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SUMMARY 

A Workshop on Pharmaceutical Policies, Intellectual Property Rights and Access to 
Essential Medicines for Pacific Island Countries took place in Nuku'alofa, Tonga from 
7 to 9 Auguot 2007. 

The objectives of the workshop were: 

(1) to discuss the results of the feasibility study on a pooled procurement scheme for 
Pacific island countries and areas and defme the next steps, if feasible; 

(2) to review the implementation of pharmaceutical policies; access to essential 
medicines, medicines regulation and quality assurance, human resources development, and 
rational use of medicines, specifically the progress in year 3 (2007), and to develop a detailed 
plan for year 4 ofthe EC/ACP/WHO Partnership Project on Pharmaceutical Policies; and 

(3) to be updated on the progress of the Intergovernmental Working Group on Public 
Health, Innovation and Intellectual Property and the impact of the Trade-Related Aspects of 
Intellectual Property Rights (TRIPS) Agreement on access to essential medicines. 

Seventeen participants from sixteen countries in the WHO Western Pacific Region, two 
observers, one short-term consultant, and one temporary adviser attended the workshop. The 
WHO Secretariat had representatives from the WHO Regional Office for theW estern Pacific, 
Office of the WHO Representative in the South Pacific, the WHO country office in Tonga, and 
WHO Headquarters. 

Participants discussed an overview of pooled medicines procurement, harmonization of 
medicines regulatory functions, current progress in public heath, innovation and intellectual 
property, the impact of the TRIPS Agreement on access to essential medicines, implementation 
of the Regional Strategy for Improving Access to Essential Medicines in the Western Pacific 
Region and the EC/ACP/WHO Partnership Project on Pharmaceutical Policies. Participants were 
also introduced to the results of the feasibility study on pooled procurement of essential 
medicines for Pacific island countries, its principles, and to country and expert presentations and 
experiences with the TRIPS Agreement, medicines procurement, rational use of medicines, 
human resources development, and medicines regulation and quality assurance, including 
achievements and challenges. 

The workshop endorsed the recommendations of the preceding Informal Consultation on 
Pooled Procurement of Essential Medicines for Pacific Island Countries, which was held in 
Nuku'alofa, Tonga on 6 August 2007, and agreed to go ahead with groundwork in strategic areas 
such as the harmonization of the procurement mechanism and procedures, the harmonization of 
essential medicines lists, the harmonization of prequalification of manufacturers, suppliers and 
medicines, and analysis of the legislation governing procurement and fmancing of medicines. 
Participants at the workshop agreed that the Fiji delegate, the coordinator of the earlier-formed 
working group on pooled procurement, would coordinate this preparatory process for the pooled 
procurement. The workshop agreed to pursue a regional approach to strengthen the collaboration 
in promoting rational use, such as the possibility of developing common treatment guidelines and 
formularies for Pacific island countries, strengthening the medicines quality assurance 
mechanism and human resource development. The coordinators of each working· group are 
appointed to initiate and to coordinate actions of these intercountry collaborations. 



The workshop also identified a number of innovative country approaches which need to be 
evaluated and may be replicated in other countries and areas, if feasible. Such activities include 
the use of information technology in improving pharmacy services, Palau's promotion of rational 
use of medicines among health workers, and Vanuatu's community education activities for 
rational medicines use. The participants reached several recommendations which are addressed 
to the participants, participatine c.mmtrir:i\ ;mel WHO in thr: l'lrr:l'l~ nfpharmaceutkal policiell. 

Participants: 

(1) To officially report to the respective authorities and undertake necessary follow-up 
as agreed during the workshop on several issues, especially on pooled 
procurement, the Intergovernmental Working Group process, collaboration in 
promoting the rational use of medicines, human resource development, medicines 
regulation and quality assurance, and the EC/ ACPIWHO Partnership Project on 
Pharmaceutical Policies. 

Participating Countries: 

(2) Through their respective authorities to actively participate in the groundwork for 
the pooled procurement activities, namely the consolidation of the list of the 
essential medicines, harmonization of the criteria of prequalification of 
manufacturers, suppliers and products, harmonization of the procurement 
mechanism and procedures, and analysis of the national legislation and regulation 
governing the fmancing and procurement of medicines. 

(3) National governments are strongly encouraged to participate in the 
Intergovernmental Working Group IGWG process. In doing so, national 
intersectoral consultations on public health, innovation and intellectual property 
rights may be conducted to address the national priorities and interest in the final 
IGWG negotiation. National governments should actively participate in and 
appoint relevant delegates who can best represent the national interest in the 
IGWG process and negotiation during the second IGWG meeting (scheduled for 
5-10 November 2007). 

(4) Health officials should make an effort to understand the key policy issues and 
implications of intellectual property rights with regard to access to medicines, and 
should proactively work with officials in other sectors to sensitize them to the 
public health implications of intellectual property rules. Health officials should 
advocate for the inclusion of public health safeguards in intellectual property 
laws/patent laws, especially at times when such laws are being drafted or amended. 
It is also important to ensure that these safeguards can actually be implemented 
within the national context. 

(5) In improving quality assurance mechanisms and medicines regulatory issues, 
Member States need to devise collective quality control testing and seek assistance 
from reference laboratories such as the Therapeutic Goods Administration 
Laboratory (TGAL) in product testing. It is also of paramount importance to 
reactivate the existing information exchange between Pacific island countries with 
respect to suppliers, product quality, process, etc. 



(6) Member States are encouraged to utilize the Rapid Alert System for combating 
counterfeit medicines through their designated officials. The system will be used 
globally for an early warning and alert mechanism and the exchange of 
information among regulatory authorities in combating counterfeit medicines. 

(7) Member 5tates are e110uwageJ. tu hauuuui.te dittit.:al guiJ.dwt:s aut.l fuHuularit:s as 
appropriate. The existing clinical guidelines can be shared with other countries and 
areas. Common guidelines may be initiated for certain specific conditions 
commonly occurring in Pacific island countries. The WHO Model Formulary can 
be used as a basis taking into account the national lists in Pacific island countries. 
Experiences in using information technology to improve pharmacy services and 
rational use implemented in Palau need to be evaluated and replicated in other 
countries and areas where feasible. Similarly, the community education activities 
undertaken in Vanuatu should also be replicated in other countries and areas, 
where feasible. 

(8) Member States are encouraged to undertake collectively a comprehensive need 
assessment of human resources in the pharmaceutical sector to accurately reflect 
actual needs and qualifications, which can be addressed by respective training 
institutions. 

(9) Member states are strongly encouraged to implement the planned activities under 
the EC/ACPIWHO Partnership Project on Pharmaceutical Policies, year 3 and 
come up with their year 4 plans. There have been a number of innovative and very 
useful activities supported in this project. Such activities, such as the use of IT for 
improving pharmacy services and community education using drama, need to be 
disseminated to other countries and areas/regions. 

(10) To provide technical support for the groundwork for pooled procurement in some 
strategic areas such as the harmonization of the procurement mechanism and 
procedures, the harmonization of essential medicines lists, the harmonization of 
prequalification of manufacturers, suppliers and medicines, and analysis of the 
legislation governing procurement and fmancing of medicines. 

(11) To provide support for the harmonization of clinical guidelines and formularies, 
evaluation of innovative activities using IT to strengthen pharmacy services and to 
promote rational use of medicines in the communities. 

(12) To provide support for exchange of information among Pacific island countries 
and dissemination of information regarding new innovative activities undertaken 
in Pacific island countries in the pharmaceutical sector. 





CONTENTS 

SUMMARY 

1. INTRODUCTION . . . .. . ..... .... .... .... ....... .. .... .. ...... .... .. . .. . .. .. .. .................... . 1 

1.1. Background .. .. .. .. .. .. .. . .. .. .. . .1 
1.2. Objectives ......................... . .............................. .... ..... ....... .... ... .. . .. 1 
1.3. Participants ........................................... . ........... .... ........ ........ .. ... .... 1 
1.4. Organization and content of workshop ..... ... ... .... ..... .... ..... ... ....... .. .. . . ........ 2 
1.5. Opening remarks ... .. .............. ... ............................. . . ....... ..... .. .. .. . .. ..... 2 
1.6. Appointment of Chairperson, Vice-chairperson and Rapporteurs . .... .... .. . .. ...... ... 2 

2. PROCEEDINGS .................................................................. .... ...... ..... .. 3 

2.1. Pooled Procurement of Medicines ....................................... ...... .. .. . . ... . ... 3 
2.1.1. Pooled procurement of medicines: Global perspective ..................... .. .. 3 
2.1.2. Pursuing pooled procurement for Pacific island countries .......... . ....... ... 3 
2.1.3. Harmonization of medicines regulation: Regional pooled procurement . .. .4 
2.1.4. Feasibility of pooled procurement of medicines in Pacific island countries.4 
2.1.5. Feedback from the Informal Consultation on Pooled Procurement 

of Essential Medicines for Pacific island countries, 6 August 2007 .... .. ... . 5 
2.1.6. Country presentation ...... ... .............. . ............. .... ............... ...... .. 5 

2.2. Intergovernmental Working Group on Public Health, Innovation and Intellectual 
Property ....................................................................................... 7 

2.3. Access to essential medicines .. . .. ....... .. .. .. .... .. . ... ..... . .......... ..... . ....... .... 7 

2.3.1. 
2.3.2. 
2.3.3. 

TRIPS agreement and access to essential medicines ....... . .. ..... . ... ...... 7 
Country presentation .......................................... ... . . . .. ... ... ..... . 8 
Implementation of the Regional Strategy for Improving Access to Essential 
Medicines in the Western Pacific Region, 2005-2010 ........................ 8 

2.4. Collaboration in promoting rational use ofmedicines ...... . ..... ......... .. .. ...... . 8 

2.4.1 . 
2.4.2. 

Problems of irrational use ofmedicines . ......... . ........ . ... ... . .. . .... .... .. 8 
Country presentation ........................ . .. .. .. .. ..... . ... ....... . ... .. . .... .. 9 

2.5. Collaboration in human resources development in the pharmaceutical sector .. .10 

2.5 .1. Human resources development for Pacific island countries ............ .. . 1 0 
2.5.2. Country presentation ...................................................... ..... .10 

2.6. Collaboration in strengthening medicines regulation and quality assurance ..... 11 

2.6.1. 
2.6.2. 

Medicines regulation and quality assurance for Pacific island countries.l1 
Country presentation ...................... ... .................................... 12 

2.7 EC/ACPIWHO Partnership on Pharmaceutical Policies .............. .. . .... . ........ 12 



3. CONCLUSIONS .. . ......... .. . .. . .... . . . . .. .... ... ..... .... ,. .... ...... ... .. . . . .. . .. ...... . . l4 

4. CLOSIN"G .................... ... .. ... . .. .. .. . .. . . . .. . . . . . . . ............... . ... . . ......... . ... 16 

ANNEXES 

ANNEX 1 LIST OF PARTICIPANTS, TEMPORARY ADVISERS, CONSULTANT, 
SECRET ARlA T ............. . ................................................... .. 

ANNEX 2 AGENDA .. . .. . . . . ... . ........ .. ........ . ...... ...... .. .. .. . .. .. .. . . .. . . . ......... . 

ANNEX 3 TIMETABLE . ... .. ............ . . .... ........ ............. . .... ... .. ... .... ... . .. . 

ANNEX 4 CONCLUSIONS AND RECOMMENDATIONS OF THE INFORMAL 
CONSULTATION ON POOLED PROCUREMENT OF ESSENTIAL 
MEDICINES FOR PACIFIC ISLAND COUNTRIES, NUKUALOFA, 
TONGA, 6 AUGUST 2007 ..................................................... . 



1. INTRODUCTION 

The Workshop on Pharmaceutical Policies, Intellectual Property Rights and Access to 
Essential Medicines for .Pac1flc lsland Countnes was held m Nuku 'alota, Tonga, 
from 7 to 9 August 2007. 

1.1 Background information 

A five-year (2004-2008) collaborative project between WHO and the European 
Commission (EC), "European Commission/ African, Caribbean and Pacific island 
countries/World Health Organization (EC/ACP!WHO) Partnership on Pharmaceutical Policies" 
has been implemented in Pacific island countries since March 2004 guided by the WHO 
Medicines Strategy, 2004-2007 and the Regional Strategy for Improving Access to Essential 
Medicines in the Western Pacific Region, 2005-2010. A work plan for years 1 and 2 has been 
successfully implemented in the Region, and the implementation of year 3 is ongoing. In 
response to the Fifty-ninth World Health Assembly resolution WHA59.24, the first meeting of 
the Intergovernmental Working Group on Public Health, Innovation and Intellectual Property 
(IGWG) was organized in December 2006 and produced draft documents on the global strategy 
and plan of action on public health, innovation and intellectual property. The feasibility study on 
pooled procurement of medicines for Pacific island countries was undertaken by a WHO 
consultant from 17 March to 12 April 2007, in collaboration with the counterparts representing 
the Pacific island group as a follow-up to discussions at the Workshop on Pharmaceutical 
Policies and Access to Good Quality Essential Medicines for Pacific Island Countries held in 
Suva in September 2006. 

It is in this context that a Workshop on Pharmaceutical Policies, Intellectual Property 
Rights and Access to Essential Medicines for Pacific Island Countries was organized. 

1.2 Objectives 

The objectives of the workshop were: 

(1) to discuss the results of the feasibility study on a pooled procurement scheme for 
Pacific island countries and areas and defme the next steps, if feasible; 

(2) to review the implementation of pharmaceutical policies; access to essential 
medicines, medicines regulation and quality assurance, human resources development, and 
rational use of medicines, specifically the progress in year 3 (2007), and develop a detailed 
plan for year 4 of the EC/ACP/WHO Partnership Project on Pharmaceutical Policies; and 

(3) to update on the progress of the Intergovernmental Working Group on Public 
Health, Innovation and Intellectual Property and the impact of the Trade-Related Aspects 
of Intellectual Property Rights (TRIPS) Agreement on access to essential medicines. 

1.3 Participants 

The 17 participants in the workshop came from Australia, Cook Islands, Fiji, Kiribati, the 
Marshall Islands, the Federated States of Micronesia, Nauru, New Zealand, Niue, Palau, 
Papua New Guinea, Samoa, Solomon Islands, Tonga, Tuvalu and Vanuatu. There was also one 
short-term consultant, one temporary advisor and two observers and a WHO Secretariat, from the 
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WHO Regional Office for the Western Pacific, Office of the WHO Representative in the South 
Pacific, WHO country office in Tonga, and WHO Headquarters (Annex 1 ). 

1.4 Organization and content of the workshop 

Thr: progr<1mmP. for the workilhop '''ail divided into &even main oemJiono: (1) modicinc3 
procurement and the feasibility of pooled procurement; (2) progress in intellectual property, 
innovation and public heath; (3) impact of the TRIPS Agreement on access to essential 
medicines and implementation of the Regional Strategy for Improving Access to Essential 
Medicines in the Western Pacific Region; ( 4) improving rational use of medicines; 
(5) collaboration in human resources development in the pharmaceutical sector; (6) strengthening 
medicines regulation and quality assurance; and (7) EC/ACPIWHO Partnership Project on 
Pharmaceutical Policies. 

Each session started with an introduction and overview of the global and regional 
overview status, followed by a country presentation and discussion and exchange of views and 
experiences in plenary sessions. 

The workshop agenda and programme of work (timetable) are·in Annexes 2 and 3. The 
participants were provided with background and discussion papers related to the subjects, and a 
complete set of all country presentations in hardcopy as well as on compact disc, with all the 
workshop presentations in Microsoft* Office PowerPoint"' format. 

1.5 Opening remarks 

Dr Chen Ken, Office of the WHO Representative in the South Pacific, welcomed the 
participants and expressed his sincere appreciation to the Government of Tonga for hosting the 
workshop. He said that in spite of significant progress in strengthening the pharmaceutical sector 
in Pacific island countries and areas, common problems still persist that include irregular access 
to essential medicines, lack of quality assurance, ineffective drug regulation and irrational use of 
medicines. He recalled the "access framework" which highlighted four key factors: rational 
selection, affordable prices, sustainable fmancing and reliable supply systems. He further 
emphasized the fact that access to health care, including essential medicines, is a human right. 

As the relationship between intellectual property rights, innovation and public health has 
been at the heart of the debate on improving access to effective medicines for diseases which 
disproportionately affect developing countries and areas, Dr Chen reminded participants that they 
would be updated on the progress of the Intergovernmental Working Group on Public Health, 
Innovation and Intellectual Property. He was very pleased with the European Community (EC) 
for its partnership with WHO in pharmaceutical policies and for its sponsorship of the workshop. 

On behalf the Government of Tonga, Dr Siale 'Akau'ola, Medical Superintendent, 
Ministry of Health, then welcomed all participants to Tonga and thanked them for their 
participation at this important meeting. 

1.6 Appointment of Chairperson, Vice-Chairperson and Rapporteurs 

The workshop elected Ms Melenaite Mahe from Tonga as Chairperson and Mr Vali Karo 
from Papua New Guinea as Vice-Chairperson. Mr Brendoski Limen, Nauru and Ms Ioana Takau, 
Kiribati, were elected as Rapporteurs. 
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2. PROCEEDINGS 

2.1 Pooled procurement of medioino[l 

2.1.1 Pooled procurement of medicines-global perspective 

Mrs Malebona Matsoso of the WHO He'adquarters introduced the global perspective on 
pooled procurement of medicines. She noted that procurement of medicines is a complex process 
that involves many players and requires accountability and transparency. She referred to the 
Management Sciences for Health definition of pooled procurement: "purchasing done by one 
procurement office on behalf of a group of facilities, health systems or countries. Group 
members agree to purchase certain drugs exclusively through the group". 

Pooled procurement can be beneficial in many aspects with regard to pooling of fmancial, 
technical and human resources and expertise, standardization of mechanisms and mode of 
procurement, negotiating and purchasing power, reducing cost, economies of scale, 
harmonization of regulatory standards and essential medicines list, drug formularies, etc. It helps 
to maintain a pool of reliable suppliers and a continuous supply chain and is a more cost
effective and transparent system of purchases. 

Four models of pooled procurement exist: Informed Buying; Coordinated Informed 
Buying; Group Contracting; and Central Contracting and Purchasing. Each module was 
explained. Successful pooled procurement initiatives are found either at global or regional levels, 
and include the Gulf States Group Purchasing Program, East Caribbean Pharmaceutical 
Procurement Services, Pan American Health Organization (P AHO) Strategic Funds, East Central 
& Southern Africa Medicines and the WHO Global Drug Facility (GDF). 

She emphasized that shared political will, consensus on a model of pooled procurement, 
transparent pricing, measured impact of intellectual property rights (lPR) and TRIPS on pooled 
procurement of medicines, sustainable and timely fmancing, shared information, capacity 
building, and harmonization of norms and standards are key elements for enabling pooled 
procurement of medicines. Regional pooled procurement is successful only when all countries 
and areas are involved in the decision-making process and fulfil certain requirements. 

2.1.2 Pursuing pooled procurement of essential medicines for Pacific island countries 

Ms V anchinsuren Lkhagvadm:j of the Office of the WHO Representative in the South 
Pacific recalled historical events aimed at establishing a regional pooled procurement or bulk 
purchasing scheme in the Pacific island countries. Attempts to establish the bulk purchasing 
scheme date back to quite some time. The issue was discussed extensively at the Meetings of 
Ministers of Health in the Pacific island countries that were held in Yanuca Island (1995), 
Rarotonga (1997) and Koror (1999). Following the 1995 meeting in Yanuca Island, a feasibility 
study on bulk purchasing of pharmaceuticals was undertaken by a WHO consultant in 1996. The 
most feasible option for bulk purchasing and some critical pre-requisites for pursuing the bulk 
purchasing scheme were put forward as recommendations. In addition to pooled procurement, 
consultants and Ministers have recognized and recommended the importance of information 
exchange between countries and areas, the development of a common framework for medicines 
legislations, and coordination of sampling and testing. Pooled procurement of pharmaceuticals 
has long been on the agenda of many sub-regional workshops. 
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More recently, a feasibility study on pooled medicines procurement has been undertaken 
by a WHO assigned consultant, and the results of this study were presented to the informal 
consultation that was held a day before this workshop. Pooled procurement of pharmaceuticals is 
never followed through in Pacific island countries even though the issue has been discussed for 
almost 20 years. This is because the harmonization of critical norms and standards has not taken 
place though there is political commitment. The speaker concluded her talk by asking 
participants to consider next steps to pursuing pooled procurement of medicines for Pacific 
island countries. 

2.1.3 Harmonization of medicines regulation: regional pooled procurement 

Mrs Male bona Matsoso gave a presentation on Harmonization of Medicines Regulation 
stating common challenges, gaps and complexity of regulatory functions, benefits and challenges 
of harmonization, shared responsibility of national medicines regulatory authorities and 
approaches for consideration. 

The regulatory process is a complex system. Mrs Matsoso identified the goals of 
harmonization of medicines regulation as: pooling resources, reducing duplication of effort, 
redirecting resources, standardizing requirements, streamlining regulatory processes, and 
promoting good governance. Harmonization is not a complete solution for resource-constrained 
settings and depends on the successful implementation of a particular model that acknowledges 
and incorporates the sharing of the regulatory burden between participating countries and areas. 
There are a few regional medicine harmonization initiatives, including the Pan American 
Network for Drug Regulatory Harmonization initiative (P AHNDRA), Caribbean Community 
(CARICOM), Association of Southeast Asian Nations (ASEAN), Collaboration Agreement of 
Drug Regulatory Authorities in European Union Associated Countries (CARDEAC) and Golf 
Cooperation Council ( GCC) . 

The speaker affirmed that a shared information repository on regulatory and 
pharmaceutical activities and data, and connectivity between national registration systems are 
crucial for regional or subregional harmonization. These would facilitate the development of 
common standard treatment guidelines and joint assessments, inspections, dossier evaluation and 
information exchange. Pooled procurement of medicines is one of the harmonization processes 
in which guidelines and lists can be used in participating countries and areas resulting in the 
promotion of good governance and practices. 

In her summary, Mrs Matsoso concluded that sharing information can help with best use 
of available resources, to reduce workload and achieve effectiveness of procedures. In addition, 
expert knowledge can be pooled and resources directed to functions that can facilitate access. 

2.1.4 Feasibility of pooled procurement of medicines in Pacific island countries 

The consultant, Ms Dardane Arifaj-Blumi, presented the fmdings of the feasibility study 
on pooled procurement of medicines for Pacific island countries which was accomplished a few 
months ago in collaboration with focal points of some Pacific island countries. She explained the 
cost-savings exercise of four countries (Fiji, Samoa, Solomon Islands, Tonga) and concluded that 
considering the small size of the market and that prices in the region are already low, it is 
expected that economies of scale may not be reached for all items and that expected cost-savings 
in terms of price may be very low. However, there are potential non-cost benefits that can be 
gained from a pooled procurement scheme. 

Ms Dardane touched on the importance of fulfilling six critical factors: political 
commitment, a permanent secretariat, harmonization/standardization, good pharmaceutical 
procurement practices, secure payment mechanism, and quality assurance. She described the 
main features ofthe most successful examples of regional pooled procurement schemes: the 
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Golf Cooperation CounciVGroup Purchasing Program (GCC/GPP) and the Organization of 
Eastern Caribbean States/Pharmaceutical Procurement Services (OECS/PPS). 

Ms Dardane identified three options from the study, and explained the pros and cons of 
each: 

1. Explore and expand on the current Bulk Purchasing Scheme, Fiji Pharmaceutical 
Services Centre, using the Central Contracting and Purchasing scheme (OECS example). 

2. Establish a new pooled procurement scheme with the participation of other bigger 
Pacific island countries using the Group Contracting model (GCC example). 

3. Create a hybrid model of the above two options. 

She reaffirmed that regional pooled procurement can be seen as a strategy for 
synchronizing tender cycles among participating countries and areas, streamlining requirements, 
saving administrative costs and protecting public health of the people in the Region by better 
controlling suppliers and, most importantly, products' quality. Moreover, harmonization of lists, 
pre-qualification of suppliers, and unified quality control mechanisms at the regional level will 
strengthen national supply systems and increase efficiencies in managing delivery of health care. 
The speaker also stated that there is no reason for a pooled procurement scheme not to function 
and not to be beneficial if countries and areas are committed to pursuing the scheme. However, 
the ultimate decision remains with countries and areas themselves, dependent on their 
willingness or courage to take the step towards regional integration and harmonization in 
pharmaceutical procurement. She stressed that the ownership of scheme, risk sharing and having 
a permanent secretariat is all crucial to a successful and operational regional pooled procurement 
scheme. 

2.1 .5 Feedback from the Informal Consultation on Pooled Procurement of Essential Medicines 
for Pacific Island Countries, 6 August 2007 

The Informal Consultation on Pooled Procurement of Essential Medicines for Pacific 
Island Countries was held on 6 August at the same venue involving nine countries: Cook 
Islands, Fiji, Kiribati, Nauru, Samoa, Solomon Islands, Tonga, Tuvalu and Vanuatu. The results 
of the feasibility study on pooled procurement for Pacific island countries were presented and the 
participants exchanged views on pooled procurement of medicines. 

Mr Siutaka Siua, Senior Pharmacist, Tonga briefed the workshop participants on the 
consultation's conclusions and recommendations. The consultation concluded that in the long 
run, there is potential for pooled procurement of medicines in the Pacific island countries. More 
importantly, the participants agreed to pursue the preparatory strategic steps: the harmonization 
of procurement systems and procedures and essential medicines lists; developing criteria for 
prequalification of manufacturers, suppliers and medicines; and analysing the legislation 
governing procurement and financing of medicines. A "PIC Pooled Procurement Road Map" was 
developed and recommendations were made addressing the roles of participants, national 
governments and WHO. 

The consultation conclusions and recommendations are in Annex 4. 

2.1.6 Country presentations 

Ms Melenaite Mahe explained the procurement cycle of the Central Pharmacy Medical 
Store. The tender cycle is almost eight months starting from preliminary steps in January till 
ordering goods. Items procured are based on an essential medicines and essential supplies list. 
Pharmaceutical software, mSupply, is used for inventory purpose and information is entered into 
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the system once they fulfil requirements. Tender documents are reviewed by the National Drug 
and Medical Supply Committee. Issues for concern are: long lead time for receipt of goods, 
quality and product specifications; short shelflife; small orders, procurement through third party, 
work in isolation; costly frequent urgent orders. 

The Marshall Islands 

Ms Aleli C Lapuz presented an overview of the country's medicines procurement. 
Selection of items is based on the Majuro Hospital Formulary (Essential Drug List) 2003 that 
contains 366 drug formulations. Medicines procurement in the Marshall Islands is 
"decentralized". The health centres of Majuro and Ebeye as well as the Outer Islands Health Care 
Services are responsible for the supply, purchase and distribution of medicines for their needs. 
The procurement of medicines is done quarterly from a supplier in Hawaii. Only a few items 
(around 10%) are procured from Australia, Fiji, Guam and New Zealand. There are vertical 
programmes from which medicines are procured either by donors or international agencies. 

New Zealand 

Ms Marama Parore gave a presentation on procurement mechanisms and policies of the 
Pharmaceutical Management Agency-PHARMAC, New Zealand. The responsibility of 
PHARMAC is to secure medicines through negotiating with pharmaceutical companies for the 
best possible prices and to ensure that all people have access to subsidized medicines. She also 
explained the decision-making criteria ofPHARMAC and government procurement principles 
and standards: best value for money, open and effective competition, full and fair opportunity 
for domestic suppliers, improving business capabilities, including e-commerce capabilities, and 
recognition of bilateral obligations and trade policy interests. 

The organization has been successful in containing medicines expenditure by applying 
different methods such as cost-utility analysis, reference pricing, open tendering, etc. It makes 
three bottom-up forecasts each year and monitors expenditure against forecasts and budgets each 
month. As for tendering, the average price of medicines has fallen by 14%-62% for the period 
1998-2005. Prices of some items are reduced as much as 96.6%. In addition to cost reduction, 
PHARMAC promotes the quality use of medicines such as antibiotics. The use or prescription of 
antibiotics has fallen dramatically and it is being contained through rational use. Education 
materials are available on the PHARMAC website. 

Discussions and issues arising from the presentations: consideration of unique logistic and 
transportation arrangements which will affect the cost of medicines, especially in the northern 
Pacific due to freight charges; importance of information sharing: for example, the WHO Rapid 
Alert System for combating counterfeit medicines and the MedNet information network that can 
be further expanded; the Drug Information Exchange for Pacific Island Countries (DIEFPIC) is 
another alternative and should be reactivated; sharing and maintaining confidentiality of 
information and inspections results; the rotation of membership of countries and areas 
participating in regional initiatives; and the use of experts. Preconditions for pooled procurement 
should be fulfilled and actions should be undertaken as soon as possible as these issues have been 
discussed without much progress for over 20 years. 

At the end of the discussions, countries and areas were asked which options they would 
choose for the pooled procurement scheme. Most countries and areas expressed their interest in 
option 2; however, the countries and areas in the northern Pacific region-Palau, the Marshall 
Islands and the Federated States of Micronesia-are less likely to join because of high freight 
costs. They presently procure medicines mainly from Hawaii. The issue of a pooled procurement 
scheme in northern Pacific countries and areas was raised and a feasible mechanism needs to be 
developed. 
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The session on pooled procurement reached an important consensus: that countries and 
areas would go ahead with important preparatory groundwork, such as consolidating an essential 
medicines list and analysing bidding documents, tasks which are to be coordinated by a delegate 
from Fiji. 

2.2 Inter~overnmental Workin2" Group on Public Health. Innovation nnci Tnte:lle:~tmll Pmpt>:rty 

In 2003, WHO set up an independent Commission on Intellectual Property Rights, 
Innovation and Public Health (CIPIH). The Commission's report analyses the relationship 
between intellectual property (IPR), innovation and access. In May 2006, the fifty-ninth World 
Health Assembly adopted resolution WHA59.24, establishing an intergovernmental working 
group (IGWG) open to all interested Member States to draw up a global strategy and plan of 
action in order to provide a medium-term framework based on the recommendations of the WHO 
Commission on Intellectual Property Rights, Innovation and Public Health. 

Ms MalebonaMatsoso provided an overview ofthe activities ofthe IGWG to date, and 
explained the role of the Secretariat and the Bureau. She encouraged participants to review the 
working document and provide input. She illustrated the relevance of the IGWG for developing 
countries and areas via the example of strategies for building capacity for clinical trials in 
developing countries and areas. 

Summarv of discussions on innovation: Intellectual property rights are an important 
incentive for the development of new medicines, but do not sufficiently stimulate research on 
new medicines for diseases in which the potential paying market is small or uncertain. Increasing 
awareness about this problem has ultimately led to the creation of the IGWG. Alternative 
mechanisms for stimulating R&D are being explored; they include public-private partnerships, 
patent pools, advance market commitments and prize funds. 

During the discussion, the importance of national debates and positions was highlighted. 
Active participation in the IGWG process was encouraged, but would only be meaningful if 
participants were familiar with the issues and their implications. Some participants were 
concerned about procedural matters, notably the fact that the invitation may reach the Ministry of 
Health very late, or may be (re)directed to other sectors and hence not reach the Ministry of 
Health at all. 

2.3 Access to essential medicines 

2.3.1 TRIPS Agreement and access to essential medicines 

Ms Karin Timmermans of the WHO Regional Office for the Western Pacific explained 
that the TRIPS Agreement harmonizes standards for patents, which in turn can affect access to 
new medicines. Safeguard mechanisms such as compulsory licensing or "government use" can 
mitigate this potential negative impact. These safeguards can only be used when incorporated 
into the national law. However, countries and areas only have to make use of those safeguard 
mechanisms when the product of interest is protected by a patent in the country concerned, and 
when this patent is infringed. 

The Pacific region is highly diverse with regard to countries' and areas' international 
obligations. In addition, the administrative procedures for filing for a patent are diverse, and 
affect the number of patents in force in each country. These procedures range from no patent law 
(and no patents) to systems in which patents granted in certain developed countries and areas are 
automatically in force. The latter is likely to result in high numbers of patents, which may not be 
in the interest ofthe Pacific island countries. Meanwhile, in view of the small size of their 
markets, the advantages for patent holders are equally questionable. Pacific island countries 
should therefore carefully consider what type of administrative procedures they put in place. 
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2.3.2 Country presentation 

Ms Lepaitai Hansell mentioned that Samoa is currently in the process of negotiating 
membership in the World Trade Or~anization (WTO). This means Sommt will h::~w: tn implF:m~nt 
the TRIPS Agreement. In order to prepare for this, Samoa is already revising its intellectual 
property laws, including its patent law. Once in force, this law may delay the importation of 
generic versions of new medicines. The Ministry of Health is concerned that access to new 
medicines maybe reduced, since the majority of medicines used in Samoa are generic products. 

The Ministry of Health therefore wants to make sure that TRIPS-compliant safeguard 
mechanisms will be incorporated in the new patent law. In doing so, the Ministry of Health faces 
several challenges, including the fact that health officials are not familiar with trade and IPR 
issues and that they are not always kept informed of the status of trade negotiations. 
Unfamiliarity with the legal and trade jargon also complicates matters. These challenges are 
common to many countries and areas; in fact Samoa is fortunate, since its trade and IPR officials 
are open to input from the health sector. 

2.3.3 Implementation of the Regional Strategy for Improving Access to Essential Medicines in 
the Western Pacific Region, 2005-2010 

Mr Sano Y oshihiko of the WHO Regional Office for the Western Pacific presented an 
overview of activities undertaken in the context of the Regional Strategy. These activities cover a 
broad range of topics, including fmancing, prices, regulatory practices and governance, as well as 
rational use of medicines. Mr Sano highlighted the development of a rapid alert system for 
combating counterfeit medicines. 

Discussion: There are suggestions for a regional patent office in the Pacific. There is a 
risk that the level of intellectual property protection of countries and areas with the most 
extensive protection would become the de facto standard for all countries and areas; this would 
be a disadvantage for the majority of PIC that do not (yet) have to provide such protection. 

It can be very difficult to find out the patent status of a medicine; this difficulty poses a 
significant challenge for many countries and areas (not just in the Pacific). This difficulty is 
aggravated by the so-called "evergreening"1 strategies. Two countries have recently started to put 
strategies against evergreening in place: Australia and India. Australia imposes high fmes when 
unjustified "evergreening patents" are being used to sue competitors. India focuses on preventing 
that such patents are being issued in the first place. It is, however, too early to assess whether 
these approaches are successful. 

Finally, one participant commented that among the TRIPS safeguards, "government use" 
would seem most suitable for the majority of Pacific island countries, which do not have large 
private sectors. 

2.4 Collaboration in promoting rational use of medicines 

2.4.1 Problems of irrational use of medicines 

I 
Evergreening is a term popularly used to the practice of filing additional and at times frivolous 

patents on minor improvements in order to extend the patent term on the same compound. 
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Dr Budiono Santoso, the Regional Adviser in Pharmaceuticals, WHO Regional Office for 
the Western Pacific, gave an overview of global problems in the irrational use of medicines and 
the possible interventions to improve the situation. He reminded participants about the definition 
of rational use of medicines, the underlying factors for irrational use of medicines, and the 
possible different interventions for improving the rational use of medicines. He offered examples 
ofthf': gloh~l prnhlf':ms ofirr~tionaluse of medicines, including the mism~e and overuse of 
injectables and antibiotics. He also emphasized the need for a comprehensive strategy for 
promoting rational use, which includes educational, managerial, regulatory and financing 
intervention strategies. He presented the 12 core interventions advocated by WHO. 

Common pitfalls in promoting in developing countries and areas were also highlighted. 
Among others, intervention is done through training with only a broad message and it rarely 
focuses on a specific drug use problem. Principles of effective intervention were further 
described. At the very least, intervention must be focused on a specific drug use problem, it must 
address the underlying behaviour, must be followed-up and should be combined with different 
methods of intervention. Some success stories of rational use intervention were presented, 
including the use of a focused rational use intervention called Monitoring, Training and Planning 
(MTP) and an interactive intervention called Interactive Group Discussions (IGD) involving 
prescribers and consumers. 

Finally, the pivotal roles of the essential medicines list, treatment guidelines, and training, 
supervision and monitoring of prescribing in promoting rational use of medicines in resource
poor settings were emphasized. These should be priority interventions for Pacific island countries 
and areas. He also emphasized the need for empowering consumers in the rational use of 
medicines, through public education and advocacy. 

2.4.2 Country presentations 

Mr. Biribo Tekanene presented activities undertaken in Palau in promoting rational use of 
medicines. A number of relevant activities have been undertaken in Palau to promote the rational 
use of medicines. He reported the activities and organization of the Pharmacy and Therapeutics 
Committee, notably the launching of the Belau National Hospital Drug Formulary. It was 
launched in September 2006, containing new prescribing policies and guidelines in administering 
and dispensing of medicines. These are user-friendly guidelines for doctors, nurses and allied 
health professionals. 

A successful pilot project in pocket personal computer (iPaq Pocket PC) to support 
pharmacy and prescribing services in Palau was also reported. This information technology (IT) 
communication tool is used by pharmacists, mobile doctors in charge of health centres, and 
doctors in charge of specialty clinics. This is a useful IT communication tool to support 
prescribing and dispensing services. There is a plan to include the national formularies and 
guidelines as well in the IT communication network. 

Vanuatu 

Ms Regina Heheina reported on the campaign for community education on rational use of 
medicines undertaken in Vanuatu. The awareness campaign is targeted to the communities and 
uses drama scenes performed by community organization, Wan SmolBag Theatre. The message 
is presented in the form of drama and aired through radio or television during lunch times. Some 
important topics include the rational use of antibiotics, the treatment of common colds, fever and 
non-drug therapy for simple illnesses. Drama for community education also covers a wide 
variety of health issues and has received wide acceptance among the target audiences. Another 
forms of community education is the use of posters, flyers, and leaflets. A pharmacy newsletter is 
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published every four months for health workers, updating them on pharmacy-related issues. A 
supervision visit to health facilities is also periodically undertaken to health facilities in the outer 
islands for improving medicines supply management and usage. In the hospitals, pharmacy staff 
also undertakes direct talk with prescribers and patients to promote rational use of medicines. 

Discu::;::;inns: Dnrine th~ plenary disc1.1ssion, it was obvious that there are strong intereGtG 
from other countries and areas to undertake a pilot project on the use ofiT communication tools 
to improve pharmacy services such as has been initiated in Palau. It is recommended that the 
ECIACPIWHO Partnership Project on Pharmaceutical Policies develop common pharmaceutical 
software for Pacific island countries. There is also strong interest in replicating in other countries 
and areas the community interventions undertaken in Vanuatu. Support from the EC-WHO 
Partnership project is expected to be available in the coming year. 

2.5 Collaboration in human resource development in the pharmaceutical sector 

2.5 .1 Human resources development for Pacific island countries 

Ms Beverley Snell gave a presentation describing the scope of the pharmaceutical sector in 
the Pacific island countries, the resources needed, and who is doing what currently. A structure 
of the pharmaceutical sector was presented that included the activities taking place within the 
"pharmacy section": procurement, stock management, distribution; as well as related activities 
such as involvement in policy development, Drugs and Therapeutics Committee, other programs 
such as the HIV I AIDS or TB programs and information and supervision of staff working in the 
outer islands. 

She described pharmacists' roles in some detail and identified areas where human 
resources need to be strengthened. In all cases there are insufficient staff members to cover all 
the activities and senior staff are filling many roles. Resources were discussed for strengthening 
the different roles of pharmacists as well as for their professional development. It was agreed that 
pharmacy management is an area that is not covered in formal pharmacy courses. The CD-ROM 
course prepared for the Pacific Open Learning Health Net (POLHN) that covers all areas of 
essential drugs management was introduced and participants were encouraged to enrol their staff 
in the course. While there is a shortage of all pharmacy staff, some gaps need to be filled by 
people from other disciplines such as nursing. Recruitment was seen as a priority. To help build 
the capacity of senior staff in, for example, drug information services, registration, and peripheral 
supervision, rational use of medicines and new programs like HIV I AIDS treatment, recruitment 
of suitable temporary expatriate pharmacists was considered. Appropriate pharmacist support 
could be accessed through the Australian Volunteer programs. However, expatriate pharmacists 
would need appropriate orientation and training. Potential collaborations were discussed. 

2.5.2 Country presentations 

Solomon Islands 

Mr William Horoto presented the structure and principles of Solomon Islands services and 
explained the roles and skills of professional and graduate staff and other skills-based services, 
including supply services. The constraints faced by the pharmacy sector in Solomon Islands were 
clearly explained by William Horoto and the strategies being implemented and suggested in 
Solomon Islands to address their needs were described. The public sector has only 4 pharmacists 
in post and needs 15 though only about 8 are in training. Scholarships are not given every year. A 
regional scholarship programme for pharmacy would increase the number of trainees. It was 
suggested that a broader, more specific two-year pharmacy course in the Fiji School of Medicine 
be available rather than a "multi -exit" strategy at the second year of four. The absence of training 
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of training in management skills in Australia, New Zealand, the United Kingdom and the United 
States of America has also been recognized. Comprehensive appropriate local training is 
provided for technical officers in the country and results in a local certificate. It covers the whole 
technical role, including essential medicines concepts, medical supply, and cold chain. The 
training is equivalent to a Diploma and Regional accreditation is important. The modules can be 
waue available lu ulhets. 

Recommendations included more technicians' access to post-basic specialties, e.g., Good 
Manufacturing Practices (GMP), quality assurance, cold chain, rational use of medicines, patient 
counselling, a common or regional continuing education programme including managerial 
training; preceptor training; regional pharmacists' and technicians' registration and mutual 
recognition. The importance of commonality, such as common pharmacy services definition and 
standards, was emphasized. This approach would enable curriculum design and focus and help 
with cooperative human resources and related development, including regulatory issues and an 
ethics code. 

He also emphasized the need for links to be established with other pharmacy professional 
bodies such as pharmaceutical societies in New Zealand and the United Kingdom; pharmacy 
management groups; clinical pharmacy interests, rational drug use/quality use of medicines 
networks; and drug policy analysis initiatives. 

2.6 Collaboration in strengthening medicines regulation and quality assurance 

2.6.1 Medicines regulation and quality assurance in Pacific island countries 

Ms Nazarita T.Tacandong, Technical Officer, WHO Regional Office for the Western 
Pacific, gave a presentation on Medicines Regulation and Quality Assurance in Pacific island 
countries. She started her presentation with the general mandate of the Medicines Regulatory 
Authority (MRA).She explained the key elements of the goal which are safety, efficacy and 
quality for better understanding of the mandate. She further explained why drugs should be 
regulated. She mentioned that prescribers and dispensers of drugs should give professional 
advice to consumers to discourage self medication. 

She emphasized the provisions and prerequisites for the regulation of medicines. She 
elaborated on the minimum functions of the Medicines Regulatory Authority which include 
inspection and licensing of manufacturing premises, importing and exporting agents, distributors, 
wholesale and retail outlets; overseeing; quality control; evaluating safety, efficacy and quality of 
products and registering medicinal products, conducting post marketing surveillance activities; 
disseminating information on medicines and monitoring adverse drug reactions. She further 
discussed the elements of regulation which include drug regulatory control and administration, 
control of production and quality, control of availability, use and marketing and control for 
distribution and supply. 

The participants were reminded of the quality assurance loop. Quality assurance was 
defmed and they exchanged views on the coverage of the loop and the current activities being 
undertaken in countries and areas that address issues related to each loop. So far, there is no 
manufacturing facility yet in any of the countries and areas in the Pacific. Most of the medicines 
are imported and laboratory testing is being done by Therapeutic Goods Administration 
Laboratory, Australia (TGAL). Ms Tacandong gave recommendations considering utilizing the 
limited human resources in each country and maximizing whatever available resources. 
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2.6.2 Country presentations 

Mrs Vasiti Nawadra presented the new bills, the Pharmacy Profession Bill and Medicines 
& Poisons Act & Regulation. She mentioned the control meaourea undertaken to ensure the 
quality of imported medicines. Prequalification of manufacturers has been established using the 
benchmark registration of other MRAs such as Therapeutic Goods Administration, Australia 
(TGA) and the United States Food and Drug Administration (FDA). The second phase of 
prequalification would include the private sector. Licensing of establishments is performed in 
accordance to written procedures. 

She related success stories on collaboration with other agencies such as customs 
authorities and the trans-national crime unit to monitor illegal activities. There is a need to 
establish a quality control laboratory for speedy results of analysis. Currently, samples collected 
during market surveillance are sent to TGAL for testing. It took several months to get the results, 
and the cost of testing is expensive. The mini-lab is not being utilized. The sustainability of this 
system is decreasing due to lack of resources. She also mentioned that adverse drug reaction and 
consumer complaints reporting are in place. The recall system is also in place and products were 
recalled as a result of complaints. Ms Vasiti encouraged participants to establish a system to 
share information on the ongoing activities, and other related information. 

Papua New Guinea 

Mr V ali Karo gave a short presentation of his country profile and the health facilities and 
system in the country. He explained that there are private and public hospitals, clinics and 
pharmacies. The National Drug Policy (1998), Medicines and Cosmetic Act 1999 and Medicines 
and Cosmetics Act and Regulations 2001 are in place. Registration of pharmaceutical products, 
pharmacists, technicians, and pharmacy outlets has commenced. Manufacturers, importers and 
exporters of medicinal products are also registered. He mentioned that Medical Supplies Branch 
(MSB) has signed a Memorandum of Understanding (MOU) with TGA in 2002, with the Internal 
Revenue Committee (IRC) in 2006, and a MOU with the Police is still pending. MSB 
collaborates with the Intellectual Property Office. The University of Papua New Guinea has 
installed the mini-lab. However, the use of the mini-lab has not been maximized. 

During the plenary discussion, the participants agreed that sharing of information is 
extremely necessary because they share the common problem of shortage of human and financial 
resources. Participants requested Fiji to share information on recalled products as well as on 
prequalified suppliers. Most Pacific island countries and areas rely on the list of suppliers from 
Fiji. Joint GMP inspection of suppliers was also recommended but this was not encouraged 
because of limited staff. The same people are doing many things. 

2. 7 EC/ ACP !WHO Partnership on Pharmaceutical Policies 

Ms V anchinsuren Lkhagvadmj gave feedback to the participants on the implementation of 
the year 3 (2007) work plan of the EC/ACPIWHO Partnership Project on Pharmaceutical 
Policies, which covered the period from 1 October 2006 to 31 September 2007. 

The speaker outlined the overall goal of the project and reviewed the activities undertaken 
under the collaborative project: 

(1) national drug policy implementation: the current workshop on Pharmaceutical Policies, 
Intellectual Property Rights and Access to Essential Medicines for Pacific Island 
Countries; 
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(2) international trade agreements monitoring, legislation and regulation: technical support 
to review and amend patent legislation and improve awareness of TRIPS in Fiji and 
Samoa; 

(3) affordability and fmancing: (a) review of medicines expenditure reviews of Cook 
Islands, Piji, Papua New Gulliea, 3alllua alll1 Tuuga; (U) lli-Llt:pllt tt:vit:w uf llit:uil:iut:s 
expenditure in Fiji; and (c) participation in the Medicines and Insurance Coverage 
(MEDIC) Course in Pharmaceutical Policy Analysis, Manila, Philippines, September 
2007 (Fiji, Papua New Guinea); 

( 4) drug supply management: (a) technical support to develop a pharmaceutical information 
management system in the Federated States of Micronesia; (b) technical support to 
review the drug supply system in Kiribati and Tuvalu; (c) development of drug 
management guidelines and a training workshop on drug supply management in Kiribati; 
(d) feasibility study of pooled procurement of essential medicines for Pacific island 
countries; (e) informal consultation on pooled procurement of essential medicines for 
Pacific island countries, March 2007 and 6 August 2007; and (f) computer equipment for 
Nauru and Tuvalu; 

(5) effective drug regulation: (a) revision of medicines legislation in Tonga; and (b) 
technical support to review quality assurance & control system in Papua New Guinea; 
and 

(6) rational use of medicines by consumers and health workers: (a) technical support to 
develop Standard Treatment Guidelines and training workshops on good prescribing in 
Fiji; and (b) technical support to organize a national workshop on the rational use of 
medicines for health workers in Papua New Guinea. 

The current development of guidelines for drug management at the outer islands in 
Kiribati and the review of medicines expenditure in Fiji were highlighted as encouraging 
initiatives. Several activities, including developing Standard Treatment Guidelines in the 
Marshall Islands and Nauru, printing the essential medicines list in Samoa, providing technical 
support to review patent legislations and to raise TRIPS Awareness in Solomon Islands and 
revising the National Medicines Policy in Fiji will take place in the coming two months. The 
remaining balance of the project was approximately $US 70 000 at the time of the meeting and 
the speaker welcomed countries and areas to send requests for additional pharmaceuticals 
activities. She also expressed her sincere appreciation to all countries and areas for their 
collaboration and support, which leads to good implementation figures in the Region. 

Following the presentation, the following points and comments were raised: the visibility 
of the European Community-acknowledgement of the donor in documents produced with its 
fmancial support. More activities need to focus on regional cooperation in pharmaceuticals, such 
as harmonization of medicines, standards and norms. 
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3. CONCLUSIONS 

3.1 Conclusions 

The Workshop on Pharmaceutical Policies, Intellectual Property and Access to Essential 
Medicines, held in Nuku'alofa, Tonga from 7 to 9 August 2007 discussed several relevant issues 
as follows: 

1) the feasibility of pooled procurement of essential medicines for Pacific island countries; 
2) progress of the Intergovernmental Working Group on Public Health, Intellectual 

Property and Innovation (IGWG); 
3) access to essential medicines and the Trade-Related Aspects of Intellectual Property 

Rights (TRIPS) Agreement; 
4) collaboration in promoting rational use of medicine; 
5) collaboration in human resource development in medicines sector; 
6) collaboration in medicines regulation and quality assurance mechanism; and 
7) EC/ACPIWHO Partnership Project on Pharmaceutical Policies . 

The workshop endorsed the recommendations of the preceding Informal Consultation on 
Pooled Procurement of Essential Medicines for Pacific Island Countries, Nuku'alofa, Tonga, 6 
August 2007, and agreed to proceed with groundwork in strategic areas such as the 
harmonization of the procurement mechanism and procedures, the harmonization of essential 
medicines lists, the harmonization of prequalification of manufacturers, suppliers and medicines, 
and analysis ofthe legislation governing procurement and fmancing of medicines. The 
participants at the workshop agreed that the Fiji delegate, the coordinator of the earlier-formed 
working group on pooled procurement, would coordinate this preparatory process for pooled 
procurement. 

The workshop also agreed to pursue a regional approach to strengthening collaboration in 
promoting rational use, such as the possibility of developing common treatment guidelines and 
formularies for Pacific island countries, strengthening medicines quality assurance mechanisms 
and human resource development. The coordinators of each working group were appointed to 
initiate and coordinate these intercountry collaborations. 

The workshop also identified a number of innovative country approaches which need to be 
evaluated and may be replicated in other countries and areas, iffeasible, such as Palau's use of 
information technology (IT) in improving pharmacy services and promoting rational use of 
medicines and Vanuatu's rational medicines use activities for the community. 

3.2 Recommendations 

The participants reached the following recommendations which are addressed to the 
Participants, Participating Countries and WHO in the areas of pharmaceutical policies. 

Participants: 

(1) Should officially report to the respective authorities and undertake necessary follow
up on several issues as agreed upon during the workshop, especially on pooled 
procurement, the Intergovernmental Working Group process, collaboration in 
promoting the rational use of medicines, human resource development, medicines 
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regulation and quality assurance, and the EC/ ACP/WHO Partnership Project on 
Pharmaceutical Policies. 

Participating countries: 

(2) Shuuhl, tluuugh Lht::it lt::SiJtt:livt:: authuritit::s, adively partidpat~ in the groundwork for 
the preparation of the pooled procurement activities: the consolidation of the list of 
essential medicines; the harmonization of the prequalification criteria for 
manufacturers, suppliers and products; the harmonization of the procurement 
mechanism and procedures; and the analysis of the national legislation and regulations 
governing the fmancing and procurement of medicines. 

(3) National governments should participate in the IGWG process. National intersectoral 
consultations on public health, innovation and intellectual property rights may be 
conducted to address the national priorities in the fmal IGWG negotiation. National 
governments should actively participate and appoint relevant delegates who could best 
represent the national interest in the IGWG process and negotiation during the second 
IGWG meeting (scheduled for 5-10 November 2007). 

( 4) Health officials should make an effort to understand the key policy issues and 
implications of intellectual property rights with regard to access to medicines, and 
should proactively work with officials in other sectors to sensitize them to the public 
health implications of intellectual property rules. Health officials should advocate the 
inclusion of public health safeguards in intellectual property laws and patent laws, 
especially at times when such laws are being drafted or amended. It is also important 
to ensure that these safeguards can actually be implemented within the national 
context. 

(5) For improving quality assurance mechanisms and medicines regulatory issues, 
Member States should devise collective quality control testing and seek reference 
laboratories such as Therapeutic Goods Administration Laboratory (TGAL) to assist 
in the product testing. It is also of paramount importance to reactivate the existing 
information exchange between Pacific island countries with respect to suppliers, 
product quality, processes, etc. 

( 6) Member States should utilize the Rapid Alert System for combating counterfeit 
medicines through their designated officials. The system will be used globally for an 
early warning and alert mechanism and the exchange of information among regulatory 
authorities in combating counterfeit medicines. 

(7) Member States should harmonize clinical guidelines and formularies as appropriate. 
The existing clinical guidelines can ·be shared with other countries and areas. Common 
guidelines may be initiated for certain specific conditions commonly occurring in 
Pacific island countries. WHO Model Formulary can be used as a basis, taking into 
account the national lists in Pacific island countries. Experiences in using information 
technology to improve pharmacy services and rational use implemented in Palau need 
to be evaluated and replicated in other countries and areas where feasible. Similarly, 
the community education activities undertaken in Vanuatu should also be replicated in 
other countries and areas, where feasible. 
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(8) Member States should undertake collectively a comprehensive need assessment of 
human resources in the pharmaceutical sector to reflect actual needs and 
qualifications, which can be addressed by respective training institutions. 

(9) Mewuta states shuuhl implement the planned activities under the EC/ACP!WHO 
Partnership Project on Pharmaceutical Policies, year 3, and develop year 4 plans. 
There have been a number of innovative and useful activities supported in this project. 
Such activities, such as the use of IT for improving pharmacy services and community 
education using drama, need to be disseminated to other countries and areas/regions. 

(10) To provide technical support for the groundwork for pooled procurement in 
some strategic areas, such as harmonization of the procurement mechanism and 
procedures, harmonization of the essential medicines lists, harmonization of 
prequalification of manufacturers, suppliers and medicines and analysis of the 
legislation governing procurement and fmancing of medicines. 

(11) To provide support for the harmonization of clinical guidelines and formularies, 
evaluation of innovative activities using IT to strengthen pharmacy services and to 
promote rational use of medicines in the communities. 

(12) To provide support for exchange of information among Pacific island countries 
and dissemination of information regarding new innovative activities undertaken in 
Pacific island countries in the pharmaceutical sector. 

4. CLOSING 

Dr Santoso Budiono, Regional Adviser in Pharmaceuticals, thanked all for the work and 
said he will be very interested and committed to following implementation of the recommended 
intercountry activities to pursue a regional approach to harmonize medicines regulation, 
strengthen the collaboration in promoting rational use, such as the possibility of developing 
common treatment guidelines and formularies for Pacific island countries, strengthening the 
medicines quality assurance mechanism and human resource development. In closing the 
meeting, the Regional Adviser assured participants of full commitment from the WHO Regional 
Office for the Western Pacific to implement the pooled procurement scheme, to harmonize 
medicines regulation and quality assurance and to improve access to essential medicines in the 
Region. 
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268, Bikenibeu Tarawa, Tel: (686) 28100; Fax:(686) 
28152/28568 Email: Ioana.Taakau@gmail.com 

Mr Brendoski Limen, Supply Manager, Republic of Nauru 
Hospital, P.O. Box 128, Central Pacific, Tel:(674) 444 3883 
Email: nghealth@cenpac.net.nr 

Ms Marama Parore, Ngati Whatua, Ngati Kahu, Nga Puhi 
Pou Arahi- Manager Maori Health, PHARMAC
Pharmaceutical Management Agency, 40 Mercer Street, PO Box 
10-254 Wellington, Te1:(644) 460 4990, Fax: (644) 460 4995 
Email: marama@pharmac.govt.nz 

Ms Anna Rose Pavihi, Hospital Pharmacist, Nieu Foou 
Hospital, Alofi, Tel: (683) 4100, Fax: (683) 4265 
Email: malolotino@niue.nu; apavihi@hotmail.com 
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PALAU 

PAPUA NEW GUINEA 

REPUBLIC OF 
MARSHALL ISLANDS 

SAMOA 

SOLOMON ISLANDS 

TONGA 

TUVALU 

VANUATU 

Mr Biribo Tekanene, Pharmacist, Ministry of Health 
P. 0. Box 6027, Koror, Tel:(680) 488 2552, 
Fax: (680)488 1211 Email: b tekanene@palau-health.net; 

tex2254@gmail.com 

Mr Vali Karo, Principal Advisor Pharmaceuticals, Medical 
Supplies Branch, Department ofHealth, P.O. Box 807, Waigani 
Tel: (675) 301 3888; Fax: (675) 323 1631 ; 
Email: vali karo@health.gov.pg 

Ms Aleli C. Lapuz, Chief Pharmacist, Pharmacy Department 
Ministry of Health, P.O. Box 16, Majuro-96960 
Tel: (692) 625 3355/3399 ext:2251-2253; Fax:(692) 625 4543 
Email: arc.pharm@gmail.com; allen_lapuzrph@yahoo.com 

Ms Lepaitai Hansell, Quality Assurance Officer 
Ministry of Health, P 0 Box 3799, Apia 
Tel: (685) 21212 (ext 274) Fax: (685) 21455 
Email: LepaitaiH@health.gov.ws; hanselltai@hotmail.com 

Mr William Horoto, National Medical Stores Manager 
Ministry of Health, P.O. Box 349, Honiara; Tel: (677) 30890 
Fax: (677) 30891; Email: willieh@nms.gov.sb 

Mrs Melenaite Mabe, Principal Pharmacist, Ministry of Health 
P.O. Box 59, Nuku'alofa, Tel: (676) 24 553; Fax: (676) 23 434 
Email: melenaitemahe(OJ,gmail.com; mahecpms@kalianet. to 

Mr Siutaka-He-Hau Siua, Senior Pharmacist, Ministry of 
Health P.O. Box 59, Nuku'alofa, Tel: (676) 24 255 ; Fax: (676) 
23 938 Mobile: (676) 54 255; Email: ssiua(W,health.gov.to 

Dr Maliesi Latasi, Pediatrician/Medical Officer 
Princess Margaret Hospital, Private Mail Bag, Funafuti 
Tel: (688) 20765; Fax: (688) 20832 ; Email: 
m latasi@yahoo.com 

Ms Regina Heheina, Health Pharmacist, Northern District 
Hospital Ministry of Health, PMB 06, Luganville Santo, Tel: 
(678) 36345/ (678) 47084, Fax: (678) 36213 
Email: rheheina@vanuatu.gov.vu 

2. SHORT-TERM CONSULTANT 

Mrs Dardane Arifaj-Blumi, Political Advisor to Prime Minister on Health Affairs, 
Cabinet of the Prime Minister, Government ofKosovo, PM Cabinet, Mother Theresa 
StreetPristina, Kosovo, Tel: (377) 44 676 474; Fax:(381) 38 211202, Email: 
dardanearifaj @yahoo.com 
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3. OBSERVERS 

Mr Fabian Kong, Research Offi~;e1, BjJhatlli Mt:jJi, Madatlatie Buwel lnslilule fur Medical 
Research and Public Health, Centre for Epidemiology and Population, Health Research 
(CEPHR) P.O. Box 2284, Melbourne 3001, Australia, Tel: (61) 3 8506 2327, Fax: (61) 3 9282 
2138 Email: Fabian.kong@burnet.edu.au 

Mr Nileshwan Prasad, Research Assistant, Pacific Islands Forum Secretariat, Ratu Sukuna 
Road, Suva, Fiji, Tel: (679) 331 2600; Fax: (679) 330 5573; 
Email: NileshwanP(a{forumsec.org.fi 

4. TEMPORARY ADVISER 

Ms Beverley Snell, Senior Fellow, Centre for International Health, Macfarlane Burnet Institute 
for Medical Research and Public Health, P.O. Box 2284, Melbourne 3001, Australia, 
Tel: (613) 9282 2115; Fax: (613) 9282 2144; Email:bev@,bumet.edu.au 

5. SECRETARIAT 

Dr Chen Ken, WHO Representative, South Pacific, Level 4, Provident Plaza One, 
Downtown Boulevard, Ellery Street, Suva, Tel: (679) 323 4116, Fax: (679) 330 0462 
Email:chenk@sp.wpro.who.int 

Dr Budiono Santoso (Responsible Officer), Regional Adviser in Pharmaceuticals, World 
Health Organization, Western Pacific Regional Office, 1000 Manila, Philippines, Tel: (632) 528 
9846 Fax: (632) 526 0279, Email: santosob@wpro.who.int 

Dr Pratap Jayavanth, Acting Country Liaison Officer in Tonga, World Health Organization 
Nuku'alofa, Tonga, Tel: (676) 23 217, Fax: (676) 23 938, Email: jayavanthp@wpro.who.int 

Ms Vanchinsuren Lkhagvadorj, Technical Officer in Pharmaceuticals, World Health 
Organization, Level4 Provident Plaza One, Downtown Boulevard, 33 Ellery Street, Suva, Fiji, 
Tel: (679) 323 4125, Fax: (679) 330 0462, Email: lkhagvadoriv@sp.wpro.who.int 

Mr Yoshihiko Sano, Technical Officer, Pharmaceuticals, World Health Organization 
Western Pacific Regional Office, 1000 Manila, Philippines, Tel: (632) 528 9849 
Fax: (632) 526 0279, Email: sanoy@wpro.who.int 

Ms Nazarita Tacandong, Technical Officer in Pharmaceuticals, World Health Organization, 
Western Pacific Regional Office, 1000 Manila, Philippines, Tel:(632) 528 9882; Fax: (632) 526 
0279, Email: tacandongn@wpro.who.int 
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Ms Karin Timmermans, Technical Officer, Intellectual Property Rights, Trade and Health 
World Health Organization/ SEARO+ WPRO, Regional Office for South-East Asia, 
World Health House, Indraprastha Estate, Mahatma Gandhi Road, New Delhi 110002, India 
Tel: (91) 11 2337 08 04; Fax: (91) 11 2337 0197; Email: timmennansc@wpro.who.int 

Mrs Mnlcbona Matsoso, Director, Technical Cooperatiou fu1 Esstmlial Drugs and Traditional 
Medicine, World Health Organization, Headquarters Office in Geneva (HQ), Avenue Appia 20 
CH-1211 Geneva 27, Switzerland, Tel: (4122) 791 1452, Fax: (4122) 791 4167 
Email: matsosom@who.int . 
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AGENDA 

1. Opening ceremony 

2. Introduction: workshop objectives and methodology 

3. Pooled procurement of medicines 

Pooled procurement of medicines: Global perspective 

Pursuing pooled procurement of essential medicines of Pacific Island 
Countries 

Harmonising of Medicines Regulation: Regional pooled procurement 

Feasibility of pooled medicines procurement in Pacific Island Countries 

Feedback from the Informal Consultation on Pooled Procurement of 
Essential Medicines for Pacific Island Countries, 6 August 2007 

Country presentation: Tonga, the Marshall Islands and New Zealand 

Plenary discussions 

4. Intergovernmental Working Group on Public Health, Innovation and Intellectual 
Property 

Progress Review: Intergovernmental Working Group on Public Health, 
Innovation and Intellectual Property 

Plenary discussions 

5. Access to essential medicines 

TRIPS Agreement and Access to Essential Medicines 

Country presentation: Samoa 

Implementation of the Regional Strategy for Improving Access to Essential 
Medicines in the Western Pacific Region, 2005-2010 

Plenary discussions 

6. Collaboration in promoting rational use of medicines 

WHO perspective 

Country presentation: Palau and Vanuatu 

Plenary discussions 
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7. Collaboration in human resources development in the pharmaceutical sector 

Presentation by a facilitator 

Country presentation: Solomon Islands 

Plenary discussions 

8. Collaboration in strengthening medicines regulation and quality assurance 

Presentation by a facilitator 

Country presentation: Fiji and Papua New Guinea 

Plenary discussions 

9. EC/ACP/WHO Partnership on Pharmaceutical Policies 

10. Conclusions 

11. Closing 

Review of year 3 implementation 

Discussions on next plan of actions 
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TIMETABLE 

TIME Tuesday, 7 August Time Wednesday, 8 August Time Thursday, 9 August 

0800 
4. Intergovernmental working group on public health, 

0800 
8. Collaboratian in strengthening medicines regulation & 0800 Registration innovation, and intellectual property quality assuraace 

0830 1. Opening ceremony - Progress Review: lntergovemmental Working Gmup - Medicines Regulation and Quality Assurance in 
on Public Health, Innovation and Intellectual Prope1ty Pacific Island countries (Ms Nazarita 
(Mrs. M. Matsoso, WHOffCM) Tacmdong, PHNWPRO) 

- Counl!y presentation: Fiji and Papua New - Plena1y discussions 
Guiaea 

- Ple1my discussions 
0900 Coffee break 0930 Coffee break 1000 Coffee break 

0930 2. Introduction: meeting objectives and methodology 1000 5. Access to essential medicines 1030 9. EC/ACP/WBO Partnership on Pharmaceutical (Dr Budiono Santoso, PHNWPRO) 
- TRIPS Agreement and Access to Essential Medicines Policies 

3. Pooled procurement of medicines 
(Ms Karin Tinunennans, WPRO/WHO) Review of year 3 implementation -- Pooled procurement of medicines: Global perspective 
Counhy presentation: Samoa (Ms Lkhagvad01j) (Mrs. M. Matsoso, WHOffCM) -

- Implementation of the Regional Sl!ategy for Improving - Discussions on next plan of actions - Pursuing pooled procurement of essential medicines for 1130 Access to Essential Medicines in the Westem Pacific 1200 
Pacific Island Countries (Ms Lkhagvad01j VanchinsUien, 

Region, 2005-2010 (Mr Yoshihiko Sano, PHNWPRO) SP/WPRO) 
10. Conclusiom 

Hannonising of Medicines Regulation: Regional Pooled - Plena1y discussions 1300 -
6. Collaboration in promoting rational use of medicines Procurement (Mrs. M. Matsoso, WHO/TCM) 

Feasibility of pooled medicines procurement in Pacific - WHO perspective (Dr B. Santoso) 11. Closing -
Island Countries (Ms Dardane Arifaj , STC/WHO) - Countiy presentation: Palau and Vanuatu 

- Feedback from the Informal Consultation on Pooled - Plena1y discussions 
Procurement of Essential Medicines for Pacific Island 
Countries, 6 August 2007 (Assigned group member) 

/230 LUNCH BREAK 
7. Collaboration in human resources development in the 1400 Pooled procurement of medicines (cont.) pharmaceutical sector 

400 
- Country presentation: Tonga, the Marshall Islands and - Human resources development (Ms Beverley Snell, 

New Zealand Temponuy Adviser/ WHO) 

- Counhy presentation: Solomon Islands 

/500 Coffee break 1500 Coffee break 

1530 Pooled procurement of medicines (cont.) 1530 Collaboration in human resources development in the 

1700 
pharmaceutical sector (cont) 

1700 - Plena1y discussions - Plena1y discussions 

Welcome dinner 
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CONCLUSIONS AND RECOMMENDATIONS OF THE INFORMAL CONSULTATION 
ON POOLED PROCUREMENT OF ESSENTIAL MEDIICNES FOR PACIFIC ISLAND 

COUNTRIES, NUKU' ALOFA, TONGA, 6 AUGUST 2007 

The informal consultation, held in Nuku'alofa, Tonga on 6 August 2007, discussed the 
issues related to medicines supply system in Pacific Island Countries, especially regarding the 
feasibility of pooled procurement system and reviewed the results of the feasibility study on the 
pooled procurement for essential medicines that was undertaken by a WHO short-term consultant 
from March to April 2007. 

3.1 The main conclusions of the consultation were as follows : 

3 .1.1 Three options were proposed to be considered for the pooled procurement by Pacific 
Island Countries: 

(1) Explore and expand (strengthen) the ongoing Fiji Pharmaceutical Services 
Centre/Bulk Purchasing Scheme (FPSC/BPS) collaborating with the small island 
states as equal partners using Central Contracting and Purchasing model 
(Organization of Eastern Caribbean States example). 

(2) Establish a new pooled procurement scheme with the participation of other bigger 
Pacific island countries using Group Contracting (Golf Cooperation Council 
example). 

(3) Create a hybrid model of the above two. 

3 .1.2 The consultation concluded that in the long run, there is potential for pooled procurement 
in the Pacific Island Countries and it came to several specific conclusions, which follow 
below: 

(4) Option 2 of the feasibility study is the best option, suggesting a group contracting 
scheme for pooled procurement may likely be feasible for Pacific Island Countries. 
The process can start with participation of bigger countries, provided that all critical 
factors are sufficiently addressed. 

(5) Preparatory work needs to be started in strategic areas in fulfilling pre-requisites, 
namely harmonization of procurement mechanisms, harmonization of the medicines 
list, harmonization of criteria for prequalification of suppliers, analysis of the 
fmancing system, rules and regulation governing medicines procurement, and the 
human resources and infrastructures required for such a scheme, in particular 
information and communication. 

(6) In the mean time, Small Island States and Fiji Pharmaceutical Services Centre can 
strengthen the ongoing collaboration by creating a partnership as suggested under 
Option 1 of the feasibility study. 
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3.2. Recommendations 

The participants reached the following recommendations which are addressed to the 
Participants, National Governments and WHO to pursue the pooled procurement of essential 
medicines for Pacific Island Countries. 

(1) In pursuing a mechanism for pooled procurement in Pacific Island Countries, the 
preparatory strategic steps should be pursued as the following: (a) harmonization of 
procurement systems and procedures; (b) harmonization of essential medicines lists; 
(c) harmonization of criteria for prequalification of manufacturers, suppliers and 
medicines; and (d) analysis of the legislation governing procurement and fmancing of 
medicines in respective countries. 

(2) Based on these strategies, a "PIC Pooled Procurement Road Map" shall be defined, 
which will lead towards implementation of the Pooled Procurement of Medicines in 
the interested Pacific Island Countries. The Working Group led by Fiji will start the 
process of collating and analyzing documents and work on harmonization 
immediately. The following "road-map" should be followed: 

Strategic issues Actions agreed Documents for Responsibility Time 
submission lines 

A. Harmonization - Identify current tender Tender dossiers All countries to submit the Two 
of procurement contract working group (Fiji weeks 
mechanism - Identify current Template of collating documents) after the 

commitments contract workshop 
- Tender documents The assigned group will do 

the synthesis 6 months 

B. Harmonization - Collate electronic E-copies of the Assigned group will 6 months 
of selection or copies of EMLs EMLtothe synthesize the EMLs and 
EML - Identify common assigned group produce one harmonized 

medicines those of the EML 
different strength and 
formulation. 

C. Harmonization - Identify current criteria Prequalification Assigned group will 6 months 
of criteria of used in each country for documents ( e- synthesize the documents 
prequalification prequalification copies) and create a harmonized 

- Harmonize these document applicable to all 
criteria PIC for prequalification 

D. Assessment of - Review legal aspects Individual Assigned group with the 6 months 
legislation and applicable to public countries to support of a legal expert to 
regulation procurement submit summarize legal 
governmg - Identify sections that laws/regulations requirements in each 
procurement potentially need to be on public country for future pooled 

amended procurement and procurement 
public fmancial 
systems 
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Participants: 

(3) To report to their supervisor and raise attention to the respective Health Ministers 
on the Pooled Procurement scheme aiming to gain support from their Governments 
for action. 

(4) To submit report to the respective government regarding the activities and progress 
towards pooled procurement. These include, among others, steps taken for 
harmonization and the description of the most favourable option for pooled 
procurement. 

(5) To work on the above listed strategic issues at the country level and at a regional 
or sub-regional level through the joint Working Group, with the intention of 
fulfilling pre-conditions. 

National Governments: 

(6) To recognize that it is generally accepted that consistent and systematic action are 
needed to improve the medicines supply system in Pacific island countries, 
especially the procurement mechanism. 

(7) To take actions required towards harmonization in strategic areas that were 
identified above. 

(8) To consider involving the Pacific Islands Forum Secretariat and inform them on 
the initiative; identify possible grounds for collaboration and support for activities 
that lead towards harmonization and implementation of the scheme. 

(9) To continue to provide technical support to Pacific Island Countries in their efforts 
related to strategic issues identified above and their actions that will follow the 
"road map" as indicated. 

(10) To assist Pacific Island Countries and encourage participants to contribute in the 
electronic communication network. 

(11) To work with the Pacific Islands Forum Secretariat together upon the request of 
national governments. 

(12) Support the Working Group to undertake the necessary steps towards addressing 
the above mentioned tasks on harmonization 
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