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SUMMARY 

The Second Biregional Workshop on Promoting Ethical Practices in Medicines 
Registration and Procurement was held in Manila, Philippines, from 14 to 16 June 2006. 

The objectives of the workshop were: 

(I) to discuss the results of country assessments and finalize the assessment 
methodology and tools; 

(2) to report progress and share experiences related to the development of 
national ethical frameworks, with special focus on consultations with key 
informants; and 

(3) to review the draft global ethical framework for good governance in the 
pharmaceutical sector. 

The workshop was attended by 15 participants from Cambodia, China, the Lao 
People's Democratic Republic, Malaysia, Mongolia, Papua New Guinea, the Philippines 
and Thailand. The workshop's temporary advisers were individuals who conducted the 
assessment of medicines registration and procurement systems. A consultant was also 
invited to share his expertise in developing the ethical framework in medicines 
registration and procurement. Representatives from WHO Headquarters, WHO South 
East Asia Regional Office and WHO Regional Office for the Western Pacific served as 
the Secretariat. 

Participants listened to a progress review of the WHO-AusAid collaboration 
project "Promoting Ethical Practices and Good Governance in the Pharmaceutical 
Sector". Both global and regional perspectives were presented. Participants were 
informed that the project has been expanded to Cambodia, Mongolia and Papua New 
Guinea and that Indonesia and China will participate in the third year. A clear definition 
of ethical practice was discussed and examples of unethical practices were mentioned for 
a more comprehensive understanding. Participants were reminded of the objectives of the 
project. They were informed that corruption is a worldwide problem needing concerted 
efforts. The formulation of an ethical framework in medicines registration and 
procurement in each country is a priority. 

Representatives of the three new countries that participated in the assessment 
presented their results. They discussed the slight modification of the assessment tools and 
talked about their key informants. Participants shared their experiences in advocating for 
the formulation of an ethical framework. Several countries have carried out activities 
geared towards eradicating unethical practices in the pharmaceutical sector. 



Before the workshop, participants listened to a presentation of the draft global 
ethical framework tor good governance in the pharmaceutical sector. The framework of 
moral values and ethical principles is a bottom-up approach that needs to define 
consensus-building and the periodic review and revision. Ethical infrastructure includes 
the framework of moral values and ethical principles, the code of conduct, tools for 
promotion and socialization of the framework, control of reprehensible acts, mechanism 
for whistle-blowing and coordination, management and evaluation programmes. 

The workshop concluded that a sectoral approach to developing a national ethical 
framework should be part of a broader national initiative for promoting good governance. 
The participants stressed that each country should establish a national framework on 
ethical practices in medicines registration and procurement in order to ensure universal 
access to are safe, effective and good quality medicines. Each country's ethical 
framework for good governance must be aligned with the government's mandate to 
protect the health of the people. 



1. INTRODUCTION AND BACKGROUND 

1.1 Background information 

The pharmaceutical system is vulnerable to unethical practices for several reasons such as 
conflict of interest, lack of credible institutional checks, selection and procurement. Lack of 
transparency is increasingly becoming an issue of concern because unethical practices in 
pharmaceutical system, which in turn leads to a waste of resources, reduce the availability of 
essential medicines and threatens the well being of the populations. 

Promoting good and ethical pharmaceutical practices in the public pharmaceutical sector 
has become one of the important areas of global and regional strategies for improving access to 
essential medicines. Furthermore, good governance is high in the international health agenda. 

In response to the Regional Strategy for Improving Access to Essential Medicines, 
2005-20 I 0, a collaborative project "Promoting Ethical Practices in Medicines Registration and 
Procurement Systems" has been initiated, with the objectives of promoting ethical practices and 
good governance in the public pharmaceutical sector in Member States. A number of activities 
has been undertaken at country and inter-country levels to strengthen countries 'capacity in 
promoting ethical practices at the public pharmaceutical sector. These include country 
assessments of ethical practices in medicines registration, selection and procurement in Lao 
PDR, Malaysia, the Philippines and Thailand. 

The results of the country assessment were discussed in the biregional workshop on 
promoting ethical practice in medicines registration and procurement that took place in Penang, 
Malaysia, in June 2005. The workshop stressed the importance of promoting good practice in 
medicines registration, selection, promotion and procurement. As part of the project, WHO is 
also developing a global ethical framework for good governance in the pharmaceutical sector, in 
consultation with member states. The project has now been expanded to Cambodia, Mongolia, 
Papua New Guinea and Indonesia. 

1.2 Objectives 

The objectives of the workshop were: 

(I) to discuss the countries' assessment results and finalize the assessment 
methodology and tools; 

(2) to share progress and experiences of the national 
development of national eth ical framework; and 

consultation process & 

(3) to review the draft model global. ethical framework for good governance 111 

pharmaceutical sector. 
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1.3 Participants 

Fifteen (15) participants from seven (7) countries in the Western Pacific Regions. eight 
temporary advisers and four observers attended the workshop (annex I) namely the Lao People's 
Democratic Republic, Malaysia. Philippines" Cambodia, Mongolia and Papua New Guinea, 
including China were invited to the workshop to discuss the results of the assessment in their 
respective countries, share experiences in the development of national ethical framework and to 
review the draft global ethical framework for good governance in the pharmaceutical sector. 
From SEARO, 3 representatives from Indonesia and two representatives from Thailand attended 
the meeting. All the assessors on the transparency from each country and the Technical 
Assistance were invited as Temporary Advisers to the meeting. Observers from Transparency 
International and WR Philippines were also present at the workshop. Dr Eloy Anello was 
recruited as a Short Term Consultant. Dr. Guitelle Baghdadi represented WHO Headquarters to 
the workshop. 

The lists of participants are shown in Annex I. 

The agenda is shown in Annex 2. 

Annex 3 shows the programme of activities. 

1.4 Organization and content of workshop 

The Second Biregional Workshop on Promoting Ethical Practices in Registration and 
Procurement was held on 14-16 June, 2006 at the WPRO conference room, Manila. Philippines. 

1.5 Opening remarks 

The Regional Adviser on Pharmaceuticals, WHO Western Pacific Regional Office. 
Dr. Budiono Santoso, welcomed the participants. 

Dr. Richard Nesbit. Acting Regional Director delivered the opening remarks. He said that 
promoting ethical practices, good governance and transparency in the pharmaceutical sector, 
especially in medicines registration. selection and procurement, has increasingly become an 
important agenda in recent years. He also mentioned that the pharmaceutical system is vulnerable 
to unethical practices, such as conflict of interest, lack of credible and efficient institution and 
lack of transparency. He further stated that unethical practices and corruption in the 
pharmaceutical system waste limited resources, reduce the availability and accessibility of the 
needed medicines and threaten the well-being of the population. Improving access to good 
quality essential medicines and ensuring their appropriate use by consumers and providers have 
been priorities for WHO. 

1.6 Appointment of Chairperson, Vice-chairperson and Rapporteurs 

The workshop elected Mrs. Nazarita Lanuza from the Philippines, as the Chairperson, 
Prof. N iyada Kiatying-Angsulee from Thailand as the Vice-chair and Madam Rosminah Mohd 
Din from Malaysia as rapporteur for the three-day session. 
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2. PROCEEDINGS 

2.1 Introduction: Meeting objectives and methodology 

Dr. Budiono Santoso gave the introduction on the meeting objectives and methodology. He 
briefed the participants on the proceedings of the two and half days' workshop duration which 
include two main sessions: plenary country presentation and discussion and working group 
discussion and preparation of the country plan of action. 

The plenary country presentation and discussion include progress review, countries 
assessment, countries progress in national consultation, draft assessment tools, draft model 
Global Framework, workplan and conclusions and recommendations. 

The group works include Development of the National Ethical Framework, Socializing the 
Ethical Framework in countries and Preparation of the country workplan. 

2.2 Progress Review: year 2 of WHO-AU SAID collaborative project 

Dr. Budiono Santoso presented the Regional perspective to this collaboration. He has also 
given a -.:Iear definition of ethical practices differentiating it from unethical practices. At national 
level. it is expected from the workshop that an assessment on ethical practices should be 
conducted followed by feedback of assessment result through a national workshop. A National 
Framework should be established in each country and the follow up assessment should be 
conducted. At international level, it is expected that the assessment tools should be refined and 
finalized, a harmonized assessment methodology should be defined and a model 
Guide/Framework of ethical practices in medicines regulation, selection and procurement should 
be developed. International consultative meeting to share experiences should also be organized. 
The project was started in year 2004 involving four countries namely the Lao People's 
Democratic Republic, Malaysia, Philippines and Thailand. At the 2nd year of the project, 2005, 
three more countries have participated into the project namely: Cambodia, Mongolia and Papua 
New Guinea. In the 3 rd year of the project China and Indonesia will be the two new participating 
countries. 

As lessons learned from the two year implementation, we can define the system level 
barriers, the personal level barrier as well as the need for appropriate human resource capacity 
for a successful achievement of the project. The political commitment and support from the civil 
society can be defined as facilitative factors to this project. There is a need for innovative 
approac h to define different challenges such as: 

Qualitative approach to identifY potential barriers; 

Political mapping: who should be involved, who should lead and coordinate, and 
what are their roles, responsibilities and contribution; 

Problem solving; 

Advocacy to gain acceptance and support; 

Demonstrable immediate positive results 
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On the Global Perspectives, Dr. Guitelle Baghdadi, Technical Officer, from WHO 
Headquarters (HQ), Geneva started her presentation with the main goals of the "Good 
Governance for Medicines Regulation and Procurement" which is to curb corruption in the 
pharmaceutical public sector through promotion of ethical practices In medicines regulation and 
procurement by health profeSSIOnals and the application of transparent administrative procedures. 
The objectives of this project are mainly to: 

Increase awareness on potential for corruption and impact on health systems 
functioning: 

Increase transparency and accountability ill medicines regulatory authorities and 
procurement systems; and 

Build capacity for good governance. 

Dr. Guitelle Baghdadi also reminded the palticipants of the three main steps which are 
Assessment of the National Transparency, Development of the National Ethical Framework, and 
Socializing the Ethical Framework. 

Countries have peculiarities: have different culture, and different systems. Each country 
can establishes its own strategy taking into account its own national content. 

Dr. Sri Suryawati from Indonesia raised the need for commitment to do continuous 
assessment as this can not be completed in 3 months and want to learn how to make it more 
enjoyable? 

Dr. Soe, Director of DHS, and Prof. Nyada from Thailand shared the same idea that there 
is a need to look at broader development of ethical framework to fight against corruption. This 
must have linkage with other sectors; isolation may lead to limited impact. 

2.3 Country Presentations on the results of assessment of the national transparencv in 
medicines regulation, selection and procurement 

2.3.1 Cambodia 

The assessment on national transparency in the pharmaceutical sector in Cambodia was 
conducted by Dr. Marie-Helene Bouchard. Fifty three (53) key informants were interviewed for 
this assessment. Most of them are from the Ministry of Health and affiliated with Cambodia 
Ministry of Health and the rest are from public hospital, private sector. professional association, 
International Organization and Non-government Organizations. Dr. Marie-Helene Bouchard also 
mentioned that a lot of things have been done in many areas which are in progress. 

The registration of the pharmaceutical products has been with the Drugs Registration 
Bureau of the Department of Drugs and Food. There is a functional committee created since 
1996 for the registration. There are documents available for the registration such as Guidance for 
companies to submit an application for registration; standard application form and an up-to-date 
list of registered medicines. 
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The Drug Registration Bureau is in the process of preparing written guidelines for 
evaluation to assess applications and to revise the registration system to align with the ASEAN 
harmonized guidelines for registration. 

The first Essential Medicines List of Cambodia was established in 1986 and the latest 
update was in 2005. The National Committee for Developing and Revising the Essential 
Medicines List was created since 2005; the revision of the EML was previously done through 
workshops. 

For the inspection activity, the following documents and system are Legislation with 
provision covering inspections, roles and responsibilities oflnspectors, Inspection Checklists 
with guidance for the report, Scheduling system to identify facilities to be inspected and Internal 
review of inspection reports. 

There is an operational and functional committee for pre-approval and monitoring of 
promotions. The existing legislation covers also the promotion of drugs material for 
advertisement of non-prescription drug - Over the Counter should be approved by the Ministry 
of Health (MOH). 

For procurement, there is a system in place and documents are available such as Public 
Procurement Procedures (PPP); written document describing the type of Procurement Method to 
be used; objective quantification to be purchased. The committee works closely with the 
Ministrv of Economy and Finances. 

Dr. Bouchard recommended that the rules and responsibilities of each member and the 
professional qualification of each member of each committee should be included in the terms of 
reference. She further recommended that written guidelines for the committee decision making 
should also be developed for each committee. In addition, the policies for the declaration of 
conflict of interest and appeals system should also be established. 

It was suggested that long term assistance in the pharmaceutical sector was suggested for 
WHO to undertake and to conduct follow - assessment to measure improvement. 

Ms. Bouchard stated that the key informants were personally selected by the researcher. 
She mentioned that the best balance for the interviewees was to have (10) interviewees in each 
area of assessment. Recommendations were based on the questionnaire giving importance to 
which has not been done yet in the country. She also mentioned that the recommendations were 
already shared with the government. 

2.3.2 Mongolia 

There is an existing committee for drug registration. The registration is documented and 
the registration fee is regulated. The main decision related to the pharmaceutical regulation is 
made by the drug regulation committee. However, unregistered products can still be found in the 
market. There is no policy for the declaration of conflict of interest. 

The medicine promotion is regulated by the Drug Law of Mongolia. There is no 
mechanism to monitor the enforcement of the provisions of the Medicines Regulation. 

Medicines Regulation and written procedures for inspection are in place. There are no 
comprehensive guidelines for inspection; however, there is a mechanism for rotation of 
inspectors to inspect companies. 
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The procurement of pharmaceuticals is based on the Law of Procurement of Goods. works, 
maintenance and services. There is no formal process for tenders. Tenders were rarely 
published. 

The overall result of the assessment of the pharmaceutical system showed it as marginally 
vulnerable to corruption. This maybe attributed to the lack of kno\\ ledge of the law, abuse of 
authority, democratic system and change of attitudes among the key informants. 

Recommendations for the country are (I) an independent control system must be created 
by government agencies in collaboration with the NGOs; (2) to be transparent in the provision of 
related information; and (3) a national ethics code and guidelines for the pharmaceutical system 
needs to be created. 

For the WHO, the recommendation is to provide support in the development and 
implementation of the national ethical framework for good practices in medicines regulation, 
selection and procurement of medicines. 

2.3.3 Papua New Guinea 

The assessment on Measuring Transparency to Improve Good Governance in the Public 
Pharmaceutical Sector in Papua New Guinea was conducted in Port Moresby and Lae. The 
design of the study was qualitative and quantitative. Thirty (30) Key informants were 
interviewed, out of this twenty (20) were from the government and ten (10) from private and 
I nternational Organ izations. 

The registration process has not started yet; however, notification on intent to register 
medicines was disseminated in 2005. The formal committee for registration has not been created 
yet. 

The Medicines and Cosmetics Act 1999 provides detailed guidelines for drug inspection 
and control. however, there are no guidelines for good distribution practices. This Act provides 
direction for drug promotion control however, there is no committee to monitor drug. 

There is a National Medicines list patterned from the WHO's Essential Medicines List. 
The senior medicine officers are included in the review process of the EML. The guideline 
describing the role and responsibilities of the committee for the Selection is being developed. 

The Pharmaceutical Supplies Tender Board consists of senior government officials from 
the Health Finance, Attorney General Trade and Industry was established. There is no 
declaration of conflict of interest form but there is a standing order of oath of allegiance. 

During the assessment, the researchers encountered difficulties in getting key informants 
and supporting documents to verify validity of responses. They noted that the Kls were not 
aware about issues surrounding activities they are involved in and the Kls from the private sector 
were not comfortable participating in the study. 



- 7 -

The recommendations raised were: 

Support on training for registration and other related components; 

To set up and strengthen hospital therapeutics committee since these are the main; 
source of drug selection forum for exchange of information; and 

Post-tender monitoring of supplies management system. 

2.4 Plenary discussions on national transparency assessments in medicines regulation, selection 
and procurement 

Or. Guitelle Baghdadi started the session by explaining about indicators and tools. 
Indicators were divided into policy and legal framework in addition to procedures and structural 
indicators. The tools need to be adapted to certain regions as some countries use Essential Orug 
List (EOL) and others use reimbursement list. There is need to increase or expand the areas to 
include licensing of retail pharmacies and manufacturers. 

Suggestions to include media as key informants were raised. However, there is 
reservation of including the media since most of the questions may not be answered. The 
selection of members of key informants should be based on the current resources available and 
key informants must be knowledgeable of the issue. The key informants should be able to 
discuss issues and concerns of the field being represented. The result of assessment is only the 
beginning of a long process to fight against unethical practices. The project on the assessment of 
transparency should not be seen as threatening since this is only to measure the vulnerability to 
corruption, and to address key areas and come up with proftle about bringing necessary changes. 

Gap analysis and study on what already exists must be done since some of the key 
inform<'nts do not even know the situation. If there are loopholes, an opportunity to fill the gap is 
necessary. 

The transparency can reduce the vulnerability to corruption and the questions should also 
be based on assumption of implicit models of policy, procedures and structures on the level of 
corruption. 

2.5 Country presentation on developing and promoting national ethical framework on 
medicines regulation, selection and procurement 

2.5.1 Lao POR 

The National Ethical Framework in Lao POR for Good Governance in Pharmaceutical 
Sector was established based on the result of the country assessment, the WHO Ethical 
Framework for Good Governance in Pharmaceutical Sector and the revision and adjustment of 
administrative procedures for registration, selection and procurement. 

Or. Lamphone presented the situation and mechanism implemented in Lao POR. This 
came about as a result of the assessment. She cited the steps taken to develop the National 
Ethical Framework. The Terms of Reference for the members of the ethical framework 
committee was established for the approval of the Minister of Health. The TOR for the sub
committee for registration, selection and procurement was also developed. 
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The National Ethical Framework for Good Governance in the pharmaceutical sector for 
Good Governance is now established. The Administrative procedures and registration. selection 
and procurement have been revised. 

To improve the registration system, the following activities are planned: (I) set up 
standard criteria for selection of the committee members: (2) establish the TORs: (3) develop 
the form for the Declaration of Contlict of Interest; (4) develop criteria for the acceptance or 
denial of applications for registration which should be evidence-based: (5) mechanism to 
eliminate unregistered medicines from the market; (6) clarify the roles and function of the drug 
registration unit and the registration procedures; (7) availability of data on drug information; 

To improve the selection, activities will be taken such as: (I) establish clear guidelines for 
the selection of the members of committee 011 selection. This should be clearly defined in the 
TOR; (2) the criteria for drugs selection should also be redefined: (3) Reference information 
should be from reliable source and the public should be informed on the committee decision: and 
(4) the ~emi annual revision of the EML will be carried out. 

On procurement, criteria for the selection of the members of the bidding committee should 
include knowledgeable and experienced, reliable and high level official. The central level 
organizes the bidding to provide information on drug price and source and agrees on the direct 
delivery system. 

2.5.2 Malaysia 

The implementation of the National Integrity Plan (PIN) was incorporated into the recently 
launched 9th Malaysian Plan (2006-20 I 0) with the aims to: (1) effectively reduce corruption, 
malpractices and abuse of power; (2) increase efficiency of the public service delivery system 
and overcoming bureaucratic inefficiency: and (3) enhance corporate governance and business 
ethics. 

In the workshop types of unethical behaviour were identified such as: falsification of data 
submitted on safety, quality and efficacy; bribery in the form of incentives, monetary etc.; and 
personal interest due to internal and external pressure for the selection of drugs to be evaluated. 

Lessons learned showed that new culture is very difficult to be instilled: it needs a lot of 
patience and persuasion of the officials to consider new ways of doing things. The other 
challenge is the setting up of the National Working Group on Pharmaceutical Ethics involving 
universityfNGO representative driven as a stimulus for the public sector. 

The question as to who would take the lead of the working group was raised. It was 
suggested that the Ministry of Health should take the lead and the University may assist as 
members to tbe core group. 

Prof. Abu Baker suggested that we have to look at the total number of people who are 
relevant in choosing who should be the key player in conducting the survey. The study should be 
a combination of the qualitative and quantitative tools. 
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2.5.3 Philippines 

The current thrust of the Department of Health is the FORMULA ONE. The goals of this 
Formula One are better health outcomes, more responsive health system, and quitable health care 
financing. 

There are four components of this FORMULA ONE: Financing, Regulation, Service and 
Governance. 

There are several initiatives in the government to address corruption. These includes -
Creation of DOH Anti-Graft Committee (DOI2s.2200), Corruption Prevention Reform 
Programme, Creation of Presidential Anti-Graft Commission (PAGC), Creation of DOH
Integrity Development Committee (DPOB2005-0112), Declaring a Decade of Good Governance 
and Good Citizenship to fight corruption and to eradicate Poverty and The Government 
Procurement Reform (Republic Act 9184) 

The registration of products is in place for many years. The Republic 3720 otherwise 
known as Foods, Drugs, Devices and Cosmetics Act was enacted in 1963 which provides the 
policy for the registration of products. This is undertaken by the Bureau of Food and Drugs. The 
computerization of the registration is being started to show transparency in the process. The 
evaluators undergo training to enhance their capability. The National Formulary Committee is 
responsible for the selection of essential drugs. This Committee is composed of medical 
practitioners and two pharmacists who are directly under the Office of the Secretary. There are a 
lot of essential drugs in the book "National Drug Formulary" which is being revised every two 
years. The members of the committee meet regularly every third Thursday of the month. There 
is a guideline for the selection of the drug to be included in the National Drug Formula. 
However, there is no declaration of Conflict of Interest for the members. 

The Advisory Committee to BFAD (ACB) which is composed of medical practitioners 
evaluates the appl ication for registration of new drugs, product under monitored release and 
nutraceuticals. 

The procurement of pharmaceutical products is under one division supervised by the 
Undersecretary of Health. However, local government units also purchase their medicines using 
the criteria set for the prequal ification. 

There is no declaration of Conflict of Interest for the members of the committee, but the 
Code of Ethics Issued by the Civil Service Commission for all government employees are being 
addressed to. 

2.5.4 Thailand 

The major achievements of the National Ethical Framework include: (I) moral value based 
on the self Sufficiency principle of King Bhumipol; (2) The national good Governance Pol icy; 
(3) The creation of the National Transparency Unit; and (4) The performance evaluation of 
personnel nationwide. 

The registration process is supervised by the Transparency Policy Unit, the Ethical Forum 
and also subject to internal and external Audit. Guideline for the evaluation of dossier already 
exists and the Conflict of Interest Form is already drafted. 

Guideline for selection is existing, the Conflict of Interest disclosure has also been 
implemented and the information is accessible to the public. The selection process is supervised 
by the Transparency Unit and the Ethical Forum and is also subject to Evaluation and internal or 
external audit. 
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The National Anti-corruption Committee in Collaboration with MOPH set up criteria and 
Guidelines of medical products procurement of the MOPH hospitals. The procurement is also 
subject to internal and external audit and the implementation of the Guidelines for Medical 
Products Procurement are already implemented in 14 regions on Thailand. 

The specific problems to the draft of the Global Ethical Framework is the incomplete 
coverage of all strategies and the non-strengthening of the socialization of the self -sufficiency 
principle. 

The national workshops increase the awareness than what was expected and gave 
0ppOltunity for socialization, communication, exchanges own experiences and discussion. The 
causes of the common core moral/ethics values and corruption can also be defined through the 
workshop. The development of the National Ethical Framework did face the problem of different 
contexts and different points of view. It is not difficult to establish the working group or the 
committee responsible for the good governance in pharmaceutical sector but it IS not easy to 
sustain. 

Dr. Rebullida commented that as pursuit of the national framework we should push into 
health reform the health financing and the drug regulation. Prior to assessment it is good to 
conduct meeting with the minister and head of department to get them to listen. Dr. Rebullida's 
comment was followed by Dr. Suryawati's comment on the willingness to have the best 
mechanism for change. She also proposed to have documented what are the strengths in other 
countries and want also to know from government and universities perspective. To this point Dr. 
Guitelle added that we can refer to what we already have and call some countries to give their 
experiences. Dr. Budiono Santoso also added that there is official repOlt from each country but 
this needs consent from each government to disseminate the information. 

Prof. Abu Bakar continued the discussion by mentioning that the National Ethical 
Guidelines can come up with so many ethical frameworks. It is impOltant to have link between 
the national framework and the global frame work as a chore. As additional comment, Dr. Anello 
said that there is no formula yet to emerging framework. It is worth trying to systematize the 
framework into different contexts and identifying which one is universal. Each country should be 
flexible to incorporate specific value for them. 

Dr. Budiono Santoso wanted to explore on whether there are more general concepts 
applied to civil servant available. Dr. Anello clarified that there is core value for the justice 
which we should make operational and approach should focus on the most vulnerable area in 
health sector. Dr. Guitelle raised concern about the impact if the rest of the health system not 
involve as tackling corruption in developing countries is still a new concept and needs anti
corruption approach at central level and by sector. 

Prof. Abu Bakar, Dr. Lamphone and Dr. Chanvit commented on the status of 
implementation of the ethical frame work in their respective countries. Prof Abu Bakar stated 
that during the survey, correspondence has certain ideas to improve but challenge is to get 
framework. Dr. Lamphone reported that Lao is at the stage of establishing the nalional ethical 
framew0rk and Dr. Chanvit stated that Thailand has already a committee for registration, 
selection and procurement and those guidelines were already translated and Thailand will try to 
do the strategic mapping and looks at outcomes. Prof. Nyada also stated that Thailand has the 
Transparency Unit in each Department but not yet at national level. 

Dr. Anello stated that it is important to put the code of conduct in the cthlcal framcwork 
especially to mention what are the sanctions for those committing unethical practices. These 
elements need to be built in the institution. Other things have to be set up and become culture of 
institution. 
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Prof Abu Bakar commented on the infrastructure which needs feedback and a secretariat 
for the process of monitoring and updating. This also needs a strong political will and must be 
measurable indicators for behaviour change. 

2.6 Plenary discussion on the national transparencv assessments and preliminary feedback on 
WHO draft transparency assessment instrument 

Prof. Abu Bakar gave his comment that as a whole it is well written and very useful as a 
guide; however countries should consider differences in cultures, values and the efforts to 
eradicate corruption. The introductory writ up seems a bit patronizing. Better to be straight to the 
point. He also asked whether the questions of the assessment are going to be revised. Dr. Guitelle 
answered that when going through the questions, change was already made so that no two 
questions in one simple question. If some questions are not split there must be a purpose. 

A participant commented that the original tool is quite rigid. It is unfair to score zero when 
there are no clear guidelines. The second assessment captures the whole picture as it asks for 
perception and methods. The new tools are more concise. This was classified that if a document 
is publicly available the stakeholders should know and docllments must be available. 

The lesson learned from the first survey and comments on the instrument will use in the 
next four countries. The scoring method now allows analysis of the document evidence and the 
key informant perceptions. The meaning of publicly available should be that "there are written 
procedures readily available upon request by the public." 

Dr. Guitelle emphasized that the new draft is trying to systematize the questions to have 
good perception. 

Dr. Kumar and participants commended that the KI and stressed that decision to choose KI 
is important as it will influence the result, KI should be responsible for the process, if possible 
the senior officials should be selected and criteria for selection of KI should be based on the 
knowle<ige of the area. 

2.7 Introduction to the WHO global draft ethical framework for good governance in the 
pharmaceutical sector 

This topic was presented by Dr. Guitelle Baghdadi and Dr Eloy Anello. She first talked 
about the efforts to address corruption which need application of two basic strategies "discipline 
and values". The framework of moral values and ethical principles is a bottom up approach 
which needs to define the consensus building and the periodic review and revision. The unethical 
practices can be found throughout the whole medicines chain. The Ethical Infrastructures 
includes: the framework of moral values and ethical principles, the code of conduct, tools for 
promotion and socialization of framework, the control of reprehensible acts, mechanisms for 
whistle-blowing and the coordination, management and evaluation programmes. The core values 
believed to be essential for good governance are: justice and fairness, truth, service to common 
good and trusteeship. The power of intrinsic motivation can empower the public servants. The 
Code of Conducts articulates in concrete terms the application of ethical principle. 
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2.8 Working group on developing National Ethical Framework 

The participants were divided into six groups to address the following case studit:s: 

I. Extracting bribes for registration of medicines: A colleague has been unduly prolonging 
the process of registering medicines in order to extract bribes from pharmaceutical 
companies. 

2. Bid rigging: A colleague has been colluding in bid rigging during procurement by 
providing vendors with confidential and privileged information related to bidding 
process. 

3. Suppression of inspection findings: A colleague has received a bribe for the suppression 
of findings of drug quality inspection. 

4. Unethical promotion of medicines: A colleague has received expensive gifts from 
pharmaceutical company for allowing pseudo-trials of medicines funded by drug 
companies that are really for marketing. 

S. Unethical influence on commission for essential medicine selection: A member of the 
commission has been promoting the approval of medicines to be included in the essential 
medicines list produced by a pharmaceutical company with which he has professional 
and financial ties. 

6. Conflict of interest: A colleague has been found to have personal vested interest 
(shareholder) in contracting a pharmaceutical company. 

The participants were made to answer the following questions for the case studies: 

I. What are some possible consequences of this unethical practice? 

2. What are the moral values and ethical principles that are violated by this practice? 

3. Which element of the code of conduct could prevent this unethical practice? 

4. What type of sanction should be applied in this case? 

S. Propose management procedures that should be established to prevent this type of 
unethical practice') 

On question number 1, it was recognized by all the groups that the quality, safety and 
efficacy of authorized products involving the said colleague or member is not ensured and 
accordingly it may be fatal to patient. It was conformed by some groups that the credibil ity of 
the authority would be lost. 

On questions 2 and 3, most of or all the elements, which had been given on the reference 
material, turned out to apply, but "Service to the Common Good" was most listed by the groups. 

On question 4, answers varied case by case, fi'om the issue of warning to the said person to 
the punishment such as suspension/release of the said person from the said post, salary cut. 

On question 5, systematic management of personnel including clearing conflict of interest, 
terms of reference and strengthening vigilance was most proposed by the groups. 
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2.9 ~·')cializing the ethical framework at the national level 

This topic was presented by Dr. Eloy Anello. the short-terms consultant from Bolivia. He 
discussed about the meaning the socialization which can be defined as the process by which an 
ethical framework and code of conduct are learned, internalized, applied and promoted by a 
group of key actors with the pharmaceutical sector until they become fully integrated into the 
institutional culture. 

The key elements of the process are: consciousness raising, transformation of 
dysfunctional mental models, conscious adoption of ethical framework and code of conduct on 
personal and collective levels through consultative process, the motivation for consistent 
application of ethical framework and code of conduct in personal life and in the work place, the 
advocacy of frame work and code by the genuine moral leadership of key actors. 

2.10 Working group on socializing ethical framework at the national level and feedback 

The participants were divided into groups to discuss socializing ethical framework at the 
national level and issues on Conscious raising and Transformation of dysfunctional mental 
models. 

Indonesia presented two strategies for (I): provide government stakeholders with evidence 
of transparency and its impact to health services; create pressure groups through community, 
universities, etc.; and periodic publication to community, government, experts and politicians, 
etc., and two strategies for (2): develop hierarchical model; and public contract for high-level 
public officials before taking the position. 

Philippines had a national workshop represented by all relevant areas including civi I 
society. Now that it identified key strategic areas for socializing ethical framework. they would 
use the draft ethical framework for identified areas to be further improved. They asked oversight 
of WHO office together with International Office of Department of Health on progress. One key 
area is public procurement of pharmaceuticals and they added that Philippines International 
Trading Corporation in charge of procuring medicines in public sectors be involved in the 
collaborative work for implementing ethical framework. 

Lao PDR and Mongolia compared each other's national circumstances and found them 
alike. On objective I, they identified as short-term strategy information sharing on the national 
ethical "ramework and code of conduct involving local media in order to attain common 
knowledge and understanding, and as long-term strategy integrating ethical differences across the 
country through training of human resource and regular meetings of key players. They asked 
training tools of ethical practice, which could be used in their national workshops. On objective 
2, they raised difficulties because analytical methodology in terms of mental science is necessary 
to identify dysfunctional mental models, but they indicated objective I effort are necessary 
through training and curriculum development of health workers. 

Thailand followed the proposed steps of (I), which are: sharing strategic information, 
collective critical thinking, acute awareness and growing sense. They identified targets of 
strategies as university, practitioners, committees/experts, private sectors, professional council 
and administration, and listed means to use, which are: information circular, E-Iearning, 
suggestion box. situational analysis, regular meetings, rewards, etc. 

China proposed for (I) starting with sharing information at all different levels and making 
it obligatory to close ethical practice agreement when any public official is employed. They 
proposed for (2) starting with self-review among public official colleague, which would 
brainstorm themselves for further development. 
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Malaysia and Papua New Guinea first confirmed existing structures. most of which top
down system perverse in both countries. About (I). they identified key actors such as public 
complaint bureau, attorney general. independent auditor, media. both old and new public official 
staff ani NGO. whose they thought awareness about ethical practice might produce alternative 
approaches different from the prevailing authoritative approaches in both countries. They also 
proposed the need of ethical value-based education curriculum in school. About (2), they 
indicated that mental models are represented by top-down system. favouritism, etc, that critical 
analysis reveal cause such as greed, and that alternative ethical framework put media at the best 
position to gather different stakeholders in coordination. But they admitted that religion is 
inevitable point of consideration in the strategies. 

Cambodia does not have national ethical framework and proposed to start involving 
different people with different background for the proposed processes. They admitted the 
difficulty to convince senior officials to start this work, but they are in critical need to eradicate 
corruptive culture by the proposed socializing approach. They indicated low salary, general 
tolerance and stubborn influential officials in the public sector may be dysfunctional models to 
identify. The primary approach they said is not to mix up personal interest in public services. 

On the whole, all groups successfully identified strategic activities, but all the activities 
including educational system for next generation and sharing information among key actors 
require human resource and time, which appeared to be a point to consider in developing national 
workphns. As many participants expressed concerns, transformation of dysfunctional mental 
model is arduous because it must involve long-term perspective and complex elements. but this 
had better be taken as rather a simple concept, such as whether corruption is inevitable or not. 
The country of Finland, whose corruption index is reported zero, was raised as an exceptional 
society. This may be a goal to attain for other countries. For approach to it, WHO global ethical 
framework and code of conduct needs to be the ones acceptable to every participating countries. 

2.11 Working group on developing the national plan of action for year 3 of the AUSAID project 
and feedback 

Each paliicipating country worked to formulate its national plans of actions considering the 
following proposed options given to national circumstances: undertake country assessment; 
undertake national workshop to provide feedback of the country assessment and to agree on the 
elements of national ethical framework; undertake national consultative process to develop 
national ethical framework and code of conduct for good governance; form a national working 
group to socialize the national ethical framework, to establish whistle-blowing mechanism and to 
revise procedures based on the assessment and progress. Attention was asked that, as dealing 
with existing official systems, which is usually very delicate, positive expressions had better used 
rather tl.an negative ones. (e.g., "dysfunctional" had better be avoided using.), that, as the pledge 
of funding is for one year at moment, realistic plans are necessary and that, in creation of 
national working group, etc., how to create it needs to be addressed. 

COUNTRY PLAN OF ACTION 

Indonesia's plans of action for 2006 are: to conduct preliminary workshop in June 2006; 
the conduct of assessment of the level of transparency until November 2006: and to organize a 
national evaluation workshop in December 2006. In 2007, they would develop and implement 
the national ethical framework. In 2008, they would conduct post-assessment and will hold the 
2nd national evaluation workshop. 
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Thailand's plans are: to update the current national ethical framework and share experience 
in networking through publication and workshops for the I st and 2nd semester; and to strengthen 
ethical infrastructures, e.g., rectification of unethical information management, ethical practice 
surveillance and cause analysis; and conduct of critical analysis workshop for 2nd 

- 3'd semester. 

Malaysia presented plan on four activities: formation of national pharmaceutical ethical 
commiLees through government stakeholders joint meetings and workshops by September 2006; 
set up secretariat for socialization undertaking publication and research by December 2006; 
organize annual conference on pharmaceutical ethics in cooperation with the national pharmacy 
conference in 2007; and set up a network of key players of pharmaceutical ethics network in Asia 
and Pacific in June 2006. The last one is a proposition from Malaysia to WHO. 

Cambodia's plans are: to form a dynamic group undertaking consultation process of 
developing national ethical framework by August 2006; and to give feedback on assessment of 
transparency through a national workshop; and to start working to agree on the elements of 
national ethical framework and changes in the current procedures by October 2006. 

Lao PDR has the national working group in place and plans to give feedback of this bi
regional workshop then update the current national eth ical framework; and to mon itor the 
continuation of the updated framework. A national workshop will be held at an appropriate time. 

Mongolia's plans are: to establish a national working group undertaking national 
workshop; to follow up the assessment of transparency; and to hold national consultation process 
to develop a national eth ical framework. 

The Philippines's plans are: to validate multi-sectoral output into draft national and global 
ethical framework through national workshops; to establish an institutional mechanism for 
operating the ethical framework through an inter-governmental working group, meetings and 
workshops; and to conduct and monitor series of operationalization through the mechanism in 
2007. 

China's plan is to feedback this bi-regional workshop to the country for starting with 
internal assessment of transparency. In progress, they would set up national and regional 
conferences for following up actions. 

Papua New Guinea plans to draw the terms of reference of a national working group for 
ethical practice and to start it. 

On the whole, every participating country successfully formulated national plans of action. 
Malaysia'S proposal to establish a network for sharing ethical practice information drew 
attention. WHO's coordination and support for this objective was affirmed by WHO staff from 
Headquarters. It was also proposed that this objective be added to the agenda of the 3td bi
regiona. workshop next year. 
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3. CONCLUSIONS AND RECOMMENDA nONS 

3.1 Conclusions 

The Second Biregional Workshop on Promoting Ethical Practices in Medicines 
Registration, Selection and Procurement, held in Manila. from 14 to 16 June 2006. was part of 
systematic process of developing ethical framework in pharmaceutical sector, especially in 
medicines regulation and procurement. The workshop discussed the results of country 
assessment of transparency in medicines regulation and procurement, shared countries' 
experiences in developing national ethical framework and code of conduct and strategies on how 
to socialize them. The workshop also reviewed the tools and methodology for assessment of 
transparency to improve good governance in pharmaceutical sector and discussed the draft global 
ethical framework for good governance in pharmaceutical sector. The workshop emphasized that 
sectoral approach to develop and to socialize national ethical framework should be part of a 
broader national initiative in promoting good governance. The workshop stressed that socializing 
ethical framework for good governance in pharmaceutical sector should be undertaken with 
pragmatic actions to change the behaviour of the officials involved. 

3.2 Recommendations 

WHO 

WHO in collaboration With partner organizations and member countries should continue 
promoting ethical practices for good governance in pharmaceutical sector. This includes 
among others, organizing an international consultation involving international 
organizations and member countries. An international advisory panel may be established 
to provide advice and recommendations for this endeavor. 

2. WHO should provide support to participating countries in the process of development of 
national ethical framework and code of conduct for good governance in pharmaceutical 
sector, and in socializing them. Efforts for resource mobilization at country levels need 
to be pursued. 

3. WHO should faciJitate and support the creation of net\vork for proilloting ethical 
practices in medicine regulation and procurement in the Asia Pacific Region. 

Participating countries 

1. National consultative process in developing and adopting the national ethical framework 
and in socializing them should be continued through various pragmatic strategies. 

2. Promoting ethical practices for good governance in pharmaceutical sector should be part 
of or linked to a broader national initiative for good governance. 

3. Member countries should actively participate in the proposed net\\iork for promoting 
ethical practices in medicine regulation and procurement ill the Asia Pacific Region 
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AGENDA 

I. Opening ceremony 

2. Introduction: meeting objectives and methodology 

3. Progress review: year 2 of WHO- AusAID collaborative project "Promoting ethical practices 
and good governance in the pharmaceutical sector" 

• Regional perspective 

• Global perspective 

4. Country presentations of national transparency assessments in medicines regulation, selection 
and procurement 

• Cambodia 

• Mongolia 

• Papua New Guinea 

5. Plenary discussions on national transparency assessments and preliminary feedback on WHO 
draft transparency assessment instrument 

6. Country presentations on developing and promoting national ethical frameworks 

• Lao People's Democratic Republic 

• Malaysia 

• Philippines 

• Thailand 

7. Plenary discussions on promoting ethical framework and preliminary feedback 

8. Plenary discussions on the draft transparency assessment instrument 

9. Introduction to the WHO global draft ethical framework for good governance in the 
pharmaceutical sector 

10. Plenary discussions on draft global framework 

II. Working groups on national ethical framework 

12. Feedback from working groups on developing national ethical framework 

13. Presentation: Socializing the ethical framework at the national level 

14. Working groups on socializing ethical framework at the national level 

15. Feedback from working groups on socializing the ethical framework 
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16. Working groups on developing national intercountry plans of actions for year 3 of the 
AusAID project 

17. Feedback from working groups on country plans of action 

18. Conclusions and closing 
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PROGRAMME OF ACTIVITIES 
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0800-0830 
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0930-1000 

1000-1130 

1130-1230 

1230-1400 
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Opening ceremony 

Address by Dr Shigeru Omi, Regional Director, WHO Regional Office for 
the Western Pacific 
Self introduction by participants 
Election of officers 
Administrative announcements 
Group photo 

Coffee break 

Introduction: meeting objectives and methodology 

Progress review: year 2 of WHO-AusAID collaborative project "Promoting 
ethical practices and good governance in the pharmaceutical sector" 

• Regional perspective 

• Global perspective 

Country presentations of national transparency assessments in medicines 
regulation, selection and procurement 

• Cambodia 

• Mongolia 

• Papua New Guinea 

Plenary discussions on national transparency assessments and preliminary 
feedback on WHO draft transparency assessment instrument 

Lunch break 
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1400-1520 

1520-1545 

1545-1700 

Country presentations on developing and promoting national ethical frameworks 

• Lao PDR 

• Malaysia 

• Philippines 

• Thailand 

Coffee break 

Plenary discussions on promoting national ethical framework and preliminary 
feedback 
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1130-1230 

1230-1400 
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1145-1245 
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Introduction to the WHO global ethical framework for good governance in the 
pharmaceutical sector 

Plenary discussions in WHO draft global ethical framework 

Working groups on developing national ethical framework 
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Feedback from working groups on developing national ethical frameworks 

Presentation: Socializing the ethical framework at the national level 
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Working groups on socializing ethical framework at the national level 

Feedback from working groups on socializing the ethical framework 

Coffee break 

Working groups on developing national plans of actions for year 3 of the 
AusAID project 

Feedback from working groups on country plans of action 

Conclusions and closing 
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