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SUMMARY 

The first workshop for National Regulatory Authorities (NRA) for Vaccines in the Western 
Pacific Region was held from 9 to 11 November 2011 in Seoul, Republic of Korea. 

The objectives of the workshop were: 

(1) To identify lessons learnt and best practices on regulatory issues of vaccine quality 
and safety in selected countries for adoption by other Member States in the Western Pacific 
Region. 

(2) To develop action plans to strengthen the regional and intercountry collaboration of 
national regulatory authorities (NRAs). 

The workshop was organized into several plenary and one group-work session.  
Presentations covered, among others, global and regional updates, WHO's support to capacity-
building, formulation of regional alliances, and country presentations, including updates, lessons 
learnt, expectations and future plans.  Countries met in three working groups to develop and/or 
update their institutional development plans (IDPs) and support plans for non-functional NRAs. 

A total of 11 Member States participated in the workshop: Australia, Cambodia, China, the 
Lao People’s Democratic Republic, Malaysia, Mongolia, Papua New Guinea, the Philippines, the 
Republic of Korea, Singapore and Viet Nam.  Representatives from the Japan International 
Cooperation Agency (JICA) and the Korea International Cooperation Agency (KOICA) also 
attended.  

Challenges and major lessons learnt were documented from the presentations of individual 
countries and group-work sessions.  Almost all countries expressed the belief that firm political 
commitment and international collaboration are critical to the development/strengthening of 
NRAs.  The participants also emphasized the following: 

• an independent role is difficult if an NRA is directly under the Ministry of Health; 

• regular meetings and consultations are important; and 

• there is a need for sharing of best practices on regulatory issues. 

WHO has been playing a unique leadership role in coordinating the global/regional 
response to strengthen national regulatory capacity in medicines, including vaccines and other 
biologicals.  Many Member States have also been asking for a collaborative mechanism to help 
them to develop and/or strengthen the NRAs in their countries.  Detailed discussion was held on 
the rationale for a regional alliance for NRAs in the Western Pacific Region in terms of 
programme activities and steps to develop an action plan for its formation.  Participants also 
discussed the vision, objectives, strategies of such an alliance, as well as the need to monitor 
progress with well-defined indicators, including roles for stakeholders and shareholders.  
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Participants endorsed the followings conclusions:  

(1) a working group, to include Australia, China, the Republic of Korea and Japan, should be 
established to draft a concept paper; 

(2) the concept paper should be developed by a specific deadline, within one month; 

(3) plans should be made for an informal meeting to be held by early 2012 to finalize the draft 
concept paper; and 

(4) the concept paper should be shared with Member States. 



 

 

1.  INTRODUCTION 

The first workshop for National Regulatory Authorities (NRA) for Vaccines in the  
Western Pacific Region was held from 9 to 11 November 2011 in Seoul, Republic of Korea, for 
11 selected priority countries.  

1.1 Objectives 

(1) To identify lessons learnt and best practices on regulatory issues of vaccine quality 
and safety in selected countries for adoption by other Member States in the Western Pacific 
Region. 

(2) To develop action plans to strengthen the regional and intercountry collaboration of 
national regulatory authorities. 

1.2 Opening remarks 

Dr Yoshikuni Sato, Medical Officer, Expanded Programme on Immunization, Western 
Pacific Regional Office delivered opening remarks on behalf of Dr Shin Young-soo, WHO 
Regional Director for the Western Pacific, who was unable to attend the workshop due to 
previous commitments.  In his speech he stated that, since 1996, WHO has been working to build 
national regulatory capacity in the area of vaccine quality and safety, and a total of 60 countries 
globally now have functional NRA systems.  He was pleased to inform participants that, as of 
September 2011, four vaccine-producing countries and three vaccine-procuring countries in the 
Western Pacific Region have functional systems to regulate vaccines according to WHO criteria.  
He emphasized that a functional regulatory system is an essential resource that enables countries 
to procure vaccines autonomously.  Therefore, he urged that the regulatory system should be 
considered an important focus for capacity-building in low- and middle-income countries. 

He observed that the use of vaccines is expanding worldwide.  In this rapidly evolving 
situation, manufacturers and regulators must ensure that quality, production and verification 
standards are met.  He also highlighted that, during the vaccine deployment and vaccination 
implementation for the influenza A (H1N1) 2009 pandemic, the most important gap was 
information-sharing on vaccine safety and regulation.  The major lesson learnt was the need to 
establish a regional alliance to overcome vaccine regulatory and safety issues in the future.  He, 
therefore, emphasized the importance of regional and intercountry collaboration between 
functional and non-functional NRA for traditional vaccination, vaccination campaigns, new 
vaccine introduction and pandemic vaccination.  He further highlighted that most countries had 
expressed the need to exchange more information in an efficient way and to harmonize their 
regulations using international standards.  In this view, he further explained that there is a need to 
establish mechanisms to strengthen national expertise through collaborative exchange 
programmes and peer-review activities and to identify ways and resources to support institutional 
development plans (IDP). 

Finally, he concluded his remarks by hoping for very successful deliberations and 
expressed sincere appreciation to all participants and to the Korea Food and Drug Administration 
(KFDA) for their strong support in organizing the workshop. 
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Dr Seung Hee Kim, Director General of KFDA, provided the opening remarks as host 
country.  In her speech, Dr Kim extended her warm welcome and thanks to everyone for coming 
to the beautiful city of Seoul to attend the first workshop for the National Regulatory Authorities 
for Vaccines in the Western Pacific Region.  

She stated that, over the years, WHO and its regional offices, including the Western Pacific 
Regional Office, have played a key role in securing vaccines, and she expressed her deepest 
gratitude for those efforts.  She also highlighted that the Republic of Korea has demonstrated 
remarkable progress in vaccine development and production and that KFDA has also shown 
similar development in regulations and policies to support such changes.  KFDA was designated 
as a WHO Collaborating Centre (CC) in the early part of 2011 and is expected to play a more 
active role in promoting better health for the international community.  

She further mentioned that such an international workshop is an excellent opportunity to 
search for methods of mutual development, as it facilitates discussions between the relevant 
international collaborators.  She finally thanked all officials from both the WHO Western Pacific 
Regional Office and KFDA and all the participants for their hard work and wished for a 
productive workshop.  

2.  PROCEEDINGS 

2.1 Global and regional updates on NRAs  

2.1.1 Global update on NRAs 

Mr Lahouari Belgharbi, Technical Officer, Quality, Safety and Standards, WHO 
Headquarters presented the global update on strengthening of NRAs.  He briefly highlighted the 
existing global initiatives and coalitions to promote immunization, including the history of the 
WHO NRA-strengthening programme, and global issues related to NRA.  He observed that, 
globally, the demand for vaccines has increased while the number of vaccine-producing countries 
has decreased.  As of October 2011, only 44 countries were producing vaccines, compared with 
63 in 1990.  The decrease is mainly due to the increase in good manufacturing practice (GMP) 
standards from 1990 to 2011 and the increase in investment for production of vaccines, especially 
new ones.  He also stated the WHO goal to "ensure that ‘100%’ of vaccines used in all national 
immunization programmes are of assured quality".  In this regard, he described the WHO  
five-step NRA capacity-building programme.  He then discussed the vaccine regulatory process 
during pre-marketing and post-marketing phases. 

He then briefly discussed the NRA assessment process, including its tools. As of 
October 2011, WHO had assessed 101 countries out of the 194 that started in 1997.  A total of 60 
countries now have functional NRA status globally, 35 of them being vaccine-producing 
countries.  He also highlighted the many examples of the beneficial impact of the WHO  
NRA-strengthening programme, including NRA assessments.  Most new vaccines are now being 
produced by developed countries, with production of traditional vaccines shifting more to 
developing countries.  This will have a significant impact on the NRA framework for the future. 
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WHO started establishing a global training network for national control laboratories 
(NCLs) in 1996, which was then expanded to NRAs, immunization, pharmacovigilance centres, 
ethics committees, vaccine manufacturers and partner institutions.  As of 2011, 2887 staff 
members from different NRAs had been trained in 238 training sites.  The curricula of the 
31 types of course delivered were based on the initial curricula of 10 institutional training 
courses, covering all regulatory functions. 

Finally, Mr Belgharbi shared some challenges to the development and/or strengthening of 
NRAs in countries.  

2.1.2 Regional update on NRA 

In his opening slides, Dr Md. Shafiqul Hossain, Technical Officer, Expanded Programme 
on Immunization, Western Pacific Regional Office, described the diversity of the Region, 
including the successful history of immunization in the last 36 years.  Regarding the functional 
status of NRAs in the Western Pacific Region, he noted that, as of September 2011,  
four vaccine-producing countries, including China, and three vaccine-procuring countries in the 
Region had functional systems to regulate vaccines according to the WHO criteria.  He stated 
that, on 1 March 2011, WHO announced that the NRA of China—the State Food and Drug 
Administration (SFDA), along with affiliated institutions— met WHO indicators for a functional 
vaccine regulatory system.  Six countries in Asia and 13 countries in the Pacific are procuring 
vaccine through the United Nations system and the remaining countries through independent 
bidding or by manufacturing vaccine.  

He further discussed the challenges in the Region that need to be overcome to develop and 
strengthen the regulatory system and its functions: 

(1) no and/or weak regulation in many countries; 

(2) no and/or limited human resources for regulation; 

(3) a lack of capacity/facilities to develop or strengthen the regulatory system and its 
functions; 

(4) a lack of initiative, political commitment and funding to develop or strengthen the 
regulatory system and its functions; 

(5) limited exchange of expertise or sharing of information among countries; and 

(6) limited resources in the Region. 

Dr Hossain then highlighted the activities conducted by the Regional Office in the area of 
vaccine regulation and future plans to support the development/strengthening of NRAs in 
countries.  
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Table 1:  Status of the regulatory system and six NRA functions in selected countries in   
 the WHO Western Pacific Region as of October 2011. 

Clinical 
trial 

Regulatory 
inspection 

Laboratory 
access 

Lot 
release 

Post- 
marketing 

Marketing 
authorization 

Regulatory 
system 

Country 

Yes Yes Yes Yes Yes Yes Yes Australia 

DN DN DN DN DN DN DN Brunei 

No No No No Yes Yes Yes Cambodia 

Yes Yes Yes Yes Yes Yes Yes China 

DN No No No No No DN Fiji 

Yes Yes Yes Yes Yes Yes Yes Japan 

DN DN No No No No DN 
Lao People’s 
Democratic 
Republic 

Yes Yes No No Yes Yes Yes Malaysia 

No No No No Yes No Yes Mongolia 

DN DN Yes Yes Yes Yes Yes New Zealand 

DN DN Yes No No No DN 
Papua New 
Guinea 

Yes Yes No Yes Yes Yes Yes Philippines 
Yes Yes Yes Yes Yes Yes Yes Republic of Korea 

No No No DN DN No DN Samoa 

Yes Yes No No Yes Yes Yes Singapore 

Yes Yes No No Yes Yes Yes Viet Nam 

            
2.1.3 First WHO NRA Strategic Forum of Regulatory Agencies for Vaccines 

Mr Belgharbi, in this presentation, started by giving the background of the  
NRA-strengthening programme since 1997.  He briefly discussed the opportunities that are 
available to build NRA capacity in developing countries.  He then shared the progress report for 
the Global Immunization Vision and Strategy (GIVS) and new initiatives for the Decade of 
Vaccine.  There were 146 vaccine manufacturers and 95% of global vaccine production took 
place in 15 countries from 1997 to 2011.  He highlighted the fact that emerging economies are 
becoming major players in the vaccine market.  

He then described the first WHO NRA Strategic Forum of Regulatory Agencies for 
Vaccines, held from 3 to 5 May 2011 in Bangkok, Thailand, where 14 vaccine-producing 
countries attended to develop strategic planning.  In that workshop, participants worked on 
four themes: regulatory framework, capacity-building, harmonization and sharing, and 
international and regional coordination.  There were 15 group work sessions conducted in 
different areas of regulation.  
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However, he shared some challenges for strategic planning documented from the Forum: 

(1) the influence of political decision on timely implementation; 

(2) government support; 

(3) duration; and 

(4) budget linked to a strategic workplan. 

Mr Belgharbi also highlighted the challenges/issues and recommendations regarding road 
maps, IDP, budget and other resources that came out of the NRA Strategic Forum. 

2.1.4 International Consultation on Strengthening of Vaccine Regulatory Systems 

The Seventh International Consultation meeting was held from 12 to 14 October 2011 in 
Geneva, Switzerland, and Dr Alireza Khadem Broojerdi, Scientist (Prevention), Quality, Safety 
and Standards, WHO Headquarters, shared the meeting’s objectives and agenda.  A total of 
83 participants from 31 NRAs, eight technical agencies and 12 partners attended the meeting.  
There were seven working groups who reviewed the indicators and sub-indicators for regulatory 
systems and the six functions.  

The impact of the NRA assessment programme is assessed every two years, and 
Dr Broojerdi highlighted the strengths of the programme, including WHO assessment in 
101 countries and more than 500 follow up visits that have helped to better document the issues 
and constraints regarding NRA indicators.  

Along with the strengths, he also discussed the limitations of the assessment tools, 
including: maturity level, mix of different types of indicator, expertise/experience in overcoming 
vaccine quality issues, sustainability of performance or functionality, and discrepancies between 
assessment and prequalification submissions.  He then shared the recommendations made by the 
participants in the International Consultation. 

2.2 Country NRA status, lessons learnt and expectations regarding the 
establishment/strenthening of the system and updating of NRA activities, sharing lessons 
learnt and plans to support nonfunctional NRA countries  

Eight of the Member States participating (Cambodia, the Lao People’s Democratic 
Republic, Malaysia, Mongolia, Papua New Guinea, the Philippines, Singapore and Viet Nam) 
gave presentations on their NRA status, the lessons they had learnt and their expectations as 
regards establishment/strengthening of their NRAs, while the remaining three (Australia, China 
and the Republic of Korea) gave updates onNRA activities and shared lessons learnt and their 
plans to support nonfunctional NRA countries in the future.  The WHO secretariat also mapped 
out the countries presented in the workshop.  However, presentations did not totally follow the 
template sent by the secretariat.  Table 2 shows the stucture and system of the NRA in each 
country that attended the workshop. 
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Table 2.   Stucture and system of National Regulatory Authorities 

Country  Date 
established 

Law  Management infrastructure Organogram 

Australia ? Yes Therapeutic Goods Administration Yes 

Cambodia Not yet Yes Department of Drug and food Under 
Ministry of Health 

Yes 

China 1998 Yes Under Ministry of Health Yes 

Republic of Korea 1996 Yes Korea Food and Drug Administration Yes 

Lao People’s 
Democratic Republic 

1993 Yes Food and Drug Department Yes 

Malaysia 1985 Yes Pharmaceutical Services of Malaysia Yes 

Mongolia 1976 Yes Under Ministry of Health Yes 

Papua New Guinea 1998 Yes National Department of Health  

Philippines 1987 Yes Department of Health Yes 

Singapore 1987 Yes Under Ministry of Health Yes 

Viet Nam 1985 Yes Ministry of Health Yes 

 
Some of the countries showed their achievements, challenges and lessons learnt in their 

presentations.  The following are the consolidated challenges mentioned during the country 
presentations: 

(1) no institutional development plan; 

(2) lack of human resources; 

(3) lack of technical capacity among existing staff (including new staff); 

(4) limited quality assurance capacity in pre-market and post-market control of vaccines and 
pharmacovigilance; 

(5) lack of equipment for laboratory testing; 

(6) lack of laboratory capacity for vaccine quality testing; 

(7) maintaining the most effective risk-based testing programme that validates the  
lot-release programme; 

(8) limited resources — cost recovery; no financial commitment to carry out activities or hire 
external expertise; 
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(9) absence of an independent NRA structure to integrate all ongoing activities; 

(10) vaccine importation license is mainly based on certificate of origin; 

(11) lack of regulatory standards for assessing newly developed vaccines; 

(12) lack of a registration alert system; 

(13) disparity between emerging technologies; 

(14) need to establish communication between the NRA and the EPI; and 

(15) cooperation among different countries does not work well. 

The followings are the major lessons learnt, as documented from the country presentations: 

(1) firm political commitment is critical to development/strengthening of NRAs; 

(2) international collaboration is essential for the development/strengthening of NRAs; 

(3) health technology assessment (cost-benefit analysis, safety, efficacy, etc.) is important to 
support the national immunization technical committee — recommendations for incorporating a 
new vaccine into the national vaccination programme; 

(4) maintaining an independent role is difficult if the NRA is directly under the Ministry of 
Health; 

(5) the regularity of meetings and consultation is very important to develop/strengthen the 
NRA in the country; and 

(6) sharing best practices on regulatory issue helps strengthen the NRAs in other countries. 
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Globally, there are many different networks in the regulatory area.  Table 3 shows the 
networks to which the participating Member States belong. 

Table 3:   Member States’ networking affiliations in the regulatory area  
 
Country  ASEAN DCVRN Others   

Australia   European Official Medicine 
Control Laboratory Network, 
WHO 

Other NRAs 

Cambodia ✔ ? ? ? 

China  ✔ WHO, ICH GCG, APEC-LSLF, 
DCVRN, ICDRA, FHH, IRCH, 
PIC/S, etc 

United States of America, Canada, 
Cuba, Brazil, Australia, EU, Russia, 
United Kingdom, France, Denmark, 
Italy, Latvia, Pakistan, Republic of 
Korea, Japan, Singapore, Thailand 

Republic of 
Korea 

 ✔ USP, ICH, ICDRA, APEC United States of America, Canada, 
Australia, Singapore, China, EMEA, 
PZCS, KOICA 

Lao People’s 
Democratic 
Republic 

✔  Global Fund ,USP,PQM China, Japan, Republic of Korea, 
France and United States of America 

Malaysia ✔  PICS ? 

Mongolia       

Papua New 
Guinea 

  TGA Australia Private sectors within the country 

Philippines ✔    PICS 

Singapore ✔  PV (umc) Republic of Korea, China, United 
States of America, Australia, Canada, 
Germany, United Kingdom, Ireland, 
Switzerland, etc. 

Viet Nam ✔ ✔     

 
2.3 NRA functions and WHO support 

2.3.1 NRA functions:  experiences of the Korea Food and Drug Administration  

Dr Chung Keel Lee, KFDA, shared the Administration’s experiences in accomplishing all 
the NRA functions.  He emphasized that, to become an effective NRA, the authority should 
consider (1) strengthening the NRA systems and policies, and (2) maintaining good 
communications between the NRA and manufacturers through basic training.  He encouraged 
countries to consider the following in their policies: 

(1) Select the chief of the NRA through open competition then appoint for a term of at least 
three years to allow the incumbent to contribute effectively to improvement of the NRA. 
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(2) Always maintain independence.  Base decisions on conscience and logic rather than on 
political pressure.  Appointing a chief of the NRA should be external to the Ministry of Health— 
an individual from an academic institution or a professional organization is ideal. 

(3) Establish a system for charging user fees that will generate funds for the sustainability of 
the NRA. 

Dr Lee also discussed the importance of maintaining good communications with 
manufacturers.  The NRA staff should ensure that there are up-to-date laws and regulations that 
are properly explained to manufacturers.  The NRA staff must understand the science and logic 
behind the laws and regulations and should also undergo hands-on training for practical 
implementation.  He highlighted the importance of communication in promoting cooperation 
between the NRA and manufacturers.  

2.3.2 Expected NRA functions: WHO recommendations 

Dr Broojerdi, in his presentation, stated the WHO expectations on regulatory systems and 
the six functions of NRA.  The expected level of functionality of each country depends on how 
the country procures the vaccines.  He also noted that the philosophy for developing an NRA has 
changed recently; during the developmental stage there was a risk-based approach but now the 
focus is on a quality system approach.  He explained in more detail the six functions of an NRA 
and the indicators and their corresponding sub indicators that are the basis for NRA assessment.  

The indicators in the NRA assessment tool are used to ascertain the needs of countries and 
build capacities based on those needs.  It looks, not only into training needs that can be facilitated 
by intercountry coordination, but also into addressing the capacity of the whole system.  This is 
why it urges countries to come up with a final IDP that will be reviewed in collaboration with the 
NRA and the Ministry of Health to determine if all the areas that need strengthening are being 
addressed.  Although WHO is currently facing challenges in terms of funding, it will continue to 
support countries in finding solutions to enable implementation of their IDPs. 

2.3.3 WHO support to capacity-building, including the hub initiative and recommendations 
from countries  

Mr Belgharbi noted that WHO has been supporting capacity-building for NRAs for quite 
some time.  He explained the rationale behind the increase in demand for WHO support for 
strengthening of NRAs, including increased demand for guidance on the current global and 
regional policies to be adopted by countries and for appropriate training, and the increasing need 
for countries to share information, which can be facilitated by WHO. 

While WHO will continue to support NRAs in countries, there are some challenges that 
affect how the Organization supports a country.  These include manpower shortages, lack of staff 
with expertise in vaccine regulation at the WHO country level, and the many communication 
layers, from both the Department of Health and the WHO sides, that can significantly affect the 
timeliness of WHO response to the needs of a country.  However, there are ways that WHO can 
address these challenges, such as the use of national professional officers (NPOs)and WHO 
interregional and seconded positions to perform specific tasks to support countries in 
strengthening their NRAs.  WHO will continue to provide strategic direction to countries and 
assist in resource mobilization.  
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WHO proposes establishing a hub in Asia to support countries in the South-East Asia and 
Western Pacific Regions.  The objective is to develop a functional NRA for target countries.  
China and India are high priorities because they make up more than 50% of the population in the 
two regions.  The hub will provide several areas of expertise: regulatory support,  
capacity-building, prequalification, procurement/production support, intelligence and monitoring, 
and other key areas.  The plan is for the establishment of the hub to adopt a phased approach: the 
first phase will be the launch in January 2012; the second phase will aim to build capacity, 
starting in July 2012 until March 2013; and the third phase will see scaling-up to expand the hub 
in other areas of expertise, starting in April 2013 until December 2014. 

2.4. Developing and/or updating the road map and institutional development plan (IDP) and its 
importance: Introduction of NRA software and guidelines and output of group work 

2.4.1 Developing and/or updating the road map and institutional development plan (IDP) and 
its importance: Introduction of NRA software and guidelines 

Dr Broojerdi briefly discussed the guidelines on development/updating of the IDP and the 
support plan for non-functional NRAs.  He then provided orientation on how to use the WHO 
NRA assessment tools.  He also shared the country-specific assessment software to assist country 
NRAs in developing their IDPs. 

Countries were divided into three groups according to vaccine source and the availability 
of an IDP: 

Group A (non-producing countries without IDPs): Cambodia, the Lao People’s Democratic 
Republic, Mongolia and Papua New Guinea 

Group B (non-producing countries with IDPs): Malaysia, the Philippines and Singapore 

Group C (producing countries with or without IDPs): Australia, China, the Republic of 
Korea and Viet Nam 

Groups A and B worked on WHO NRA software to develop their road maps/IDPs, while 
Group C developed a support plan for non-functional NRA countries. 

2.4.2 Output of three group-work sessions 

Group A: Cambodia, the Lao People’s Democratic Republic, Mongolia and Papua New Guinea 

The presenter from group A discussed the findings of the group as regards strengths, 
weaknesses and areas for improvement based on the self-assessment exercise of NRAs in the 
respective countries.  Table 4 shows the areas that need to be improved in the four countries.  
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Table 4:   Areas for improvement in Cambodia, the Lao People’s Democratic Republic, Mongolia 
and Papua New Guinea 

AREAS TO IMPROVE Lao PDR Mongolia Cambodia PNG

Legal basis

QMS

Human Resources

Capacity building

Financial

External expertise

Building & equipment

Strategic plan (eg: business plan, IDP)

Transparency, accountability, 

communication

Institutional memory, electronic 

management and archiving

Need to developExists and need to improve

 
 

Group A also presented recommendations in respect of their own countries (see Table 5). 
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Table 5:  Recommendations for regulatory areas in Cambodia, the Lao People’s Democratic  
  Republic, Mongolia and Papua New Guinea.  

RECOMMEND-
ATIONS  

Lao People’s 
Democratic Republic 

Mongolia Cambodia Papua New Guinea 

Legal  
basis 

Review of laws and 
Acts; To be endorsed 
by Parliament for 
political advocacy & 
support 

    Complete review  by 2012 

QMS Standardize the 
available QMS to 
vaccine-related issues 

Improve the existing 
fragmented structure to 
one consolidated QMS 
with one designated 
unit 

Review of existing 
QMS 

Review of existing QMS 
to incorporate vaccines 

Human  
resources 

  Recruitment of staff for 
the designated unit 

Recruitment of staff Being recruited and to be 
completed by 2011 

Capacity-
building 

Training  (In-country 
and external support); 
short-term attachment 
and long-term training 
by other NRAs  

Training  (In-country 
and external support); 
short-term attachment 
and long-term training 
by other NRAs  

Training  (In-country 
and external support); 
short-term attachment 
and long-term 
training by other 
NRAs  

Training  (In-country and 
external support); short-
term attachment and long-
term training by other 
NRAs 

Financial Donor support and 
government 
commitment 

Government 
commitment / Donor 
support 

Donor support and 
government 
commitment 

Donor support and 
government commitment 

External 
expertise 

Collaboration with 
other NRAs, including 
WHO and UNICEF 
support 

Collaboration with 
other NRAs, including 
WHO and UNICEF 
support 

Collaboration with 
other NRAs, 
including WHO and 
UNICEF support 

Collaboration with other 
NRAs, including WHO 
and UNICEF support 

Building &  
equipment 

  Need to institutionalize  Need to improve 
availability of 
equipment 

Support for equipment 

Strategic plan 
(business  
plan, IDP) 

Revision of yearly 
plans to incorporate 
the changes after 
monitoring the 
implementation of past 
year 

Develop a 
comprehensive IDP and 
strategic 
implementation plan 

Revision of existing 
five-year plan 

Develop a comprehensive 
IDP and strategic 
implementation plan 

Transparency, 
accountability, 
communication 

Better accessibility for 
public information; 
develop website and 
establish PPP 

Better accessibility for 
public information; 
develop website and 
establish PPP 

    

Institutional  
memory,  
electronic 
management  
and archiving 

Develop database. 
Requires external 
support 

Integrate vaccine 
information into the 
existing database  

Improve the existing 
data system 

Develop separate section 
under Department of 
Health website, with better 
electronic data 
management 
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Group B: Malaysia, the Philippines and Singapore 

All three countries from group B delivered a common presentation.  However, only the 
Philippines does lot release through documentation review.  The Philippines is working on 
International Standards Organization (ISO) certification and has just signed the Implementing 
Rules and Regulations of Republic Act (RA) 9711, which strengthens the Food and Drug 
Administration (FDA) as the NRA, with provision to expand manpower and capacities as the 
regulatory authority.  While regulatory functions exist, the three countries recognize that there are 
still areas for improvement.  None of them have laboratory access.  Both Malaysia and Singapore 
need to improve in the areas of laboratory access and lot release.  

Recommendations included the adoption of ISO 9004 for NRAs and the need for a 
standardized quality management system (QMS).  There is also a need for capacity-building in 
the area of laboratory testing in both Malaysia and the Philippines.  Various options to improve 
laboratory access were presented, with emphasis given to the use of the laboratory network to 
facilitate testing of vaccines in external laboratories. 

WHO support is requested in: 

(1) providing a database of qualified laboratories that can be accessed, with specific tests that 
they can perform; 

(2) collaborating with designated laboratories to bring down the cost of testing; 

(3) technical support on a lot release improvement strategy; 

(4) facilitating communication between NRAs to assure the quality of lot release and identify 
gaps;  and 

(5) identifying the capabilities of NRAs and aiding in capacity-building, depending on  
country needs. 

Group C:  Australia, China, Republic of Korea and Viet Nam 

Australia:  The Australia Therapeutic Goods Administration (TGA) has a well-established 
legislative system for regulation of therapeutic goods and quality systems for laboratories.  It has 
the technical capacity for laboratory testing and a lot release programme. The TGA is 
experienced with the laboratory equipment used for testing vaccines and uses the Windows 
Laboratory Information Management System (WinLIMS) for database management and 
archiving.  

Its capacity to support training of other NRAs is subject to its annual work plan, training 
strategy/policy, mapping of regional resources, pooling of expertise and provision of a 
coordinated training programme that takes into account the training requirements of the Region 
so that all countries can be strengthened simultaneously.  The Australia TGA can also help in 
educating countries about the actual systems and developing standard operating procedures for 
laboratory testing, lot release programmes, how to use equipment properly, sharing total records 
and the information management system required for archiving data. 
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China:  The NRA in China has guidelines and staff trained in surveillance for adverse 
events following immunization (AEFI), evaluation of clinical trials and market authorization.  It 
has an electronic management system for drug evaluation for database management and 
archiving. 

It can support other countries for training on laboratory testing, lot release and quality 
control and evaluation. 

Republic of Korea:  The Republic of Korea Food and Drug Authority (KFDA) has existing 
laws and regulations and is willing to share its experience on ISO 17025.  It has staff trained in 
vaccine quality testing and GMP inspection and has a system for electronic management and 
archiving. 

It can support other countries by dispatching experts on regulation and testing, in 
collaboration with KOICA, and can provide advice on setting up a laboratory and other areas of 
expertise.  It can also sponsor NRA forums and workshops.  KFDA has experience in conducting 
training in 20 countries, with hands-on inspection of the facility for GMP training.  

Viet Nam:  The Viet Nam FDA is not yet a functional NRA and needs to build capacity in 
some areas.  There is an independent ethics committee for clinical trials and a quality manual for 
all functions.  The Viet Nam FDA needs an additional 100 qualified staff for the six functions, 
and training for all 300 to 400 staff.  Their financial need, at around US$ 10 000 000 per year, is 
dependant on the IDP. 

They need to improve the NRA website and establish an electronic management system for 
all dossiers, which will require the support of a consultant. 

2.5 Regional alliance for the Western Pacific Region  

2.5.1 Why a regional alliance? 

Dr Hossain delivered a presentation on the rationale for a regional NRA alliance in the 
Western Pacific Region in terms of programme activities.  He highlighted that only seven 
countries in the Region (four vaccine-producing countries and three countries procuring vaccine 
through independent mechanisms) have functional NRAs. 

Dr Hossain discussed in detail the regional disease control goals set by Member States, and 
stressed the importance of having vaccine of assured quality for vaccination of target groups.  He 
provided a brief outline of the vaccines presently being used and the number of injections given 
yearly, the number of supplementary immunization activities (SIAs) conducted in the last 
10 years, SIA plans for next three years, and the proposed vaccines to be introduced in countries 
in the Western Pacific.  

He explained how critical it is to establish/strengthen the NRA system and functions in 
countries to regulate biological products, and the importance of collaboration among countries.  
In that respect, he also highlighted the experiences from pandemic influenza A (H1N1) 2009 
vaccine deployment and vaccination, where vaccine regulation and safety was the major concern 
in many countries and the following needs were expressed: 

(1) to exchange information more efficiently and effectively; 
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(2) to harmonize regulations; 

(3) to share competencies and resources;  and 

(4) to establish or set up mechanisms to strengthen national expertise through collaborative 
exchange programmes and peer review. 

He gave the example of some small countries and areas in the Region where there is very 
little chance of having a regulatory system in the near future, but there is a need to have vaccine 
of assured quality.  Collaborative mechanisms and support from other countries would be helpful 
for these countries. 

He stated that WHO has been playing a unique leadership role in coordinating the 
global/regional response to strengthen national regulatory capacity in medicines, including 
vaccines and other biologicals.  The Organization will continue to provide support in this area, 
including supporting the formation of a regional alliance, as per the request of its Member States.  

2.5.2 Developing the action plan for formation of a regional alliance 

Mr Belgharbi outlined the steps to develop an action plan for formation of a regional 
alliance in the Western Pacific Region.  He highlighted the importance of having a vision, 
objectives and strategies, and of monitoring progress with well-defined indicators, with roles for 
stakeholders and shareholders.  He proposed some points for discussion in each of the areas and 
requested countries to outline the support required.  He also provided an outline of existing 
collaboration between countries on NRA and reiterated the importance of strengthening existing 
alliances and collaborations. 

2.6 KFDA regulations and policies on vaccines and the WHO Collaborating Centre for 
Biological Standardization 

2.6.1 KFDA regulations and policies on vaccines  

The topic was presented by Ms Ju Sun Nam, Biopharmaceutical Policy Division, KFDA, 
who briefly shared the offices responsible for vaccine regulation in the Republic of Korea.  She 
noted that there has been a change in the global pharmaceutical market and an increased number 
of pharmaceuticals are now present in the marketplace.  Ethical drugs account for 82 % of 
pharmaceutical production and the number one product is Quinvaxem injectable (by 
BernaBiotech Korea) in the Republic of Korea. 

A total of 10 vaccines are manufactured in the Republic of Korea, while 12 are imported 
from outside; as of 2010, 200 vaccines were approved by KFDA.  KFDA is responsible for 
oversight of drug development and marketing authorization, and it takes 30 days for review of 
investigational new drug (IND) approval and 120 days for review of new drug application (NDA) 
approval.  Pharmaceutical companies may ask for consultation meetings with KFDA from the 
initial preclinical development through to final NDA approval. 

Ms Nam described the post-marketing control, inspection, pharmacovigilance, national lot 
release testing and regular or periodic product testing of KFDA.  KFDA also monitors adverse 
drug reactions (ADR) and has been operating the “Pharmacovigilance Center” since 2006.  To 
support vaccine self-sufficiency, KFDA has launched a task force to build vaccine manufacturing 
facilities, and operates a consultative body to speed up the approval process.  
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She also highlighted international collaboration.  KFDA was recently designated as a 
WHO collaborating centre (CC).  Moreover, there is provision of WHO training for international 
GMP inspectors.  She also shared the number of seminars/workshops organized by KFDA in 
collaboration with WHO during 2011. 

2.6.2 WHO Collaborating Centre for Biological Standardization 

Dr Chiyoung Ahn, Director, Biologics Research Division, KFDA, presented details on the 
WHO Collaborating Centre for Biological Standardization.  The Director-General of WHO 
designated the collaborating centre to be a part of an international collaborative network carrying 
out activities in support of the Organization’s programmes at all levels.  KFDA was designated as 
a WHO CC in January 2011, the sixth WHO CC following the National Institute for Biological 
Standards (NIBSC) in the United Kingdom; the National Institute of Infectious Diseases (NIID) 
in Tokyo, Japan; the Therapeutic Goods Administration (TGA), Australia; the Center for 
Biologics Evaluation and Research (CBER) in the United States; and the Poliomyelitis 
Eradication Initiative (PEI). 

Dr Ahn also described future plans for KFDA.  KFDA plans to invite five to 10 people for 
a global leaning opportunity (GLO)/GMP training biennially.  As regards hands-on laboratory 
training, there are plans to train 10 to 20 people by 2013.  KFDA is also seeking to conduct 
collaborative studies with other organizations.  The KFDA is hoping to be able to suggest at least 
one new or improved quality control method to WHO by 2013; to submit one or two assessment 
reports per year on WHO written standards to the Expert Committee on Biological 
Standardization (ECBS); to provide technical input on written standards to WHO every year; to 
hold biennial workshops on implementation of WHO written standards; and to support at least 
two developing countries in the same period.  

3.  CONCLUSIONS  

The workshop participants reached the following conclusions: 

(1) A working group, to include Australia, China, the Republic of Korea and Japan, should be 
established to draft a concept paper. 

(2) The concept paper should be developed by a specific deadline, within one month. 

(3) Plans should be made for an informal meeting to be held by early 2012 to finalize the draft 
concept paper. 

(4) The concept paper should be shared with Member States. 



 

 

 


