global antibiotic resistance partnership person working 
as a staff in the office and coordinating all the activities with other health services 
and other stakeholders who are working on the issue. 

AMR could be taken up on the agenda. WHO and the Global Alliance against 
Chronic Respiratory Diseases (GARD) should also take this up . 

bhutan

With globalization and increase in access to information through the Internet and 
all other platforms, self-medication is on the rise. Irrational prescribing practices exist 
although Bhutan is lucky not to have a private sector in health, 95% of health is dealt 
with by the public sector and the monitoring and evaluation system in place is weak.

AMR is on the agenda for Bhutan. Discussions took place when antibiotics were 
added to the list of essential medicines. With the Regional Director’s Flagship Priority 
on AMR issues and support from WHO, Bhutan has started developing a multisectoral 
national antibiotic policy which is currently submitted to the Cabinet. A national AMR 
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Steering Committee is proposed where the secretary is the NRA to coordinate for 
rational use and antibiotic stewardship programmes. A multisectoral national action 
plan has been developed with the agriculture, veterinary and health ministries. For 
prescribing habits of the clinicians, focus is on education adding to the curriculum of 
the medical university. Further focus is on rational prescribing – for certain conditions, 
certain medicines can only be prescribed through certain specialists. Not everyone can 
prescribe the new generation antibiotics. They will solely be given on prescription. 
Enhancing laboratory capacity in terms of surveillance such as addressing issues of 
sensitivity is also being pursued.

AMR issues are on a rise and a policy and regulatory framework is in place for 
NRAs to share information among the countries. Testing of antibiotics has to be a 
priority. Information about quality failure of antibiotics should be shared among 
countries. Information about irrational combinations of antibiotics – if other countries 
have banned or not entertained the registration of certain antibiotics – should be 
shared. Research and evidence on these kinds of problems should be built. The 
decisions that are based on evidence, resistant patterns, prescription patterns and 
good practices should be documented and shared. 

india

The AMR issue is that of access vs. excess. The Government of India has issued a draft 
national action plan on AMR. The main principle behind this action plan is rational use 
of antibiotics and it should not hamper the access to the antibiotics. The Government 
of India has taken various measures to preventAMR resistance in India.

In India, as per regulation, all antibiotics will be dispensed and supplied only with 
a prescription. By another regulatory requirement, some of the antibiotics have been 
prescribed under schedule H1 which states that the antibiotic should be administered 
under active medical supervision and the drug should be sold only on prescription. In 
schedule H1, there are almost 46 drugs out of which 24 are antibiotics and 11 are 
antibacterial and antituberculosis drugs and 11 drugs are habit-forming drugs. The 
availability of antibiotics to the public is being strictly monitored. Recently, a draft 
policy on online sale of medicines has been issued. On the level of the veterinary 
drugs or drugs for food-producing animals, the label is prescribed for drug products. 
The official order stating judicial use of antibiotics in animals was recently issued 
specially with the direction to all state governments for sensitizing drug regulators 
on antimicrobial resistance. 

The Government of India has circulated this information to all the state drug 
regulators to prevent AMR in India. India is also encouraging use of probiotics for 
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therapeutic purposes instead of antibiotics. One of the major issues of AMR is the 
quality of the antibiotic. Last year, the Government of India conducted a national 
survey with almost 47 000 samples drawn from various parts of India including villages, 
taluqas and districts. The samples were drawn by drug regulators, outside experts and 
NGOs to avoid any bias during drying of the sample. Out of 47 000, a good number 
of antibiotics have been included to assess the quality of antibiotics available in India2. 

The report of this national drug survey is available on the Ministry of Health and 
CDSCO website and is an important contribution for quality of the drugs available in the 
market, especially antibiotics. AMR would be addressed through pharmacovigilance. 
This is also going to be a part of India’s national action plan on AMR. 

AMR has been taken up with international regulatory authorities as the CDSCO 
which has MoU with countries like Sweden, and has also recently been deliberated 
in BRICS countries at a meeting of their health ministries, health secretaries and 
regulators. There is a declaration on AMR and how to address it. 

SEARN forum is another platform to address AMR. In the terms of reference, 
we can include AMR as an issue and thereby share the best practices followed by 
11 countries and also through information sharing mechanism. Even if there is any 
vigilance-related issue or quality issue, action can be taken as necessary collaboratively. 
Finally, AMR in India has been taken very seriously by the Government of India.

indonesia

Indonesia will be having all the medicine use and supply on the insurance scheme. 
The insurance scheme covers 170 million population and the government needs to 
have universal coverage for nearly 250 million people by 2019. Outside the insurance 
scheme, there is regular market as well. However, everything will be recorded and 
promoted through the insurance schemes. That is to promote responsible use and 
the regulatory authority would be working together closely and influencing the policy 
decisions. 

For the supply chains, Indonesia is sharing the post-market sampling and testing. 
However, Indonesia like India has a problem from online distribution and is preparing 
the regulations so that online sale is also from pharmacies to enable them to be 
regulated and registered, including OTC. Indonesia has a big task with surveillance 
as surveillance of 3000 hospitals for AMR from all levels (primary, secondary and 
tertiary) is challenging. Testing for antibiotic sampling is very challenging as well. 

2  Drug Survey Report http://nib.gov.in/Drug%20Survey.html http://mohfw.nic.in/documents/reports/
drugs-survey-report
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In the drug regulatory authority for ensuring the quality of the antibacterial, since 
the pre-mark up, Indonesia will have evaluation operations for safety and efficacy of 
the antibacterial. During the evaluation, the NRA focus is on drug resistance for the 
operation of the non-clinical data, considering the resistance mechanism of in-vitro data 
including potential cross resistance. Evaluation of the clinical efficacy data consists of 
the pharmacokinetic and pharmacodynamics in humans that is used for predictable 
resistance during therapy. Another is considering the epidemiology data, that is on 
the premature antibacterial resistance and surveillance of antibacterial data based 
on surveillance under particular geography. NRA has begun to take care of quality 
from the pre-mark up and for the supply chain security, and the mechanism for the 
importation control. (20% sampling in case of antibiotic).

sri Lanka

AMR has been taken up as a very important area of work and the country also 
contributed at the Sixty-eighth World Health Assembly. For a sustainable plan and 
strategy to prevent AMR, the countries should have easy access to antimicrobial 
susceptibility testing disks (ABSD) facilities for prescribing and using new antibiotics3. 
The antibiotic producing countries should make sure the availability of ABSD, especially 
the frontline antibiotics, and the countries which are not producing will have to go 
for third or fourth generation products. Sri Lanka has a task force on AMR. The task 
force includes the Ministry of Health, Ministry of Fisheries and Aquatic Resources, 
Ministry of Agriculture, and Ministry of Animal Production and Health. The task 
force meets every two months and by June 2017, Sri Lanka will launch and publish a 
national action plan on AMR resistance and the use of antimicrobials. The antibiotic 
user guidelines have been developed by Sri Lanka. Medical audits are conducted 
in hospitals and whenever any problem is encountered due to irrational use of 
antibiotics, the consultant microbiologist takes the leader role to prevent the irrational 

3  Many hospitals and clinics have facilities for antimicrobial susceptibility testing but various constraints 
result in the use of inappropriate antibiotic sensitivity disks. As a consequence, antibiograms frequently 
include only a list of many heavily promoted drugs, the disks of which are given free, but exclude the 
older less expensive drugs whose patents have lapsed. The disks of these drugs, which are no longer 
being promoted, have to be purchased at a cost ranging from eighty centavos to one peso and fifty 
centavos per piece. The exclusion of disks which have to be purchased generates data biased towards 
the use of the newer antimicrobial drugs that are being heavily promoted, and which are generally 
more expensive than the older drugs like penicillin, erythromycin, tetracycline and chloramphenicol. 

 Local Production of Low Cost Quality Antibiotic Susceptibility Disks for the Philippines*

 Melecia Antonio-Velmonte, M.D.,** Antonio J. Gonzaga, M.D.** and Cristina U. Darvin,M.T.***

 (*PSMID-ROCHE Philippine Annual Research Awardee, 1988; **Consultants, Infectious Diseases 
Section, Department of Medicine, UP-PGH; *** Medical Technologist, Dept. of Medicine, UP-PGH) 
No Abstract Available [Phil J Microbiol Infect Dis 1988; 17(2):66-75]
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use of antibiotics. Educational workshops and professional education through drug 
therapeutic committees and the professional associations is being taken up.

The veterinary sector has agreed to reduce the use of antimicrobials in animals, 
specially in prawn culture and poultry. In many developing countries, they are engaging 
in research on how to avoid use of antimicrobials for animal health and develop 
research to strengthen the provisions of self-mutated immunity and other means of 
improving animal health to avoid use of antimicrobials. Such countries should share 
their research and development activities.

thailand

The national strategic plan has been developed. AMR has been a part of the national 
strategic plan and it has been endorsed last year. NRA is responsible for the key 
strategy. In order to prevent the abuse of antibiotics in animals, it would be withdrawn 
from the market. 

Conclusions

NRAs have a key role to play in the AMR agenda. Learning from good practices, 
capacity-building, engaging on the one health approach, supply chain integrity and 
working with the agriculture sector are certain points for action. Thailand removed 
colistin for animals as it is harmful. India and Bangladesh are important countries for 
production and procurement of antibiotics, focus on high risk drugs such as MDR-
TB. Rational drug use messages from manufacturers as well should be considered. 
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4.  reCommendAtions

The following recommendations were made at the First Annual Meeting of SEARN:

General 

1. Set up a Steering Group to take the Network forward. The Steering Group will 
have: 3 members for continuity–India, Indonesia, Thailand, plus 2 other members 
(Chair of the next meeting, Sri Lanka, who offered to facilitate the next annual 
meeting at Colombo, in March 2018), and one member nominated by consensus 
(Bhutan till the next meeting).

2. The Steering Group will meet through video/teleconference as necessary and 
have at least one meeting face-to-face before the next annual meeting to review 
the proposed workplans of the working groups for the April deliberations. 

3. The Steering Group will take the workplan forward by appropriately constituting 
the working groups. Working groups will be constituted based on area of 
expertise by the Steering Group.

4. The SEARN be included as a topic of discussion at the Regional Committee 2017 
agenda.

5. WHO Regional Office for South-East Asia will continue to act as the Secretariat. 

6. SEARO will request for/confirm NRA network focal point/s. The focal points will 
be involved in day-to-day communications and also contribute to a web-based 
information-sharing platform for SEARN. The NRA focal point/s will be responsible 
for maintaining regular communication with other members of the network as 
well and with WHO-SEARO. 

7. Draft terms of reference as well as the workplan of the SEAR Network were 
agreed to in principle (Annex 1 and Annex 2) including the logo for the network 
put up by ISG. 

8. A technical discussion/seminar at each SEARN meeting be held to keep abreast 
latest scientific knowledge as introduced on antimicrobial resistance. 

9. For information in public domain, the communication will be made on the 
SEARN website and closed information be shared among regulators/focal points 
on agreed areas on the SEARN website as decided by the SG. Launch listserv 
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for real-time alerts and Whatsapp groups for informal communication through 
identified focal points.

10. Situational analysis may be taken up by SG for

 — survey/country to suggest information to be made available on websites

 — survey for areas of reliance

 — leverage already planned activities in 2017-2018 e.g. the Jakarta workshop 
for benchmarking, the pharmacovigilance meeting in India, the next GHT 
annual conference in Delhi, etc. Inter-sessionally, the Secretariat will develop 
the proposed plan of activities for consideration by the SG.

Recommendations for Priority Areas 

The recommendations for SEARN for the four priority areas are as follows: 

1. Quality assurance and standards of medical products, including labs (Network 
of National Control Laboratories –NCL networks are included) Coordinator

2. Good regulatory practices including GMP, GDP, etc. (may include mapping 
activities, what exists in existing platforms) Coordinators 

3. Vigilance for medical products. 

The following recommendations were made for Member States which were 
supported by WHO for the above 3 priority areas: 

a. Map the priority areas for action relating to present situation/ next steps 
envisaged

b. Developing a policy framework for four priority programmes identified 

c. Addressing training needs for four priority programmes identified

d. Sharing information through information-sharing platform to support the 
three priority areas and in developing the platform itself. 

4. The recommendations for the fourth priority area Information Sharing 
Platform are as follows: 

a. What information to share or access: following information may be 
published on the Regulatory Authority websites in searchable format, 
except for serial.no.3

 ¤ Product approval information

 ¤ GMP compliance/licensing/CoPP status of the site
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 ¤ Quality related regulatory actions–alerts/recalls/seizure/stop 
manufacturing/convictions/fines 

 ¤ Vigilance related information

 ¤ Laboratories:national control labs (NCL), PQ accredited labs, 
government approved/accredited labs

 ¤ Regulatory framework: Laws/regulations/guidelines

 ¤ (Details of the NRA): Medical products

 ¤ National/provincial/regional authorities–contact details

 ¤ Focal point –Each member country

 ¤ Training/conferences/regulatory events.

b. Non-public regulatory information like sharing of inspection reports, 
assessment reports, etc. subject to:

 ¤ confidentiality agreement between the members

 ¤ secured platform

 ¤ with prior consent of the manufacturer

c. Channels of information

 ¤ Listserve for time-sensitive product and site information

 ¤ Social media, e.g. WhatsApp group (s), focal point group

 ¤ E-mails, dropbox etc., for exchange of files etc.

 ¤ Develop standardized request form in English; even if the 
information sought is in another language, the response can be 
made in English.

The participant member country regulators reiterated their desire for successful 
and lively collaboration through SEARN and hoped its contribution will improve 
efficiencies for timely access to affordable medical products of assured quality, safety 
and efficacy in the South-East Asia Region and beyond. 

WHO at all three levels, the country office, regional office and headquarters, was 
requested and agreed to provide support for SEARN activities. 

Recommendation for AMR: The SEARN agenda may include tackling 
antimicrobial resistance. There is already a degree of awareness and there is a degree 
of convergence in the thinking. Collaborative discussions on the approaches through 
the network would be useful. 
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Report of Initial Steering Group (ISG) for First 
Annual meeting of South-East Asia Regulatory 
Network (SEARN), New Delhi, India 11-12 April 
2017

1. Introduction 

The WHO South-East Asia Region member countries launched the South-East Asia 
Regulatory Network (SEARN) to enhance information sharing, collaboration and 
convergence of medical product regulatory practices across the Region to guarantee 
access to high-quality medical products. Regulatory authorities in several countries 
lack sufficient technical capacity, staff and resources to perform effectively. Even 
well-resourced authorities are hard-pressed to thoroughly evaluate new products and 
enforce existing regulations. Therefore, SEARN would be instrumental in encouraging 
convergence, effective use of resources and rapid exchange of information on medical 
products for the countries in the South-East Region. 

The First Annual Meeting of South-East Asia Regulatory Network (SEARN) builds 
on two previous regional meetings that discussed collaboration for access to high-
quality medical products in the WHO South-East Asia (SEA) Region:

1. Regional Meeting for Promoting Cooperation for Regulation in Trade of 
Medical Products WHO-SEARO, New Delhi, India, from 22 to 24 September 
2015 (henceforth Delhi 2015)

2. Annual Meeting of the Interim Network for Promoting Cooperation for 
Regulation of Medical Products in SEA Region in Bangkok, Thailand, 17-18 
August 2016 (henceforth Bangkok 2016).

Additionally, previous deliberations on the Global Strategy and Plan of Action on 
Public Health, Innovation and Intellectual Property (GSPA) and Consultative Expert 
Working Group on Research and Development: Financing and Coordination (CEWG) 
such as national GSPA assessment in Sri Lanka also recommended establishing a 
regional network for regulatory affairs. Other regional meetings, such as Effective 
management of medicines - South-East Asia Regional Consultation Bangkok, Thailand, 
23–26 April 2013, have also mentioned the desirability of a regional forum. 

Several WHO World Health Assembly and regional resolutions support the 
establishment of regulatory networks: WHA61.2: Global Strategy and Plan of Action 
on Public Health, Innovation and Intellectual Property (GSPA), WHA67.20: Regulatory 
system strengthening for medical products, WHA67.22: Access to essential medicines, 
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SEA/RC59/R9 – International Trade and Health, SEA/RC62/R6 measures to ensure 
access to safe, efficacious, quality and affordable medical products and SEA/RC66/
R7 Effective Management of Medicines.

2. Initial Steering Group (ISG): formation and activities 

The main recommendation of Bangkok 2016 was to establish SEARN with heads of 
national regulatory agencies playing a critical role and WHO-SEARO providing initial 
secretariat assistance. An Initial Steering Group (ISG) comprising representatives 
from Thailand, Maldives, India and Indonesia was set up in Bangkok 2016 to guide 
the process till the first annual meeting.

The ISG met thrice on 30 September 2016 and 15 November 2016 and 9 March 
2017 through teleconference. The ISG approved the summary of discussion points/
outcomes of the meeting held in Bangkok in 2016 (Annex 1). SEARN was launched 
by the Regional Director of WHO South-East Asia on 23 November 2016 and its scope 
was presented during the 27 November–2 December 2016 International Conference 
of Drug Regulatory Authorities in Cape Town, South Africa.

Based on discussions in ISG the following documents are placed for consideration 
of SEARN members:

1. SEARN Terms of Reference and Governance structure/ (Annex 1) 

2. Draft SEARN strategy and workplan (Annex 2) 

3. WHO National Regulatory Assessment Template for regulatory cooperation 
(Annex 3) 

4. Identifying disease specific regulatory interventions (Annex 4)

In addition, during a teleconference on 9 March 2017, ISG members agreed to 
provide 1/2 page documents for select priority areas (see below) and these will form 
the basis of the deliberations. 

3. General and specific objectives of First Annual Meeting 
of SEARN 

The general and specific objectives are as follows: 

General objective

The general objective of the meeting is to agree on overall strategy and working of 
South-East Asia Regulatory Network (SEARN)
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The specific objectives are:

1. adopt governance structure, terms of reference and strategic work plan 
including priority activities agreed upon

2. establish steering group/ working groups for network of prioritized activities 

3. discuss setting up information sharing platform for SEARN.

4. Guiding principles for SEARN 

As outlined in Bangkok 2016, the overarching goal is of regulatory system 
strengthening in accordance with resolution WHA67.20. The guiding principle for 
SEARN is to elect state of the art models of regulation to address challenges of 
medical products regulation in an atmosphere of increasingly complex technologies, 
globalization and public expectations. This is especially relevant in the SEA Region in 
view of technical and financial resource constraints. The foundation of the SEARN will 
be promotion of reliance and recognition among national regulatory agencies (NRAs):

Reliance Recognition

Reliance by an agency is the 
streamlining or reduction of internal 
work such as by making use of the 
outcomes of another NRA to inform 
its own regulatory undertakings.

Recognition involves making use of and 
recognizing the decision of another 
regulatory authority (e.g. mutual recognition 
agreements, unilateral recognition of certain 
authorities in certain regulatory areas).

It is critically important to know that the respective national regulatory authorities 
are not giving up their sovereignty. Information sharing in real time will be key to 
the success of SEARN. 

Types of cooperation among regulatory bodies 

Cooperation activity may be taken up in the following manner:

1. Share regulatory experiences and their best practices;

2. Exchange regulatory information including quality and safety alerts;

3. Establish working group(s) and at least one annual meeting of the group; 

4. Explore exchange programme visits among the Members to promote 
cooperation for regulatory processes;

5. Participate in national and international events organized by the members;

6. Promote cooperation during international fora; 

7. Exchange experts as resource persons for capacity-building and establish 
twinning and or mentorship programme;

8. Facilitate regulatory landscape to promote R&D including adaptation through 
technology transfer of innovative medical products (medicines, drugs, vaccines 
and medical devices and technologies) including for antimicrobial resistance.
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9. Explore the benefit of cooperation for regulatory issues in traditional medicine 

5. Employing Global Benchmarking Tool for NRAs for 
Priority Identification

The Global Benchmarking Tool for NRAs by WHO outlines the requirements to be in 
place for NRAs to perform national regulatory functions for ensuring that products 
released for public distribution (normally pharmaceuticals and biological products, 
such as vaccines) are evaluated appropriately and meet international standards of 
quality and safety4. 

There are nine features in the tool: national regulatory system (NRS), registration 
and marketing authorization, vigilance (PVL), market surveillance and control (MSC), 
licensing premises (LIC), regulatory inspection (RI), laboratory access and testing (LAT), 
clinical trial’s oversight (CTO) and nra lot release (LTR). 

The SEARN may consider country-wise identification of areas for information 
sharing, systems strengthening, convergence and collaboration based upon the tool. 
The latter would cover medicines, vaccines, diagnostics and medical devices (Annex 
3). SEARN may also identify potential areas of collaboration related to disease-specific 
areas (Annex 4). The proposed strategy should involve regulatory collaboration for 
medical products that are need-based on diseases specific for the SEA Region. 

6. Developing priority actions or SEARN in the short-
medium term

Based on ISG discussions on 9 March 2017, it was decided that working groups may 
be set up for taking up cooperation activities in the short-medium term for SEARN 
led by NRA heads from identified SEA Region countries. 

The ISG members from India, Indonesia and Thailand have agreed to make a 
1-2 page document outlining the key points for discussion for priority areas including 
key activities as follows: 

1. Quality assurance and standards of medical products, including labs: 
Thailand (Network of National Control Laboratories –NCL networks are included). 

2. Good Regulatory Practices including GMP, GDP etc.: Indonesia (may 
include mapping activities, what exists in existing platforms). 

3. Vigilance for medical products: India (may suggest activities for vigilance of 
medical products including medicines, vaccines, medical devices and diagnostics).

4  http://www.who.int/immunization_standards/national_regulatory_authorities/role/en/
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4. Information sharing platform: India (explore utilizing existing systems, 
we may additionally explore use of social media tools such as Twitter for 
quick communications.

The 1-2 page document for each of the four areas outlined above will cover: 

1. activities for all medical products: medicines, vaccines, medical devices and 
diagnostics. 

2. the proposed structure of the 1-2 page document is flexible and could cover 
but not be limited to: what aspects to include identify the deliverables, timelines 
of the deliverables, how the delivery will be done and who will be responsible. 
Wherever possible it is advisable for the NRA to suggest use of existing 
facilities/systems to avoid duplication of efforts and additional costs. The 1-2 
page document may also suggest a suitable facilitator for the programme.

7. Planned outcomes from the meeting

The key outcomes from the First Annual meeting are to achieve the general and 
specific objectives and: 

1. Finalize the governance structure, scope and terms of reference (confirm 
logo, name) and resources, financing/part-financing by Member States 
for SEARN: It was agreed that the structure needs to be light and nimble, 
hence we need to improvise as SEARN develops. Details of terms of 
Chair and Co- chair etc. will be finalized at the First Annual Meeting of 
SEARN. Discussions may focus on exploring financial support from various 
institutional mechanisms, membership contribution may be thought of in 
the long term, in-kind contribution from the countries may be considered, 
many donors would be interested in SEARN. 

2. Develop workplans and establish working groups for SEARN activity 

3. Technical seminar on AMR: Proposal to include technical discussions on a 
relevant topic in each SEARN meeting beginning with AMR was accepted. 
In the first instance we may focus on ensuring quality (GMP inspection, 
information sharing, and enforcement actions against substandard and 
falsified antimicrobials).

4. Identify key deliverables before the next annual meeting of SEARN

5. Notify the date and place of next annual meeting. 

The key guiding principle for SEARN will be to take up activities where through 
collaboration the NRAs can achieve better results such as savings in time, money, 
resources and speed up its work to get national regulatory actions in place for medical 
products to enter the market. 
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Annex 1.  drAft terms of referenCe of 
south-eAst AsiA reguLAtory network

Vision Healthy populations with timely access to affordable medical 
products of assured quality, safety and efficacy in all countries 
of the South-East Asia region and beyond.

Mission To develop and strengthen regulatory collaboration, 
convergence and reliance in the South-East Asia region 
over shared regulatory issues and challenges, that will build 
capacity and will enable National Regulatory Authorities to 
fulfil their mandates and better safeguard public health. 

Objectives 1. Information sharing: Create an enabling environment 
to enhance communication and information sharing on 
regulatory policies, guidelines, standards, procedures, 
outputs and regulated products and entities as approved 
by Network members. 

2. Systems strengthening: Facilitate and support 
regulatory capacity development to enhance regulatory 
skills and competencies and strengthen regulatory 
systems in the region.

3. Convergence: Promote convergence and alignment 
of regulatory approaches and requirements based on 
international standards and good regulatory practices. 

4. Collaboration: Identify and develop potential work 
sharing and reliance processes to help address common 
work areas and optimize use of existing regulatory 
capacities and expertise available in the region.

Product scope Medical products throughout their life cycle, including 
medicines, drugs, vaccines, biologicals and medical devices 
(including diagnostics).
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Operational arrangements

Membership Members are all National Regulatory Authorities1(NRAs) 
of the South East Asia region responsible for regulation 
of medical products as defined in product scope of the 
Network, represented by the Head of Authority2 or person(s) 
designated by the Head of Authority who is empowered to 
make decisions on behalf of the Authority

1 National Regulatory Authority means national/state 
regulatory authority of each sovereign country such as, but 
not exclusively, national/state agency, authority, government 
department, government division etc., responsible for 
regulation of medical products and that together constitute 
the regulatory system in the country.

2 The Head of Authority is the person who is the lead 
executive for the National Regulatory Authority.

Observers3maybe invited at the discretion of the Network. 
Observers do not participate in the decision making process. 
Observers must be approved by the unanimous consent of 
the steering group. 

3 Observers can be organisations with interest and 
involvement in the development, support, monitoring and 
evaluation of regulatory systems in countries, such as, but 
not exclusively, academic experts,(professional bodies?) 
industry associations, other regulatory networks, research 
and development partner, donors, etc.  
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Governance Structure: 

The Network is established on a voluntary basis supported by 
these Terms of Reference and the Rules of Procedure. 

The Initial steering group(ISG) is set up including chair and 
co-chair base (Thailand and Maldives) and two member 
NRAs (India and Indonesia)  based on agreements reached 
at “the Annual meeting of interim Network for promoting 
cooperation for regulation of medical products in SEA 
Region”, 17-18 August 2016, Bangkok, Thailand”. 

During the initial phase the ISG will develop final Terms of 
Reference and Rules of Procedure of the Network and the 
Steering Group and any potential working groups, to be 
approved by all members in the first inaugural meeting in 
2017.

Chair and Co-Chair

The Chair will be assisted in the preparation and chairing of 
face to face meetings by a Co-Chair. The Chair or his/her 
designate together with the Secretariat will be responsible for 
the organisation of the meeting and for preparing a record of 
discussion. 

Terms of office of Chair and Co-Chair  is for a period of 
(………. 2/ 3 or 4 years), and selection will be made by 
consensus and in the absence of the latter by a majority vote 
of participating Members (to be decided in Annual Network 
Meeting). 

Functions of Chair( in the absence Co Chair) : during the 
meeting and for the following year- progress of working 
groups established to take forward the 4 focus areas of work 
decided

Focal points:

The focal points that are officially appointed by the heads of 
each national regulatory authority will be the primary contact 
for day to day operations of the Network, including timely 
responses to requests. 

Decision making: approval by all members by consensus in 
annual general meeting of the Network 

Language: English
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Meetings At least one annual face to face meeting of the Network to 
be attended by all members will be hosted on rotational basis 
by member National Regulatory Authorities. 

Steering Group (SG) will normally meet face-to-face 
(once/ twice a year) and/or hold virtual meetings or ad 
hoc teleconferences as needed.  The date and location of 
meetings will be determined by the SG and the meetings will 
be chaired by host country NRA and elected chair of SG.

Secretariat WHO SEARO will support secretariat functions for the initial 
4 years to ensure initial launch and stability of the Network. 
Roles and responsibilities of the Secretariat includes: 

•	 Facilitate meetings of the Steering Group (SG) 

•	 Develop agendas for meetings under guidance of SG 
chair, and support organization of annual meeting by 
working together with host national regulatory authority

•	 Follow up on action items and deliverables from SG, WG 
and Assembly meetings.

•	 Set up and maintain an electronic information platform 
to facilitate communication between members  of 
Network

•	 Maintain a repository of Network documents 

•	 Disseminate public information about and relevant for 
the Network members via SEARO website.

•	 Serve as initial point of contact for information or queries 
related to the Network.

•	 Organize and facilitate any virtual meetings of the SG 
and WGs and Head of Agencies as requested by Chair of 
SG and provide for further initiatives as necessary. 

Budgeting 
and finance

Budgeting and finance to be taken up in Annual Network 
Meeting.
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Annex 2.  work pLAn of network 
deveLoped/ Approved by isg

Objectives Specific Activities 

Short term Medium term  
(5 years)

Long term  
(10 years plus)

Information  
sharing

•	 Identify / update 
communication 
focal points for 
each NRA and 
confirm details to 
Secretariat

•	 Finalize the 
governance 
structure of the 
Network

•	 Set up 
communication 
channels 
(Secretariat) : 
listserv/ email/ 
social media 
communication 
group 

•	 Agree on  
information 
to be shared 
immediately :

a. Safety alerts, 
batch recalls, 
withdrawal 
of product 
licenses 
and / or 
establishment 
licenses; etc.

b. Regulatory 
guidelines, 
procedures, 
etc.

•	 Facilitate access to 
publicly available 
information on 
existing by listing 
NRA/ WHO  links 
on SEARO website 

•	 Launch IT enabled 
platform for 
sharing info on: 
establishment 
licenses for sites 
and licenses 
/ marketing 
authorization 
for products, 
safety & quality 
alerts about 
substandard, 
spurious, falsely 
labelled, falsified 
and counterfeit 
medical 
products (SSFFC) 
products; 
certificate of 
pharmaceutical 
product 
(CPP), good 
manufacturing 
practice (GMP) 
certificate /lot 
release certificates, 
etc.

•	 Provide a progress 
report and 
officially recognize  
the Network by a 
resolution in the 
2017  Regional 
Committee 
meeting of the 
governing bodies 

•	 Formalize 
information 
sharing/exchange 
mechanism for 
confidential 
information, 
including through 
confidentiality 
agreements 
between NRAs

•	 Promote better 
transparency 
via disclosure 
of regulatory 
procedures and 
decisions through 
national regulatory 
authority  websites 
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Objectives Specific Activities 

Short term Medium term  
(5 years)

Long term  
(10 years plus)

Capacity  
develop-
ment

•	 Improve planning 
for training 
(sharing annual 
national training 
plans and training 
opportunities 
within/ outside of 
the region, specific 
information about 
training centres.

•	 Link to WHO 
Global Training 
database.

•	 Facilitate 
participation in 
pharmaceutical/ 
medical products 
events 

•	 Facilitate 
expertise in 
capacity building 
programmes on 
GCP, GMP, CTA, 
CDE

•	 Based on existing 
WHO assessment 
of NRA or future 
rapid assessment 
of NRA capacity, 
identify gaps 
and develop 
systemic long 
term institutional 
capacity 
development  
plans that also 
support the 
objectives of the 
Network.

•	 Use WHO 
Collaborating 
Centres, Centres 
of Regulatory 
Excellence, 
twinning, 
placements 
and rotations 
for exposure in 
more advanced 
NRA’s and 
WHO rotational 
fellowships.

•	 Hosting an 
annual scientific/
regulatory  
workshop 
for fostering 
quality, safety 
and efficacy/
performance of all 
medical products
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Objectives Specific Activities 

Short term Medium term  
(5 years)

Long term  
(10 years plus)

Conver-
gence and 
collabora-
tion

•	 Identify and 
build on existing 
strengths in the 
region for efficient 
use of resources

•	 Facilitate 
regulatory 
information 
sharing  related 
to health 
emergencies and  
access to quality 
assured medical 
products

•	 Promote reliance 
first by ensuring 
participation in 
WHO collaborative 
registration 
process and  
abbreviated 
registration 
process of WHO 
prequalified 
products in all 
countries 

•	 Identify / 
recognize QC 
laboratories for 
reliable testing of 
different products 
(medicines, 
vaccines, medical 
devices, etc.)  

•	 Promote 
adoption/
adaptation of 
international 
guidelines, 
standards, best 
practice and 
frameworks for 
medical products, 
including mecial 
devices 

•	 Strengthen 
enforcement 
mechanisms in 
SEAR for SSFFC 
medical products

•	 Promote work-
sharing and 
reliance through 
joint assessments 
and inspections, 
including for 
products not 
subject to 
prequalification

•	 Global partnership 
with international/
regional medical 
products bodies/
organizations, 
global leaders and 
experts

•	 Develop 
mechanisms 
for  long term 
engagement for 
convergence and 
collaboration

•	 Develop 
mechanism for 
acceptance of 
standards and 
approvals in all 
countries
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Annex 3.  who nAtionAL reguLAtory 
Assessment tempLAte for reguLAtory 
CooperAtion
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Annex 4.  identifying diseAse speCifiC 
reguLAtory interventions (tempLAte)
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Annex 5.  network Logo

SEARN
SOUTH-EAST ASIA
REGUL ATORY NET WORK
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Annex 6 (A).  ConCept note – thAiLAnd

Quality assurance and standards of medical 
product
Thailand, as the lead country of the area of “Quality assurance and standards of 
medical products”, will suggest the possibility of cooperative working among the 
members towards strengthening the regulatory system and promoting quality 
assurance and standards of medical products. The cooperative outcomes will assist 
the South-East Asia Regulatory Network (SEARN) members to strengthen and develop 
quality assurance and standards of medical products in their countries. The activities 
to pursue the outcomes are mainly focused on promoting the regulatory capacity 
development and to enhance regulatory skills and competencies. The cooperative 
activities include: 

1. The Members will share and learn from others’ regulatory experiences and 
best practices through the meetings or training seminars.

2.  The Members will participate in the exchange programme visits the Members 
to promote cooperation for regulatory processes.

3. The Members will participate in the National and International events 
organized by the Members, where the events are relevant matters and 
priority needs.

Financial resources: Seek financial assistance and funding from WHO

Thailand has implemented and put an effort to enhance quality assurance and 
standards of medical products which are sold in the market in Thailand. To achieve 
the goals, the tasks are relevant to various agencies working collaboratively to assure 
of quality and standards of medical products. The relevant agencies include both 
central government and local administration. Thai Food and Drug Administration and 
Department of Medical Sciences are the central government agencies and Provincial 
Health Offices are the local administration across the country. The activities for 
quality assurance and standards start from pre-marketing control process through 
post-marketing surveillance activities. The pre-marketing control process is to ensure 
that medical products will meet the regulatory requirements of the aspects of quality, 
safety and efficacy. The review and approval process is based on evidence-based 
regulatory review and requirements in accordance with the ASEAN Harmonization 
Guideline standards.  After a product is approved and sold in the market, post 
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marketing control activities are generated to assure the quality of medical products 
which are available on the market by monitoring product qualities throughout the shelf 
life. Moreover, the post-marketing surveillance activities include the routine activity 
of sampling products from the market for quality and testing compliance analysis 
which aims to monitor and maintain quality standards and safety of products in the 
market as similar as approval by ThaiFDA prior to distribution of the products to the 
market. Additionally, the other post-marketing activity is to inspect manufacturers 
to maintain their manufacturing standards complying with the PIC/s GMP standards 
and requirements. According to safety assurance, the Health Product Vigilance Centre 
(HPVC) of ThaiFDA is responsible for safety monitoring activities by implementing the 
Health Product Vigilance System to oversee and monitor the risks of health product 
use in Thailand. Moreover, the Health Product Vigilance System of Thailand plays a 
key role and recognized in the ASEAN region. 

In Thailand, National Control Laboratory (NCL) is under the administration of 
Department of Medical Sciences, Ministry of Public Health, involving the following 
agencies: Bureau of Drug and Narcotic, Institute of Biological Product and National 
Institute of Health.

The Bureau of Drug and Narcotic is mainly responsible for conducting quality 
testing of pharmaceutical products. It is a reference national regulatory quality control 
laboratory. In addition, it is accredited and certified by several international standards, 
including WHO good practices for pharmaceutical quality control laboratories, ISO 
17025, ISO 17043 and ISO 9001. The activities include WHO Collaborating Center for 
Quality Assurance of Essential Drugs, ASEAN Reference Substances, collaboration with 
USP to assists in Promoting the Quality of Medicines Programme and collaborative 
Study of dissolution Performance and verification tablets. 

The Institute of Biological Product is a reference laboratory for quality assurance 
of vaccines and biological products for diagnosis and treatment. Laboratory testing 
& evaluation and lot release testing is one of key national regulatory authority 
(NRA) functions of vaccine producing countries. Currently, Thailand is one of the 
3 countries, namely India, Indonesia and Thailand, in the SEAR members, which 
has established a national control laboratory. The NCL is responsible for laboratory 
testing and evaluation, establishment of working reference standards for vaccine lot 
(batch) release testing, and other activities related to these functions. A network of 
the NCL has been formed since 2004 with a special objective of producing regional 
biological working reference preparations. Regarding the current NCL network, it 
will be helpful for the members to enhance international laboratory cooperation to 
maintain high standards of product safety and quality. The following activities require 
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strong collaboration and communication between the different NRAs/NCLs: work 
sharing, harmonization of methods, improvement of laboratory performances as well 
as sharing knowledge and experience in vaccine licensing and lot release.

Lastly, National Institute of Health conducts promotion of quality assurance and 
evaluation of laboratory relating to quality and safety of blood, blood products and 
HIV test kit. 

Contributions to Network:

1. Provision of training on the following areas:

(a) quality control of pharmaceutical products, vaccines and biological 
products

(b) Production of reference substances

(c) Preparation, calibration and management of reference standards for 
vaccines

(d) Quality management system based on ISO/IEC 17025 

(e) Pharmacoviginace

2. Establishment of information sharing for vaccine lot release among SEARN  

3. Provision of laboratory service for vaccine testing
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Annex 6 (b).  ConCept note – indonesiA

Good regulatory practices (grp)

1. Introduction

Good Regulatory Practices (GRP) provides a means for establishing sound, affordable 
and effective regulation of medical products as an important part of health system 
strengthening. The principle of GRP include the legal requirements, consistency, 
effectiveness, efficiency, impartiality, clarity, transparency, and Flexibility on the 
control of medical products. . 

In general, GRP may covers a set of practices that are to be applied to the 
development, implementation and maintenance of controls on the assessment of 
medical products for their conformity with requirements before marketing, oversight 
of clinical investigations and Manufacturing process, and surveillance of medical 
products once placed on the market or made available for use in order to achieve 
a public policy objective. Under the framework of GRP, guidances of best practices 
include ,but  not limited to, Good Review Practices (GRevP), Good Manufacturing 
Practices (GMP), Good Clinical Practices (GCP) and Good Distribution Practices (GDP)

One of the objectives of South East Asia Regulatory Network (SEARN) is to 
promote convergence and alignment of regulatory approaches and requirements 
based on international standards and GRP among countries in SEAR region. 
Accordingly, GRP principles should become one of the priority areas to be focused 
on in SEARN’s activities in 

order to strengthened regulatory capacities in each SEARO country by 
implementing GRP.

2. Objectives

General

To strengthen regulatory and technical capacity and foster mutual trust among 
regulators in SEAR countries 
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Specific

To promote convergence and alignment of regulatory approaches and requirements 
on medical products throughout countries in SEAR based on GRP focusing on aspects 
of GMP and GDP, while respecting existing national decision-making processes.

3. Principles of proposed mechanism of collaboration

The activities under GRP priority area are to be designed to fulfill the needs of 
regulatory system strengthening in SEARN countries by knowledge sharing on the 
applied best practices and capacity building programme to support the regulatory 
decision making process in the respective SEARN country. 

Accordingly, initial activity should focus on identifying the needs of improvement 
and gaps in the current regulatory systems among SEARN countries. The obtained 
information will be used in developing appropriate programmes, as well as monitoring 
and evaluation.

Expected Benefit for Regulators in SEARN countries 

 ¤ Stronger basis for technical decisions based on GRP standard

 ¤ Harmonious interpretation of standard and technical requirements used by 
SEARN countries

 ¤ Stronger mutual understanding and trust

 ¤ Strengthened overall capacity as to ensure that medical products of assured 
quality, safety and efficacy, become accessible to SEARN countries 

4. Proposed components of collaboration 

1. Mapping on the activities of GRP in each SEARN countries, in particular on the 
implementation of GMP, GDP, and other critical technical practices of medical 
product regulatory

Activities :

 ¤ Developing mapping tool (questionnaire/table/format). The questionnaire 
among others is aimed to collect information on the policy of licensing, 
inspection and others related to GMP, GDP, etc among SEARN countries 

 ¤ Circulating the mapping tool among SEARN Countries
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 ¤ Summarizing and analyzing the mapping information and use them to create 
the needed collaborative programme for SEARN Countries

2. Training Need Analysis (TNA)

Activities :

 ¤ Circulating questionnaire/table requesting SEARN countries to submit their 
TNA according to their need on topic regarding to current technical standards 
for GRP such as GMP, GDP, etc.

 ¤ Requesting SEARN countries to propose facilitators from SEARN countries 
who are expected to deliver the topic on the training.

3. Workshop Training on current topics on GRP, in particular on GMP, GDP.

Activities :

 ¤ Conducting numbers of workshop training on current technical standards.

 ¤ Involving numbers of SEARN country’s expert on respected topics.  

4. Joint Programme (visit, inspection, technical problem solving)

Activities :

 ¤ Visiting the GMP Inspectorate in countries with good inspectorate system 
(outside SEARN countries) as a benchmark or the Inspectorate in SEARN 
country that is in a need  to be improved.

 ¤ Joint visit inspection programme to a pharmaceutical industries

5. Development of Center of Excellence for GRP in SEARN Countries, focusing on 
GMP and GDP as a long term goal

6. Identification common information on GRP among SEARN countries that can be 
shared in the information sharing platform
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Milestone for the activities are shown in the table below: 

Timeframe

1 Year Annually 5 Years

1.  Mapping on the activities 
of GRP in each SEARN 
countries, in particular on 
the implementation of GMP, 
GDP, and other critical 
technical practices of medical 
product regulatory

Activities :

•	 Developing mapping tool 
(questionnaire/table/
format). The questionnaire 
among others is aimed to 
collect information on the 
policy of licensing, inspection 
and others related to GMP, 
GDP, etc among the SEARN 
countries Circulating the 
mapping tool among SEARN 
Countries

•	 Summarizing and analyzing 
the mapping information 
and use them to create 
the needed collaborative 
programme for SEARN 
Countries

3.  Workshop Training on 
current topics on GRP, in 
particular on GMP, GDP.

Activities :

•	 Conducting numbers 
of workshop training 
on current technical 
standards.

•	 Involving numbers of 
SEARN country’s expert 
on respected topics.  

5.  Development 
of Center of 
Excellence for 
GRP in SEARN 
Countries, 
focusing on 
GMP and GDP as 
a long term goal

2.  Training Need Analysis (TNA)

Activities :

•	 Circulating questionnaire/
table requesting SEARN 
countries to submit their 
TNA according to their 
need on topic regarding to 
current technical standards 
for GRP including such as 
GMP, GDP, etc.

•	 Requesting SEARN countries 
to propose facilitators from 
SEARN countries who are 
expected to deliver the topic 
on the training.

4.  Joint Programme to (visit, 
inspection, technical 
problem solving)

Activities :

•	 Visiting the GMP 
Inspectorate in countries 
with good inspectorate 
system (outside 
SEARN countries) as 
a benchmark or the 
Inspectorate in SEARN 
country that is in a need 
to be improved.

•	 Joint visit inspection 
programme to a 
pharmaceutical industries

5.  Identification 
common 
information on 
GRP among 
SEARN countries 
that can be 
shared in the 
information 
sharing platform



First annual meeting of SOUTH-EAST ASIA REGULATORY NETWORK (SEARN)66

Annex 6 (C).  ConCept note – indiA

Developing priority actions or SEARN in the short medium term

It was decided during the meeting of the initial steering group on 09-03-2017 
that working groups may be set up for taking up cooperation activities in the short 
medium term for SEARN led by NRA heads on identified SEAR countries.

India was assigned to make a 1-2 page document outlining the key points for 
discussion for priority areas as mentioned under:

1. Vigilance for medical products

The mission of any medical product vigilance is to safeguard the health of patient 
population by ensuring that the benefits outweigh the risks associated with their use. 
Since there exist considerable social and economic consequences of adverse reactions 
and the positive benefit/cost ratio of implementing appropriate risk management 
- there is a need to engage healthcare professionals and the public at large, in a 
well structured programme to build synergies for monitoring adverse reactions and 
communicating their National regulatory authority.

Areas of pertaining to all medical products- medicines, vaccines, medical devices, 
and diagnostics

1. Pharmacovigilance (medicines)

2. AEFI Surveillance systems (for vaccines)

3. Materiovigilance (for medical devices and diagnostics)

4. Haemovigilance (for blood products)

A. India’s experience in implementation of vigilance of medical products, 
setting up cohort event monitoring for newer medicines in public health 
programmes, AEFI surveillance strengthening, and Pharmacovigilance and 
Materiolovigilance Programme of India

B. Means of capturing vigilance reports.

(i) Patient reporting

(ii) Monitoring centres (Local, regional and national)

(iii) Spontaneous reporting
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C. Mode of reporting

(i) Toll free helpline 

(ii) Web based reporting

(iii) Mobile App based reporting

D. Capacity building & strengthening by medical product vigilance Training 

E. Disease specific/focused  vigilance programmes 

(i) Tuberculosis

(ii) HIV-AIDS

(iii) Kala-azar (Leishmaniasis)/Neglected Tropical Diseases

(iv) Transfusion-related Adverse Reactions

E. Review and analysis of adverse reactions for causality analysis and signal 
detection. 

F. Constitution of signal review panels.

G. Communication strategy

2. Information sharing platform

A. Areas of Information sharing :

(i) Laws/Rules/Regulations/Guidance’s including their updates

(ii) Accelerated regulatory approvals in case of International and National 
health emergencies

(iii) Quality related issues between importing and exporting countries

(iv) List of manufacturers including the product approvals in generic names 
including other certifications like CoPP, EU WC etc.

(v) List of drug testing laboratories operated by the Government and Private 
companies along with other certification/accreditation held, if any

(vi) Regulatory events/workshops conducted

B. Means of Information sharing:

(i) Establishing contact points for sharing of information 

(ii) Creation of IT platform
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•	 Develop an IT platform for sharing of relevant regulatory 
information with support of WHO SEARO office.

•	 Constituted Working Groups may deliberate modalities

•	 Provide links of members on their official websites

•	 India’s experience on IT enabled services

(iii) Sharing of links  of the NRA websites where manufacturing and product 
information is published

C. Mode of communication

(i) By way of e-mails, telephonic communication

(ii) Social media like twitter (for emergency alerts)
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Annex 7.  AgendA

1. Opening session

2. Priority identification and developing core areas of work for SEARN 

3. Governance and Terms of Reference of SEARN 

4. Resources for SEARN activities – WHO HQ, country contributions, etc. 

5. Panel Discussion on Technical aspects: seminar on AMR- proposal to include 
technical discussions on a relevant topic in each SEARN meeting

6. Closing session
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Annex 8.  List of pArtiCipAnts

Bangladesh

1. Mr Goutum Kumar 
Deputy Secretary 
Ministry of Health and Family welfare 
Dhaka

2. Mr Md. Golam Kibria 
Director 
Directorate General of Drug   
Administration 
Ministry of Health and Family Welfare 
Dhaka 

Bhutan

3. Mr Kinga Jamphel 
Drug Controller 
Drug Regulatory Authority 
Thimphu

4. Mr Kunzang Dorji 
Head, Registraion and Licensing Division 
Drug Regulatory Authority 
Thimphu 

India

5. Mr K L Sharma 
Joint Secretary 
Ministry of Health & Family Welfare 
New Delhi

6. Dr G N Singh 
Secretary-cum-Scientific Director 
Indian Pharmacopoeia Commission 
Ministry of Health & Family Welfare 
New Delhi 

7. Dr S. Eswara Reddy 
Joint Drug Controller 
Central Drug Standard Control 
Organisation (CDSCO) 
New Delhi 

8. Mr A K Pradhan 
Deputy Drugs Controller (India) 
Central Drug Standard Control 
Organisation (CDSCO) 
Ghaziabad, Uttar Pradesh 
India

9. Mr Ranga Chandrashekhar 
Deputy Drugs Controller (India) 
Central Drug Standard Control 
Organisation (CDSCO) 
New Delhi 

10. Dr H G Koshia 
Comissioner 
Food and Drugs Control Administration 
Gujarat, India

11. Dr V Kalaiselvan 
Principal Scientific Officer  
(Incharge PvPI) 
Indian Pharmacopoeia Commission 
Ministry of Health & Family Welfare 
Ghaziabad, Uttar Pradesh 
India

12. Mr S Abdul Khader 
Drugs Controller 
Chennai, Tamil Nadu 
India

13. Mr Ekunkumar Tulshiram 
Drugs Inspector 
Central Drug Standard Control 
Organisation (CDSCO) 
New Delhi 

14. Ms Purvika Mahajan 
Drugs Inspector 
Central Drug Standard Control 
Organisation (CDSCO) 
New Delhi 

Indonesia

15. Mr Ondri Dwi Sampurno 
Acting Deputy Chariman 
Therapeutic Product, Narcotic, 
Psychotropic and Addictive Substance 
Control 
National Agency of Drug and Food 
Control 
Ministry of Health 
Republic of Indonesia 
Jakarta

16. Dra. Ratna Irawati, Apt, M.Kes 
Director  
Therapeutic Product Standardization and 
Household Health Supplies 
National Agency of Drug and Food 
Control 
Ministry of Health 
Jakarta

17. Ms Rumondang Simanjuntak 
Head Subdirectorate of GMP 
Certification and Inspection 
Jakarta 
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18. Dr Maura Linda Sitanggang 
Director General 
Pharmaceutical and Medical Devices 
Ministry of Health, Jakarta

19. Dr Sadiah 
Director 
Pharmaceutical Production and 
Distribution 
Ministry of Health 
Jakarta

20. Mrs Jojor Simanjuntak 
Head 
Section of Medical Devices Class A 
Ministry of Health 
Jakarta

21. Ms Tian Nugraheni 
Staff 
Directorate of Pharmaceutical Production 
and Distribution 
Ministry of Health 
Jakarta

Maldives

22. Ms Shareefa Adam 
Director General 
Maldives Food and Drug Authority 
Ministry of Health 
Male 

23. Ms Aishath Mohamed 
Deputy Director General, Pharmaceuticals 
Maldives Food and Drug Authority 
Ministry of Health 
Male 

Myanmar

24. Dr Theingi Zin (Ms) 
Director (Drug Control) 
Department of Food and Drug   
Administration 
Ministry of Health and Sports 
Naypyitaw

25. Dr Aye Moe Moe Lwin (Ms) 
Head (Admin) 
University of Public Health 
Yangon

26. Sri Lanka

27. Dr J.M.W. Jayasundara Bandara 
Director General of Health    
Services 
Ministry of Health, Nutrition &   
Indigenous Medicine  
Colombo 

28. Dr Kamal Jayasinghe 
Director General/CEO 
National Medicines Regulatory  
Authority  
Ministry of Health, Nutrition &  
Indigenous Medicine 
Colombo 

29. Thailand

30. Mrs Wimon Suwankesawong 
Expert on Drug Standard 
Food and Drug Administartion 
Ministry of Public Health 
Nonthaburi

31. Dr Nantana Kaisaeng 
Pharmacist, Professional Level 
Bureau of Drug Control 
Food and Drug Administration 
Ministry of Public Health 
Nonthaburi

32. Ms Chirapa Raksakorn 
Pharmacist, Professional Level 
Medical Device Control Division 
Food and Drug Administration 
Ministry of Public Health 
Nonthaburi

Timor-Leste

33. Mr Antonio Oqui 
Head 
Department of Authorization  
and Marketing 
National Directorate of  
Pharmacy and Medicine 
Ministry of Health 
Dili 

Resource Persons/Temporary Advisers 

34. Ms Yuwadee Patanawong 
Director 
Medical Device Control Division 
Food and Drug Administration 
Ministry of Public Health  
Nonthaburi 

35. Ms Chinta Abayawardana 
President 
Pharmaceutical Society of  
Sri Lanka 
Colombo

36. Dr Lucky S. Slamet 
Independent Consultant 
Jakarta 
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37. Dr Brijesh Kumar Sharma 
Independent Consultant  
New Delhi

Other Organizations

38. Dr Devendra Khandait 
Country Lead-State Health Policy 
India Country Office 
Bill & Melinda Gates Foundation

39. Dr Shirshendu Mukherjee 
Mission Director 
Program Management Unit of DBT-
BMGF-BIRAC-Wellcome Trust 
New Delhi 

40. Dr Sanjay Jain 
Head-India Operations& Access (Asia 
Pacific) 
Foundation for Innovative New 
Diagnostics (FIND) 
New Delhi 

41. Dr Florence Camus Bablon 
Senior Program Manager, HCV unit 
Foundation for Innovative New 
Diagnostics (FIND) 
Geneva

Secretariat

WHO-Headquarters, Geneva

42. Mr Michael Ward 
Coordinator for Prequalification Team  
and Coordinator  for the Regulatory 
Systems Strengthening Team

WHO Regional Office for  
South-East Asia, New Delhi, India

43. Dr Phyllida Travis  
Director 
Department of Health Systems  
Development

44. Dr Manisha Shridhar 
Regional Adviser 
Intellectual Property Rights, Trade  
and Health

45. Dr Klara Tisocki 
Regional Adviser 
Essential Drugs and Other Medicines

46. Dr Kim Sungchol 
Regional Adviser 
Traditional Medicines

47. Mr Stephane Guichard 
Regional Adviser 
Vaccine Supply and Quality

48. Dr Aparna Singh Shah 
Scientist 
Blood Safety and Laboratory Technology

49. Dr Sharat Chauhan 
Technical Officer 
Programme Management

50. Ms Priyanka Kaushik 
Executive Assistant 
HRH Unit

WHO Country Offices

51. Dr Mohamed Ismail 
Technical Officer 
WHO-Bangladesh

52. Dr Henk Bekedam 
WHO Representative to India 
WHO-India

53. Dr Madhur Gupta 
Technical Officer-Pharmaceuticals 
WHO-India

54. Dr Anuruddhe Thushara Ranasinghe    
Technical Officer 
WHO-Sri Lanka
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Annex 9.  Address by dr poonAm khetrApAL 
singh, regionAL direCtor, who south-eAst 
AsiA

Distinguished participants, ladies and gentlemen,

I warmly welcome you to the first Annual Meeting of the new South-East Asia 
Regulatory Network – or SEARN. 

SEARN is a path-breaking initiative that will enhance information sharing, 
collaboration and convergence of regulatory practices across the Region. These are 
valuable outcomes.  

As you know, many of the Region’s regulatory authorities lack sufficient technical 
capacity, staff and resources to perform effectively. At the same time, even well-
resourced authorities are hard-pressed to thoroughly evaluate all products and enforce 
existing regulations. This provides challenges.

National regulators are fundamental to ensuring access to safe, high-quality 
medical products, medicines, diagnostics, medical devices and vaccines. Ensuring that 
regulatory processes are efficient and effective is therefore vital to health outcomes. 

By extension, they are also vital to achieving Universal Health Coverage and 
attaining the Sustainable Development Goals. 

SEARN provides a compelling solution to today’s gaps and inefficiencies – one 
that takes full advantage of our collective strength. I thank you for your commitment 
and enthusiasm for this network. 

Distinguished participants,

When you met in Bangkok last year you formed an Initial Steering Group with 
representatives from Thailand, Maldives, India and Indonesia. They have ably steered 
the network since then, shaping the agenda and suggesting priorities for the network’s 
activities. These will be finalized in this meeting. 

In Bangkok you also emphasized the critical role Heads of Agencies will play in 
this network. It is encouraging to see so many key decision-makers here today to 
take this initiative forward. 
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This first Annual Meeting is important as it defines the network’s future course in 
very concrete terms. The adoption of a prioritized work plan and governance structure 
will facilitate cooperation and ensure we learn from one another while regulating the 
vast number of products in our countries. 

The network’s success will depend on whether it delivers tangible benefits to its 
members and ultimately to the general public. 

What am I expecting from SEARN? 

I expect that by increasing collaboration SEARN will enhance the ability of national 
regulatory authorities to ensure the safety and quality of medical products. 

By working towards more streamlined work-sharing arrangements, together we 
will find ways to accelerate access to medical products. 

Consumers across the Region will have safer, better-quality medical products. 
This will benefit the vulnerable in particular, who are often pushed into poverty when 
paying for low-quality or unsafe products.

Achieving these outcomes will require national regulatory authorities in the Region 
to make good on their commitments. I am confident this will happen. 

As per your wishes, I am pleased that WHO SEARO can act as SEARN’s initial 
secretariat and facilitate your progress. 

Ladies and gentlemen,

As you may know, better access to medicines is one of my flagship priorities. I 
am committed to SEARN’s success, and to supporting your efforts. 

I trust this consultation will lead to sustained cooperation among the Region’s 
regulators, and that the foundations for SEARN’s success will be securely laid.

I wish you a productive meeting and a comfortable stay in New Delhi.

Thank you.
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