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SUMMARY 

 

Access to and rational use of safe, effective and quality-assured essential medicines, vaccines and 

traditional and complementary medicines are an integral element in achieving equitable access to 

quality health services. Strengthening regulations and the efficiency of pharmaceutical systems will 

help countries in ensuring quality and efficiency of their health systems and the achievement of 

universal health coverage (UHC) and the Sustainable Development Goals. While the Pacific island 

countries have achieved substantial progress in developing national medicines policies, updating 

standard treatment guidelines and essential medicines lists, and launching national action plans on 

antimicrobial resistance (AMR), challenges remain. Small populations spread across thousands of 

square kilometres of ocean present a multitude of challenges in improving access to essential 

medicines in general and a sustainable supply system in particular.  

The subregional meeting of the heads of pharmacy departments in the Pacific was the first meeting of 

its kind to discuss cross-cutting issues around quality assurance and rational use of medical products 

including vaccines and traditional and complementary medicines. Twenty-three participants from 

thirteen countries (Cook Islands, Fiji, Kiribati, Marshall Islands, Federated States of Micronesia, 

Nauru, Niue, Palau, Papua New Guinea, Samoa, Solomon Islands, Tonga and Vanuatu) came together 

at the meeting. 

The objectives of the meeting were: 

1) to identify challenges and critical controls in the system which safeguard access to quality 

essential medicines, vaccines and traditional medicines from market entry to distribution; 

2) to share information on demand-driven overuse of medicines, in particular antibiotics, and to 

discuss the immediate and long-term steps in promoting rational use within the framework of 

a multisectoral national action plan on AMR; and 

3) to identify practical, low-cost and sustainable solutions and build capacity for implementation 

of a progressive regulatory framework to strengthen pharmaceutical systems. 

The meeting provided opportunities for countries to share challenges and successes in improving 

quality assurance and rational use of essential medicines including vaccines and traditional and 

complementary medicines in the Pacific. Participants acknowledged the importance of developing 

platforms for information exchange and regional collaboration to address the common challenges of 

weak regulatory capacity and limited fiscal and human resources. The meeting provided an important 

opportunity for participants to identify comprehensive national approaches to tackle issues across 

different thematic areas and to promote close collaboration among countries.  
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1. INTRODUCTION  

1.1 Meeting organization 

Access to and rational use of safe, effective and quality-assured essential medicines, vaccines and 

traditional and complementary medicines are an integral element in achieving equitable access to 

quality health services. Strengthening regulations and the efficiency of pharmaceutical systems will 

help countries in ensuring quality and efficiency of their health systems and the achievement of 

universal health coverage (UHC) and the Sustainable Development Goals. While the Pacific island 

countries (PICs) have achieved substantial progress in developing national medicines policies, 

updating standard treatment guidelines and essential medicines lists (EMLs) and launching national 

action plans (NAPs) on antimicrobial resistance (AMR), challenges remain. Small populations spread 

across thousands of square kilometres of ocean present a multitude of challenges in improving access 

to essential medicines in general and a sustainable supply system in particular.  

The subregional meeting of the heads of pharmacy departments in the Pacific was the first meeting of 

its kind to discuss cross-cutting issues around quality assurance and rational use of medical products 

including vaccines and traditional and complementary medicines. Twenty-three participants from 

thirteen countries (Cook Islands, Fiji, Kiribati, Marshall Islands, Federated States of Micronesia, 

Nauru, Niue, Palau, Papua New Guinea, Samoa, Solomon Islands, Tonga and Vanuatu) came together 

at the meeting. 

1.2 Meeting objectives 

The objectives of the meeting were: 

1) to identify challenges and critical controls in the system which safeguard access to quality 

essential medicines, vaccines and traditional medicines from market entry to distribution; 

2) to share information on demand-driven overuse of medicines, in particular antibiotics, and to 

discuss the immediate and long-term steps in promoting rational use within the framework of 

a multisectoral NAP on AMR; and 

3) to identify practical, low-cost and sustainable solutions and build capacity for implementation 

of a progressive regulatory framework to strengthen pharmaceutical systems. 

 

2. Proceedings 

2.1 Opening session  

Dr Socorro Escalante, Health Systems Team leader at the WHO Representative Office in Viet Nam 

and incoming Coordinator for Essential Medicines and Health Technologies at the WHO Regional 

Officer for the Western Pacific, read the welcome speech from Dr Shin Young-Soo, WHO Regional 

Director for the Western Pacific.  

Hon. Rosy Akbar, Minister for Health and Medical Services in Fiji, welcomed the participants to Fiji. 

She noted that medicines are an essential component of UHC. Many countries in the Pacific, however, 

face challenges in providing access to good-quality medical products to its population. She hoped the 
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meeting would provide a forum to discuss common challenges and develop solutions for PICs through 

mutual learning and collaboration.  

Following the welcoming remarks, Ms Uhjin Kim, Technical Officer for Pharmaceuticals at the WHO 

Regional Office for the Western Pacific, presented the meeting objectives and the agenda.   

Ms Melenaite Mahe, Principal Pharmacist at the Ministry of Health in Tonga, was elected as 

Chairperson and Mr Timmy Manea, Director of Pharmacy at the Ministry of Health and Medical 

Services in Solomon Islands, was elected as the Vice-Chairperson.  

2.2 Overview of challenges and progress in the Pacific  

Mr Asaeli Raikabakaba, Technical Officer for Essential Medicines and Health Technologies at the 

WHO Division of Pacific Technical Support, presented on challenges in ensuring quality of medical 

products in the Pacific. The WHO Division of Pacific Technical Support is based in Fiji and supports 

PICs and territories on national medicines policy, procurement and supply chain management, and 

many others. Although significant improvement in terms of availability of medicines has been 

achieved, quality of medical products remains a challenge and many countries do not have 

pharmaceutical regulations in place. He also offered several strategic recommendations to improve 

accessibility and rational use of medicines.  

Dr Jayaprakash Valiakolleri, Technical Officer at the WHO Division of Pacific Technical Support, 

spoke on challenges in vaccine logistics management and vaccine safety surveillance in the Pacific. 

He explained the vaccine procurement system across the Pacific including the Vaccine Independence 

Initiative (VII) and Gavi, the Vaccine Alliance, funding mechanisms. He shared the results of 

effective vaccine management assessment (EVMA) in PICs and highlighted challenges such as lack 

of cold chain infrastructure, inventory data quality and hard-to-reach communities. He also explained 

different categories of adverse events after immunization (AEFI) and surveillance mechanisms. 

Current AEFI surveillance capacity in the Pacific is limited. 

Mr Naoyuki Yasuda from the Pharmaceuticals and Medical Devices Agency in Japan presented on 

the rational use of medicines for safety measures. He explained why post-market safety monitoring is 

important and outlined post-market drug safety surveillance system in Japan. It involves data 

collection from pharmaceutical companies, health facilities and patients. He shared relevant 

legislation, adverse drug reaction (ADR) forms used and statistics on annual reporting. He provided 

potential regulatory actions that a national medicines regulatory authority (NMRA) could take such as 

recalls, issuance of regulatory letters and revision of packaging inserts. He also explained the 

Japanese risk management plan and pharmacovigilance system.  

Mr Aedan Whyatt from the Department of Foreign Affairs and Trade (DFAT) in Australia spoke on 

Australia's support for medicines access in the Pacific. He shared Australia’s Health for Development 

Strategy 2015–2020, which guides the county’s investment in the region. One important initiative was 

supporting access to medicines in Solomon Islands through health sector support programme. DFAT 

provided budget support for the procurement of essential medicines, technical support on logistics and 

implementation of a logistics management information system (LMIS) in rural health facilities. These 

resulted in a substantial increase in availability of essential medicines in rural health clinics from 40% 

in 2007 to an estimated 82.5% in 2016.  
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2.3 Group work on country situational analysis and mapping the flow of medicines in the Pacific  

Meeting participants discussed issues across medicines, vaccines, traditional and complementary 

medicines, rational use and AMR in their respective countries. Using geographical maps, participants 

mapped importation and distribution of medical products in their countries and also developed 

country posters to share country situations.  

 

Following the poster walk, participants used a regional map to identify the flow of various medical 

products in the Pacific and discussed common challenges and weak links along the supply chain. The 

results were used as a basis for the thematic sessions that followed. 

2.4 Medicines  

Ms Uhjin Kim, Technical Officer for Pharmaceuticals at the WHO Regional Office for the Western 

Pacific, presented on quality assurance of medicines in the Pacific. She explained the new WHO 

classification of medical products into substandard, falsified, and unregistered/unlicensed and their 

risks. She mentioned the conventional regulatory mechanism from pre-market to post-market controls 

and the role of NMRAs. However, as most PICs do not have regulatory authorities in place and have 

few technical human resources to implement regulatory functions, emphasis should be on procuring 

good-quality products rather than registration of individual products. Furthermore, active 

collaboration on post-market quality surveillance of medicines would be a cost-effective measure for 

the region. 

Dr Richard Leona, Director of the Medical Services in Nauru, spoke on the Essential Medicines List 

(EML) in Nauru. The national Drugs and Therapeutic Committee (DTC), which revised the EML in 

2015 and developed the vital drug list in 2016, is active. A hospital upgrade has improved the 

condition of the pharmacy and medical store. The country is trying to strengthen procurement 

processes and also raise awareness on AMR.  

Ms Rose Verona Jackson-Siohane, Charge Nurse at Foou Hospital in Niue, presented on the role of 

the DTC on the rational use of medicines. The total population in Niue is about 1600, which has 

unique challenges due to the very small population size. However, it has a national medicines 

advisory committee that develops and implements national medicines policies and promotes rational 

and cost-effective use of medicines by revising the EML and developing standard treatment 

guidelines.  

Ms Clarette Matlab, Chief of Pharmacy at the Ministry of Health in Palau, spoke on the utilization of 

the Pharmaceutical Management Information System software. It was first launched in 2008 with the 

technical assistance from WHO. It has three modules for warehousing, distribution and dispensing. 

Although a very simple tool, it has been useful in capturing logistics information. However, it is only 

available at the central pharmacy and does not capture health centres and nursing stations. A web-

based system to capture real-time data is anticipated to be developed in the future. 

Ms Ciara Mae Reyes, Hospital Pharmacist, and Ms Josephine Mathew, Infection Control Nurse at the 

Majuro Hospital in the Marshall Islands, presented on the process for procurement of essential 

medicines. Based on the EML, medicines are purchased through competitive negotiations and 

restricted tenders. There are a small number of wholesalers, and most medical supplies are imported 

from the United States of America, Australia and New Zealand – and many vertical programme 

products rely on donations.  
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Mr Michael Nunan, temporary adviser for WHO, spoke on the regional quality assurance platform for 

the Pacific. A survey on the quality assurance system in the Pacific was conducted in 2016. There are 

10 major global and regional wholesalers, and medicines come from at least over 300 manufacturers 

from 17 countries. However, only one country has a product registration system in place and most 

countries rely on prequalification of wholesalers. There are no quality control laboratories and four 

countries reported no lab testing in the last five years. WHO has developed a web-based platform to 

exchange information on post-market quality surveillance for the Pacific. He explained the benefits 

and how it works.  

Dr Lisa Kerr, Director of Laboratories Branch at the Therapeutic Goods Administration (TGA) in 

Australia, presented on regional approaches to medicines quality testing. She shared issues on 

falsified products in Australia and explained how TGA is organized and their laboratory capacity. 

TGA also supports other countries in quality control testing of products.  

For the group work, participants were given logon details to the newly launched WHO web-based 

platform (www.medqualityassurance.org) and conducted mock testing to upload visual inspection 

results online. They also provided feedback on how to further improve the website.   

2.5 Traditional medicines  

Dr Yu Lee Park, Technical Officer for Traditional Medicines at the WHO Regional Office for the 

Western Pacific, presented on overview of quality assurance of traditional medicines. She mentioned 

the WHO definition of traditional and complementary medicines and the WHO Regional Strategy for 

Traditional Medicine in the Western Pacific (2011–2020). She explained the key elements of 

regulation from good agricultural and collection practices to labelling and advertising. In the Pacific, 

there are indigenous medicines and imported finished products from various countries. There is no 

large-scale local manufacturing in the Pacific, mostly small-scale production for families and 

communities that require a balanced regulatory approach to ensure safety as well as access. 

Ms Jonila Kepas, Manager of the Pharmaceutical Services Standard Branch at the National 

Department of Health in Papua New Guinea, spoke on regulation of natural health products. She 

explained the national medicines policy of 2014 that states the regulation of natural health products. 

She shared the government plan to register natural health products under the Pharmacy Board in the 

future and lessons learnt from drafting a legislation that has appropriate provisions to regulate natural 

health products in the country. 

Ms Resel Elias, Nursing Program Coordinator/Pharmacist at the Department of Health and Social 

Affairs in Federated States of Micronesia, presented on issues surrounding quality and safety of 

traditional medicines. Traditional indigenous medicine is an old practice that many people rely on as 

the first and last resort to treatment. The challenges faced are lack of relevant policy and regulation, 

lack of information on how these medicines work, and lack of documented data. The country plans to 

develop a national policy with the support from WHO.  

Ms Ilisabeta Pesamino, Principal Pharmacist at the Fiji Pharmaceutical and Biomedical Services 

Centre, spoke on policy and strategies of traditional medicines in Fiji. Herbal medicines are covered 

in the National Medicinal Products Policy 2013 and the Medicinal Products Act 2011. They are 

mainly indigenous medicines and imported Indian and Chinese medicines. While the Government is 

promoting research and protection of indigenous species and knowledge, it also plans to develop 

regulatory mechanisms to control the quality and safety of imported natural health products to the 

country. 

http://www.medqualityassurance.org/
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In the group work, participants discussed 1) key issues surrounding imported traditional and 

complementary products and indigenous traditional medicines, and 2) priorities areas and needed 

technical support from WHO.  

2.6 Vaccines 

Dr Jinho Shin, Medical Officer for Regulatory System Strengthening at the WHO Regional Office for 

the Western Pacific, presented on assuring the quality and safety of vaccines. He explained the 

importance of vaccines in achieving UHC and relevant WHO strategies. He mentioned how vaccines 

are produced and elements of a good regulatory framework and competencies of NMRAs to ensure 

the safety and quality of vaccines. Then he discussed issues around cold chain management and AEFI 

monitoring. 

Mr Timmy Manea, Director of Pharmacy at the Ministry of Health and Medical Services in Solomon 

Islands, spoke on challenges in cold management. He mentioned the national vaccine policy and how 

vaccines are procured, stored and distributed in the country. Some of the challenges are installation of 

solar panels, cold chain equipment maintenance and distribution of vaccines to outer islands.  

Ms Ioana Taakau, Chief Pharmacist, and Dr Rakei Kaarira, Consultant Paediatrician at the Ministry of 

Health and Medical Services in Kiribati, presented on the hepatitis B vaccine. Coverage with the birth 

dose of the vaccine has increased from 59% in 2008 to 84.4% in 2013. However, to further improve 

coverage, a project to educate the caretakers and enhance the link between health facilities and 

communities was introduced. Evaluation of the project shows an increase in coverage in all islands.  

Mr Willson Lilip, Manager at the Central Medical Services in Vanuatu, presented on cold chain 

management. Vaccine is procured through the UNICEF VII. Annual stock is kept at the National 

Vaccine Storage and distributed to provincial health facilities using the pull system. An EVMA was 

conducted in 2015 and an improvement plan has been carried out since 2016. He explained the storage 

capacity at the national level, stock management and cold chain equipment used.  

In the group work, participants discussed challenges and recommended actions on 1) cold chain 

management for vaccines and essential biological medicines, and 2) pharmacovigilance across 

medical products in the Pacific. 

2.7 Rational use and AMR 

Dr Sarah Paulin, Technical Officer for Antimicrobial Resistance at the WHO Regional Office for the 

Western Pacific, presented on the Global Action Plan on Antimicrobial Resistance. She explained that 

antibiotics are precious but diminishing resources. She mentioned the global threat, economic burden 

and factors that contribute to the spread of resistance. Complex issues require multisectoral 

approaches from health, agriculture and the environment, and she mentioned WHO, the Food and 

Agriculture Organization of the United Nations (FAO) and World Organisation for Animal 

Health (OIE) support for the comprehensive NAP to combat AMR. She also shared annual Antibiotic 

Awareness Week celebrations across the region.  

Ms Premila Kumar, Chief Executive Officer at the Consumer Council of Fiji, spoke on the rational 

use and consumer perspective on AMR. She shared the results of the Rational Use and 

Pharmaceutical Survey 2010, which looked into medicines prices and practices and uncovered high 

cost, poor quality and irrational use. She mentioned the main challenges from a consumer perspective 
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and the importance of raising awareness with the public. She also shared the media campaign work of 

the Consumer Council.  

Mr Andrew Orange, Chief Pharmacist at the Ministry of Health in the Cook Islands, presented on 

planning national action against AMR. He outlined the antibiotic resistance situation and discussed 

the development process of the Cook Islands Antibiotic Guidelines 2015 and the AMR NAP of 2016 

which were supported by WHO. The availability of resistance data and willingness of the participants 

enabled the process. However, challenges still remain on how to sustain the momentum. 

Mr Aharoni Viliamu, Manager of Pharmaceutical Services at the National Health Services, and 

Mr Tavita Reupena, Principal of Regulatory and Monitoring at the Ministry of Health in Samoa, 

spoke on the role of the AMR Committee in raising awareness on the rational use of antimicrobials. 

They explained how the national AMR committee is organized and the country situational analysis 

conducted in 2016. They shared several successful activities including the WHONET software 

training, baseline perception survey, annual AMR symposium, revision of the antibiotic guidelines 

and Antibiotic Awareness Week campaigns.  

Ms Melenaite Mahe, Principal Pharmacist at the Ministry of Health in Tonga. presented on the 

roadmap to developing Tonga’s NAP on AMR. She shared Antibiotic Awareness Week activities in 

2016, including media coverage on the rational use of medicines on TV and radio. A national AMR 

committee has been established, an antibiotic guideline is being developed, and the EML has been 

revised. An antibiotic stewardship survey is to be completed by March 2017 and will guide the 

development of the NAP.  

In the group work, participants discussed and provided recommendations on 1) main challenges in 

combating AMR in the Pacific; 2) stakeholder mapping for governance structures to develop and 

implement NAPs; and 3) priority areas of action as well as next steps for the subregion in combating 

AMR. 

 2.8 Cross-cutting session  

Participants developed country-specific plans for four thematic areas including short- and medium-

term plans based on country priorities which were then presented to other countries during a poster 

walk session.  

Ways to foster better communication among countries were discussed and suggestions included to 

revitalize the Drug Information Exchange for Pacific Island Countries (DIEFPIC) and to create a 

WhatsApp group. A subsequent speed networking session provided opportunities for countries to 

engage in dialogue with every other country to enhance collaboration to support the implementation 

of country plans. 

2.9 Closing remarks and way forward  

Ms Lepaitai Hansell, Technical Officer at the WHO Representative Office in Samoa, provided a 

summary of the four-day meeting.  

In closing, participants shared what they had learnt during the meeting and expressed their interest in 

continued collaboration. The meeting secretariat made remarks on the value of having regional 

collaboration to share knowledge and experience and how to carry forward the recommendations of 

the meeting.  
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3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

The meeting provided opportunities for countries to share challenges and successes in improving 

quality assurance and the rational use of essential medicines including vaccines and traditional and 

complementary medicines in the Pacific. Participants acknowledged the importance of developing 

platforms for information exchange and regional collaboration to address the common challenges of 

weak regulatory capacity and limited fiscal and human resources. The meeting provided an important 

opportunity for participants to identify comprehensive national approaches to tackle issues across 

different thematic areas and to promote close collaboration among countries.  

3.2 Recommendations 

3.2.1 Recommendations for Member States 

Member States are encouraged to consider the following:  

Medicines 

1) to contribute to regular exchange of information on medicines policies and quality assurance 

of medical products; 

2) to strengthen pharmaceutical regulation by implementing licensing schemes for 

pharmaceutical establishments including importers, wholesalers and distributors; 

Traditional and complementary medicines  

3) to regulate imported finished traditional and complementary medicine products and 

practitioners trained overseas; 

4) to assess potential risks and benefits of indigenous traditional medicine in the health-care 

system 

Vaccines 

5) to implement cold chain monitoring system for vaccines and other biologicals;  

6) to build capacity on pharmacovigilance and causality assessment involving all stakeholders; 

Rational Use and AMR 

7) to develop and implement country-specific NAPs on AMR; and 

8) to undertake regular awareness raising and advocacy on AMR and rational use, including 

celebration of annual World Antibiotic Awareness Week. 
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3.2.2 Recommendations for WHO 

WHO is requested to do the following:  

Overall recommendations 

1) to develop a strategic plan for strengthening regulatory and pharmaceutical systems in PICs 

and engage WHO country offices and Member States in the discussion, further develop and 

adopt the plan. Such a strategy may include options for:  

a. establishment of a regional platform for information exchange and at an early stage which 

can progressively be developed into a functional regulatory system for the PICs; 

b. identification of options for improving access to laboratory capacity and risk-based 

approaches for post-market surveillance; and 

c. establishment of a PIC pharmacovigilance system or network. 

2) to promote communication and information exchange between PICs: 

a. organize regular subregional meetings for the PICs every 2–3 years; and 

b.  publish and regularly update country profiles for PICs. 

Medicines 

3) to facilitate information exchange on quality of medical products through the regional 

platform (www.medqualityassurance.org); 

4) to support countries to strengthen risk-based post-market surveillance of quality of medical 

products; 

Traditional and complementary medicines  

5) to share information on regulation standards for products and practitioners in Member States 

in the region; 

6) to provide technical support for conducting situation analysis and developing policy and a 

regulatory system; 

Vaccines 

7) to provide technical assistance on cold chain and waste management; 

8) to provide technical assistance in building capacity, establishing governance structures and 

information sharing, and raising awareness among consumers and health professionals on 

pharmacovigilance; 

Rational use and AMR 

9) to provide technical support for finalization of NAPs on AMR and monitoring 

implementation and support World Antibiotic Awareness Week campaigns; and 
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10) to support capacity-building for the generation of quality data on AMR and antimicrobial 

consumption in PICs. 
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Tel.: +67720641,  E-mail: jzinihite@nrh.gov.sb  

 

TONGA Ms Melenaite MAHE, Principal Pharmacist, Ministry of Health, P.O. Box 

59, Nuku’alofa Tel: +676 24553 E-mail: melenaitemahe@gmail.com  

 

Dr Siaosi ‘Aho, Paediatric Specialist, Vaiola Hospital, Ministry of Health, 

Nuku’alofa, Tel.: +676 7761020, E-mail: gtahoI@gmail.com  

 

VANUATU Ms Agnes MATHIAS, Acting Principal Pharmacist, Ministry of Health, c/0 

PMB 9009, Port Vila Tel: +678 7715355 E-mail: magnes@vanuatu.gov.vu  

 

Mr Willson LILIP, Manager, Central Medical Services, Ministry of Health, 

PB 9009 Port Vila, Tel.: +678 5915557, E-mail: TavitaR@health.gov.ws  
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2.  OBSERVERS 

 

AUSTRALIAN 

DEPARMENT OF 

FOREIGN 

AFFAIRS AND 

TRADE 

 

Mr Aedan WHYATT, Department of Foreign Affairs & Trade, Pacific 

Strategy Taskforce, R.G. Casey Building, John MCWecn Cres, Canberra 

ACT 0211,  Tel. : 61 2 6261 9885, E-mail: aedan.whyatt@dfat.gov.au  

 

DEPARTMENT OF 

HEALTH, 

AUSTRALIA 

 

Dr Lisa KERR, Director, Laboratories Branch, Therapeutic Goods 

Administration, Department of Health, P.O. Box 100, Woden ACT 2606 

Australia, Tel.: +02 6232 8008, E-mail: Lisa.Kerr@health.gov.au  

 

BURNET 

INSTITUTE OF 

MEDICAL 

RESEARCH AND 

PUBLIC HEALTH 

 

Ms Beverley SNELL, Associate Principal Fellow, Burnet Institute for 

Medical Research and Public Health, Northcote 3070 Australia, Tel.: 613 

948 96403, E-mail: bev@burnet.edu.au  

 

MINISTRY OF 

HEALTH AND 

MEDICAL 

SERVICES 

 

Ms Vasiti Nawadra-TAYLOR, Grant Manager, Grant Management Unit,  

Ministry of Health and Medical Services, Suva, Fiji, Tel.: +679 9904031,  

E-mail: vasititaylor1@gmail.com  

 

UNITED NATIONS 

DEVELOPMENT  

PROGRAMME  

Dr Maisoon Abuadbdalla Elbukhari IBRAHIM, Program Manager, Multi 

Country Western Pacific Global Fund Grant, UNDP Pacific Office in Fiji, 

Level 8 Kadavu House, 414 Victoria Parade Private Mail Bag. Suva, Fiji,  

Tel.: +22 7546, E-mail: maisoon-bukhari@undp.org  

 

Mr Imran KHAN, Logistic & Supply Chain Assistant, Multi Country 

Western Pacific Global Fund Grant, UNDP Pacific Office in Fiji, Level 8 

Kadavu House, 414 Victoria Parade, Private Mail Bag. Suva, Fiji, Tel.: + 

322 7554,  

E-mail: imran.khan@undp.org  

 

UNIVERSITY OF 

FIJI  

 

Ms Sheemal SHARMA, Lecturer in Pharmacology/Pharmacist, Umanand 

Prasad School of Medicine, University of Fiji, Saweni, Lautoka, Fiji, Tel.: + 

6640060 Ext. 106, E-mail: sheemals@unifiji.ac.fji  

 

INDIVIDUAL 

OBSERVER  

 

Ms Amanda SANBURG, Advisor to Acting Principal Pharmacist, Ministry 

of Health, Republic of Vanuatu, P.O. Box PMN 9042, Port Vila, Vanuatu,  

E-mail: asanburg@vanuatu.gov.vu  

 

Dr Roderick SALENGA, Independent Consultant, Unit 15F Twin Oaks 

Place-West Tower, 750 Shaw Blvd, Greenfield District, Mandauyong City 

1550, Philippines, Tel.: + 63 9178552707, E-mail: ericsalenga@gmail.com  

 

 

mailto:ericsalenga@gmail.com


14 

 

3.  TEMPORARY ADVISERS 

 

 Mr Naoyuki YASUDA, Office Director, Office of International 

Programme, Pharmaceuticals and Medical Device Agency, 3-3-2, 

Kasumigaseki,  Chiyoda-ku, Tokyo, 100-0013, Japan, Tel: +81-33506-9456  

Email: yasuda-naoyuki@pmda.gov.jp  

 

Ms Premila KUMAR, Chief Executive Officer, Consumer Council of Fiji, 

Private Mail Bag, Suva, Fiji, Email: premila@consumersfiji.org  

 

Mr Michael NUNAN, University of Melbourne, Centre for International 

Child Health of Medicine, RCH Flemington Road, Parkville, Victoria, 

Australia, Tel.: +042423157, E-mail: Michaelnunan@outlook.com  

 

4.  SECRETARIAT 

 

WHO Regional 

Office for the 

Western Pacific 

Dr Jinho SHIN, Medical Officer, Essential Medicines and Health 

Technologies, World Health Organization, Regional Office for the Western 

Pacific, United Nations Avenue 1000 Manila, Philippines, Tel: +63 2 528 

9057, E-mail: shinj@who.int  

 

Ms Uhjin KIM (Responsible Officer), Technical Officer, Essential 

Medicines and Health Technologies, World Health Organization, Regional 

Office for the Western Pacific, United Nations Avenue, 1000 Manila, 

Philippines, Tel: +63 2 528 9028, E-mail: kimu@who.int  

 

Dr Sarah PAULIN, Technical Officer, Essential Medicines and Health 

Technologies, World Health Organization, Western Pacific Regional Office,  

United Nations Avenue, Manila, Philippines, Tel: +63 2 5289846,  

E-mail: paulins@who.int  

 

Dr Yu Lee PARK, Technical Officer, Traditional Medicine, World Health 

Organization, Regional Office for the Western Pacific,  United Nations 

Avenue, Manila, Philippines, Tel: +63 2 5289046, E-mail: parky@who.int  

 

WHO Division of 

Pacific Technical 

Support 

Mr Asaeli RAIKABAKABA, Technical Officer, Essential Medicines and 

Health Technology, Divisions of Pacific Technical Support, World Health 

Organization, Suva, Fiji, Tel.: +679 3234100, E-mail: raikabakaba@who.int  

 

Dr Jayaprakash VALIAKOLLERI, Technical Officer, Divisions of 

Pacific Technical Support, World Health Organization, Suva, Fiji, 

Tel: +679 3234100, E-mail: valiakollerji@who.int  

 

WHO SAMOA Ms Lepaitai Blanche HANSELL, National Professional Officer, World 

Health Organization, Ioane Viliamu Building, Beach Road, Apia, Western 

Samoa,  

Tel: +685 24976 (82608), E-mail: hanselll@who.int  
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WHO VIETNAM Dr Socorro ESCALANTE, Team Leader, Health Systems, WHO 

Representative’s Office, Hanoi, Vietnam, Tel: +84 438 500308,  

E-mail: escalantes@who.int  
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Annex 2. Meeting timetable 

Time Tue 14 Feb Time Wed 15 Feb Thu 16 Feb Fri 17 Feb 

8:30-9:00 Registration  8:30-8:40 Re-cap – Ms Lepaitai Hansell, 

WSA/WHO 

Re-cap – Ms Lepaitai Hansell, WSA/WHO Re-cap – Ms Lepaitai Hansell, 

WSA/WHO 

9:00-10:00  1.1 Opening and Welcome address  

Dr. Socorro Escalante, Team Leader, Health Systems, 

WHO 

Hon. Minister Rosy Akbar, MHMS, Fiji 

Overview of the meeting objectives – Ms. Uhjin Kim, 

WPRO/WHO 

Nomination of Chair and Vice-chair 

Participant introduction and icebreaker 

Group photo 

8:40-10:00 2.1 Medicines 

Quality assurance of medicines in the 

Pacific – Ms. Uhjin Kim, WPRO/WHO 

Country presentations 

Nauru – Essential Medicines List  

Niue – Role of DTC on Rational Use of 

Medicines 

Palau – Utilization of Pharmaceutical 

Management Information System  

Marshall – Process for procurement of 

Essential Medicines  

3.1 Vaccines 

Assuring the quality and safety of vaccines – 

Dr. Jinho Shin, WPRO/WHO 

Country presentations 

Solomon Islands – Challenges in cold chain 

management 

Kiribati – Hepatitis B vaccine  

Vanuatu – Cold chain management 

4.1 Cross-cutting session  

 

Developing country plans 

Poster walk on country plans 

 

Plenary 

Suggestions for better communication 

Speed Networking  

 

 

10:00-10:30 Morning tea 10:00-10:30 Morning tea 

10:30-12:00 1.2 Overview of challenges and progress in the Pacific 

Challenges in ensuring quality of medical products in the 

Pacific – Mr. Asaeli Raikabakaba, DPS/WHO 

Challenges in vaccine logistics management and vaccine 

safety surveillance in the Pacific – Dr. Jayaprakash 

Valiakolleri, DPS/WHO 

mobility break 

Rational use of medicines for safety measures – Mr. 

Naoyuki Yasuda, PMDA, Japan 

Australia's support for medicine access in the Pacific – 

Mr. Aedan Whyatt, DFAT, Australia  

10:30-12:30 2.2 Group work  

Regional quality assurance platform for 

the Pacific – Mr. Michael Nunan 

Regional approaches to medicines quality 

testing – Dr. Lisa Kerr, TGA, Australia  

Group work 

Plenary  

 

3.2 Group work  

Cold chain, waste management, and vaccine 

safety surveillance  

4.2 Conclusions and 

recommendations 

Meeting summary and 

recommendations – Ms. Lepaitai 

Hansell, WSA/WHO 

Comments by the meeting participants 

Closing remarks by the secretariat  

Meeting evaluation 

 

12:00-13:00 Lunch 12:30-13:30 Lunch 

13:00-15:00 1.3 Group work  

 

Country analysis  

Poster Walk 

 

Challenges in the Pacific 

Medicines 

Traditional medicines 

Vaccines 

Rational Use of medicines 

 

13:30-15:00 2.3 Traditional Medicines 

Overview on quality assurance of 

traditional medicines – Dr. Yu Lee Park, 

WPRO/WHO 

Country presentations 

PNG – Regulation of natural health 

products 

FSM – Quality and safety of traditional 

medicines 

Fiji – Policy and strategies on traditional 

medicines  

3.3 Rational Use of Medicines 

Global Action Plan on AMR – Dr. Sarah 

Paulin, WPRO/WHO 

Rational use and consumer perspective on 

AMR – Ms. Premila Kumar, Fiji Consumer 

Council 

Country presentations 

Cook Islands – Planning national action 

against AMR 

Samoa - Role of AMR committee in raising 

awareness on rational use of antimicrobials 

Tonga – The roadmap to developing NAP on 

AMR  

 

15:00-15:15 Afternoon tea 15:00-15:15 Afternoon tea 

15:15-17:00 1.4 Mapping the flow of products and issues 

Plenary 

Feedback on the issues  

 

15:15-17:15 2.4 Group work 

Quality and Safety issues of traditional 

medicines in the Pacific 

Plenary  

3.4 Group work 

National action plans 

Plenary  
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Annex 3. Presentations 



Meeting on Quality Assurance and Rational Use of 
Essential Medicines in the Pacific Island Countries 

14-17 Feb 2017 Nadi, Fiji 
 
 

Meeting Objectives  

Uhjin Kim 
Technical Officer Pharmaceuticals 

Essential Medicines and Health Technologies 

Division of Health Systems 

WHO Regional Office for the Western Pacific  

What brings us together 

Access to life-saving medicines  

1978                                                                             2000                                                2015 

8.E 3.8 

SDG 3.8 Achieve UHC, including financial risk protection, access to 

quality essential health-care services and access to safe, effective, 
quality and affordable essential medicines and vaccines for all 

Yanuca Island, Fiji  1995 

Healthy Islands 
 

• To design model framework for drug 
legislation and regulatory controls 
which could be customized to the 
requirements of the respective 
countries; 

• To standardize quality assurance 
procedures….; 

• To investigate, analyse and 
document traditional and herbal 
medicines that can be used in the 
Pacific Island Countries;  

• To initiate collaborative programmes 
to promote rational drug use and 
the development of national drug 
policies; 

Medicines as part of UHC  



Quality and Safety  
of Medical products 

Which medicine is of good quality?   

Wholesaler 

Manufacturer 

Store 

GDP 

GSP 

GPP 

Quality Assurance  

Market 

Patient  

Pacific Island Countries  

Big ocean 
 

Small  
• population 
• budget 
• no of staff  
 
No local production 
Limited/no regulation of medical products  

Private Sector  

T&CM 

Public Sector  

Medical Products in the Pacific  

Vaccines  

WHO PQ products  

Anti-infectives  

Irrational use  
and AMR 



1. Share challenges and identify root causes  

Selection 

Import 

Storage 

Distribution 

Health-care 
Facility 

Manufacturer 

Wholesaler 

Procurement 

Government 

2. Determine critical interventions  

Rational use 

3. Prioritize and identify potential actions  in a fun way 



Asaeli Raikabakaba 
Division of Pacific Technical Support 

World Health Organization  
Suva, Fiji 

raikabakabaa@who.int 
 

Outline 
 Introduction 

 Background of PICs 

 WHO support  

 Access to Medicines  in LMICs (PICs):  current 
situation and future challenges 

 The responsible use of medicines  

 Challenges  

 Opportunities 

 WHO strategic recommendation 

 

WHO’s structure in the Pacific 

 

 
 

CLO/Kiribati CLO/Vanuatu CLO/Tonga 

CLO/Fed States of 

Micronesia, Palau, 
Rep Marshall 

Islands 

WR/Samoa, 
American Samoa, 

Cook Islands, Niue, 
Tokelau 

WR/Solomon 
Islands 

WR/SP (Fiji, Fr Polynesia, 

Nauru, New Caledonia, 
Pitcairn, Tuvalu Wallis and 

Fortuna, N Mariana) 

Director DPS (WR/SP) coordinates 
WHO intercountry technical support 

program for the whole Pacific 

Pacific Island Countries (PICs) 

 21 Pacific Island countries 
spread over a vast area of 
the Pacific Ocean  

 Pacific Island countries are 
geographically and 
culturally grouped into 
Melanesia, Micronesia and 
Polynesia. 

 21 countries based on their 
last censuses was estimated 
to be close to 3,020,000 
with populations of 
individual countries 
ranging from about 11,000 
to 880,000 

 

 

WHO Support for PICs 

 Develop/review of national policies and plan 

 Country profiles 

 Standard treatment guidelines and Essential Medicine 
List 

 Inventory Management/Information System 

 Support Training, Meeting and Workshops 

 

Medicine use in LMICs (PICs) 
current situation  
 Significant overall improvement in access to medicines in 

last three decades  BUT  
 Significant problems persist for the poor and vulnerable 

populations  resulting in inequity in access to medicines  
 Inadequate prescription and use  - emergence of AMR 
 Poor quality of services and poor quality  medicines 
 Unregulated informal sector and inefficient procurement 

system 
 High proportion of health spending in general  by the  poor 

and OOP in particular for medicines  

 Fragmented & often vertical systems (services, 
financing, supply chains, etc)  can limit equitable 
access to and  responsible use of medicines.  
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Average availability of generic medicines for chronic and 
acute diseases in 40 low and middle income countries 
(Cameron et al., 2011). 

Public Private 

Selected 15 medicines for acute 
diseases 

 

53.5 % 

 

     66.2% 

Chronic diseases 

 Anti ulcers 

 Anti diabetics 

 Anti-hypertensives 

 Anti-asthmatics 

 Anti-epileptics 

 Antidepressants 

 

51. 7 % 

49.5 % 

34.7 % 

30.1 % 

29.4 % 

27.8 % 

 

82.9 % 

65.0 % 

57.1 % 

43.1 % 

40.3 % 

45.1 % 

 

Availability of the first line anti hypertensive 
hydrochlorothiazide is always low  
( 0 – 10 %) (Mendis et al., 2006) 

Medicine use in LMICs (PICs) 
challenges  
 On-going challenges:   problems of access and irrational use persist for  

 communicable diseases, non-communicable diseases, neglected diseases,  
pockets of countries with still high burden of mother and child mortality and 
morbidity,  

 limited system resources:  workforce, information systems, financial protection 
mechanism, drug management system etc.  

 Geographical location/ isolation  

 

 New challenges: problems of access and rational use are increasing for   

 aging population,  

 escalating costs for health systems and patients with   widening 
inequities 

 Health emergencies & natural disasters (AMR, disease outbreak) 
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Medicine use in LMICs (PICs) 
Opportunities 

 Increasing commitments to universal health coverage and 
social health protection 

 Adoption  new IT solutions for health systems 

 Increased attention on the crucial role of human 
resources/ pharmacy workforce 

 More focus on national planning processes 

 Increased community participation and role of 
consumers 

 Increased focus on evidence-based decision making 

 

 

Ten leading causes of inefficiency in health 
systems (WHO, 2010) 

1. Medicines - underuse of generics 
2. Medicines - use of sub standard and counterfeits 
3. Medicines – inappropriate and ineffective use 
4. Health care products & services – overuse 
5. Health workers – inappropriate or costly staff mix 
6. Health care services – inappropriate hospital admissions 

and length of stay 
7. Health care services – inappropriate hospital size 
8. Health care services – medical errors and suboptimal 

quality of care 
9. Health system leakages – waste, corruption & fraud 
10. Health interventions – inefficient mix/inappropriate 

strategies 
 

 
WHO Strategic recommendations 
 Develop and mandate a List of Essential Medicines 

including relevant policies/plans at the national level to 
inform reimbursement decisions and ensure access to 
essential medicines and other medical products. 

 

 Invest to ensure national medicines procurement and 
supply systems are efficient and reliable to support the 
responsible use of medicines. 

 

 Promote a shift in focus to public health awareness, early 
screening and accurate diagnosis to guide/inform 
medicines prescription and avoid overuse, underuse and 
misuse of medicines. 

WHO Strategic recommendations 

 Facilitate the implementation of evidence-based treatment 
guidelines; where they exist, remove regulatory or 
administrative barriers and directly target all key 
stakeholders: prescribers, dispensers and patients. 

 

 Promote initiatives that put patients at the centre of 
treatment in order to maximize adherence to therapy. 

 

 Monitor medicine use, from purchase to health outcome, to 
evaluate the real-world efficacy of  treatment and guide 
evidence-based policy-making. 

https://intranet.wpro.who.int/ITSupport/Image Library/print quality 2x2 whologo.tif
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WHO Strategic recommendations 

 Ensure sustained, top-down commitment of 
national authorities and  

 promote active, bottom-up engagement of 
prescribers, patients and dispensers to the 
principles and policies fostering the responsible 
use of medicines. 

 VINAKA VAKALEVU 

 

 ANY QUESTION? 
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Challenges in vaccine logistics 
management and vaccine safety 

surveillance in the Pacific 
 

MEETING ON QUALITY ASSURANCE AND RATIONAL USE OF ESSENTIAL 
MEDICINES  IN THE PACIFIC ISLAND COUNTRIES 

Classification of PICs based on Gross National 
Income (GNI) per capita- World Bank 2016 

 
• Solomon Islands, Kiribati,  Vanuatu,  Tonga, Samoa, PNG 

and the Federated States of Micronesia,  fall in the group 
of Lower middle income countries ($1026-4035) 

• Fiji, Marshall Islands, Tuvalu , American Samoa and 
Palau fall in the group of upper middle income countries 
($4036- 12475) 

• Nauru, Northern Marianas , French Polynesia, Guam and  
New Caledonia are classified as high income countries 
(>$ 12476) 
 

Funding for vaccines and vaccine procurement 
system 

• Eleven countries- Solomon Islands, Kiribati,  Vanuatu, Fiji, Cook 
Islands, Samoa, Tonga, Niue, Tuvalu ad Nauru procure traditional 
vaccines through UNICEF Vaccine Independence Initiative (VII) 
mechanism and funds for traditional vaccines are from 
Government funds 
 

• Six countries get their vaccines through US CNMI, Guam and 
American Samoa directly and Palau, FSM and Marshall Islands 
through compact agreement 

• FSM and Marshall Islands procure BCG through VII 
• Niue procures hexavalent vaccine through New Zealand 
• New Caledonia, French Polynesia and Wallis and Futuna funds 

from France 
• PNG direct the traditional vaccines and gavi funded vaccines 

through gavi 

Funding for vaccines and vaccine procurement 
system 

• Solomon Islands and Kiribati get gavi assistance. 
However, Kiribati is graduating this year. 
 

• Fiji procures PCV, Rota and HPV vaccines directly and 
funds for these vaccines are through sliding scale 
support from Australia. From 2017, Govt, will fund 
100% 
 

• Cook Islands, French Polynesia, Guam, Kiribati, Marshall 
Islands, FSM, New Caledonia, Niue, Palau, Samoa, 
Solomon Islands and Tuvalu have country multi-year 
plans 
 
 
 

Vaccine independence initiative (VII) 

• VII has been serving to PICs since 1995. 
 
• Currently 13 PICs, namely Cook Islands, Fiji, Kiribati, RMI, 

FSM, Nauru, Niue, Samoa, Solomon Islands, Tokelau, Tonga, 
Tuvalu and Vanuatu are utilizing VII procurement and 
financing mechanisms.  

 

 

 

 

 

 

 

 

VII Mechanism 

• VII mechanism builds on the following important features:  
 
Operational, financial and technical planning of 

procurement through annual forecasting processes, 
 
Pooled procurement support, 
 
Bridge-financing support which enables countries to 

utilize a credit line and reimburse UNICEF after the 
receipt of supplies and services. 

 

 



Annual 
Forecasting 

Order 
Placement 

Supplier Shipment  
to Nadi 

Data 
Analysis 

Immunization Supply Chain in the Pacific 

Forecast 
Consolidation 

Shipment  
to countries 

Regional  
Cold Room 

District/Regional 
Cold Chain Storage 

Health 
Centre 

Immunisation Monitoring & 
Reporting 

VII Journey Along the Supply Chain 

Forecasts submitted 
to Supply Division  

(October) 

Forecasting Update 
(December-January) 

Forecasting Practice 
(August-September) 

Stock-
take 

Technical 
support 

Supply 
division 

Feedback  

Stock-
take 

Technical 
support 

Replenishment Shipments  
(if necessary) 

VII Journey Along the Supply Chain 

International  
Delivery to Nadi 

(May-June) 

Finalization of  
Vaccine Orders  

(February) 

Budget 
Allocation 

Logistics 
Coordination 

Stock-
take 

Formal 
Commitment  

Technical 
support 

Renewal of MoU and  
Letters Of Guarantee  
(December-January) 

VII Journey Along the Supply Chain 

Payments 
(November-December) 

Invoicing 
(July-August) 

Repacking and 
shipment to countries 

(June) 

Logistics 
Coordination 

Regional Buffer Stock 

• Regional buffer stock to ensure supply security in case of: 

natural disasters, emergencies 

 cold chain failures 

 inaccurate forecasting  

 

• Buffer stock is kept for: BCG, DTP, DTP-Hib-HepB 
(Pentavalent), HepB, MR, OPV, TT, Td 

 

 

 

Effective Vaccine Management Assessment 



EVM Assessment in selected countries 

 < 65%               65-79%               ≥ 80%          

Country E1 E2 E3 E4 E5 E6 E7 E8 E9 Year of EVM

FJI_1PR 62% 41% 90% 89% 78% 50% 57% 73% 62%

FJI_3LD 57% 68% 92% 65% 45% 46% 53% 73%

FJI_4SP 61% 77% 90% 53% 48% 89% 77%

KIR2_1PR ### 32% 74% 77% 61% 72% 58% 69% 60%

KIR2_3LD 65% 91% 70% 35% 44% 56% 69% 27%

KIR2_4SP 76% 94% 53% 27% 21% 52% 73% 19%

SLB_1PR 71% 39% 83% 78% 56% 34% 36% 50% 56%

SLB_2SN 66% 67% 69% 57% 43% 56% 46% 25%

SLB_3LD 57% 77% 68% 61% 34% 42% 23% 17%

SLB_4SP 54% 67% 75% 42% 26% 73% 45%

VUT2_1PR ### 55% 51% 52% 69% 32% 30% 78% 51%

VUT2_3LD 63% 69% 58% 42% 47% 36% 73% 29%

VUT2_4SP 58% 63% 67% 48% 25% 58% 60% 18%

PR: Primary Level; SN: Sub-National Level; LD: Lowest Distribution Level; SP: Service Point

2015

2012

2014

2012

E1-vaccine arrival;  E2-temperature monitoring; E3-storage capacity;  E4-building, equipment and transport;  
E5-maintenance;  E6-stock management;  E7-distribution; E8-vaccine management;  E9-information system & 
supportive management. 

Challenges- Highlights 

• Lack of infrastructure- Cold chain systems, 
communication means 

• Resource constraints- HR and finances 

• Data issues- Cold chain inventory,  vaccine stock 
and coverage 

• Vaccine supplies- Interrupted 

• Hard-to-reach communities  

• Frequent disasters 

 

 

• The vast majority of the over one billion doses of vaccines 

manufactured worldwide each year are given to healthy 

babies, children and adults. Thus, it is critical that vaccines be 

demonstrated to be safe and effective 

• Experts carefully evaluate and make a determination whether 

to prequalify a vaccine before it can be used  

• All of the ingredients of a vaccine into account, including the 

active ingredients as well as other substances.  

• After prequalification,  monitoring safety is critical.  

 

Vaccine Safety Other vaccine components 

Antigens 

Stabilizers 

Adjuvants 

Antibiotics 

Preservatives 

Consider these components as well as primary antigen(s)  

when assessing whether a vaccine has caused an adverse event! 

MMR 

HepA 

DTPHibIPV 

Rubella 

Hib 

Td 

BCG 

MenC_conj 

Measles 

DTPIPV 

DTPHepBIPV 

JE 

MR 

TT 

DT 

Men AC 

OPV 

TdaP 

DTP 

Men ACWY 

IPV 

HepB 

DTPHib Pneumo_conj 

Influenza 

DTPHibHepBIPV 

DTPHibHepB 

HPV 

Varicella 

Rotavirus 

More than 30 types of 
vaccine being offered 

routinely in WPR 
countries 

An adverse event following immunization 

(AEFI)  

is any untoward medical occurrence which 

follows immunization and which does not 

necessarily have  

a causal relationship with the usage of the 

vaccine. 

 AEFIs are divided into five categories. 

 

 

 

Adverse event following immunization (AEFI)  
 



Five categories of AEFIs 

1  

Vaccine 
product-related 

reaction 

EXAMPLE 

Extensive 
limb swelling 
following DTP 
vaccination. 

2 
Vaccine quality 
defect-related 

reaction 

EXAMPLE 

Failure by the 
manufacturer 
to completely 

inactivate a lot 
of inactivated 
polio vaccine 
leads to cases 

of paralytic 
polio.  

3 
Immunization 
error-related 

reaction 

EXAMPLE 

Transmission 
of infection by 
contaminated 
multidose vial. 

4 
Immunization 
anxiety-related 

reaction 

EXAMPLE 

Vasovagal 
syncope in an 

adolescent 
following 

vaccination. 

5 
Coincidental 

event 

EXAMPLE 

A fever occurs 
at the time of 

the vaccination 
(temporal 

association) 
but is in fact 

caused by 
malaria.  

Passive surveillance 

• Reporting of AEFI/s by health care worker (HCW) and the 
public 

• Depends on AEFI being recognized 

• Under-reporting is common 

Stimulated passive 

• Passive surveillance with ongoing reminders and 
education of HCW to be vigilant for AEFI cases  

• May be focused on selected AEFI 

Active surveillance 

• Systematic search or scan for defined AEFI in target 
populations (clinic, hospital, community) 

 

Types of AEFI Surveillance 

Situation analysis in Pacific 

• Functional National Regulatory Authorities (NRAs) is limited in PICs 

• AEFI surveillance system is relatively weak in many countries in PICs 
and/or no system 

• No and/or limited human resources for vaccine regulation and AEFI 
surveillance 

• Facilities and capacities to develop or strengthen the  regulatory 
system including AEFI surveillance system. Current systems are not 
fully adequate 

• Limited exchange of expertise or sharing of information among 
countries in PICs 

 AEFI surveillance system in the 
Pacific 

• Establishment of AEFI surveillance system in the Pacific 
varied from country to country 

• In US affiliated territories, Vaccine Adverse Events 
Reporting System is being followed 

• In New Caledonia, system established in 2011and 
guidelines available 

• Kiribati established in 2006 

• In other countries where system is established, system 
established during H1N1 vaccine deployment plan and 
vaccination in 2009 or data not available 

 Administrative level of 
establishment 

• Administrative level of establishment is at national level in  
Tonga, Tuvalu, French Polynesia, Niue, Kiribati, Vanuatu, 
Northern Marianas, Marshall Islands, Nauru and Samoa 

• In American Samoa the system is at second administrative 
level 

• In FSM, system is at National and state levels 

• In Fiji, Guam., Cook islands, Palau, New Caledonia and 
Tokelau system available at all  

• Functionality of the system is relatively inadequate 

  Guidelines & Forms 
Guidelines and 
Forms for AEFI 

Available countries 

Guidelines American Samoa, Cook islands, Fiji, 
Guam, Kiribati, New Caledonia, Palau, FS 
Micronesia 

AEFI reporting 
form 

American Samoa, Tokelau, Cook islands, 
French Polynesia, Fiji, Guam, New 
Caledonia, Tuvalu, Palau, Vanuatu, FS 
Micronesia and Kiribati 

AEFI 
investigation 
form 

American Samoa, Cook islands, Fiji, 
Guam, Tuvalu, New Caledonia, FSM and 
Kiribati 

AEFI linelist Fiji , NEC, Solomon Islands 



  Future plans for training and 
Standard operating procedures 

• Plans for in-country basic training has been 
indicated in most of the countries   

 

 

Thank You 



Rational use of medicines 
- For safety measures - 

 
14-17 February, 2017; Nadi, Fiji 

Naoyuki Yasuda 
Office Director  

Office of International Programs 
Pharmaceuticals and Medical Devices Agency 

Today’s topics 

1. Basic concept and measures to ensure drugs 
    safety 
 
2. Collect safety information of drugs 

 
3. Analysis of the collected safety information 

 
4. Actions for drug safety 

 
5. Future safety measures – for rational use 

 

  

 

Users are confined to specific patient groups 

（concomitant drugs, complications, etc ）. 

     → Safety information is limited.  

 Number of users is much larger than clinical trials. 

           → Rare adverse drug reactions（ADRs） 

       can be detected. 

→ Vulnerable patient groups can be detected. 

Pre-Marketing（clinical trials） 

Post-Marketing（practical use） 

To tackle unknown risks, it is essential for National 

Regulatory Authorities（NRAs） to be sensitive for 

safety information of drugs. 

Approval 

Number of 
Patients 

1,000 

100,000 

Clinical  Trial Post-market 

Limits are turned out at 
once 
 
Unexpected ADR could 
occur 

Limits of clinical trials: Five “too”es 
 too few  
   too simple  
   too median-age  
   too narrow  
   too brief  
 （A.S.Rogers, Drug Intelligence and   Clinical 
Pharmacy, Vol.21, Nov. 1987） 

Pre-market 
Post-market 

Time 

Safety Measures 
Limited safety data available from drug developing phase 

The Early Phase of Post Market is critical 

Drug 
Date to send  

letter 

Months from 

launching to 

sending 

Estimated 

number of 

Patients 

Lamotrigine 4.Feb.2015 74 376,000 

Simeprevir sodium 24.Oct.2014 11 18,900 

Paliperidone 17.Apr.2014 6 10,900 

Drospirenon Ethinylestradiol 
Betadex 

17.Jan.2014 38 187,000 

Iguratimod 17.May2013 9 2,600 

Denosumab 11.Sep.2012 6 7,300 

Dabigatran Etexilate 12.Aug.2011 5 64,000 

Most of “Dear Healthcare Professionals Letters” for revise of 

PI were sent in a year from launching drugs. 



Basic concept of safety measures 

Collecting 

information 

Analysis of 

information 
Actions  

for safety 

ex） 

• ADR case reports 

• Reports on foreign 

safeguard measures 

• Research reports 

 

ex） 

• Recall of products 

• Release of “Yellow Letter”or “Blue Letter” 

• Revision of precautions of package inserts 

• Distribution of notification documents 

Outline of the post-marketing drug safety assurance system 

(Japan’s case) 

PMDA 

Pharmaceutical 
Affairs and Food 

Sanitation Council 

Medical 

institutions 

Evaluate 
Investigate 

Instruct them 
regarding safety 

measures 

Provide safety information 

Collect information of ADRs or defects  

Report ADRs 

Provide 
safety information 

Report ADRs 

• Report all ADRs in a list 
• Request to evaluate and examine 

instructions on important safety 
measures such as revisions of 

precautions when necessary 

MHLW 

Communicate 

Collaborate 

Manufacturers 
(drugs and medical devices) 

(Note) In addition, the PMDA independently has attempted to collect ADR information from patients since 
March 26, 2012. 

Safety measures  
in the Pharmaceutical and Medical Device Act 

• Marketing Authorization Holders (MAHs) should collect and examine the 

information necessary for proper use of pharmaceuticals and provide it to 

HCPs. (Paragraph 1 of Article 68-2) 

Obligation of Marketing Authorization Holders to make efforts 

• Health Care Professionals (HCPs) should cooperate with the information-

gathering activities of MAHs (Paragraph 2 of Article 68-2) 

• To ensure the proper use of drugs, HCPs should use the information provided 

by MAHs and collect, examine, and use other necessary information. 
(Paragraph 3 of Article 68-2) 

Obligation of Health Care Professionals to make efforts 

<Provision of information> 

Safety measures  
in the Pharmaceutical and Medical Device Act 

• When MAHs are informed of any diseases, disorders, or deaths suspected to 

be caused by adverse drug reactions and infections suspected to be caused 

by pharmaceuticals, MAHs must report them* to the Minister of Health, 

Labour and Welfare. (Paragraph 1 of Article 68-10) 

*Details (events to be reported, reporting time frame, etc.) are stipulated in MHLW Ordinance. 

Obligation of MAHs 

• When HCPs are informed of any diseases, disorders, or deaths suspected to 

be caused by adverse drug reactions; infections suspected to be caused by 

drugs; and when it is considered necessary to prevent the occurrence or 

expansion of health hazards, they must report them to the Minister of Health, 

Labour and Welfare. (Paragraph 3 of Article 68-10) 

Obligation of HCPs 

<Reporting of adverse drug reactions> 

MHLW  

PMDA 

MAH 

Medical institutions 

Patients 

Adverse drug reaction (ADR)  reports 

(from medical institutions) 

· ADR/infection reports (from companies) 

· Reports on foreign safeguard measures 

· Research reports 

Collecting drug safety information 

· Examination 
· Consultation  

about medicines 



Categories of information to be reported 

 ADR/infection reports  

   Companies or medical practitioners report ADR/infection cases.  

 

 Reports on foreign safeguard measures 

   Companies report the contents of measures taken by regulatory  

     authorities in other countries.    

 

 Research reports 

  Upon obtaining results from epidemiological research, animal  

      testing, as well as physical and chemical testing, companies  

      report the contents of such tests. 

 

 

 

ADR/infection Report Form from MAHs 

<Details (excerpted)> 
 

Information on drugs 

• The drug taken 

• Concomitant drugs 

• Administration route 

• Dosage 

• Dosing duration (start date/end date) 

• Intended use 

 

Information on ADR 

• ADR name 

• Seriousness of ADR 

• Onset date, outcome date 

• Outcome 

 

Information on the patient 

• Medical history 

• Age and sex 

• Situation at the occurrence and 

course 

 

Opinions from reporting companies 

• Evaluation of ADR by the company 

• Evaluation of ADR by the reporter 

(medical professional) 

Form for Drugs: Adverse drug reaction/Infection Case (Japan/foreign country) 

Attachment format 2 (1) 

ID/Number of 

reports 

Related  

report No. 
Serious/non-serious Presence/absence 

of  medical 

conf irmation 

Date of 

death 
Space for PMDA 

Reported cause of death (for death) Results in death 

Is life threatening 

Requires hospitalization or prolongation of 

existing hospitalization 

Results in persistent or signif icant disability 

or incapacity 

Is a congenital anomaly or birth defect 

Other medically signif icant conditions 

Receipt date of initial 
report 

Prior ADR history 

Length of gestation  
at the exposure 

Height 

Weight 

Date of obtaining 
updates 

Does it meet the criteria 
f or expedited reporting 

Country  of  onset 
(source) 

Abbreviated name 
of the patient 

Sex 

Age 

Information on drugs 

Trade name 
Nonproprietary 

name 

Suspected 

drug 

Dosing 

route 

Dosage 

form 

Dose 

Dose/time Number  
of doses 

Dosing duration Reason for the 

use of the drug 

Situation of the occurrence of ADR/infection, courses of symptoms and treatment 

Adverse drug reaction (ADR)/adverse event (AE) 

Impor-

tance 

Name of ADR/AE 

(MedDRA-PT) 

Name of ADR/AE 

(MedDRA-LLT) 
Duration Onset date 

End 

date 

Time from the 

initial dose to 
the onset 

Time from the 

last dose to 
the onset 

Outcome 

Primary disease/ 
complications/past history 

Start date End date 

Category of a new drug, etc.  

ADR/infection report form from HCPs 

<Details (excerpted)> 

 
Information on drugs 

• The drug taken 

• Concomitant drugs 

• Administration route 

• Dosage 

• Dosing duration (start date/end date) 

• Intended use 

 

Information on ADR 

• ADR name 

• Seriousness of ADR 

• Onset date, outcome date 

• Outcome 

 

Information on the patient 

• Medical history 

• Age and sex 

• Situation at the occurrence and  

the course 

 

Ethical drug Use Format 2 for an adverse reaction of cosmetics, 

etc. Contact your local public health center if  health 

injury due to the use of a health food product, etc. is 

suspected. 

Drug requiring 
guidance 

OTC drug 

Drug Safety Information Report 
(It is the reporting sy stem based on the Pharmaceutical and Medical Device 
Act.) 

* Read the Precautions f or Reporting shown ov erleaf before completion. 

In
fo

rm
a

ti
o

n
 o

n
 t
h

e
 p

a
ti

e
n

t Initial of the patient Sex  

 M     F  

Age at the onset of the ADR etc. 

Years 

Height Weight Pregnancy  

 No  Yes (    weeks of  gestation)  Unknown 

Primary disease/complication Past history Past history of ADRs 

 No  Yes 

Drug name:  

ADR name : 

 Unknown 

Special notes 

Alcohol drinking  Yes (   )  No (   )  Unknown 

Smoking  Yes (   )  No (   )  Unknown  

Allergy  Yes (   )  No (   )  Unknown 

Others (   ) 

In
fo

rm
a

ti
o

n
 o

n
 A

D
R

, 
e

tc
. 

Suspected drug (trade name if 

possible)  Circle the drug most 

suspected to be related. 

Seriousness of ADR, etc. 

If serious, enter the No. of the 

applicable criteria for seriousness in 

parentheses. 

 Serious  ( ) 

 Non-serious 

Duration of ADR, etc. 

(the date of onset to the date 

of outcome) 

Outcome of ADR, etc. 

If there is a sequela, write the symptom 

in parentheses. 

 Serious  ( ) 

 Non-serious 

    /    /     (MMM/DD/YYYY)  

to 

     /    /     (MMM/DD/YYYY) 

     /    /     (MMM/DD/YYYY)  

to 

     /    /     (MMM/DD/YYYY) 

 Recov ered/resolved  
 Recov ering/resolving  

 Not recov ered/resolved  Death  

 Unknown   With a sequela 

 Recov ered/resolved  
 Recov ering/resolving  

 Not recov ered/resolved  Death  

 Unknown   With a sequela 

Criteria for seriousness  (1) Results in death  (2) Results in disability or incapacity   

(3) Is lif e threatening  (4) May  result in disability or incapacity  (5) Requires hospitalization or 

prolongation of  existing hospitalization f or treatment  (6) is as serious as (1)–(5)  (7) Is a 
congenital anomaly  or birth def ect 

For death Causal relationship 

between the suspected drug and 
death:  Yes  No  Unknown 

Effects on a fetus   

 Yes  No  Unknown 

In
fo

rm
a
ti
o
n
 o

n
 t

h
e
 s

u
s
p
e
c
te

d
 d

ru
g
 a

n
d
 u

s
a
g
e

 Name of the MAH (Is the 

information provided for the MAH?) 

(□Yes □No) 

(□Yes □No) 
(□Yes □No) 
(□Yes □No) 

Dosing 

route 

Daily dose 
(dose/time and 

number of doses) 

Dosing duration  
(the start date to the 

end date) 

Reason  

for use 

Other drugs used (Write the trade names and dosing durations if possible.) 

Occurrence of ADR, etc. and the course of treatment (if this space is not enough,  
also use the space for the comments by the reporter on the reverse side.) 

 / / 

 (MMM/DD/YYYY) 

* For the entire course before the start of the suspected drug and after the occurrence of ADR, etc., describe the 
related conditions and symptoms, changes in test values, reasons for the diagnosis, treatment against ADR, dosing 
situation of the suspected drug, etc. chronologically.  Moreover, use the table below for test values. 

Other treatment or diagnosis that may affect the occurrence of the ADR etc.: □Yes □No 
If yes → [□Radiotherapy  □Transfusion  □Surgery □Anesthesia □ Others ( )] 

Rechallenge: □Yes □No    If yes → Recurrence: □Yes □No 

For an OTC drug:  
Purchase route → 

□ Face-to-face selling behind the counter of a pharmacy, etc. □ Selling via the internet 
□ Selling via other means (telephone, etc.) □ Drug for household delivery  □ Unknow n □ Others ( ) 

Date of report: / / (MMM/DD/YYYY) (If this is a follow-up report on the case already reported to PMDA, check the box. ) 

Reporter Name:  Institution name: 

 (Profession: □Clinician □Dentist □Pharmacist □Nurse □Others ( )) 

Address: 

    Telephone Fax 

The Adv erse Drug Reaction Relief System and the Relief Sy stem for Infections Acquired Through Biological Products:  

□The patient is planning to claim it. □The sy stem is explained to the patient. □The patient is not planning to claim it.  

□The case is not included (e.g., anticancer drug, no hospitalization). □Unknown/others 

* For serious health damages caused by  adv erse drug reactions, etc. of prescribed and OTC drugs (with some exceptions such as anticancer drugs), we hav e the Adv erse Drug 

Reaction Relief  System or the Relief  System for Infections Acquired Through Biological Products (ref er to the overleaf for details). 

 If you send the report via fax or e-mail, use the number/address below.  Send the both side of the form. 

(Safety Information Division, Office of Safety I, Pharmaceuticals and Medical Devices Agency,  

Fax: 0120-395-390, e-mail: anzensei-hokoku@pmda.go.jp) 

1 of 2 pages (the front side)  (Continued overleaf) 

Attachment 1, Format 1  

Name of ADR, etc. or symptom, 

abnormal finding 

Annual number of reports on ADRs (incl. infections) 

0

10000

20000

30000

40000

50000

60000

67 80 81 82 83 84 85 86 87 88 89 90 91 92 93 94 95 96 97 98 99 00 01 02 03 04 05 06 07 08 09 10 11 12 13 14

N
u

m
b

e
r 

o
f 

re
p

o
rt

s
 

FY 

Annual number of reports on ADRs (incl. infections) in Japan 
企業報告数 

医療機関報告数 

～ ～ 

Reports on infections have become obligatory.  

The system of hospitals to monitor ADRs was abolished, 

and the monitoring has been expanded to all medical 

institutions and pharmacies. 

Reports by medical institutions 

have become obligatory. 

Hospitals to monitor ADRs 

were expanded. 

Reports by companies 

became obligatory. 

Reports by companies 

Reports by medical  

institutions  

Reports by companies via 

administrative guidance and the 

system of hospitals to monitor ADRs 

were initiated. 

Number of reports by MAHs 

  
FY 

Number of reports by marketing authorization holders ADR reports by 
healthcare 

professionals 
(number of 

cases) 
ADR reports 

Infection 
reports 

Research 
reports 

Foreign 
measures 

reports 

Periodic 
infection reports 

2010 34,578 99 940 1,033 1,101 4,809 

2011 36,641 100 841 1,347 1,089 5,231 

2012 41,254 159 884 1,134 1,117 4,147 

2013 38,329 98 962 1,317 1,138 5,420 

2014 49,198 78 1,099 1,219 1,098 6,180 



Points for Analysis 

 ADR/infection reports  

 Causal relationship between an adverse event and the administration of a 

drug 

 The seriousness of adverse events (taking into account the risk-benefit 

balance with drug indications)  

 Outcome of adverse events 

 Reports on foreign safeguard measures 

 Previous similar measures taken in Japan 

 Degree of collection of similar cases in Japan 

 Research reports 

 Degree of clinical significance 

 

  The method and content of notification should be determined  

      to prevent the ADR from occurring or becoming serious. 

 

Types of drug safety measures 

 Recall of  products 

 Release of “Yellow Letter” and “Blue Letter” 
(equivalent to DHPC: Dear Healthcare Professional Communication, or DSC: Drug 

Safety Communication) 

 Revision of precautions of  package inserts 

 Distribution of notification document             , etc. 
 

 

Fiscal Year 

Drugs 

22 23 24 25 26 

Revocation of approval - - - - - 

Restriction of indications - - - - - 

Restriction of dosage and administration - - - - - 

Urgent fax from MHLW - - - - - 

Orders to distribute emergency safety 

information (Yellow Letter) 
- - - - - 

Orders to distribute rapid safety 

communication (Blue Letter) 
- - 1 2 3 

Posting information in Pharmaceuticals and 

Medical Devices Safety Information 

  

33 

  

  

47 

  

  

41 

  

  

40 

  

30 

Revision of Precautions of Package Inserts 341  185  197 160 102 

Revision of precautions of  package inserts 

  
 

 

 

 
 MHLW/PMDA periodically issues a notification of revision of precautions 

in package inserts after consultation with professionals. 

 

 The notification is issued ten times a year, with the most recent 

notification issued on July 5, 2016. 

 

 Refer to the following website for the English versions of revisions (from 

FY2014). 

https://www.pmda.go.jp/english/safety/info-services/ drugs/revision-of-

precautions/0001.html 

 Composition 

 Indications 

 Dosage and administration 

 Precautions, etc 

drug 
Package 

insert 

FY2010 FY2011 FY2012 FY2013 FY2014 

Ethical drugs 12,256 12,064 12,435 12,921 14,912 

Medical devices 13,979 15,584 17,539 19,309 20,504 

Regenerative and cellular 
therapy products 

- - - - 2 

OTC drugs 9,884 10,136 10,158 10,234 11,127 

Drugs requiring guidance - - - - 20 

In vitro diagnostics 3,984 3,994 4,054 4,076 4,247 

Number of the publication of package inserts on the PMDA website (at the end of each FY) 

Publication of package inserts 

(Notification of package inserts and other information) 
Article 52-2 (…) 

2 When the notification pursuant to the provision of the preceding paragraph was made, MAH of 

pharmaceuticals shall immediately publish the package insert and other information of the 
pharmaceuticals through means using an electronic data processing system or other information-

communication technologies specified by the MHLW Ordinance. 

 A package insert shall be posted on the PMDA website. 
 (Article 216-7 of the Ministerial Ordinance for Enforcement) 

Release of drug safety information 

Yellow Letter Blue Letter 

Released when it is necessary to call attention 
to urgent and important information and take 

measures related to drug-use restriction for 

the public (patients) and healthcare professionals 

Released when it is necessary to call 
the prompt attention of healthcare 

professionals to measures for proper 

drug use 



An example of a release of Blue Letter 
XEPLION® Aqueous Suspension for IM Injection 

Drug name:  

XEPLION Aqueous Suspension for IM Injection  

25 mg/50 mg/75 mg/100 mg/150 mg 

 

Nonproprietary name: 

 paliperidone palmitate extended-release suspension for injection 

 

Indication: 

 schizophrenia 

 

Situation at the issue： 

 In the period from the launch on November 19, 2013 to April 16, 2014, 21 

deaths were reported (estimated number of patients who used the drug is 

approximately 10,900). 

 Information on the causes of deaths reported for these cases is insufficient, 

and the causal relationships to this drug are unknown at the time of the 

measure. 

 

 
＊Refer to the following website for the English versions of yellow/blue letters (from FY2011). 
https://www.pmda.go.jp/english/safety/info-services/drugs/esc-rsc/0001.html 

 

Dissemination of drug safety information 

MHLW   

PMDA 

· Providing information via the internet 
· Providing information via booklets 

· Providing information via Blue/Yellow Letters 

MAH 

· Guidance on the  
revision of package inserts 

· Guidance on measures,  

such as a re-call 
· Guidance with penalties  

in case of a breach 

HCPs 

Consultation 
 about drugs 

Patients 

 Limitation of the current ADR reporting system 
 It cannot determine the number of patients who has used the drug (frequency of ADR is unknown because of 

the unknown denominator) 

 It cannot compare the frequency of ADR to that of other drugs and cannot compare the frequencies between 
before and after taking safety measures. 

 It is difficult to discriminate ADRs from symptoms due to primary diseases. 

 It cannot determine the presence of ADRs unless medical and pharmaceutical professionals report them. 

 Examples of safety measures that will be possible using healthcare 
information 

 

Incidence of a symptom 

(number of the symptom/accurate 

number of patients using the drug) 

Treatment with 

Drug A 

Treatment without 

Drug A 

Incidence of an ADR 

(number of the ADR/accurate number 

of patients using the drug) 

It will be possible to compare 

the incidences between before 

and after taking the measures. 

Comparison with other drugs Comparison with symptoms 
due to primary diseases 

Verification of the effects of 
safety measures 

For example, the abnormal 

behavior after treatment 

occurs without Drug A. 

Before urgent 

safety measures 

After urgent safety 

measures 

Incidence of an ADR 

(number of the ADR/accurate number 

of patients using the drug) 

Treatment 

with Drug A 

Treatment 

with Drug B 

It will be possible to compare 

the frequency to those of 

similar drugs. 

Limitation of the current ADR reporting system and expectations 

for the future safety measures utilizing healthcare information 

Medical Information Database Network Project 

Collaborate 

 

 

 

 

 

 

 

Expected results: 

Prompt and appropriate safety measures for drugs 

1) Compare the incidence of an ADR. 

2) Determine whether the event is an ADR or a symptom caused 
by the disease itself. 

3) Verify that the safety measures have actually reduced ADRs. 

PMDA 
Collect and analyze safety 

information such as ADR 

information 

Researchers/ 
pharmaceutical 

companies 

Prompt safety 

measures 

DB 

Sentinel site 

Sentinel site 

Sentinel site 
Sentinel site 

       
DB 

 

       
DB 

 

       
DB 

 

       
DB 

 

23 hospitals in 
10 sentinel sites 

in Japan 

Networking 

Sentinel site 

Investigate 

and 

analyze 

data 

Construct a database and promote the 

use of the database 

Electronic 
medical 

record data 

Receipt of 

data 

Ordering data 
Laboratory 

data 

Tohoku University Hospital, The University of 

Tokyo Hospital, Chiba University Hospital, 

NTT hospitals, Kitasato University Hospital, 

Hamamatsu University Hospital, Tokushukai 

hospitals, Kagawa University Hospital, Kyushu 

University Hospital, Saga University Hospital 

Thank you very much! 

 
http://www.pmda.go.jp 

Yasuda-naoyuki@pmda.go.jp 



Back-up 

Japanese Risk Management Plan (J-RMP) 
 The RMP is a document which is shown the consistent risk management of drug 

from the development phase to the post-marketing phase. 
 Sharing the published information among medical professionals is meant to 

ensure further enhancements of post-marketing safety measures. 

Safety Specification 

Important identified risks, Important potential 
risk, Important missing information 

Pharmacovigilance Activities 

Plan for activities of collecting 
information of individual risks 

Risk Management Activities 

Plan for safety measures taken to 
minimize individual risks 

Risk Management Plan 

Identification of Safety Specification 

Critical in that an AE may affect the benefit-risk balance of the drug or may 

cause or increase public health hazards on grounds such as they may 

become serious if they occur in humans or frequently occur. 

Important identified risks 

• Important AEs for which the association with the drug is shown based 
on sufficient evidence. 

Important potential risks 

• Important AEs for which the association with the drug has been 
suspected due to some factors but not been sufficiently confirmed by 
clinical data etc.. 

Important missing information 

• critical information in cases where sufficient information has not been 
obtained at the time of development of the Risk Management Plan, and 
thus information is missing for prediction of safety in the post-marketing 
phase of the drug. 

The Safety Specification should be identified for individual drugs in view of the 
properties of the drug such as the active ingredient and dosage form, 
characteristics of target diseases and the patient background, etc.. 

‘Important’ in J-RMP context 

ICH E2E guideline (Pharmacovigilance Planning) 

Safety Specification 

It is recommended that sponsors follow the structure of 

elements provided below when compiling the Safety 

Specification.  
Elements of 

the 

Specification 

http://www.ich.org/fileadmin/Publi
c_Web_Site/ICH_Products/Guidelin
es/Efficacy/E2E/Step4/E2E_Guid
eline.pdf 

Clinical 

Non-Clinical 

Limitations of the Human Safety 
Database 

Populations not Studied in the Pre-
Approval Phase 

Adverse Events (AEs) / Adverse Drug 
Reactions (ADRs) 

 Identified and Potential Interactions, 
Including Food-Drug and Drug-Drug 
Interactions 

Epidemiology 
Pharmacological Class Effects 

Pharmacovigilance activities 

Routine Pharmacovigilance Activities 

Routine pharmacovigilance should be conducted for all medicinal products, 
regardless of whether or not additional actions are appropriate as part of a 
Pharmacovigilance Plan 
  Spontaneous ADR report 
  Literature report 
  Report of safety measures taken in overseas etc. 

Additional Pharmacovigilance Acitivities 

Activities should be determined for individual drugs in addition to the routine 
pharmacovigilance activities. The methods of pharmacovigilance activities are 
listed in the Annex of the ICH E2E Guideline. 
Examples in Japan 

 Early post-marketing phase vigilance (Stimulated reporting) 
 Use-results survey 
 Post-marketing clinical study 

The best method can vary depending on the product, the indication, the 

patients background and the issue to be addressed.  

Pharmacovigilance Methods (Annex of ICH E2E guideline) 

 Passive Surveillance 

 Spontaneous Reports  

 Case Series 

 Stimulated Reporting 

 e.g., Early Post-marketing Phase Vigilance, EPPV in Japan 

 Active Surveillance 

 Sentinel Sites 

 Drug Event Monitoring 

 Registries 

 Comparative Observational Studies  

 Cross-Sectional Study (Survey)  

 Case-Control Study 

 Cohort Study 

 Targeted Clinical Investigations 

 Descriptive Studies  

 

 

 

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E2E/Step4/E2E_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E2E/Step4/E2E_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E2E/Step4/E2E_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E2E/Step4/E2E_Guideline.pdf


Risk Minimization Activities 

Routine Risk Minimization Activities 

• Required for all medicinal products (E.g. in Japan; Package Insert, Drug 
Guide for Patients) 

Additional Risk Minimization Activities 

• Provision of information, especially on the Safety Specification, to 
healthcare professionals, and/or the patients to be treated with the drug 

• Establishment of special conditions for the use of the drug 

Activities to minimize the risk of the drug and to maintain a appropriate benefit-
risk balance based on information obtained by the time of approval, information 
on safety and others collected through the post-marketing pharmacovigilance 
activities, and evaluation of the information. 

Risk Management Plan(RMP) Workflow 

Safety Specification  
• Important identified risks 
• Important potential risks 
• Important missing information 

Need for 
additional 
actions? 

additional 
actions  

Routine (required for all products) 

Yes 

Evaluate B/R 
balance at 
milestones 

Revise when necessary 

Pharmacovigilance Activities Risk Minimization 
Activities 

 Spontaneous report 
 Literature report 
 Report of safety measures 

taken in overseas 

 Package insert 

 Drug guide for patients 

No 

Additional 

 Early post-marketing phase 
vigilance (Stimulated 
reporting) 

 Use-results survey 
 Post-marketing clinical 

study 

 Early post-marketing phase 
vigilance (steady 
information provision) 

 Restricted access to a 
product  

 Communication leaflet for 
HCPs and/or Patients 

Compare risk of GI bleeding between Prazaxa and Warfarin 

Number of 
Prescriptio

n 

Number of 
Patients 

GI Bleeding 

Patient 
number 

% 

Prazaxa 779 164 3 1.8% 

warfarin 14,534 1,204 28 2.3% 

Numb
er of 
patien

ts 

Normal 
 

-0.9mg/dL 

Mild 
0.9- 

1.35mg/dL 

Moderate 
1.35- 

2.7mg/dL 

Severe 
 

2.7-mg/dL 

No Lab-test 

n % n % n % n % n % 

prazaxa 164 57 34.8% 41 25.0% 7 4.3% 0 0.0% 59 36.0% 

warfarin 1,204 373 31.0% 304 25.2% 148 12.3% 76 6.3% 303 25.2% 

Patients distribution based on Cr at the time of first prescription 

Example: MID-NET Data Utilization 
-Prazaxa-induced GI bleeding- 

Results from 1 cooperative hospital of MID-NET 

Results from 1 cooperative hospital of MID-NET 

0.0

1.0

2.0

3.0

4.0

5.0

prazaxa warfarin

(%
) 

In near future 

Number 
of 

patients 

Number of patient 
with 

Hypocalcemia 

Incidence 
proportion 

Relative 
risk 

Denosumab 190 93 0.489 

1.35 
Zoledronic 

acid 
245 89 0.363 0

0.1

0.2

0.3

0.4

0.5

0.6

In
c
id

en
ce

 

p
ro

po
rt

io
n
 

・Quantitative risk assessment compared with control 

Data from 3 hospitals（2013/7～12） 

MID-NET will contribute to regulatory action 
(Trial analysis: Denosumab for Hypocalcemia) 

Launched 
（2012.4.17） 

Spontaneous ADR reports
（～2012.8.31） 

・serious Hypocalcemia: 
32 cases 

・death:2 cases 

Dear healthcare 
professionals  letter 

（2012.9.12） 

Challenges: Data quality, Cost and Human resources 

1. Data quality 
Original Transfer Database 

Hospital A 

Item Rate before 

amendment 

rate after 

amendment 

Disease Name 99.1% 99.9% 

Prescription Order 67.0% 100% 

Laboratory Test 55.8% 100% 

Matching rate between original 
data and MID-NET Data in A 
hospital 

2. Cost and Homan resources 

 Installation and system validation  

 Maintenance:  



AUSTRALIA’S 
SUPPORT FOR 
MEDICINE ACCESS 
IN THE PACIFIC 
Aedan Whyatt 
Tuesday 14 February 2017 
 

AUSTRALIA’S SUPPORT FOR PACIFIC HEALTH 

Australia’s Health for Development Strategy 2015-2020 
guides our investments in the region 

• Strengthening country health systems 

• Advancing regional health security  

 

Supporting access to quality-assured essential medicines is 
a key priority: 

• Country and bilateral engagement 

• Regional partnerships (WHO, PIFS, SPC, UN, MDBs) 

• Global partnerships (WHO, Global Fund, GAVI) 

 

 

CASE STUDY: SOLOMON ISLANDS 

Australia supports access to essential medicines through 
the Solomon Islands Health Sector Support Program:  

 

• budget support to the Ministry of Health and Medical 
Services for the purchase of essential medicines; and  

• funding a Pharmaceutical Supply Specialist to support the 
procurement, management and distribution of essential 
medicines at the primary healthcare level. 

 

SOLOMON ISLANDS: KEY RESULTS 

• The availability of medicines in rural health clinics across 
Solomon Islands has increased from 40% in 2007 to an 
estimated 82.5% in 2016. 

 

• Improved availability of critical drugs and consumables at 
the national level increased to 98% in 2016 (from 73.8% 
in 2010 and 81% in 2011).  

 

• Supporting SIG to make available Jadelle contraceptive 
implants to better address women’s reproductive needs. 

SOLOMON ISLANDS: MSUPPLY  

Following a successful trial of mSupply Mobile from 2013-
2015, pharmacy officers in rural areas: 

 

• are now able to better monitor and manage stock; and 

• establish a more efficient ordering process between the 
provinces and the National Medical Store. 

 
Effective use of m-supply in some remote regions of the 
country has been restrained by limited access to internet 
and m-Supply records are not automatically backed up. 

 

MSUPPLY INITIATIVE 

In December 2016, Australia’s Foreign Minister announced 
a new investment to support the roll out of mSupply to six 
Pacific island countries: 

• seeks to build a new collaboration with mSupply 
providers, Sustainable Solutions and Beyond Essential, to 
enhance embedded systems by adding new digital 
capabilities 

• detailed planning exercise and needs exercise to scope 
the intervention in each participating country 

 

 



MSUPPLY INITIATIVE 

1. Map every health facility in participating countries and 
collect information on facility infrastructure, staff, 
service delivery capabilities, and other indicators 

2. Introduce new data collection capabilities  

3. Make mSupply Mobile ‘open source’ 

4. Single data dashboard showing real time information  

5. Provide training and technical support  



Quality assurance of medicines in the Pacific 

Uhjin Kim 
Technical Officer Pharmaceuticals 

Essential Medicines and Health Technologies 

Division of Health Systems 

WHO Regional Office for the Western Pacific  

When do you suspect poor quality of medicines?  

Adverse Drug Event?  

 

or 

 

Poor quality?   

• Causality assessment X 

 

 

 

• QC lab testing X  

 

 

If quality is an issue, 

• Counterfeit? 

 

 

• Substandard? 

 

 

 

• Quality product that has 
been degraded along the 
supply chain? 

• What are the chances? 

 

 

• A licensed manufacturer but 
the originating country had 
a weak NRA? 

 

• No information on the 
status at the point of entry 
Hot and humid conditions 

 

FYI, 

SSFFC 
Substandard 
Spurious 
Falsely-labelled 
Falsified 
Counterfeit  

medical products 

 

 

 

Substandard and falsified  

140th session of WHO Executive Board in Jan 2017 approved draft decision 
(EB140/23 Add.1) which recommends to the World Health Assembly in May 2017 
to agree to a set of definitions and to substitute SSFFC with substandard and 
falsified 

http://apps.who.int/gb/ebwha/pdf_files/EB140/B140_23Add1-en.pdf
http://apps.who.int/gb/ebwha/pdf_files/EB140/B140_23Add1-en.pdf
http://apps.who.int/gb/ebwha/pdf_files/EB140/B140_23Add1-en.pdf


Substandard and falsified medical products 
results in 
 
• treatment failure  

• risk patient safety 

• contribute to drug resistance 

• Increase economic burden 

• erosion of public trust in the health system 

How to ensure good quality? 

Conventional regulation of medical products 
  

Pre-market  Marketing Authorization  post-market 
Good Laboratory Practice 

Good Clinical Practice  
Production is according to the  
Good Manufacturing Practice (GMP)  



Good Manufacturing Practice  

Good Storage Practice  

Licensing of establishments and 
personnel 

• Manufacturer 

• Importer 

• Wholesaler 

• Distributor 

• Retailor 

• Pharmacist 

 



Marketing Authorization and Review 

This medical product is safe, 
efficacious, and of quality  

Quality Control Testing  

Inspection and Compliance 



not aiming to be FDA  

What can we do? 

Manufacturer 
overseas 

Wholesaler 
overseas 

Local 
Importer/ 
wholesaler 

Retailer 

Global Supply Chain Flow of medicines to the Pacific 

Import 

Manufacturer 

Wholesaler Private Sector  

Public Sector  

No registration 

Public procurement  
Prequalification 
of suppliers  

• Procurement decisions are entirely up to the 
countries 

 

• However, WHO would like to support 
informed decision-making  



Regional platform for information exchange on quality of medicines   

Manufacturers Wholesalers Pacific Island Countries 

Support  



NAURU ESSENTIAL MEDICINE 
LIST 

Dr Richard Walsh Leona  

Standing among challenges Essential Medicine List 

• Revised List July 2015 

 

• Draft vital drug List 2016 

 

Essential Medicine List 

• Consistent with priority local needs 

• Financially sustainable 

• Falls short of the increasing demand  

Reform  



Pharmacist in the new facility 2016 

• Review EML 

• NDTC 

• Antibiotic awareness program  

• Strengthen procurement process 

• M-supply  

 



NIUE COUNTRY 
PRESENTATION 

  Role of Drugs and Therapeutics 
Committee on Rational Use of 

Medicines in Niue 

Overview 

OVERVIEW 
About Niue 

 

• Total Population 

 

• National Procurement system 

 

• Therapeutic Advisory Committee 

 

• Traditional Medicine 

 

ABOUT NIUE 

• Niue is a free governing state in 
free association with New 
Zealand 

• It is an island in the south pacific 
ocean 2,400km north of New 
Zealand with the triangle formed 
by Tonga to the north and Cook 
Island to the east 

• With a land area of 260 square 
km  

• Population predominantly 
polynesians is approximately 
1,600 

Total Population  NATIONAL PROCUREMENT SYSTEM 

• Following ESSENTIAL MEDICINE LIST 

• Ordered via One Link (NZ) every 3 months via 
boat and on emergency orders via airfreight  

• Funded by the Niue Government 



LAW - SUPPLY, IMPORT PRESCRIBING AND 
DISPENSING OF MEDICINE IN MY COUNTRY 

  

The THERAPEUTIC ADVISORY COMMITTEE 
 

• Established for the purpose of this ACT a 
COMMITTEE to be called the National 
Therapeutic Advisory Committee for the 
function of developing and implementing the 
Niue National Medicines Policy that is to ensure 
the long term access and availability of effective 
and safe essential drugs at an affordable cost. 

• Promote rational, sound and cost effectiveness 
of medicines by health professionals and the 
public. 
 

Contd 
  

 

• Advice the minister of Health on matters 
associated with the regulation of therapeutic 
products in Niue. 

• Advise of the development of the treatment 
guidelines, education or training programmes 
or other initiatives for health professionals 
who use the medicines on the Niue Essential 
Medicines List. 
 

• In order to implement the National Medicines 
Policy appropriate legislation will be 
developed and existing legislation will be 
amended as appropriate. 

 

• A new Medicines Act is still in its 
developmental stage.  The medicines act will 
provide a legal basis for establishing a 
National Medicines Policy. 
 

 

• The NMAC will also act as a Medicines Therapeutic 
Committee as well as being responsible for the 
future regulatory affairs such as medicines 
registration, licensing of pharmaceutical 
establishments.  It will lay down the requirements 
and procedures and responsibilities of the medicines 
regulatory system n Niue. 

 

• The NMAC is chaired by the Director of Health and 
will consist of medical practitioners and 
pharmacists…Dental Dr, Principal Nursing Officer, 
Laboratory, Maternal child Health and Manager of 
Health. 

 

THERAPEUTIC 
ADVISORY 
COMMITTEE 

PHARMACIST 

CHIEF MEDICAL OFFICER 

PRINCIPAL NURSING OFFICER 

DENTAL DOCTOR 

HOSPITAL MANAGER 

PRINCIPAL PUBLIC HEALTH  
OFFICER/MCH 

LAB TECH 



• The National Medicines Advisory Committee will 
also be responsible for updating the Essential 
medicine List and for developing standard 
treatment guidelines. 
 

• A Pharmacy act will be developed which will 
regulate the profession of pharmacy, establishment 
of pharmacies and dispensing medicines. 

  
• The New Medicine Policy is still in the process of 

being approved by the Cabinet Ministers. 

 

GUIDELINE 

• The Chief Medical Officer and the Chief 
Pharmacist would like the committee in their 
next meeting to add a Treatment Guideline for 
the usage of Therapeutic Drugs, especially for 
Antibiotics usage as we have a high turnover 
of Locum Doctors coming in to the island with 
their own treatment guideline. 

TRADITIONAL MEDICINE 

• This was at one stage brought up by one of the 
Sisters in Charge of the ward to legalise the use of 
traditional Medicine but somewhere along the 
way this was not endorsed and was not approved 
by the cabinet 

• Traditional medicine is used in our hospital but at 
the patients and family only agreement as it is 
not on the essential drug list and not approved by 
the committee and not approved by cabinet 

 

Fakaue Lahi Mahaki 
Kia Monuina 

Rose Jackson-Siohane 

Niue Island  



Meeting on Quality assurance 
and use of essential medicines 

in the PIC’s 
February 14-17th 2017 

Nadi Fiji 

Details 

• 21,000 populations 

• Capital –Melkeok,  

• 87% in urban area (Koror- former cap) 

• Ministry of Health 
• Bureau of Clinical and Hospital services 
• Bureau of Public health 

• 1 main hospital – 97 beds 
• Med/ped ward 
• Surgical ward 
• OB ward 
• Psych/behavioral ward 
• E.R department, OP department, specialty 

clinics 
• X-ray, Lab, Physiotherapy, Pharmacy,(one 

central medical supply) Operating room 

Health services 

 

• Public Health 
• OP Department in the hospital 
• Communicable disease- HIV, STI 

, TB clinics ( located in the 
hospital) 

• 5 community health centers 
• Central Health center in 

Koror- Maternal/ child 
health- medicines only For 
MCH 

• NCHC, ECHC, WCHC, SCHC 
• Nursing stations: 4  

 

 
 

 
 

Public health services 

• Other public health services 
• Primary and preventive health 

• Oral health/ Dental 

• Home health 

• Environmental health 

• Private sector 
• 3 clinics with Pharmacy 

• 1 Pharmacy  

• 1 Dental clinic no Pharmacy 

• All in Koror 

Pharmaceutical Management Information 
System (PMIS) 
• WHO technical assistance -2008 

• Only used for pharmaceuticals 

• Temporary while waiting for HIS 

• Three modules 
• Warehouse 

• procurement/order 
• Receiving 

• Distribution 
• Requisition 
• Imprest system 

• Dispensing 
• Direct dispensing to patients 

 

 

PMIS- warehouse module 
•  Begin with an inventory list from 

your essential medicines list 

• Ordering 

 

 

Drop down menu 



PMIS –Receiving component 

Drop down Menu 

PMIS -Receiving 

Distribution module- through requisition 
forms and imprest forms 

Reporting- ordering and receiving 

Viewing received goods Report -Distribution 
• Ask for beginning date and end 

date: 1/01/16-  1/30/16 



Other reports Dispensing 
1.  dispenser-drop down 
2.  hospital No.-  
3. name drop according to hospital 

No. 
4. Prescriber- drop down 
5. Ward: OPD, MW, surg etc. 
6. Drug name drop down 
7. Instruction –drop down 
8. Quantity  
9. Label 
10. What will appear on label 
11. Patient medication history 
12. Pediatric calculated doses 
 

1 

2 3 

4 5 

6 7 8 9 

10 

11 

12 

Dispensing 

 

challenges 

• Only in the central Pharmacy ( not web based) 

• Does not capture Health centers/nursing stations dispensing (RQ, 
Imprest) 

• Does not capture inpatient dispensing/ administration (In patients 
medication sheets) 

• Daily updates for real time data 

• Needs skillfull technicians (garbage in garbage out) 

 

Plan/way forward 

• Merge pharmacy and medical supply system ( Still independent) 
• Medical supply has its own web based system similar to pharmacy still in its 

early phase ( 3 years)  

• Make it web based, can be accessed from anywhere 

• MOH PLAN 2017-2020- “integrated hospital information System”. 

Questions? 



Process for 
Procurement of 
Essential Medicine in 
Marshall Islands 
 Quality Assurance and Rational Use of Essential Medicine in 
the Pacific Countries, 14-17 Feb. 2017, Nadi, Fiji 

GEOGRAPHY AND DEMOGRAPHICS 
 
• Collection of 1,225 low-lying coral Islands 

• Consist of 29 atolls and 5 single Islands which form two 
parallel groups the “Ratak (sunrise), Ralik (sunset) chain 

• Approximately 2000 miles southwest of hawaii 8deg. North of 
the equator and its part of the Micronesian group. 

GEOGRAPHY AND 
DEMOGRAPHICS 
•  2 main hospital. One is located in the capital (Majuro) The 

other one on Ebeye 

• 56 Dispensaries 

• 1 Health Center (177) clinic 

• 3 licensed Private Clinic 

GEOGRAPHY AND 
DEMOGRAPHICS  
• Culture revolves around the complex system of clans and 

lineage tied to land ownership. 

• Total Population is 53,158 in 2012 

ATOLL AND ISLANDS OF RMI MAJURO HOSPITAL 



Outer Island Dispensary Pharmacy Warehouse 

 

Hospital Pharmacy 

 

Drug Selection 

1. Hospital Drug Formulary 

• Essential Drug those drug that satisfy the needs of the 
majority of the population. They should be available at all 
times in adequate amount and in appropriate dosage form, 
and a price that individuals and community can afford. 

2. International Non-Proprietary (Generic Names) 

  • Generic names are more informative than brand names, and 
facilitate purchasing a product for multiple suppliers in regards to 
clarity, the generic name helps identified the class of drugs. 

 • Generic product are often cheaper than product sold by brand 
name. 

• Generic prescribing also facilitates product substitution. 

 

 

DRUG PROCUREMENT 

Procurement- Is the process of acquiring supplies from private 
and public suppliers or through purchases from manufactures. 
Distributors or agencies such as UNICEF, WHO or bilateral AID 
program. 

(Managing Drug Supply Second Edition, Management Science for Health and WHO, 1997) 

PROCUREMENT METHODS 

1. Open Tender 
             Is a formal procedure by which quotations are invited from any manufacturer 
or manufactures representative on a local or worldwide basis. Subject to the terms 
and condition specified in the Tender invitation.  
 
2. Restricted Tender 
            Also termed as closed bid or selected tender.  
 
3. Competitive negotiation 
           It is also called negotiator procurement or international or local shopping. 
           The buyer approaches a limited number of selected suppliers (typically at least 
three) for price quotation. 
 
4. Direct Procurement 
          The simplest, but usually most expensive, method of procurement is direct 
purchase from a single supplier, either at the coded price or at a negotiated price. 
 
 
 



Ministry of Health 

Majuro, OIDS and Ebeye Hospital 

         Pharmaceutical procurement is done through competitive 
negotiation for small purchases.  Bulk purchase is done through 
Restricted  tender. Three price quotations from selected suppliers are 
needed.  

HEALTH CARE REVENUE FUND- come from 45% of health fund    taxes. 

                                 Medical and Pharmaceutical supplies expenses for all 
locations. 

Sources of Medicines 

                   US Mainland,Guam, New Zealand and Australia 

 

VENDORS 

                  5 International, 1 local 

 

Procurement and Supply flow 
chart 

Review Drug 
Selections 

Determine 
quantity 
needed 

Reconcile 
Needs and 

Funds 

Choose 
Procurement 

Method 

Vendors 

Monitor Order 
Status 

Procurement 
and Supply 

Finance 

Storage 

Inventory IN 

Dispense 

PUBLIC HEALTH 

• Pharmaceutical procurement is done through competitive negotiations. 
Three price quotations from selected suppliers are needed.  

• Pharmaceutical is funded by different agencies such as WHO, UNICEF, 
UNDP, UNFPA and CDC. 

• Limited medicines were purchased while most of their medicines were 
donated by different agencies such as: 

                Immunization Vaccines – donated by CDC 
                Contraceptives – Limited donations from UNFPA   
                                     (United Nations Population Fund) 
                                     purchased through grants. 
                 Antiretroviral Drugs – supplied by UNDP and purchased using    

Ryan White Grant. 
                 Antifilariasis Drugs – Donation from WHO 
                 Vitamin A and Deworming Agents – donation from UNICEF 
                 FLU Vaccines – donation from CDC. 
                 TB Drugs – Purchased through GDF.  

 

177 HEALTH CARE PROGRAM 

Congressional Fund 

Follows the Majuro Formulary Drug for Drug selection and 
Procurement. 

Provide Health Care services to 4 atolls of the Marshall Islands 
namely: 

      - Enewetak Atoll 

      - Kili Atoll 

      - Mejatto Atoll 

      - Utrik Atoll 

 

             

 

KOMOL TATA 



Regional Approaches to Medicine Quality Testing 

Therapeutic Goods Administration 

Lisa Kerr PhD MBA 

Laboratories Branch 

Medical Devices and Product Quality Division 

 

15 February 2017 

TGA’s Laboratories:  Fast Facts 
• One part of an integrated, developed regulator. 

• Origins in the National Biological Standards Laboratory 1958 and the Australian Dental 

Standards Laboratory 1947 

• Australia’s National Regulatory Laboratory for therapeutic goods 

• ~100 staff 

• ~ 2000 samples per year  

• Five Sections (plus small management & coordination): 

– Chemistry  

– Biomaterials and Engineering 

– Biochemistry 

– Immunobiology 

– Microbiology 

• All sections perform essentially the same work: 

– Testing! 

– Evaluation 

– Advice 

– Standards development (ISO, monograph etc)  

TGA Laboratories 
• WHO Collaborating Centre for Drug Quality Assurance – 1987 

• WHO Collaborating Centre for the Quality Assurance of Vaccines and Other 

Biologicals - 1983 

• One of four WHO Essential Regulatory Laboratories for influenza 

• Issue Batch Certificates of Pharmaceutical Product for Australian-made 

biologicals 

 

• Accreditation to AS ISO/IEC 17025-2005 General requirements for the 

competence of testing and calibration laboratories – 1987 

 

We test  

• Medicines (prescription, over-the-counter, complementary) 

• Medical devices (e.g. condoms, catheters, injector pens, hospital equipment..) 

• For SSFFC (substandard and counterfeit) products 

Counterfeits –  

the Australian situation 

• Counterfeit prescription medicines –  

– rare but not unknown in the legal supply chain  

– occasional import samples received from Customs 

• Adulterated medicines or supplements – e.g.  

– steroids in bodybuilding supplements,   

– pharmaceuticals or heavy metals in TCMs,  

– prescription actives in weight loss products (e.g. sibutramine) 

– erectile dysfunction actives (PDE-5 inhibitors) in anything and 

everything. 

Laboratory testing assesses - QUALITY issues 
 
Quality - composition, strength, potency, stability, purity, bioburden, design, 
construction and performance. 
 
Testing - assess compliance with required standards e.g. 
Pharmacopoeias, international standards, therapeutic goods orders. 
 

  

Biochemists  

Biomaterials scientists 

Chemists 

Engineers  

Immunologists 

Microbiologists 

Molecular biologists 

Virologists 

 

Staff Expertise 



Techniques / methods / facilities 
  

• Containment facilities (Levels 1 and 2) 
• HPLC and UPLC systems 
• GC systems 
• GC/MS (ion-trap, quadrupole) 
• LC/MS (ion-trap) 
• IR/UV spectrophotometers 
• AA spectroscopy 
• Dissolution/disintegration 
• Genotyping microorganisms (Riboprinter) 
• Coagulation analysers 
• Capillary electrophoresis 
• PCR facilities 
• Particle measurement 
• Cell culture facilities 
• Sterile suites; laminar flow hoods 
• Scanning Electron Microscope 
• Mechanical & Physical Testing 
• Electrical and Electronics Testing 

TGA’s Laboratory Testing Program 

Problem and complaint investigation – 
adverse reactions, consumer 
complaints, breaches of the Australian 
Therapeutic Goods Act 1989 
 
Programmed – routine testing (targeted, 
random, monitoring). Risk assessed – 
ISO 31000 
 
Maintenance – method development, 
calibration of international standards 
 
External – laboratory support to 
overseas regulatory authorities, WHO, 
UNICEF, Red Cross 

Problem Possible causes Example Techniques 

Medicine isn’t working No active present or low active UPLC/HPLC/TLC 
IR 

Incorrect active UPLC/HPLC/TLC 
IR 

Storage Impurities – HPLC/TLC 

Adverse reaction Adulteration LC/MS  GC/MS 

Incorrect active Identification – HPLC/UPLC LC/MS 
GC/MS 

High active UPLC/HPLC 

Contamination – microbiological, 
chemical, physical 

Sterility, bioburden, particulates, 
SEM, FTIR 

No problem Quality assured manufacturing Standard Pharmacopoeial tests - 
content 

Responsive testing Programmed Testing  
How do we decide what to test? 

• Compliance history  

– GMP compliance, testing results, adverse 

events, recalls, evaluator concerns, likelihood 

of counterfeiting or adulteration. 

 

• Complexity of the product  

– formulation, manufacture, stability. 

 

• Impact of a quality defect  

– how many people take the product, how 

frequently, demographics (eg children, 

pregnant women), route of administration (eg 

intravenous, topical). 

Multiple Sources of Information 

From the Australian Statistics on Medicines 2015 

We also test for other Governments 

• Why do you need the product to be tested? 

 Routine QA 

 Problem? As much info as you can give us 

• Which standard? 

 Eg BP, USP, IP – we can help! 

• Certificate of Analysis from the manufacturer 

• Does it need an Australian import permit? 

 Antibiotics 

 Biological material 

• Special Transport 

 Vaccines 

 Biological medicines 

• Australian regulatory action 



Further Information- 
The TGA website 
www.tga.gov.au 
 
• Products registered 

in Australia 
• Australian Recalls 
• Australian Adverse 

Event information 
 

• Laboratory testing 
results (from May) 



S 

Quality Assurance of Medicines 
 

in the Pacific Island Countries 
 

Michael Nunan 

 
15th February, 2017 

Topics 

S Survey results 

S Drug registration v Prequalification 

S Regional cooperation 

S Website 

S Lab testing vouchers 

 

Survey results 

8 countries responded to the survey in 2016: 

S All 8 countries have expressed preliminary support for a 

regional strategy on Quality Assurance 

 

S 6 countries are currently using pre-qualification as the main 

means of  Quality Assurance but all report difficulties 

S 1 country has drug registration, whilst another is 

implementing a system which has not commenced yet. 

S 4 countries reported no lab testing in the last 5 years 

S 5 countries undertake formal visual inspection of  all 

arriving products. Only 2 countries have staff who have 

been formally trained in this. 

Survey results 

Medicines and Consumables amongst respondees 

S 10 suppliers in the Pacific Region 

S At least 329 manufacturers in the last 10 years 

S 17 countries of  origin 

Several countries have a Regulatory Authority consisting of only 

one person 

 

Country comment:  

“We don’t have the market power to put pressure on manufacturers to 

improve quality; maybe if  PICs combined we’d have more power” 

Survey results 

Snapshot of some issues reported: 

S Chipped tablets 

S Empty capsules 

S Failure of  solution powders to dissolve 

S Hair found in tablets 

S Discoloured tablets 

S Packaging without labels 

S Nifedipine IR being sent when SR was ordered – manufacturer 

claimed they were in fact SR, despite labelling (and fast 

dissolution) 

S Manufacturing certificate anomalies 

S Flucloxacillin capsules being ‘hard’ on arrival 

S Tablets feeling sticky, despite being foil wrapped 

S Poor cold chain transport on arrival for oxytocin 

Suspected adverse 

events and treatment 

failures… 

Drug Registration v 

Prequalification 

S Drug registration 

S Every item (Brand, Manufacturer, Production Line) must be 

registered in order to be imported into the country. Countries 

maintain a register and audit the supply chain rigorously. 

S Prequalification (of  suppliers) 

S Suppliers (wholesalers) are ‘prequalified’, having to meet 

certain standards before they are able to bid on tenders. 

Information is still gathered on each manufacturer and product 

but products are not necessarily given registration numbers. 

 



Prequalification 

S Not to be confused with WHO prequalification scheme: 

https://extranet.who.int/prequal/ 

Prequalification 

S Contrary to some beliefs, WHO does NOT prequalify 

suppliers and manufacturers for the vast range of  products. 

For the items it DOES prequalify for, the scheme is designed 

for large procurement bodies (UN agencies or multi-lateral 

organisations like Global Fund). 

S It is the responsibility of  individual countries to undertake 

prequalification and/or drug registration. Prequalification 

means different things in different places BUT it is always a 

very difficult, bureaucratic and clerical process. 

 

Suppliers 

S Just because medicines are sourced through Australian and 

NZ suppliers does NOT mean that their products are 

registered in Australia or NZ (in fact, in the VAST majority 

of  cases, they are NOT registered for sale there). 

S Boucher & Muir, South Austral, Multichem, EBOS… they 

coordinate the purchase of  the medicines and act as 

middlemen with manufacturers – in most cases, the 

products are delivered directly from manufacturers. 

S Even if  they are shipped from Aus, NZ, USA… it does not 

mean they can be sold there! 

 

Quality Assurance 

S Quality assurance in PICs may include: 

S Visual inspection on arrival 

S Mini-lab or kit testing for a limited range of  products 

S Overseas laboratory testing (TGA) 

S Pharmacovigilance (Adverse event reporting and investigation) 

S Spotting issues within a single country can be difficult, as you 

sometimes need a lot of  data to detect problems. 

S All inspections must be documented and acted on (regionally?) 

S QA needs to be reflected in tender documents and contract terms 

Regional cooperation 

Regional cooperation and information sharing: 

S Prequalification 

S Repository of  documentation 

S Technical assistance in evaluating documentation 

S Placing pressure on companies to submit full and proper 

documentation 

S (Registration? This may be problematic…) 

S Quality Assurance 

Regional Quality Assurance 

Website 

S Prequalification documentation for suppliers 

S Product inspection reports (Visual inspection, lab testing) 

S Results and documents are shared between participating 

countries 

S 8 signatories to the mechanism so far 

S Data will soon be shared automatically to stock 

management software (e.g. mSupply etc). E.g. Recalls! 

 

 

https://extranet.who.int/prequal/


Regional Quality Assurance 

Website 

S Sharing lab results is a prerequisite to accessing the 

laboratory testing vouchers through DFAT (results can be 

de-identified, so the country is not shown). 

S Tracking success 

S # of  participating countries 

S # of  product assessments (visual inspection, lab testing) 

S # of  participating suppliers 

 

 

Regional Quality Assurance 

Website 

Flag system 

S Green: Item passed laboratory testing 

S Blue: Item passed visual inspection but has not been lab 

tested 

S Orange: Item failed visual inspection but has not been lab 

tested 

S Red: Item failed lab testing 

Flags attach to items, manufacturers and suppliers 

 

Quality Assurance 

S Visual Inspection 

S Visual inspections are a very basic way of  checking product 

quality. Even if  a product APPEARS OK, you cannot check 

what is inside it merely by looking. 

S Nevertheless, visual inspections are important for finding 

OBVIOUS problems before they are released to the public. 

This helps build public confidence and identify suppliers 

sending obviously poor quality stock. 

S Be HANDS-ON when doing a visual inspection. Shake bottles, 

draw up injections from ampoules, break tablets, take lids off  

and put them back on, mix up suspensions!! Do what a nurse 

or doctor would do if  they were using the product. 

Visual inspection 

Should be conducted on arrival (or as soon as possible after 

arrival), BEFORE being accepted into stock: 

S Documentation 

S Product description 

S Product integrity 

S Cold chain products 

 

Overseas Laboratory Testing 

S DFAT is sponsoring a testing voucher scheme.  

S Each participating country will receive vouchers to test a 

certain number of  medicines each year. 

S Countries agree to share the results of  all tests on the 

regional website. 

S This is the best opportunity we have had to systematically 

test large numbers of  products and USE the results to guide 

procurement. 

 

Overseas Laboratory Testing 

Basic principles 

S The sampling needs to be done as early as possible in the 

supply chain, as soon as possible after medicines arrive (the 

aim is not to test the integrity of  your supply chain, simply 

the quality of  medicines arriving) 

S Transport needs to be done via couriers, with temperature 

monitoring 

S Participating countries commit to sharing results 

S Action is up to countries 
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Username: countryuser 

Password: Procur3! 

GROUP 1 

Amoxicillin 500mg capsules 

Batch: ABC123 

Expiry: 17/12/2017 

Supplier: IDA 

Manufacturer: Remedica 

 

Visual Inspection: Passed all points 

Lab test: Not conducted 

GROUP 2 

Paracetamol 500mg tablets 

Batch: DEF456 

Expiry: 16/11/2017 

Supplier: Boucher & Muir 

Manufacturer: NCPC International 

 

Visual Insp: Failed (leaking pack) 

Lab test: Not conducted 

GROUP 3 

Atenolol 50mg tabs 

Batch: GHI789 

Expiry: 15/10/2017 

Supplier: South Austral 

Manufacturer: Bio Nova 

 

Visual Inspection: Passed all points 

Lab test: Passed 

GROUP 4 

Morphine 10mg/ml injection 

Batch: JKL012 

Expiry: 14/09/2017 

Supplier: ACME 

Manufacturer: Universal Company 

 

Visual Inspection: Passed all points 

Lab test: Failed 
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Terminologies 

WHO definition on traditional and complementary medicine 

(T&CM) 

- Traditional medicine: the sum total of the knowledge, skills, 

and practices based on the theories, beliefs, and experiences 

indigenous to different cultures, whether explicable or not, 

used in the maintenance of health as well as in the 

prevention, diagnosis, improvement or treatment of 

physical and mental illness 
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- Complementary medicine: a broad set of health care 

practices that are not part of that country’s own tradition 

or conventional medicine and are not fully integrated into 

the dominant health-care system. They are used 

interchangeably with traditional medicine in some countries. 

- Traditional and complementary medicine (T&CM): T&CM 

merges the terms TM and CM, encompassing products, 

practices and practitioners. 
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WPRO Member States 
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Yanuca Island Declaration 1995 

 To investigate, analyze, and document traditional and herbal 

medicines that can be used in Pacific Island Countries 

6 | 

Palau Action Statement on Healthy Islands 

1999 

1. Where appropriate, governments need to develop policies in support 

of the proper use of traditional medicine. 

2. Commonly used local plants with medicinal value should be selected 

and their proper use should be assessed and promoted. 

3. Traditional medicine practitioners should be mobilized as community 

health providers. 

4. The potential contribution of scientifically proven traditional medicine 

should be fully explored. 
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Regional Strategy for Traditional Medicine 

in the Western Pacific 2011-2020 

 to include traditional medicine in the national health system; 

 to promote safe and effective use of traditional medicine; 

 to increase access to safe and effective traditional medicine; 

 to promote protection and sustainable use of traditional medicine 

resources; and 

 to strengthen cooperation in generating and sharing traditional 

medicine knowledge and skills. 

Governance 

Information 

Essential 
medicines and 
technologies 

Service 
Delivery 

Workforce 

Financing 

Regional Strategy for TM  

National policy, 
government body 

Allocation of budget, 
national insurance  

M&E, scoping, 
sharing  

Safety & 
quality(competences) 

Safety & quality 
(standards) 

Integration, 
especially PHC  

Integration of 
TM 

Individuals 
& Families 

Community 

Individuals 
& families 

Increase awareness 
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SO2. To promote safe and effective use of 

traditional medicine 

 Strengthen the evidence base of traditional medicine 

 Strengthen regulations and standards for traditional medicine 

products 

 Establish systems for the qualification, accreditation or licensing of 

traditional medicine practitioners 

 Ensure that consumers are appropriately informed 

Pre-clinical Clinical 
Production 
& quality 
control 

Marketing & 
sales 

Post-
marketing 

Regulatory function for medicines, vaccines, medical devices, 
blood products, T&CM products (finished products) 

Pre-market Post-market 

Licensing 
premises  

Registration 
& marketing 
authorization  

Post-market 
surveillance 

Labelling and product 
information 

Control of advertisement and 
promotion 

Laboratory access and testing 

Pharmacovigilance 

Inspection and enforcement 

Clinical trial’s oversight 

Adapted from presentation at the ‘WHO international consultation on regulatory system strengthening’ (2015) 
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 Scope of regulation 

- Clear definition and scope of products to be regulated 

- Raw materials, manufactured products(local & imported) 

 Risk-based approach 

– Ingredients (toxicity) 

– Dosage form (injection, inhalation, oral or topical) 

– Indications / claims 

– Interactions / adverse reactions 

– Inappropriate use / abuse 

 

 

Key elements of QAS for  

finished T&CM products 
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Good Agricultural and Collection Practices 

Cultivation 

Collection Processing 

Manufacturing 
business/factories 

Practitioners 

Consumers 

Wholesaler/
retailer 

Raw material 



13 | 

Finished T&CM products 

 Licensing 

- manufacturers, importers, wholesalers, retailers 

 Registration 

- Quality/safety/efficacy standards 

- Quality: cultivation of raw materials(GACP), GMP, Lab testing, 

pharmacopoeia/monograph 

- Safety: negative list of ingredients, testing 

- Efficacy & therapeutic claims: scientific vs. historical evidence 
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Cont. 

Licensing manufacturing factories_ 
GMP 

Registered products 
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Cont. 

- Recognition of overseas standards 
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Cont. 

- International regulatory cooperation: ASEAN, FHH, IRCH  
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Cont. Lab access and testing 

Quality Control 
 

- Active ingredients 

- Microbial test 

- Heavy metal 

- Pesticide residuals 
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Cont. 

 Post-marketing surveillance 

- post-marketing safety audit program 

 Communication 

- Labelling, consumer information/ Advertisement 

 Inspection and enforcement 

 Implementation of regulation 

- Step-wise approach, engagement with stakeholders  
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T&CM Products by practitioners 

 Regulation of the practitioners 

- Licensing/registration 

- Training on hygienic practice 

- Code of conduct 

  

 Regulation of the facilities  
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Two streams of T&CM products in PICs 

Indigenous traditional medicines  
- Produced and prepared by traditional 
medicine practitioners in a small-scale 

Imported T&CM products as finished 
products 
- Produced by manufacturing business in a 
large-scale 
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T&CM Products in PICs 

 Imported T&CM products 

- Private sector: information on “from where, what, how much, by 

whom, to whom” 

- Small-scale individual importation for individual use  

- Large-scale importation: regulation  
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 Indigenous traditional medicines 

- Regulation for traditional medicines or traditional medicine 

practitioners? 

- Balance between regulation and access to traditional medicines 

 Small-scale production for individual, families and communities 

 Large-scale production: regulation (balance between regulation and 

R&D and timely entry to the market with reasonable cost) 
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- Underlying issues: 

 National policy/ implementation(action) plan, governance & financing 

 Role of traditional medicine within UHC framework: sometimes the 

only available and accessible treatment & often the first line therapy 

 Intellectual property right 

 Evidence: Is historical evidence enough for ensuring quality, safety 

and effectiveness? 

 Sustainable use of natural resources 
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Thank you 
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Presentation outline 

 

 Population: 7.5 million (2011 census estimate)  

 Languages – 800 local languages, English for work and 
school 

 Geography – mostly rugged, mountain areas, lowland 
rainforest and swamplands 

 Wide cultural diversity with wide range of traditional 
practices and products used 

 Has approximately 5 per cent of the worlds biodiversity, 
therefore is richly endowed with medicinal plants. 

 

 

 

 

1. Country profile: 

The National Medicines Policy 2014, Approved by 
NEC on the 20th March 2014.  

It intends to provide direction and framework for 
coordinating activities in the pharmaceutical 
sector in Papua New Guinea. 

Sets the direction and guidance to the review of 
the Medicines and Cosmetics Act 1999 and 
Medicines and Cosmetics Regulation 2002. 

 2. National Medicines Policy 2014 - 1 

 3.2.6 Good Governance & Management Framework 

iii) Legislation  

- Existing legislations and regulations shall be revised to 
effect implementation of the National Medicines Policy  

 

Strategies:  

a) The NDoH will lead the health sector partners to update 
existing legislations and regulations as and when required to 
enforce policy directions and address changes affecting the 
pharmaceutical sector.  

 

2. National Medicines Policy 2014 - 2 

3.2.3  Regulation and Quality Assurance  

 

viii) Regulation of natural health products  

The use of natural health products in complementary and 
alternative medicine shall be regulated.    

 

Strategies: 

 a) All natural products used in complementary and 
alternative medicine will be listed with the Pharmacy Board 
and regulated according to their risks  

b) All importers and wholesalers  of natural health products 
will register with the Pharmacy Board of PNG 

2. National Medicines Policy 2014 - 3 



Strategies cont…:  

c) The NDoH will advocate to ensure the public is made 
aware that advertising of natural products do not carry 
therapeutic claims or exaggerated or mislead on benefits 
and risks.  

d) Post marketing surveillance and adverse events reporting 
mechanism will be strengthened and improved  

e) The NDoH will ensure the public have access to safe and 
effective natural products by investigating their safety, 
efficacy and quality 

f) All natural health products with therapeutic indications 
manufactured domestically for commercial use will be 
subject to product registration 

2. National Medicines Policy 2014 - 4 

Medicines: 

- Any substance in a pharmaceutical product that is used to modify or 
explore physiological systems or pathological states for the benefit of the 
recipient. In this policy the words “drug”, “medicine” and 
“pharmaceutical” are terms used interchangeably and may denote herbal 
medicines and medical devices (NMP 2014) 

 

- is a substance or combination of substances that: 

 the diagnosis, treatment, mitigation or prevention of a disease, disorder, 
condition or abnormal physical state or its symptoms in humans; 

 restoring or correcting organic functions in humans; or 

 modifying organic functions in humans, such as modifying those functions 
in a manner that maintains or promotes health and well being. (Proff 
Briggs), 

 

 

3. Definitions (draft) - 1 

Medicinal Purposes - means a use for the purpose of or in connection with– 

 (a) preventing, diagnosing, curing or alleviating a disease, disorder, or 
condition , ailment, defect or injury in humans or animals; or 
(b) influencing, inhibiting or modifying a physiological process in humans 
or animals; or 
(c) testing the susceptibility of humans or animals to a disease or ailment; 
or 
(d) destroying or inhibiting micro-organisms that may be harmful to 
humans or animals; (M & C Act 1999) 

 

Medicinal Product - means a medicinal substance or a medical device 
intended for use for medicinal purposes 

Herbal Medicines - includes herbs, herbal materials, herbal preparations and 
finished herbal products 

 

3. Definitions (draft) - 2 

In developing a regulatory definition for Natural Health product 
consideration should be given to; 

the natural origin of the active ingredients 

traditional methods of processing while also permitting the 
use of modern methods in their manufacture (subject to 
certain conditions). This recognise the need to allow for 
modern and innovative methods of processing and for modern 
forms of presentation (such as tablets, capsules and granules) 

their therapeutic use  

 

That is, a natural health product is defined by it’s origin, it’s 
method of preparation and it’s purpose.  The full definition will 
appear in the regulations. 

 

4. Natural Health Products; Lessons learnt - 1 

- Natural Health Products - means a substance set out in 
Schedule X of the Medicines and Cosmetics Regulation or a 
combination of substances in which all the active ingredients 
are substances set out in Schedule X that is manufactured, 
sold or represented for use in: 

 the diagnosis, treatment, mitigation or prevention of a 
disease, disorder, condition or abnormal physical state or 
its symptoms in humans; 

 restoring or correcting organic functions in humans; or 

 modifying organic functions in humans, such as modifying 
those functions in a manner that maintains or promotes 
health and well being.  

 

 

 

 

4. Natural Health Products: Lessons Learnt - 2 

A natural health product includes traditional medicines, 
complementary medicines and health supplements. 
 

 Traditional medicine has a long history. It is the sum total of the knowledge, skill, and practices 
based on the theories, beliefs, and experiences indigenous to different cultures, whether 
explicable or not, used in the maintenance of health as well as in the prevention, diagnosis, 
improvement or treatment of physical and mental illness. Traditional medicines may contain a 
substance set out in Schedule X of the Medicines and Health Product Regulations or a 
combination of substances in which all the medicinal ingredients are substances set out in 
Schedule X. 

 Complementary medicine or alternative medicine refer to a broad set of health care practices 
that are not part of that country’s own tradition or conventional medicine and are not fully 
integrated into the dominant health-care system. They are used interchangeably with 
traditional medicine in some countries.  Complementary medicines contain a substance set out 
in Schedule X of the Medicines and Health Product Regulations or a combination of substances 
in which all the medicinal ingredients are substances set out in Schedule X 

 Health Supplement means any product that is used to supplement a diet and to maintain, 
enhance and improve the healthy function of human body and contains a substance set out in 
Schedule X of the Medicines and Health Product Regulations or a combination of substances in 
which all the medicinal ingredients are substances set out in Schedule X. 

 

 

 

 

4. Natural Health Products: Lessons Learnt - 3 



Note: The details will be captured in the Regulation 

PART III: NATIONAL REGULATORY SYSTEM   

(Medicines and Cosmetics  Act revised draft; Article 16, 17, 18 & 19) 

 

Article 16 Marketing Authorisation  

All medicinal products in Papua New Guinea shall be registered 
and have a marketing authorisation unless otherwise exempted.  

The MRPO and Pharmacy Board shall issue a Regulation on 
Registration that specifies the requirements for marketing 
authorization of all products subject to this Act.  

- In the case of a medicinal product for which a marketing 
authorization has been issued prior to the effective date of this 
Act, the term of the marketing authorization shall expire as 
stated in the marketing authorization.  

 
 

 5. Proposed Legislative Provisions – Version Draft 5 - 1 
Note: The details will be captured in the Regulation 
 
PART III: NATIONAL REGULATORY SYSTEM   
 
Article 17 Exemptions  
 The MRPO may from time to time determine that a medicinal product or category of medicinal 

products or part of any class or category of medicinal products shall be subject to exemption 
from marketing authorization as required by this Act. Any such determination shall be 
published in a list according to Article 25 of this Act and published in a government publication 
by the NDoH and shall come into operation on the date stipulated in the notice.  

 
 The Minister may, on advice of a the MRPO, by notice in the National Gazette, exempt any 

product or class of products specified or described in the notice, from all of the provisions of 
this Act or such of the provisions of this Act as are specified of described in the notice.  

 
 Exemptions shall apply for medicinal products in the following categories:  
          a.  Personal use without a product license where the quantity of the medicinal product does   
                not exceed three months’ supply based on the dosage recommended by the manufacturer 
                 or supplier of the product  
         b. By a person for the purpose of administering the medicinal product to himself or to any  
              member of his or her family; or  
        c.  By a authorized prescriber, for the purpose of administering the  medicinal product to a  
             patient under the prescriber’s  care; or   
        d. Approved clinical trials;   
        e. Public health emergencies declared by the minister of health;   
 

 5. Proposed Legislative Provisions – Version Draft 5 - 2 

Note: The details will be captured in the Regulation  
 
PART III: NATIONAL REGULATORY SYSTEM   
Article 18 Application for Marketing Authorization  
 
 Every application for marketing authorisation of any medicinal products shall be 

submitted to the MRPO according to the Regulation on Registration and payment of 
the application fee which shall be according to the schedule of fees which may be 
amended from time to time and effective on the date of publication in the Gazette.   

  The MRPO   shall approve a medicinal product for marketing authorization if it is 
satisfied that the medicinal product meets the requirements of registration 
according to the Regulation on Registration. The Regulation on Registration shall 
also include requirements for product for labelling, packaging, inserts, and patient 
information.     

 The MRPO shall issue regulations on standards and procedures for referencing, 
relying upon or otherwise weighting, the marketing authorization assessments or 
approvals of other medicinal product regulatory authorities or assessment 
mechanisms and shall be authorized to rely on or recognize the decisions of other 
regulatory authorities or assessment mechanisms.  

 The MRPO may approve medicinal products according to one of the following 
evaluation methods:   

         a. Full registration,  
         b. Fast track registration for products registered by  regulatory authorities listed  
              in the Regulation on Registration, or 
         c. By provisional registration,   
         d. Notification 
         e. Reliance on or recognition of the decisions of other regulatory authorities. 
         f. Other methods as maybe defined in the Regulation on Registration.         
 

 5. Proposed Legislative Provisions – Version Draft 5 - 3 

Note: The details will be captured in the Regulation  
PART III: NATIONAL REGULATORY SYSTEM   
Article 18 Application for Marketing Authorization cont…….. 
    
 If an application does not meet the requirements for registration, the MRPO 

shall notify the applicant in writing of the reasons and the applicant shall be 
granted a time period of thirty calendar days from the date of the notification 
to furnish the MRPO with a revised application.  

 If no such response is submitted by the applicant within thirty days, or if after 
consideration of any revised application, the application does not meet the 
requirements for registration, the MRPO shall reject the application.  

  The MRPO shall maintain the PNG Medicinal Products Register in the Gazette 
and publish information on products authorize on the official website of the 
MRPO. The Register content shall be confidential and it shall be periodically 
updated and internally and externally audited.   

 A marketing authorization shall be granted for a period not exceeding five 
years, and is renewable on application at the expiration of the term.  

           a. A marketing authorization   shall be on a  form as established in the  
                Regulation on Registration; and  
           b. shall contain such conditions as are determined by the MRPO which may  
                 include that a marketing authorization holder consents to the  
                 jurisdiction of the courts of Papua New Guinea,     
           c. comes into force on the date specified in the license,   
           d. is subject to the payment of the prescribed license fee; and  
           e. is not transferable.  
 

 5. Proposed Legislative Provisions – Version Draft 5 - 4 

Note: The details will be captured in the Regulation 

PART III: NATIONAL REGULATORY SYSTEM   
 
Article 19 Standards to which products shall conform  
 
All products to which this Act applies must conform to such 

standards as are prescribed by the MRPO and in any applicable 
regulation.  

 
In prescribing the standards and or requirements to which 

products are to conform, the MRPO may adopt by reference 
the whole or part of any standard, or requirement published 
by other approved regulatory authorities, the WHO, 
internationally recognized pharmacopoeia such as the 
European, British, International or US Pharmacopoeia, any 
economic community or other reference organization.  

 

 5. Proposed Legislative Provisions – Version Draft 5 - 5 

NOTE:  

Consultation progressing to align the Governance structure 
with the existing system. 

 

The Current PSSB is executing the responsibilities of the 
National Medicines Regulatory Authority. 

Also currently provides secretariat to Pharmacy Board 

Proposed MRPO will be within the National Department of 
Health structure. 

 

 

6. Governance Structure 



Minister for Health 

Secretary for Health 

D/Secretary – NHSS D/Secretary –NHP & CS 

EM- 
Medical Standards 

EM – Public Health EM – Corporate 
Services 

EM – Strategic Policy 

Manager– Pharmaceutical Standards 
Manager - Medical Supplies 
Procurement 

TA – 
Pharmaceutical 

Care 

TA – 
Compliance 
& Licensing 

TA – Product 
Registration 

TA – 
Medicines 

Laboratory 

TA – Medical 
Supplies & 

Procurement 

TA – AMS 
Distribution 

NB: i) EM= Executive Manager ii) TA = Technical Advisor 

PV/DI 
-Advertising/Promotion 
-Narcotics 
-License/Permits 

 -Regional & 
Provincial 
Inspectors 

- Pharmaceuticals 
- Medical 

Devices/Biotec 
- Complementary/

herbal medicines 

-Scientific 
Officer 
- 5 Lab 

Analysts 
 

-TB/HIV,Malaria,RH,EPI 
etc. 

Staff – Pharmaceutical Services Standards Branch, NDoH. 

 7. Regulatory Function snap shot  

PNG Market Global market 

Pre-market activities Post market activities 

Country borders 

Products moving in trade and commerce – this way 

- GSP/GDP/GPP inspections 

- Pharmacovigilance 

- Medicines Information 

- Advertisement Control 

- Quality Control 

- Licensing importers, wholesalers, 

      retailers and personnel 

 

 

 

 

 

- GMP Inspection 

- Product Registration 

- Clinical Trials 

To prequalify 

manufacturers  

To filter products for safety, 
efficacy and quality (issue of 
product license) 

Maintenance of drug 

quality, safety and 

efficacy by 

compliance 

Monitor for drug 

safety during use 

Provide correct medicines information to prescribers and the public 

Control adverts for prescription medicines 

To provide immediate evidence to support regulatory decisions and action  

To control establishments and personnel dealing with 

medicines 

End 

users 

Quality Assurance (System of Controls) 

Objective: 

Safety, 

Efficacy & 

Quality 

 Medicines and Cosmetics Act revised Version 5 Draft – out in circulation for final 
comments. 

  NDoH Legal and Partnership Branch will review the Governance structure to align 
to the existing system. 

 Work plan on the Review of the M&C Act developed with timeframe and action 
stakeholders. 

 Once the Certificate of Necessity is obtained by June from DJAG, review of the M & 
C regulation will begin. WHO will support and facilitate the process. 

 

 Work on Internal systems and process are being improved; 

      - Guideline and SOP on GMP clearance and registration process in place 

     - the ICT systems and procedures in development – good progress so far. 

     - Establishment and capacity building of the NMQCL - progressing well. 

     - Work on PV/ADR starting with engagement from disease programs 

 Request for additional HR is also in progress. 

 

8. Progress Update - Regulatory Systems and   Processes   

 

Natural Health Products have played a vital role in the 
primary health care system and thus more people are turning 
to complementary and alternative means of health care. 

PNG has recognized that need and had captured the 
Regulation of Natural Health Products in the National 
Medicines Policy 2014. 

Hence, work is now in progress of establishing the legislative 
backing and has taken a step forward to regulate this 
product line (Natural Health Products) along with all the 
conventional medicines. 

 

9. Conclusion and Way Forward 

 Acknowledge and thank WHO for the support in providing the TAs in the 
review of the Medicines and Cosmetics Act 1999. (still progressing) 

        - Engagement of Professor Briggs – provides   

          information paper and guidance on regulation of Natural Health  

          Products 

        - Engagement of Lawyer (Ms. Yoomi Kim and Professor Michele Forzley)  

          in the drafting  - still progressing. 

 Global Fund/World Vision and AustDFAT/WHO – funding under Health 
System Strengthening 2013-2017 grant. 

 The SEM of National Department of Health for its commitment to 
implementing the NMP 2014 via PSS & MS SIP 2016-2020. 

 The hard working and committed staff of Pharmaceutical Services 
Standards Branch. 
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Issues on Quality and Safety of 

Traditional Medicines in FSM  

 Demographics 

 Health System Setup & Roles 

 Background on Traditional 

Medicines 

 FSM Issues on Quality & Safety 

of Traditional Medicines 

 Way Forward 

National 
Health 
Office 

Chuuk 
State 

Health 
Services 

Kosrae 
State 

Health 
Services 

Pohnpei 
State 

Health 
Services 

Yap State 
Health 

Services 

1 Main Hospital (125 beds) 
80 Dispensaries (68 active) 
EML 
Procure & Store 
1 Pharmacist 
 

1 Main Hospital(35beds) 
        3 CHCs 
            EML 
             Procure & Store 
             1 Pharmacist 
 

1 Main Hospital (93 beds) 
1 CHC 
9 Dispensaries 
EML 
Procure & Store 
1 Pharmacist 

1 Main Hospital (38 beds) 
6 CHCs 
15 Dispensaries 
EML 
Procure & Store 
2 Pharmacists 
 

 

 NATIONAL HEALTH OFFICE 
- Develop national policies and standards 
- Program coordination 
- Evaluation & monitoring 
- Seek &Provide technical assistance & capacity 

building  
- License / certify 
- Authorizes import/export of narcotics 
 
 STATE HEALTH DEPARTMENTS 
 
- Activity Implementation / delivery of health care 

services 
 



 Traditional Medicine Practices 

• Old & ongoing practice 

• 1st and last treatment 

• Cheaper 

• ↑ interest 

 

 PNI Initiative – to standardized traditional medicine 
and integrate in into the health care system 

 

 Nov-Dec 2014 – 4th FSM NCD Summit – adopted 17 
recommendations- #13 – call for government support 
on PNI Initiative and other three states also 

 

 

 

 

 

 

 

 May 2016 – Request to WHO 

 

1. to conduct an assessment to which traditional 
medicine is used or can be used in the FSM 
States 

2. To conduct a stakeholders workshop where 
traditional medicine will be discussed and 
ways forward agreed upon 

3. To present a work plan to the FSM policy 
makers during the National NCD meeting 

 

 

 July-August 2016 – WHO Analysis of 
Traditional (survey questionnaire – 2 parts: 
current situation & integration) 

 

 October 18, 2016 – Traditional Medicines 
Stakeholders Workshop 

1. Current Situation (6 findings) 

2. Issues (3 key issues) 

3. Recommendations (5 recommendations) 

 

 

 

1&2. No policy and regulation 
 

 
 

3. Limited information 
documented 



4. No system in place for understanding 
pharmacology of herbal medicines/test 
effectiveness of services 

  

 

 

 

 
 

WHAT TO DO??? 

 

 Develop national policy to guide 
development of Traditional Medicine & 
introduce regulations on Traditional 
Medicine Practitioners  
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Outline 

• Policy & Strategies (National Medicinal Products Policy 
& Strategic Plan for implementing the NMPP) 

• Availability of traditional medicines in Fiji 

• Control of Traditional Indian & Chinese medicines 

• Other plans for traditional & complementary medicines 

 

 

 

 

• Aligned to the enactment of the 2 new legislations, the 

Pharmacy Profession Act 2011 & the Medicinal Products 

Act 2011 

• Covers medicinal products, poisons, devices & herbal 

medicines 

 

 

National Medicinal 
Products Policy 2013    

Policy Objectives 

• To ensure the ready and reliable availability of good 
quality, acceptably safe and proven effective medicines 
at an affordable price 

• To rationalise the use of medicines  

• To define the national goals & objectives, set priorities, 
and medium to long term commitments of the 
government. 

 
Traditional Medicine - -

NMPP  

  

The aim of the policy is to recognise the place of traditional 

medicines in the management of health problems in the 

community and, to ensure only safe and appropriate use of 

traditional medicines 

 

 

 

 

 The FPBSC will cooperate with the Traditional Medicines 
sector through the appropriate body representing the 

Traditional Medicine sector 

 

National Medicinal 

Products Policy 2013(1) 



 
National Medicinal 

Products Policy 2013 (2) 
  The Government will encourage and support research into 

indigenous herbal and traditional remedies with a view to 

– identifying the most useful remedies for treatment of common endemic diseases, 

– determination the composition of these, their formulation into standardised products of 

reliable quality and rationalisation of their use. 

– identifying dangerous products and they will be excluded from availability in Fiji.  

 Research will be undertaken in association with appropriate 

educational and research organisations such as the University of the 

South Pacific and the College of Medicine, Nursing & Health 

Science. 

 The traditional knowledge concerning Fijian medicines 

will be protected from unauthorised exploitation by Laws 

or Agreements.   

 Laws will also provide for Fijian communities to gain a 

majority share in any potential reward from any 

authorised commercial exploitation of traditional 

medicines derived from indigenous cultures. 

 

National Medicinal Products 
Policy 2013 (3) 

 

Strategic Plan for Implementation  
of NMPP  

 Collaborate with WHO to establish an appropriate Fiji 
‘Traditional Medicines Association’ (TMA) that will be 
responsible for the management of traditional medicines 

  

Work with the University of the South Pacific (USP) who 
have been studying Fiji TMs and identify the appropriate 
traditional body responsible for TMs in Fiji for 
collaboration 

Strategic Plan for Implementation  
of NMPP  

 Develop legislation/regulation to prevent foreign 
exploitation of traditional Fiji knowledge and practices.  
Any commercial exploitation must be regulated to 
maintain knowledge and control in Fiji communities. 
Intellectual Property Rights to remain owned in Fiji. 

 Collaborate with the Consumer Council of Fiji (CCF) to 
assess traditional medicines and practices that are being 
used.  Document medicines and practices. 

 

Traditional Fijian 
Medicines 

• Indigenous plants in Fiji (as in the whole Pacific Region) 
have been used traditionally for their medicinal 
properties.  

• good community knowledge about the perceived 
properties of these products.  

• There is provision to incorporate their use in the future. 

Examples of Fijian 

Traditional medicines 

Are mainly used for their carminative properties and 

for the treatment of mild skin ailments and bites. 

Coconut water is an ideal remedy for dehydration and 

other parts of the coconut plants also have medicinal 

properties. 

 
Cocos nucifera – oil used traditionally for 
skin and mouth problems. 
Coconut water is used to treat colitis, 
kidney stones, and stomach acidity. 
Coconut water is effective for 
management of dehydration. 



Examples of Fijian 

Traditional medicines 

Noni tree   Morinda citrifolia (kura) 
Fruit, flower, leaves, bark and root of Morinda 
citrifolia have all been employed for diverse 
medicinal purposes.  Leaves are used in 
poultices and mixed with oil, for the treatment 
of rheumatic pain, inflammation, neuralgia, 
ulcers, gout, cough and cold, boils and 
ringworm.  

The fruit was also part of formulas for cleansing, sometimes with taro, cane juice 
and other plants. It has even been used for intestinal worms, weakness and 
respiratory disorders. 
The juice of the ripe fruit has been used as a popular folk remedy purported to 
stabilize blood sugar in cases of adult diabetes. 

Sometimes fruit juice is mixed with salt or sliced and applied to skin 
infections. Leaves of the tree were mashed with other plants and applied to 
wounds. 
 

Examples of Fijian 

Traditional medicines 

The leaves of this plant are believed to have antiseptic properties. The 
crushed leaves are used to help to stop bleeding (of wounds) by 
encouraging clotting. The leaves are also crushed and used as a poultice 
for boils, sores and swollen feet. Essential oils from this plant have been 
reported to demonstrate antibacterial properties against a certain strain 
of Staphylococcus aureus. The plant has also shown anti fungal and anti 
inflammatory properties 

Fijian name: Botebote Koro  English name: Goat Weed 
Scientific name: Ageratum conyzoides 
 
 

Control of traditional Indian 

and Chinese medicines 

• Traditional Indian and Chinese medicines have been introduced 

into Fiji and there is little information about the constituents of 

these products. 

• It has become a higher priority to address Traditional Chinese 

Medicines (TCM) because there is pressure from the Chinese 

community to allow Chinese medicines to be imported 

 

Control of Indian and 

Chinese medicines 

• Under the Medicinal Products Act and the NMPP any product that 

claims to be a medicine must be submitted to the Medicines Regulatory 

Authority (MRA) for full review. 

•  Submission must include 

– Ingredients and strengths and other details listed clearly in English 

– Appropriate full documentation of manufacture and quality assurance 

–   as for any other product claiming to be a medicine 

• The MRA will evaluate all factors to determine whether the product can 

be approved for import into Fiji. 

• Personal importation is limited to 3 months supply 

• Import for sale & distribution is not permitted 

 

Control of Indian  

and Chinese medicines 

Control means that Indian and Chinese medicines that do not satisfy 

the Regulatory criteria may not be imported into Fiji. 

• It is not possible to know what they contain when  

• They are referred to as Chinese and Indian Traditional medicines but 

they are not standard and their ingredients are not written in English.   

• Some Chinese medicines have been found to contain ingredients that 

are no longer used due to side effects or obsolescence such as 

phenylbutazone, reserpine and sulphonamides.  

• Some Chinese medicines have been found to contain steroids and 

even rat poison and Viagra.   

• Indian medicines have been known to be contaminated by heavy 

metals  

• It is important to safeguard the Fijian community. 

 

Other Plans for Traditional & 

Complementary medicines  

• Develop a Natural Health Products regulation, for 
finished products. 

• Focus on products (Traditional Medicine encompasses 
Products, Practices & Practitioners) 

• MRA to develop a system for LISTING T&CM’s that have 
ingredients clearly written in English and are considered 
safe, according to the Australian TGA system 

• MRA  to consider providing registration and licenses to 
individuals who may import and distribute them 

 



Conclusion 

 Imported Indian and Chinese medicines must be 
controlled appropriately 

– Products proved to be safe could be Listed and scheduled 
appropriately 

 Authentic Traditional Fijian medicines must be 
investigated in collaboration with research organisations 
and recognised Fijian traditional medicine authorities. 

 Collaboration between the FPBSC, the MoHMS, the 
WHO and the above body will determine the role of 
traditional medicines in Fiji community health care. 

 An appropriate Fiji ‘Traditional Medicines Association’ 
(TMA) will be established. 
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• Aligned to the enactment of the 2 new legislations, the 

Pharmacy Profession Act 2011 & the Medicinal Products 

Act 2011 

• Covers medicinal products, poisons, devices & herbal 

medicines 

 

 

National Medicinal 
Products Policy 2013    

Policy Objectives 

• To ensure the ready and reliable availability of good 
quality, acceptably safe and proven effective medicines 
at an affordable price 

• To rationalise the use of medicines  

• To define the national goals & objectives, set priorities, 
and medium to long term commitments of the 
government. 

 
Traditional Medicine - -

NMPP  

  

The aim of the policy is to recognise the place of traditional 

medicines in the management of health problems in the 

community and, to ensure only safe and appropriate use of 

traditional medicines 

 

 

 

 

 The FPBSC will cooperate with the Traditional Medicines 
sector through the appropriate body representing the 

Traditional Medicine sector 

 

National Medicinal 

Products Policy 2013(1) 



 
National Medicinal 

Products Policy 2013 (2) 
  The Government will encourage and support research into 

indigenous herbal and traditional remedies with a view to 

– identifying the most useful remedies for treatment of common endemic diseases, 

– determination the composition of these, their formulation into standardised products of 

reliable quality and rationalisation of their use. 

– identifying dangerous products and they will be excluded from availability in Fiji.  

 Research will be undertaken in association with appropriate 

educational and research organisations such as the University of the 

South Pacific and the College of Medicine, Nursing & Health 

Science. 

 The traditional knowledge concerning Fijian medicines 

will be protected from unauthorised exploitation by Laws 

or Agreements.   

 Laws will also provide for Fijian communities to gain a 

majority share in any potential reward from any 

authorised commercial exploitation of traditional 

medicines derived from indigenous cultures. 

 

National Medicinal Products 
Policy 2013 (3) 

 

Strategic Plan for Implementation  
of NMPP  

 Collaborate with WHO to establish an appropriate Fiji 
‘Traditional Medicines Association’ (TMA) that will be 
responsible for the management of traditional medicines 

  

Work with the University of the South Pacific (USP) who 
have been studying Fiji TMs and identify the appropriate 
traditional body responsible for TMs in Fiji for 
collaboration 

Strategic Plan for Implementation  
of NMPP  

 Develop legislation/regulation to prevent foreign 
exploitation of traditional Fiji knowledge and practices.  
Any commercial exploitation must be regulated to 
maintain knowledge and control in Fiji communities. 
Intellectual Property Rights to remain owned in Fiji. 

 Collaborate with the Consumer Council of Fiji (CCF) to 
assess traditional medicines and practices that are being 
used.  Document medicines and practices. 

 

Traditional Fijian 
Medicines 

• Indigenous plants in Fiji (as in the whole Pacific Region) 
have been used traditionally for their medicinal 
properties.  

• good community knowledge about the perceived 
properties of these products.  

• There is provision to incorporate their use in the future. 

Examples of Fijian 

Traditional medicines 

Are mainly used for their carminative properties and 

for the treatment of mild skin ailments and bites. 

Coconut water is an ideal remedy for dehydration and 

other parts of the coconut plants also have medicinal 

properties. 

 
Cocos nucifera – oil used traditionally for 
skin and mouth problems. 
Coconut water is used to treat colitis, 
kidney stones, and stomach acidity. 
Coconut water is effective for 
management of dehydration. 



Examples of Fijian 

Traditional medicines 

Noni tree   Morinda citrifolia (kura) 
Fruit, flower, leaves, bark and root of Morinda 
citrifolia have all been employed for diverse 
medicinal purposes.  Leaves are used in 
poultices and mixed with oil, for the treatment 
of rheumatic pain, inflammation, neuralgia, 
ulcers, gout, cough and cold, boils and 
ringworm.  

The fruit was also part of formulas for cleansing, sometimes with taro, cane juice 
and other plants. It has even been used for intestinal worms, weakness and 
respiratory disorders. 
The juice of the ripe fruit has been used as a popular folk remedy purported to 
stabilize blood sugar in cases of adult diabetes. 

Sometimes fruit juice is mixed with salt or sliced and applied to skin 
infections. Leaves of the tree were mashed with other plants and applied to 
wounds. 
 

Examples of Fijian 

Traditional medicines 

The leaves of this plant are believed to have antiseptic properties. The 
crushed leaves are used to help to stop bleeding (of wounds) by 
encouraging clotting. The leaves are also crushed and used as a poultice 
for boils, sores and swollen feet. Essential oils from this plant have been 
reported to demonstrate antibacterial properties against a certain strain 
of Staphylococcus aureus. The plant has also shown anti fungal and anti 
inflammatory properties 

Fijian name: Botebote Koro  English name: Goat Weed 
Scientific name: Ageratum conyzoides 
 
 

Control of traditional Indian 

and Chinese medicines 

• Traditional Indian and Chinese medicines have been introduced 

into Fiji and there is little information about the constituents of 

these products. 

• It has become a higher priority to address Traditional Chinese 

Medicines (TCM) because there is pressure from the Chinese 

community to allow Chinese medicines to be imported 

 

Control of Indian and 

Chinese medicines 

• Under the Medicinal Products Act and the NMPP any product that 

claims to be a medicine must be submitted to the Medicines Regulatory 

Authority (MRA) for full review. 

•  Submission must include 

– Ingredients and strengths and other details listed clearly in English 

– Appropriate full documentation of manufacture and quality assurance 

–   as for any other product claiming to be a medicine 

• The MRA will evaluate all factors to determine whether the product can 

be approved for import into Fiji. 

• Personal importation is limited to 3 months supply 

• Import for sale & distribution is not permitted 

 

Control of Indian  

and Chinese medicines 

Control means that Indian and Chinese medicines that do not satisfy 

the Regulatory criteria may not be imported into Fiji. 

• It is not possible to know what they contain when  

• They are referred to as Chinese and Indian Traditional medicines but 

they are not standard and their ingredients are not written in English.   

• Some Chinese medicines have been found to contain ingredients that 

are no longer used due to side effects or obsolescence such as 

phenylbutazone, reserpine and sulphonamides.  

• Some Chinese medicines have been found to contain steroids and 

even rat poison and Viagra.   

• Indian medicines have been known to be contaminated by heavy 

metals  

• It is important to safeguard the Fijian community. 

 

Other Plans for Traditional & 

Complementary medicines  

• Develop a Natural Health Products regulation, for 
finished products. 

• Focus on products (Traditional Medicine encompasses 
Products, Practices & Practitioners) 

• MRA to develop a system for LISTING T&CM’s that have 
ingredients clearly written in English and are considered 
safe, according to the Australian TGA system 

• MRA  to consider providing registration and licenses to 
individuals who may import and distribute them 

 



Conclusion 

 Imported Indian and Chinese medicines must be 
controlled appropriately 

– Products proved to be safe could be Listed and scheduled 
appropriately 

 Authentic Traditional Fijian medicines must be 
investigated in collaboration with research organisations 
and recognised Fijian traditional medicine authorities. 

 Collaboration between the FPBSC, the MoHMS, the 
WHO and the above body will determine the role of 
traditional medicines in Fiji community health care. 

 An appropriate Fiji ‘Traditional Medicines Association’ 
(TMA) will be established. 
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WPR Regional Committee Resolutions 

 WPR/RC65.R5 (2014): 

Regional Framework for 

implementation of GVAP  

Regional Priority Actions SO-5.4:  

 Strengthen NRA system & facilitate 

relevant technology transfer to 

contribute to securing the global 

supply of quality vaccines  

 Strengthen the regulatory capacity 

under Regional Alliance for NRAs 

for Vaccines 

 WPR/RC66.R2 

(2015):Universal health 

coverage: moving towards 

better health (regional  

action framework):  

– Medicines & Health 

Technologies as 1 of 6 

Health Systems Building 

Blocks 

DoV/GVAP (2011-2020) Goal & SO 
1 

Achieve a world free of 

poliomyelitis 

 

2 
Meet global and regional 

elimination targets 

 

 

3 

Meet  

vaccination coverage 

targets in every region, 

country and community 

4 

Develop and introduce 

new and improved vaccines 

and technologies 

 

Exceed  

the Millennium 

Development  Goal 4 

target for reducing 

child mortality 

 

5 

5 Goals 

5 
IMMUNIZATION PROGRAMMES  
HAVE SUSTAINABLE ACCESS  

TO PREDICTABLE FUNDING, QUALITY  
SUPPLY AND INNOVATIVE TECHNOLOGIES. 

4 

STRONG IMMUNIZATION SYSTEMS 
ARE AN INTEGRAL PART OF A WELL 
-FUNCTIONING HEALTH SYSTEM 

6 Strategic Objectives 

3 
THE BENEFITS OF IMMUNIZATION ARE  
EQUITABLY EXTENDED TO ALL PEOPLE 

1 
ALL COUNTRIES COMMIT TO 

IMMUNIZATION AS A PRIORITY 

2 
INDIVIDUALS AND COMMUNITIES 
UNDERSTAND THE VALUE OF VACCINES 
AND DEMAND IMMUNIZATION AS 
BOTH THEIR RIGHT AND 
RESPONSIBILITY 

6 
COUNTRY, REGIONAL AND GLOBAL 

RESEARCH AND DEVELOPMENT 
INNOVATIONS MAXIMIZE THE BENEFITS 

OF IMMUNIZATION 

Slide: Dr Tomas Cherian, WHO/HQ 

Regional Vaccine Action Plans 

• EUR: European Vaccine Action Plan - adopted 
by the RC, October 2014 

• WPR: Regional Framework for implementation 
of GVAP - adopted by the RC, October 2014 

• AFR: Regional Strategic Plan for Immunization 
- adopted by the RC, November 2014 

• AMR: Plan de Acción sobre Inmunización para 
la Región de las Américas - adopted by the RC, 
September 2015 

• EMR: Eastern Mediterranean Vaccine Action 
Plan - adopted by the RC, October 2015 

• SEAR: “Strategic plan 2014-2017” - available up 
to 2017 and under revision to make SEARVAP 
 
 
 

5 
Slide: Dr Philippe Duclos, WHO/HQ 

DoV/GVAP (2011-2020) & WPR RVAP Goals 

1 

Achieve a world free of 

poliomyelitis 

 

2 
Meet global and regional 

elimination targets 

 

 

3 

Meet  

vaccination coverage 

targets in every region, 

country and community 

4 

Develop and introduce 

new and improved vaccines 

and technologies 

 

Exceed  

the Millennium 

Development  Goal 4 

target for reducing 

child mortality 

 

5 

Sustain polio-free  

Eliminate tetanus 

(maternal & neonatal)  

Eliminate measles 

Eliminate rubella 

Accelerate 

hepatitis B control 

Accelerate JE 

control 

Introduce new 
vaccines 

Meet regional vaccination coverage targets 



5 
IMMUNIZATION PROGRAMMES  
HAVE SUSTAINABLE ACCESS  

TO PREDICTABLE FUNDING, QUALITY  
SUPPLY AND INNOVATIVE 

TECHNOLOGIES. 

4 
STRONG IMMUNIZATION 
SYSTEMS ARE AN INTEGRAL 
PART OF A WELL -
FUNCTIONING HEALTH 
SYSTEM 

6 Strategic 

Objectives 

DoV/GVAP (2011-2020) Goal & SO 

3 
THE BENEFITS OF 
IMMUNIZATION ARE  
EQUITABLY EXTENDED TO ALL 
PEOPLE 

1 
ALL COUNTRIES COMMIT 
TO IMMUNIZATION AS A 

PRIORITY 

2 
INDIVIDUALS AND 
COMMUNITIES 
UNDERSTAND THE VALUE OF 
VACCINES AND DEMAND 
IMMUNIZATION AS BOTH 
THEIR RIGHT AND 
RESPONSIBILITY 

1 

Achieve a world 

free of 

poliomyelitis 

 

2 
Meet global and 

regional 

elimination targets 

 

 

3 

Meet  

vaccination 

coverage 

targets in 

every region, 

country and 

community 

4 

Develop and 

introduce 

new and improved 

vaccines 

and technologies 

 

Exceed  

the Millennium 

Development  

Goal 4 target for 

reducing child 

mortality 

 

5 

6 
COUNTRY, REGIONAL AND 

GLOBAL 
RESEARCH AND 
DEVELOPMENT 

INNOVATIONS MAXIMIZE 
THE BENEFITS 

OF IMMUNIZATION 

5 Goals 

5.1 Increase total amount of 

funding 

5.2 Increase affordability for MICs 

5.3 Improve allocation of funding in 

LMICs 

5.4 Secure quality supply 

a. Build & support network of 

regulators & suppliers to share 

best practices & improve QA & 

QC 

b. Develop tools to strengthen 

global standardization of 

manufacturing & regulatory 

processes 

c. Strengthen national regulatory 

systems & develop globally 

harmonized regulations 

d. Provide a forum where countries 

can communicate expected 

demand for vaccines & tech and 

provide guidance to 

manufacturers on desired 

product profiles  

8 | 

WPR Regional Priority Actions 

in Achieving GVAP SO-5.4 (2013-2020) 

 Strengthen NRA system & facilitate relevant technology 

transfer to contribute to securing the global supply of 

quality vaccines 

 Strengthen the regulatory capacity under Regional 

Alliance for NRAs for Vaccines 

– Conduct NRA self-assessment to identify current status, 

strengths & gaps 

– Facilitate countries to develop & implement Institutional 

Development Plan 

 

WPR Regional Committee Resolutions 

 WPR/RC65.R5 (2014): 

Regional Framework for 

implementation of GVAP  

Regional Priority Actions SO-5.4:  

 Strengthen NRA system & facilitate 

relevant technology transfer to 

contribute to securing the global 

supply of quality vaccines  

 Strengthen the regulatory capacity 

under Regional Alliance for NRAs 

for Vaccines 

 WPR/RC66.R2 

(2015):Universal health 

coverage: moving towards 

better health (regional  

action framework):  

– Medicines & Health 

Technologies as 1 of 6 

Health Systems Building 

Blocks 

Health Systems Building Blocks, Attributes, UHC Action 

Domains, Health Outcomes/Impact  
Vaccines, part of Essential Medicines & Health Technologies 

HS (att) = Q.E.E.A.S&R 

UHC (ad) = 3 x (Q.E.E.A.S&R ) 

Health Systems Building Block UHC Action Domains 

1.1 Regulations and 
regulatory 

environment 

1.2 Effective, 
responsive 

individual and 
population-based 

services 

1.3 Individual, family 
and community 

engagement 

2.1 Health system 
architecture to meet 

population needs 

2.2 Incentives for 
appropriate 

provision and use of 
services 

2.3 Managerial 
efficiency and 
effectiveness 

3.1 Financial 
protection 

3.2 Service 
coverage and 

access 

3.3 Non-
discrimination 

4.1 Government 
leadership and rule 

of law for health 

4.2 Partnerships for 
public policy 

4.3 Transparent 
monitoring and 

evaluation (M&E) 

5.1 Public health 
preparedness 

5.2 Community 
capacity 

5.3 Health system 
adaptability and 

sustainability 

1.Governance 

2.Health workforce 

3.Health finance 

4.Essential Medicines 
& Technology 

5.Health Information 
System 

6.Service Delivery 

Vaccine as “Health Technology” 

Example Task for HTA 

 Elaboration of a mathematical model 

predicting epidemiological and economic 

impact of vaccination; 

 Economic evaluation of immunisation by 

a cost-effectiveness analysis with the 
computation of cost per QALY (quality 

adjusted life year gained); 

 Evaluation of ethical, legal and social 

issues related to the infection and to the 

introduction of new vaccine; 

 Study of organizational aspects and of 
vaccination impact on the health system, 

both at micro-, meso- and macrol evel 



Use of HTA for UHC:  
Model 1 (evolving from Medical Device regulation) 

NRA HTA P&R 
Physician 

Use 

VACCINE HTA EXAMPLES 

 Tantives, S. et al. 2009. The role of health technology assessment evidence in decision 

making :the case of human papillomavirus vaccination policy in Thailand 

 La Torre et al. 2011. Guidance for future HTA applications to vaccines: The HPV lesson. 

Human Vaccine 

 

Pricing & 
Reimbursement 

Quality, Safety, 
Efficacy, (post 

licensure 

Effectiveness ) 

Cost-Effectiveness 
Systematic review of 

safety & effectiveness 

(Grading of evidence) 

Appropriateness 

Entry point for “one-stop service” 

Regulatory Evaluation & HTA Reasoning; 

Vaccine / Immunization Advisory at WHO 

Implementation 

Appropriateness 

Effectiveness 

Efficacy 

Safety 
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Can it work? 

Can it work here 

Should we do it here? 

How should we do it here? 

Source: Adham Ismail, WHO EMRO, Reproduced with modification  
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UNGA, WHA Resolutions 

SDG 2030 agenda 

 United Nations General Assembly Resolution 70/1 (2015) - 

“Transforming our world: the 2030 Agenda for Sustainable 

Development" 

 WHA Resolution: WHA69.11 - Health in the 2030 Agenda 

for Sustainable Development 

 

SDG-3 – Access to Vaccine/Medicine-related 
SDG 

Trgt 
Description Targets 

3.8 Achieve universal health coverage 

(UHC), including financial risk 

protection, access to quality 

essential health-care services and 

access to safe, effective, quality 

and affordable essential medicines 
and vaccines for all 

The targets are:  

• By 2030, all populations, 

independent of socioeconomic 

status, place of residence or sex, 

have at a minimum 80% essential 

health services coverage.  

• By 2030, everyone has 100% 

financial protection from out-of-
pocket payments for health services 

3.b Support research and development of 

vaccines, medicines for communicable 

and noncommunicable diseases that 
primarily affect developing countries, and 

provide access to affordable essential 

medicines and vaccines, in accordance 

with the Doha Declaration on TRIPS 

Agreement and Public Health 

This point builds upon MDG Target 8.E: 

in cooperation with pharmaceutical 

companies, provide access to 

affordable essential medicines in 

developing countries.  Access to 

affordable medicines is best monitored 

through health facility surveys and 

routine reports, focusing on a set of 

tracer indicators that are associated 

with a high burden of disease 

 
VACCINE REGULATION 

 
  

What is Vaccine? 

A suspension of killed or attenuated 

microorganisms (bacteria, viruses, or rickettsiae), 

or of antigenic protein derived from them, 

administered for the prevention, amelioration, or 

treatment of infectious diseases 

Slide curtesy: Professor Chung K Lee, MFDS 

http://www.tandfonline.com/doi/abs/10.4161/hv.7.9.16084
http://www.tandfonline.com/doi/abs/10.4161/hv.7.9.16084
http://www.tandfonline.com/doi/abs/10.4161/hv.7.9.16084
http://www.tandfonline.com/doi/abs/10.4161/hv.7.9.16084
http://www.tandfonline.com/doi/abs/10.4161/hv.7.9.16084


How to produce Vaccine? 

virus 
(production 

seed) 

Cell culture Harvest Bulk Purification 

Formulation Filling Labeling Packaging 

 

 


 

  

 

Add 

 

Inoculation 

cell 

Adjuvant Stabilizer 

Bulking agent 

Preservative 

Inspection 

 

centrifugation 

Filtering / Dialysis 

Chromatography 

Slide curtesy: Professor Chung K Lee, MFDS 

Two broad categories of Vaccine 

Live 

Killed 

Live vaccines 
• Able to replicate in the host 

• Attenuated in pathogenicity 

Killed vaccines 
• Unable to replicate in the host 

• Inactivated by….  

         ex) formalin, -radiation, heating 

Slide curtesy: Professor Chung K Lee, MFDS 

Live vs. Killed vaccine 
Production Step 

Disease-causing microorganism 

Grow 

Harvest 

Attenuated, live vaccine 

Grow 

Harvest 

Inactivate 

Inactivated, killed vaccine 

Wild  

strain 
Attenuated 

strain 

Slide curtesy: Professor Chung K Lee, MFDS 

Early History of Regulation – 

Biologics, Food, Drug, Cosmetics 

Source: Vaccines, 6th ed. 

Major tragic events Changes in regulation 

1901 

Diphtheria antitoxin 

contaminated with tetanus 

Death of 13 

children in St Louis 

Biologics Control Act (1902) 

  Smallpox vaccine 

contaminated with tetanus 

Death of 9 children 

in Camden, NJ 

1938 Diethylene glycol used in 

an elixir of sulfanilamide 

Deaths FDC Act (1938), safety data 

requirement for INDs 

1941 Contamination of 

sulfathiazole tables with 

phenobarbital 

300 injuries and 

some deaths 

Definition of GMP 

1955 Cutter incident by 

incompletely inactivated 

IPV 

260 cases of 

paralytic polio and 

11 deaths 

Stricter standards and tighter 

control; A system of adverse 

event monitoring (CDC) 

1960 Thalidomide incident More than 10,000 

cases of children 

with severe limb 

deformations 

Better definition of reporting 

requirements for adverse 

reactions 

Premarketing Postmarketing 

Clinical evaluation 

(P1 – P3) 

Pre/Non-

clinical 

evaluation 

File evaluation 

and licensing 

GMP inspections 

Laboratory testing 

Phase 4 

ADR/AEFI, other PMS 

GMP inspections 

Laboratory testing / 

surveillance 

NRA Lot release 

Vaccine Regulation – modern framework 

Changes/Variations 



National Regulatory Authority:  

Overall Objectives 

In most cases, NRA is set up to 

address regulation of products for 

use only within the country’s 

jurisdiction: 

 To ensure that all medical 

products are of acceptable 

quality, safety and efficacy 

 To oversee supply chain in 

which their quality is ensured 

until they reach the 

patient/consumer, and  

 To oversee their commercial 

promotion is accurate 

 Medical Products 

– medicines,  

– vaccines, 

– blood and products, 

– Hormones, growth factors, 

cytokines, 

– cell and gene therapy products, 

– medical devices including in vitro 

diagnostics, 

– traditional medicines 

 

Elements of a Good Regulatory  

Framework  

 A set of common elements are shared by effective 
regulatory frameworks: 
o Science-based 

o Risk-based 

o Flexible and adaptive to evolving needs 

o Streamlined and efficient, Harmonized and aligned with 
international standards 

– Efficiency increased by leveraging work of WHO, trusted NRAs 
and regulatory networks 

 Good regulatory framework must begin with an 
overarching strategic direction (products; functions; other 
government authorities) 

 

Recommendations for all  immunization programmes (12 VPDs) 

•BCG vaccine  

•hepatitis B vaccine  

•poliomyelitis vaccine  

•DTP vaccine 

•Haemophilus influenzae type b vaccine 

•pneumococcal vaccine   

•rotavirus vaccine  

•measles vaccine 

•rubella vaccine  

•HPV vaccine  

Recommendations for certain regions (3) 

•Japanese encephalitis vaccine  

•yellow fever vaccine  

• tick-borne encephalitis vaccine 

Recommendations for some high-risk populations (5) 

• typhoid vaccine 

•cholera vaccine  

•meningococcal meningitis vaccin 

•hepatitis A vaccine e  

• rabies vaccine  

•Dengue vaccine (CYD-TDV) – yet to be included in EML & EMLc 

Recommendations for immunization programmes with certain 
characteristics (3) 

• influenza vaccine (seasonal)  

•mumps vaccine  

•varicella vaccine 

Vax targeting 24 VPDs recommended for RI by WHO 

Position Papers, as of End July 2016 

(Now listed as Essential Medicines) 

Dengue vaccine, licensed, >10 countries (end 2016)  

but not yet WHO-prequalified 

 Licensed  
– Latin America: Mexico, 

Brazil, El Salvador, 
Paraguay, Costa Rica, 
Guatemala, Peru 

– Asia: Philippines, 
Indonesia, Thailand and 
Singapore 

 Indication varies 
– 9-45 years in most 

countries 

– 9-60 years in Paraguay 

 3 doses:0/6/12 months  
 

 17D Yellow fever backbone 

 preM and E replaced with 

DENV-1-4 preM and E 

 

C NS1 NS2A NS2B NS3 NS4A NS4B NS5 3’ 5’ YF17D 

C NS1 NS2A NS2B NS3 NS4A NS4B NS5 3’ 5’ YF17D 

C NS1 NS2A NS2B NS3 NS4A NS4B NS5 3’ 5’ YF17D 

prM E 

prM E 

prM E 

C NS1 NS2A NS2B NS3 NS4A NS4B NS5 3’ 5’ YF17D prM E 

DENV-1 preM and E genes 

DENV-2 preM and E genes 

DENV-3 preM and E genes 

DENV-4 preM and E genes 

 

VACCINES OF ASSURED 

QUALITY 
 

 
  

A Vaccine of Assured Quality:  

working definition 

WHO GPV Policy 
Statement, 1996 

the NRA independently controls the 
quality of the vaccine in accordance with 
the six specified functions defined by 
WHO 

there are no unresolved confirmed 
reports of quality-related problems 

  

  

L Belgharbi et al, 
Vaccine, 6th ed, 2013* 

a vaccine that has been produced in a 
country where a functional NRA 
oversees 

a vaccine that has a positive benefit-to-
risk evaluation in the target populations 

• Source: LB, ND, DW. Chapter 75. Regulation 

of vaccines in developing countries. In: 

Vaccines, S Plotkin et al. ed. 6th ed. 2013 

  

  

*A vaccine must meet the quality 
specifications throughout its lifecycle and 

ensured by functional NRAs or public health 

program 

http://apps.who.int/iris/bitstream/10665/189763/1/9789241209946_eng.pdf
http://www.who.int/immunization/policy/Immunization_routine_table1.pdf?ua=1


WHO NRA 5 step capacity building 

Bench Marking 

Development of 
NRA 

assessment tool 

Assessment of 
NRA 

Development  of 
Institutional  

Development 
Plan (IDP) 

Providing 
technical 
support, 

Training/Learnin
g, networking, 

Monitoring 
progress and 

impact 

F
u

n
c
ti
o

n
a

l N
R

A
 

1 2 3 4 5 

Re-assessment 
Every 2-5 years 
Self assessment 

for planning 
formal 

assessment 

Revision of 
indicators & 
assessment 

process (Every 
2-3 years) 

Harmonization 
of tools 

With or without a 
road map for 

prequalification of 
products 

WHO support through: 
Global Learning 

Opportunities (GLO) 
Technical Support 
In-country training 

WHO electronic 
platform to monitor 

NRAs information and 
assessment reports, 

IDP, training, etc. 

WHA Resolution 67.20 (2014) 
Regulatory systems strengthening for medical 

products 
To support Member States at their 
request, to:  

1. Evaluate national regulatory 
systems 

2. Apply WHO evaluation tools 

3. Generate and analyze evidence 
of regulatory system 
performance 

4. Facilitate the formulation and 
implementation of Institutional 
Development Plans (IDP);  and 

5. Provide technical support to 
NRAs and government 

Emerging issues 

WHO Vaccine Model: Minimum Requirement of Regulatory Functions in Global 

Context 

Functions 

undertaken 

in Producing  

Countries with functional NRA 

R
eg

u
la

to
ry

 f
u

n
ct

io
n

s 

Source of EPI vaccines 

UN agencies Other countries Domestic 

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

    

1.Marketing Authorization &  

   Licensing, Market Control 

4. Laboratory access 

5. Regulatory inspections 

3. NRA Lot release 

6. Authorization &  monitoring        

    of CTs 

2. Pharmacovigilance/AEFI 

Regulatory system 

for countries that conduct clinical trials 

Source: Vaccines, 6th Ed (2013) N
R

A
  

Vaccine & medicine RSS Tool 
WHO_vaccine tool WHO_medicine tool PAHO_Harmonized tool 

A. National Regulatory System 

  

MODULE 02 NATIONAL REGULATORY 

SYSTEM 02. National Regulatory Authority (NRA)  

  MODULE 03 NATIONAL REGULATORY 

AUTHORITY  

Function 1: Marketing Authorization and 

Licensing Activities 

  

  

  

  

MODULE 04 MARKETING AUTHORIZATION 

(MA)  
03. Marketing Authorization (registration)  

MODULE 05 LICENSING OF 

MANUFACTURERS  

04. Licensing Activities  

  

  

  

MODULE 06 LICENSING OF IMPORTERS, 

EXPORTERS, WHOLESALERS AND 

DISTRIBUTORS 

MODULE 07 LICENSING PHARMACIES AND 

RETAIL OUTLETS 

MODULE 08 REGISTRATION OF PHARMACY 

PERSON  

Function 2: Pharmacovigilance Activities 

including Surveillance of Adverse Events 

Following Immunization (AEFI) 

  

  

MODULE 09 POST MARKETING 

SURVEILLANCE AND CONTROLS 

05. Post-Marketing Monitoring and Control – 

Import and Export Controls. 

MODULE 10 CONTROL OF DRUG 

PROMOTION AND ADVERTISING 
- 

MODULE 11 PHARMACOVIGILANCE 06. Pharmacovigilance 

Function 3: NRA Lot release - 
10. Batch Release of Biological Products 

(Vaccines)  

Function 4: Laboratory access 

  

MODULE 14 QUALITY CONTROL 

LABORATORY 09. Official Medicines Control Laboratory 

(OMCL)  

  
MODULE 15 CONTROL OF NARCOTICS, 

PSYCHOTROPIC SUBSTANCES AND 

PRECURSORS 

Function 5: Regulatory inspections 
MODULE 13 REGULATORY INSPECTIONS 

AND ENFORCEMENT ACTIVITIES 
08. Regulatory Inspections and Audit Activities  

Function 6: Regulatory oversight of clinical 

trials 
MODULE 12 CLINICAL TRIALS 07. Clinical Trials  

- 
MODULE 16 INTERNATIONAL COOPERATION 

AND HARMONISATION 
- 

 A
SS

ES
SM

EN
T  

Assessment 

process 

1. Review of the 

regulatory system 

2. Review of specific 

regulatory functions 

for different product 

streams 

Purpose of 

assessment tool  

1. Gap analysis either through a 

self-assessment, an external 

assessment or other means 

2. For vaccines: baseline 

functionality of NRAs for 

performing recommended 

functions; pre-requisite for PQ 

3. PAHO designation as NRA of 

reference 

Regulatory System & Functions across Product Streams 

WHO Global Benchmarking Tool (2015) 

1.National Regulatory System (NRS) 

  5. Licensing premises (LIC)  

  6. Inspection & Enforcement (INE) 

  7. Laboratory Access and Testing (LAT) 

  4. Market Surveillance and Control (MSC) 

3. Vigilance (VIG) 

  2. Registration & marketing authorization (RMA) 

  Control of Narcotics, Psychotropic & Substances and precursors (NPSP) 

  8. Clinical Trial’s Oversight  (CTO) 

  9. NRA Lot Release (LTR) 

  Registration of health personnel (RHP) 
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To assure the quality, safety & efficacy of medical products Source: HQ/RSS 



Effective Regulatory System 

COMMON ELEMENT ACROSS FUNCTION 

OUTCOME 

IMPACT 

Establishment of good regulatory system  

Improvement of public confidence on product quality 
and customer satisfaction 

1. Legal provision 
and guidelines 

2. Governance 
3. Strategic 

planning 

4. Transparency 
and 

communication 

5. QMS 
6. Regulatory 

process 
7. Resources & 

scientific expertise 

8. Monitoring 
progress and 

assessing outcome 
and impact 

WHO Global Benchmarking Tool 2015 
How Maturity Level is Adapted and Assigned 

Level Performance level Guidance Remark 

[1] No system 
established 

 

No systematic approach evident, no results, poor 
results or unpredictable results. 

[2] Reactive system,  
no capacity to 

anticipate 

Problem- or corrective-based systematic approach, 
minimum data on improvement results available. 

[3] System meeting  
Recommended  

Capacity 

Systematic process-based approach, early stage of 
systematic improvements, data available on 

conformance to objectives and existence of 

improvement trend. 

Eligibility for a country to 
apply WHO PQ - 

Vaccine 

[4] Continual 
improvement 

Emphasized and 

Documented 

Improvement process in use, good results and 
sustained improvement trends. 

Eligibility for a country to 
apply WHO PQ – 

Vaccine (Streamlined 

Approach) 
 

[5] Continual 
improvement 

Emphasized and 

Certified  

Strongly integrated improvement process, best-in 
class benchmarked results demonstrated. 

Source: HQ/RSS 

 
VACCINE PHARMACOVIGILANCE 

SYSTEMS IN WPR 

 
  

40 | 

Vaccine PV systems in WPR 

Countries in WPR are largely relied on 

spontaneous (passive) surveillance 
– Vaccine none-producing countries Pharmacovigilance 

regulatory requirement is for  surveillance of Adverse Events 

Following Immunization (AEFI) 

 In general, active surveillance is limited 
– As a part of PV regulatory requirement for vaccines producing 

countries 

– Introduction of new vaccines  has created a demand for active 

surveillance  Eg; Dengue vaccine introduction in Philippine 

41 | 

LEGEND: 

No (7) 

No data (3) 

Yes (26) 

National System to Monitor AEFI 

Western Pacific Region, 2015 

Source: WHO/UNICEF Joint Reporting Form on Immunization (JRF) - data for 2015 

42 | 

1,001 – 10,000 (3) 

LEGEND: 

> 10,000 (1) 

0 (7) 

No data (12) 

101 – 1,000 (2) 

1 – 100 (11) 

Reported Number of AEFI Cases 

Western Pacific Region, 2015 

Source: WHO/UNICEF Joint Reporting Form on Immunization (JRF) - data for 2015 



43 | 

A country has minimal AEFI 

surveillance capacity if it reports   

      at least 10 cases per 100,000 

surviving infants per year.  44 | 

1068 

403 

2 

919 

199 

498 

48 

6858 

5 

63 

18 

1132 

3 

1

10

100

1000

10000

AEFI cases per 100000 surviving infants - 

WPRO 2015 (Source: JRF reports as of 20 July 2015) 

 13 out of 27 countries reported AEFI cases in JRF 2015 

 10 countries reported >  10 cases per 100,000 surviving infants 

 
REGIONAL VACCINE SAFETY 

UPDATE 
  

46 | 

Regional Office vaccine & immunization safety 

support is mainly focused on 3 areas 

Capacity building on PV/AEFI surveillance and response: 

AEFI training workshops for national and subnational EPI, 

NRA and other immunization stakeholders 

Ensuring vaccine safety through strengthening 

regulatory capacity : (i) NRA assessment and (ii) 

development and implementation support on  Institutional 

Development Plan (IDP) 

Ensuring Vaccine security through strengthening 

Effective Vaccine Management (EVM): Support for 

conducting EVM assessment, and implementing 

improvement plans 

47 | 

Regional Office support 

http://iris.wpro.who.int/bitstream/handle/10

665.1/12620/9789290617457_eng.pdf http://iris.wpro.who.int/bitstream/handle/10665

.1/12621/9789290617464_eng.pdf?ua=1 48 | 

Electronic vaccine safety data base 

 Simple tool 

– Excel based spread sheet 

 Included WHO 

recommended 25 core 

variables of AEFI 

Reporting 

 Can use efficiently in data 

analysis at both national & 

sub-national levels 



49 | 

Electronic vaccine safety data base 

50 | 

Country Supports in 2015-2016 

Conducted trainings  for both EPI and NRA 

staff 
– China, Lao PDR, Malaysia, Philippines, Viet Nam  

Conducted Effective Vaccine Management 

Assessment and developing Improvement Plans 

– Cambodia, Kiribati, Mongolia, PNG, Viet Nam  

National Regulatory Assessments and 

Institutional Development Plan follow up 

activities 
– Cambodia, Lao PDR, Mongolia, Philippines, Viet Nam 

51 | 

Vaccine Pharmacovigilance areas for 

consideration 

AEFI Under- 
reporting; identify 

reasons to over 
come the issue 

Training:  

particularly at 
subnational 

level 

AEFI Investigations: 

Often incomplete, not helpful 
fAEFI Surveillance : where 
countries need attention?or 

causality assessment 

Vaccine safety 
data analysis:  

Focus more use of data 
at subnational level   

Evidence based , 
timely responses 

Effective, timely 
communication 

and Data-sharing 

VACCINES FOR USE IN A 

CONTROLLED TEMPERATURE 

CHAIN:  

 

REGULATORY UPDATE 

OCC/CTC strategy in WPR countries 

Primary 

store 
Up to 6 Months  

Intermediate store 
Health centre 
Up to 1 month  

Health post 
Up to 1 month  Region-  

up to 3 months  

District-  

up to 1 month 

OPV -15°C to -25°C 

                     +2°C to +8°C 

BCG  

 

            2°C to +8°C  

 

       (-15°C to -25°C  

also possible)  

Measles, MR, MMR  

YF 

Hib freeze-dried 

Meningococcal 

A&C 

HepB 

           +2°C to +8°C 

          Alum containing 

Never Freeze ! 

IPV 

DTP, DTP Hep B 

Hib liquid 

Td, TT 

CTC is the last mile journey of 
 a vaccine supply chain 



OCC/CTC strategy in WPR countries 

Primary 

store 
Up to 6 Months  

Intermediate store 
Health centre 
Up to 1 month  

Health post 
Up to 1 month  Region-  

up to 3 months  

District-  

up to 1 month 

OPV -15°C to -25°C 

           +2°C to +8°C 

BCG  

 

            2°C to +8°C  

 

       (-15°C to -25°C  

also possible)  

Measles, MR, MMR  

YF 

Hib freeze-dried 

Meningococcal 

A&C 

HepB 

           +2°C to +8°C 

          Never Freeze ! 

IPV 

DTP, DTP Hep B 

Hib liquid 

Td, TT 

“LAO, SLB, PNG”   ~ +37 °C 

Source: WHO IVB website http://www.who.int/immunization/programmes_systems/supply_chain/ctc/en/index2.html 

Revised Labels and recommendation 

ECTC vs CTC 
regulatory vs programmatic terms MenAfriVac – SSI (India) 

• be stored and transported between 2-8ºC. … 
• ..stable and can be used when exposed up to 40ºC for a period of 4 days immediately prior to 

reconstitution provided …. 

Menjugate (Men C)-  Novartis (Canada) 
• Alternative storage condition (before reconstitution):  
• Do not store above 250C. Do not freeze. Protect from exposure to light. The product should be 

used or discarded within 6 months of the date of removal from refrigerator (+2 to +80C) or on 
reaching the other carton expiry date (whichever comes first). 

Prevnar-13 (Pneumo) – Wyeth (Canada) 
• Store at 2oC - 80C - Do not freeze.  
• Prevnar 13 has been shown to be stable at temperatures of up to 40oC for 4 days (…) These data 

are not recommendations for shipping or storage (…) 

Gardasil (HPV)-  Merck (USA) 
• Store at 2oC - 80C -  Do not freeze.  
• GARDASIL can be out of refrigeration (at temperatures at or below 25oC/77oF), for a total time of 

not more than 72 hours. 

Cervarix (HPV)- GSK (EU) 
• Store at 2oC – 8oC - Do Not Freeze 
• …Stability data … remains stable… up to 3 days between 8oC and 25oC and up to one day between 

25oC and 37oC  

Licensed product insert – storage/transportation conditions 



Summary 

 In May 2012, the 65th World Health Assembly endorsed the Global Vaccine 

Action Plan 2011-2020. GVAP describes a wide range of strategies and  

 Through extensive consultation with Member States, the Regional Framework 

for Implementation of GVAP in the Western Pacific was developed; the 

framework was endorsed by the Regional Committee in October 2014. 

 Assuring the quality & safety of vaccines is strategized in GVAP SO “Secure 

quality supply”. WPR Member States prioritized:  
– a ) Strengthening NRA system & facilitating relevant technology transfer to contribute to 

securing the global supply of quality vaccines; and  

– b) Strengthening the regulatory capacity under Regional Alliance for NRAs for Vaccines. 

 Future direction of strengthening of Regulatory Systems is country-focused, 

cross-cutting areas across medical products. 

Thank You 

SPARE 

Dengue  
vaccine CE 

Perspective Cost for full  

vaccination 
Dengue 

Seropositivity * Notes 

Vaccine price paid  

by Philippine -  $63 Philippine 78.1% - 

Cost-utility analysis  

in Argentina Societal  $86 - 
<3x GDP per capita (cost ef

fective) 

In high transmission areas  

Cost-effectiveness  

analysis in Malaysia Payers $103 Malaysia 47.0% 
<1x GDP per capita (highly 

cost effective) 

In targeted hotspot areas. F

unded by Sanofi Pasteur,  

Cost-effectiveness  

analysis by CMDVI** 
Payers  $15-40  - (SP9***=30-90%) 

Societal  $100-150 -  

*data from clinical trial phase 3     
**CMDVI: Comparative modelling of dengue vaccine public 
health impact 
***transmission settings defined by seroprevalence at age 9 
    very low ~10%, low ~30%, moderate ~50%, high ~70%, very 
high ~90%  

Vaccines CYD-TDV(DengvaxiaⓇ) TV003 
Status Approved in some contries Phase Ⅲ 

Types Live Attenuated: 
Chimerization 

Live Attenuated:  
 Sequence Deletion + Chimerization 

Dose 3 doses 1-2 dose 

Immunity type Weak cellular immune response  
+ humoral immunity 

Strong cellular immune response  
+ humoral immunity 

Se
ro

-C
on

ve
rsi

on
 

  Dennis Morrison et al. [15] 
The Journal of Infectious Disease 

Beth D. Kirkpatrick et al. [16] 
Science Translational Medicine 

Af
ter

 1st  D
o

se
 

DENV-1 12.1% 92% 
DENV-2 66.7% 76%* 
DENV-3 27.3% 97% 
DENV-4 63.6% 100% 

Af
ter

 2nd
 D

os
e 

DENV-1 70.0% 97% 
DENV-2 93.3% 94% 
DENV-3 73.3% 100% 
DENV-4 86.7% 100% 

Af
ter

 3rd
 D

os
e 

DENV-1 100% - 
DENV-2 100% - 
DENV-3 100% - 
DENV-4 100% - 

Efficacy** 
Overall 65.6% / 81.9%*** 
DENV-1 58.4% / DENV-2 47.1% 
DENV-3 73.6% / DENV-4 83.2% 

Not done yet 

*Note: (DHCM) no clinical sign after challenging with DENV2Δ30 in vaccinated group 
**Efficacy data in age 9-16    ***Efficacy data in age 9-16 & in seropositive group 



COLD CHAIN 
Challenges in the Solomon Islands  

Map of Solomon Islands  

 Population – 584,000 

 9 Provinces 

 347 Health Facilities 

 9 Hospitals 

 14 Distribution sites 

 1 Referral Hospital 

 

 

Background 

 Introduction 

 National Level  - NMS 

 Secondary Level - SLMS 

 Third Level – RHC/NAPS 

 Challenges 

 Way forward 

 

Topics 

 Cold Chain System comprises of people, equipment and 
procedures. 

 Back bone of EPI 
 Ensure quality, potency and safety of vaccines are maintained’ 
 A well maintained CC guarantees protection against debilitating 

diseases 
 Solomon Islands have a Vaccine Policy 
 Primary Level located in Nadi – Fiji, distributed to requests from 

NMS 
 GAVI approved vaccines are delivered directly into NMS – 

Pentavalent, PCV, HPV 
 

 
 

Introduction Levels of vaccine supply chain 



 

NMS              SLMS             RHC/NAP 

 NMS – SLMS: - sea and air 

 SLMS – RHC:- Sea ( mostly canoe OBM) 

Vaccine Distribution 

 Forecast – last qtr of each year by National cold Chain 
coordinator with support from UNICEF 

 SI part of the VII procurement mechanism managed by 
UNICEF 

 Monitor lead times 

 Maximum/minimum stocks 

 Storage 

 Distribution 

 Vaccine Arrival Report 

 

 

 

 

 

 

 

 

First Level - NMS 

 Annual order cycle - 6 

 Basic data at vaccine distribution point;Target 
population data, coverage, wastage data 

 Lead time- 1 month 

 Safety stock – 1 month 

 Working stock – 3months 

 Distribution via sea freight, airfreight 

 

Second Level - Medical Stores 

 12 orders per year 

 Basic data from immunization program 

 Distribution from SLMS every month 

 Lead times – 1 week 

 Maximum stock – 2 months 

 Safety stock – 1 month 

 Working stock – 1 month 

 Equipment approved for third level 

Third Level – RHC/NAPS 

Vaccines arrival at Anuta Island  

 Storage – WHO PQS approved equipment in place 

 

 Monitoring  - temperature 

  inventory management 

 Repair and maintenance 

Issues with Storage Requirements 



Pharmacy Officer inspecting a newly 
installed solar system – Seghe SLMS 

Opening of Tulagi SLMS -2015 

Tulagi SLMS Unloading from boat 

 Vaccine Independence Initiative  (VII)  

 Procurement of vaccines through VII is stringent 
through WHO prequalified manufacturers 

 Rarely any monitoring through feedback from 
patients and clinicians 

 Mechanisms for reporting in place but they are not 
being utilised 

 

 

QA 

 National Level – National Cold Chain coordinator, Cold 
Chain Technicians, Warehouse assistants 

 SLMS Level – Provincial Cold Chain Managers, Cold 
Chain Technicians 

 Third Level (RHC/NAPS) – Registered Nurses and 
Nurse Aids 

 

Human Resource 



 Pharmacy Officer Certificate – should be based 
heavily on SCM and Cold Chain 

 Nurses are also trained in stock management and cold 
chain 

Training  
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EPI COVERAGE 

188 

43 

0

20

40

60

80

100

120

140

160

180

200

Working Not Working

Series1

Number of Fridges working 

 Geographical set up and location makes it hard to use 
a single model of distribution 

 Equipment maintenance – different models apply to 
different locations because of unavailability of 
resources 

 Human resource 

 Financial constraints 

 Political will 

 

Challenges 

 Integration of services at the service delivery point 
(Provincial Level) 

 Monitoring and evaluation 

 Infrastructure development  

 Technical & Professional development 

 QA and RUM is supported by Cold Chain by ensuring an 
effective Cold Chain System is maintained. 

 Ultimately – 100% potent vaccines are being used in all HF’s 
giving effective protection against deadly debilitating 
diseases 

 

Way forward 
National Medical Stores Staff 



Ioana and Dr Rakei 

Hepatitis B in Kiribati 

A meeting on quality assurance and rational 

use of medicines in the Pacific: 14 – 17 Feb 2017 

Overview 

 Kiribati Hepatitis Birth Dose Baseline Survey 

 Brief background on the project to improve 

HepB coverage 

 Result of the survey 

 Findings and Recommendations 

 Plan for 2017 and target 

KIRIBATI 

 An isolated Central-Western Pacific Island country 

 Scattered on 23 inhabited islands spread a vast ocean 

area – 3.5 million sq kilometres, very poor soil & 

vegetation 

 Very rich marine resources (80% contribute to country 

income) 

Background – Health System 

 Population: 110,000  

 Birth rate :  3,268/year 

 60% of population live in South Tarawa  

 4 referral hospitals, 30 health centres, and 75 health 

clinics in the country.  

 Poor transportation infrastructure between islands 

 Poor water & sanitation 

 Challenging maintenance of vaccine fridges in the 

outer islands 

Background – Hepatitis B prevalence 

 15-30% HBsAg prevalence among adults* 

 

 Screening of pregnant women in 2013 found 10% 
HBsAg positive. 

 

 3.1% HBsAg prevalence among 5 year old children 
(2014 sero survey) 

 

 

 

*1 Brindle, R. J., R. P. Eglin, A. J. Parsons, A. V. Hill and J. B. Selkon (1988). "HTLV-1, HIV-1, hepatitis B and hepatitis delta in 

the Pacific and South-East Asia: a serological survey." Epidemiol Infect 100(1): 153-156. 
2 Wilson, N., T. A. Ruff, B. J. Rana, J. Leydon and S. Locarnini (2000). "The effectiveness of the infant hepatitis B immunisation 

program in Fiji, Kiribati, Tonga and Vanuatu." Vaccine 18(26): 3059-3066. 

Background – Vaccination 

 Hepatitis B (Hep B) first introduced in 1990 

 Hep B infant vaccination schedule: 

birth, 6, 10 and 14 weeks.   

 2013 reported HB3 coverage of 95% and timely 

birth dose coverage of 84%. 

 16% of newborns do not receive a timely 

birthdose and are at risk of perinatal infection. 

 



 

 

 

 

 

 

Hepatitis B Vaccination Coverage 

Kiribati, 2008-2013 
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Timely HepB BD HepB3

Project concept - increase provision 

and demand for the birth dose 

 Provision: 

 Improve communication between communities and 

health facilities in order to increase access to new-

borns for birth dose vaccination.  

 Demand: 

Educate pregnant women in the community on the 

link between hepatitis B and liver disease and the 

importance of birth dose vaccination 

Objective 

Assess whether both education of caretakers and 

improving linkages between communities and 

health workers can improve birth dose 

coverage.   

 

Methods 

 Baseline survey conducted 

 6 month implementation through  

Educating of caretakers,  

Enhancing the link between health facilities and 

communities.   

 Post implementation evaluation of Hepatitis B BD  

 

Education of caretakers 

 Nurses to conduct monthly education meetings 

with pregnant women in the community to 

educate them on hepatitis B prevention through 

vaccination and other health topics.  

 

 Village health volunteers to conduct house-to-

house visits to pregnant women to encourage 

ante natal care visits, facility delivery, and birth 

dose vaccination.  

Enhancing the link between health 

facilities and communities 

 

 Regular objective meetings. 

 Update register of pregnant women 

 Village health volunteers and TBAs to immediately 

inform the health clinic of any woman who goes into 

labour in the community,  

 Effective and Efficient outreach vaccination 

(especially for those born at homes) 



Preliminary Findings - Caregivers 
Tarawa South (N=570) Outer Islands (N=65) 

% babies born at home 14% 25% 

% vaccinated with BD (card 

or recall) 

97% 83% 

% vaccinated within 1 day of 

birth (among vaccinated) 

93% 62% 

Mother has heard of 

hepatitis B 

81% 59% 

Mother knows that hepB 

causes liver disease 

14% 15% 

Mother heard of hep B 

vaccine 

54% 37% 

Mother aware of BD timing 

(among those who know of 

the vaccine) 

81% 54% 

Home births 

 
Tarawa South (N=77) Outer Islands (N=16) 

% vaccinated with BD (card 

or recall) 

97% 94% 

% vaccinated within 1 day of 

birth (among vaccinated) 

72% 68% 

Vaccinated at home 59% (n=73) 59% 

Top reason for delivering at 

home 

Personal preference, no 

transport/time 

Too far, no nurse 

Mother heard of hep B 

vaccine 

54% 37% 

Mother aware of timing 

(among those who know of 

the vaccine) 

81% 54% 

  South Tarawa Outer Islands Overall 

  
Baseline 

% (n/total) 

Follow up 

% (n/total) 

Baseline 

% 

(n/total) 

Follow up 

% (n/total) 

Baseline 

% (n/total) 

Follow up 

% (n/total) 

Timely birth 

dose coverage 

  

89% 

(505/570) 

95%* 

(292/306) 

57% 

(108/189) 

83%* 

(73/88) 

81% 

(613/759) 

93%* 

(365/394) 

Timely birth 

dose coverage 

among home 

births 

  

70% 

(54/77) 

84% 

(31/37) 

49% 

(33/67) 

75%* 

(27/36) 

60% 

(87/144) 

79%* 

(58/73) 

Timely birth 

dose coverage 

among 

children born 

in a hospital or 

a clinic 

92% 

(448/488) 

97%* 

(258/266) 

62% 

(72/116) 

88%* 

(37/42) 

86% 

(520/604) 

96%* 

(295/308) 

  

Results: 

Findings and recommendations 

 Definite increase in Hep B Birth dose coverage has 

been noted in all islands 

 Detailed survey and analysis to find the knowledge of 

caregivers and assessing the impact of linkages between 

health facilities and communities  

 Continued education of pregnant women 

 Increase the linkages between health facilities and 

communities 

2017 PLAN 

Establishment of a focal point for hepatitis within 

the Ministry of Health  

 Involvement of affected communities in the 

consensus-based process including ongoing 

involvement of affected communities.  

Hepatitis activities and plans should be linked 

programmatically to other key strategies and disease 

action plans, including HIV/STI 

 

The National Action Plan should be implemented in a 

phased manner beginning with South Tarawa. 
 Existing policies and guidelines to reduce hepatitis transmission should 

be implemented, enforced and monitored. These include: 
 Kiribati Ministry of Health and Medical Services Strategic Plan 
 Kiribati Antibiotic Guidelines  
 Kiribati Infection Control Policy Guidelines 
 Kiribati HIV and STI Implementation Plan  

 
 For HBV immunization specifically: 
 With a high rate of skilled birth attendants (93.5% in 2009), ensure 

and strengthen collaboration between EPI staff and maternal and child 
healthcare providers for newborns receive the hepatitis B vaccine 
within 24 hours of birth.  

 The availability and use of HBV vaccine birth dose outside the cold 
chain. 

 



EPI TARGET 

 Achieve prevalence of HBsAg in 5 year olds of < 

1%* 

 Achieve birth-dose hepatitis B vaccination coverage 

of at least 95%* 

 Achieve three-dose hepatitis B vaccination coverage 

of at least 95%* 

For chronically affected patients 

 support for access to screening, care and treatment 

for viral hepatitis by providing affected populations 

with access to affordable, effective care and antiviral 

therapy, where indicated.  

 These actions will minimize loss along the screening, 

care, and treatment cascade continuum  

 Aim to treat eligible 50% affected population this 

year 

Target: 

Cascade domain Milestone: 

Baseline (2017) 

Target: 

2020 

Diagnosed 750          2700 

High priority for 

treatment 

150 600 

Viral suppression 90% >90% 

The End 

 

 

Questions? 



Cold Chain Management in 
Vanuatu 

Summary  
 Immunisation supply chain management is under direct responsibility 
of Expanded program on Immunisation (EPI) 

Vaccine procured to UNICEF using Vaccine Independent Initiative (VII) 

Annual stock is kept at National Vaccine Storage and distributed to 
Province/Health facility using pull system 

Effective Vaccine Management Assessment (EVMA) conducted in 2015 
and improvement plan has been carried out since 2016.  

 

ISCL in Vanuatu 
Storage Capacity at National 
Level 
 Adequate space in National Vaccine 
Storage has the capacity both for dry 
and cold storage  recently 
refurbished in 2016 after affected by 
TC PAM in 2015.  

Operating 40m3 WHO prequalified 
cold room to store all vaccine in 
National vaccine storage except 
bOPV Vaccine.  

Has adequate power back up and 
other infrastructure based on EVM 
recomndation 

Managed by National Cold Chain 
Officer and assisted by a cold chain 
assistant (currently served by JICA 
Volunteer).  

 

 

Stock Management 
Stock management tools still using 
paper based system using vaccine 
ledger, no computerized software 
use to manage the vaccine stock 

Temperature Monitoring 
All vaccine has Vaccine Vial 
Monitor (VVM) 

Electronic Temperature 
Monitoring Device (30 Day TDR / 
Fridge tag2) is use in all level for 
monitoring the temperature in 
refrigerators 

Freeze tags is used to monitors 
shipment from National to Service 
Delivery level  



Cold chain Equipment 
 Cold room and freezer is being use to 

store vaccine national vaccine storage 

Electric and Solar Refrigerators use to 
store vaccine at Province and Service 
Delivery level (90% currently solar 
powered refrigerators (solar direct 
drive)) 

80% health facility has working cold 
chain (based on 2016 inventory) 

Innovation Plan – the use of 
drone 
Cooperation between MOH, Civil 
Aviation Authority Vanuatu and 
UNICEF, there is plan to try piloting 
the use of UAV (drone) to deliver 
vaccine to health facility in 2017 



Antimicorbial Resistance:  
Global Action Plan 

Sarah Paulin, PhD, MSc 
Technical Officer Antimicrobial Resistance 

Essential Medicines and Health Technologies Unit 
WHO Regional Office for the Western Pacific 

 

 
Meeting on Quality Assurance and Rational Use of Medicines in Pacific Island 

Countries 
14-17 February 2017, Tanoa Hotel 

Outline 

• Global situation of antimicrobial resistance 

• Factors fuelling antimicrobials 

• WHO’s response to combating antimicrobial 
resistance 

• Ongoing support to the Pacific Islands  

Antibiotics: precious but diminishing resource 

Source: Antimicrobial resistance – a threat to the World’s Sustainable Development. Jasovsky et al. 2016. Dag Hammarskjold Foundation. 

Antibiotics: cornerstones of basic and modern medicine 

Antibiotics 

Wound 
infections 

Urinary tract 
infections 

Pneumonia 
Blood 

infections 

Gonorrhoea 
Preterm 
babies 

Complicated 
deliveries 

Hip 
Replacement 

Organ 
Transplants 

Cancer 
Treatment 

Maternal and 

child health 

Modern 

medicine 

Basic  

health care 

Antimicrobials are fundamental 
components of all health 
systems 

Source: Antimicrobial resistance – a threat to the World’s Sustainable Development. Jasovsky et al.  
2016. Dag Hammarskjold Foundation. 

AMR strikes hardest on the 
poor – treatment of resistant 
infections is more expensive 

Untreatable infections in 
animals threatens sustainable 
food production for our growing 
population 

Antibiotic residues from hospitals, 
pharmaceutical companies and 
agriculture contaminates water 

Cost of AMR is predicted to be 
US$100 trillion by 2050 

Balance access, innovation  
and conservation of 
antimicrobials to contain AMR 

All of which require multi-
stakeholder partnerships 
       

Multidimensional Impact of AMR- SDGs Global situation: Antimicrobial Resistance 

•  Increasingly serious global health threat 

– 25,000 deaths/year across EU 

– Untreatable infections (gonorrhoea cases) 

– Global Desperation over "dry pipeline of 
new antibiotics" 

•  Global Economic impact 

– By 2050, lead to 10 million deaths every 
year  

– Reduction of 2 to 3.5 percent in GDP 

– Costing the world up to $100 trillion  

•  Growing awareness and commitment 

– Political, professional, public 

(Photos by CDC) 



AMR on the 
International 

Agenda 

Tokyo Meeting 
of Health 

Ministers on 
AMR in Asia 

G7 and G20 
Leaders 

Meetings 

Global 
Conference on 

Health 
Promotion 

UN General 
Assembly High 
Level Meeting 

on AMR 

Nadi, Fiji 

World Health 
Assembly 2016 
– reporting on 
Global Action 

Plan 
Some factors fueling antimicrobial 

resistance 

Common factors driving resistance – human 

health 
Health system factors  
o Poor surveillance and diagnostic 

capacity 
o Poor quality antimicrobial products 
o Unregulated prescribing/dispensing 
o Weak infection control 
o Poor access and stock outs 

Behavioural factors 
o Patients: poor adherence, self-

medication, cultural beliefs  
o Provider: unclear diagnosis, financial 

incentives 
 
o 25-75% prescriptions inappropriate 

Common factors driving resistance – animal 

health 

• Classes of antibiotics used 
in humans and animals 
are mostly the same  
 

• Food-producing animals 
are reservoirs of 
pathogens 
 

• Large volumes consumed 
for non-therapeutic use 

WHO’s response to tackle 

antimicrobial resistance 



WHO Global Action Plan 
endorsed at World Health Assembly on 27 May, 2015  

Principles: 

Whole-of-society engagement, including a one-
health approach 

Prevention first 
o good sanitation, hygiene and infection 

prevention and control 

Ensure Access 
o preserve the ability to prevent and treat 

infections 

Sustainability  
o all countries to have a National Plan by 2017 

Incremental targets for implementation  
o different states for different countries 

  

Members States to develop National Plans on Antimicrobial Resistance by May 

2017 

 
1. Improve 
awareness 

and 
understanding 

of AMR 

Risk 
communication 

Education 

2. Strengthen 
knowledge 

through 
surveillance 
and research 

National 
AMR 

surveillance 

Laboratory 
capacities 

Research 
and 

development 

3. Reduce the 
incidence of 

infection 

IPC in health 
care 

Community 
level 

prevention 

Animal 
health: 

prevention 
and control 

4. Optimize 
the use of 

antimicrobial 
medicines 

Access to 
qualified 

antimicrobial 
medicines, 
regulation, 

AMS 

Use in 
veterinary 

and 
agriculture 

5. Ensure 
sustainable 

investment in 
countering 

AMR 

Measuring 
the burden 

of AMR 

Assessing 
investment 

needs 

Establishing 
procedures 

for 
participation 

Global Action Plan: Priority areas 

 Support country situational analysis on 
AMR – identify the gaps and challenges 

 Assistance to countries to develop, 
implement and monitor national plans 

 Promote multi-sectoral collaboration 

 Support to countries for the assessment 
and implementation of investment 
needs 
o Dialogue with donors for direct country 

support 

WHO, FAO and OIE support for National 

Action Plans on AMR 
Progress on National Action Plans on AMR 

 

 

1. Completed (9): 
• Australia  
• Cambodia  
• China  
• Cook Islands  
• Fiji  
• Japan  
• Philippines  
• Republic of Korea  
• Viet Nam  

2. Draft plan (6): 

• Lao PDR 
• Mongolia 

 

 
• New Zealand 
• Papua New Guinea  
• Samoa 
• Singapore 
 

3. In progress (7): 

• Federated States of Micronesia 
• Hong Kong SAR (China) 
• Marshall Islands 
• Palau 
• Tonga 
• Others? 

 
 

WHO’s ongoing support to PICs 

3 pronged approach 

1) Governance 
• development of national action plans – feasible and 

practical operational plan 
• governance structures – functioning AMR 

committees 

2) Systems strengthening 
• Understanding the issue – AMR surveillance and 

antimicrobial consumption monitoring 
• prevention of infection 
• optimize use 

3) Awareness raising and education 
 



2a. Laboratory capacity building for AMR 
surveillance 

• Laboratory capacity building and quality assurance 
systems 

– PPTC: Cook Islands, Fiji, Kiribati, Samoa, Tonga 

– ID consultants, microbiologists 

• Laboratory information management systems to 
support data analysis and reporting 

– WHONET: Cook Islands, Fiji, Samoa, Vanuatu etc. 

• Public health response to reported resistant events 
e.g. MRSA 

– ID physician and WHO consultant: Kiribati, Tonga 

2a. Monitoring of antimicrobial consumption 

• Monitoring of antimicorbial consumption 

– Mapping will commence in Fiji 

– Regional Pacific Islands meeting planned for Q3 2017 

• Point prevalence survey on antimicrobial usage 
(Q3/Q4 2017) 

– Prescription data (public +/- private health-care facilities) 

– Analysis of existing dispensing? 

2b. Strengthening infection prevention and 
control 

• Facility assessments 

• National and hospital IPC Guideline development 

• Training on IPC guidelines 

• Hand hygiene day celebrations 

2c. Optimize use of antimicrobials 

• Development of antibiotic guidelines – based on 
antibiograms 

– Training of health-care professionals 

• Prescription audits – compliance with antibiotic guidelines 

• Assessment and establishment of antimicrobial 
stewardship programmes in hospitals 

• Restricted list of critically important antimicrobials for 
human health 

3. Raising awareness on rational use - World 
Antibiotic Awareness Week  

• Global theme: Antibiotics Handle with Care 

• Started in 2015: 8 PICs held campaigns 

• 2016: 12 PICs held campaigns 

• 2017:  13 – 19 November 

– Target audience: Doctor-patient consultations 

– Secondary audience: general public, policy makers, health-
care professionals 

www.antibioticawarenessweek.org 



www.antibioticawarenessweek.org 

Health-care workers 
testimonials 

Countries participation in WAAW 

2015: 20 countries 2016: 24 countries 

2016 country highlights 
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2016 country highlights: Fiji 
Republic of Korea 

Fiji 



Marshall Islands 

Palau 

Solomon Islands 
Republic of Korea 

2016 country highlights: Vanuatu 
Republic of Korea 

Vanuatu 

Continuing awareness and advocacy 

Perception surveys to 
inform targeted 

messaging 

Continuing medical 
education (CME) and 

other professional 
education 

Inclusion in school 
curriculum 

Strengthening AMR 
component in 

university  education 

Celebration of hand 
hygiene day (5 May) 

2017 key message: fight 
antibiotic resistance: it’s in 

your hands 

Building the 
environment & 

infrastructure for 
behaviour change 

It can start with you:  do what we preach 

Vinaka! 
 
Sarah Paulin 
 
Essential Medicines and Health Technology Unit 
WHO Regional Office for the Western Pacific 
 
paulins@who.int 
www.wpro.who.int/topics/drug_resistance/en/ 



Group 1 Group 2 Group 3 Group 4 

Cook Islands Kiribati FSM Vanuatu 

Fiji Nauru Marshall 
Islands 

Solomon Islands 

PNG Niue Palau 

Samoa 

Eric Lepaitai Asaeli Sarah 

Premila Jayaprakash Jinho Jin 

1. Common issues and challenges in human health sector – AMR emergence and spread 

2. Stakeholder mapping – governance recommendation for countries  - e.g. AMR committee 
with key participants, legislation 

3.1 Priority activities for 
implementation for a) short term 
(year 1)  b) medium term (2-5 
years)  in the human health sector 
Focus on:  
Systems 
Awareness 

3.2-4  
a) Identify priority areas of action using the template – 
add/delete/modify – common areas? 
-Focus on systems and awareness 
 
b) Next steps in finalizing and implementing national 
action plans on antimicrobial resistance 

4. Priority support needed from WHO : governance, systems and awareness raising 



Ms Premila Kumar,  
Chief Executive Officer 

Consumer Council of Fiji 

Rational use and consumer 
perspective on AMR  

    

 About Consumer Council of Fiji 

 Rational Use and the Pharmaceutical Survey 2010: Prices and Practices 

 Main Challenges in Rational Use -From Consumer Council Perspective 

 Importance of Awareness to Combat Antimicrobial Resistance 

 Role of the consumers on rational use to combat antimicrobial resistance 

 What Role Can Consumer Council Play in Supporting Rational Use and 
Behavior Change 

 Examples of consumer council activities conducted on AMR 

Presentation Outline 

    

 Only consumer organisation in the Pacific that operates independently. 

 Advocacy organisation 

 Our work encompasses a broad range of consumer-related issues.  

 Health - Council is active on the issue of affordable, accessible and 
equitable health care as being the basic right of a consumer. 

 Focus is on access to safe and affordable pharmaceutical products, 
medical services,  and medical devices; misleading advertisements and 
door to door sale of alternative medicines; Patient privacy; and fair 
practices in food trade. 

 Council’s insight into consumer grievances is a powerful tool to 
influence decision-makers to bring about change.  

 

 

ABOUT CONSUMER COUNCIL OF FIJI 

    

 Consumer  Council is not anti 
business, anti profits, or anti 
investments.. We are anti bad 
business practice. 

 

 The Council is not anti professionals 
but against irresponsible 
professionals 

    

Rational use of medicines means consumers receive 
medications that is of: 

 Merchantable quality 

 Right Fit (appropriate to their clinical needs),  

 Right amount (in doses that meet their own 
individual requirements)  

 Right Duration ( adequate period of time), and  

 Lowest cost 

Rational Use and the Pharmaceutical Survey 2010: 
Prices and Practices 

    

 Prescription for a fictitious patient from a registered medical doctor 
at a public hospital was presented to 47 pharmacies (out of 55 
pharmacies in Fiji) 

 
 Dispensed medications were purchased by the Council and retained 

as evidence and for verification.  
 

 Staff involved posed as either as a relative, employee, neighbour or 
a friend of the patient and presented the prescription to the 
pharmacies for dispensing.  

 A total of 7 medicines (Amoxicillin, Enalapril, Simvastatin, 
Metformin, Frusemide, Glipizide and Aspirin) were prescribed.  
 
 

SURVEY METHODOLOGY 



    

 
Prices of medications of same brand & quantity 

from different pharmacies; 
Whether consumer choice given to buy generics or 

originator brands; 
Pharmacists’ conduct in dispensing medicines; 
Whether prices were fully disclosed to the 

consumer; 
Was Labelling requirements met –quantity of 

medication, directions for use, precautions  etc 
Was receipt issued 

 

This study looked at the following : 
 

    

 3 pharmacies were found selling generic 
medication labelled as originator brand and 
also charging originator brand price.   

 24% of the pharmacies provided receipts 
that did not comply with the laws. 

 

 

 

 illogical pricing despite medicine being 
under Price Control  

 91 % of the pharmacies dispensed 
originator brands for one or more items 
even though generics were widely 
available. 

 A $15.00 prescription ended up costing 
a consumer up to $44.00. 

 57% of the pharmacies charged higher 
prices for the same brand and same 
quantity of medication.  In some cases 
overcharge was by 460% 

 

 

 

Findings 

    

 
 None of the pharmacies asked the buyer whether he/she 

wanted generics or originator brand of medicines.  
 
 91 % of the pharmacies dispensed originator brands for 

one or more items even though generics were widely 
available. 

 
 

 General rule amongst pharmacists is to dispense generic 
drugs when presented with a hospital prescription.   

 

CHOICE OVER GENERIC OR ORIGINATOR BRAND MEDICINES 
 

    

WRONG NAMES ON MEDICINE 
PACKS 

 Name of purchaser “Alisi” appeared 
on the medicine packs instead of 
the patient’s name (Hari Ram) on 
the prescription 

Wrong Name: Case 
1 

Wrong Name: Case 
2 

PROBLEMS WITH LABELS 
40% of the pharmacies violated 
labelling requirements in one way or 
another.  

    

WRONG STRENGTH DISPENSED 
 

Consumers trust that professionals will dispense right 
dosage of medication as per prescriptions.  
 
 dispensed 5 mg enalapril but the label stated 10mg 

as per the prescription.   
 
 dispensed 15 amoxicillin capsules when prescription 

required a dosage of 9 capsules. 
   
 dispensed 28 tablets of 20mg of Crescent 

simvastatin rather than 30 tablets of 20mg.  
 
 dispensed 40 tablets of 5g of Minidiabe glipizide 

instead of 30. 

 
    

 AMR is a Complex Issue 

– Human Health (consumers have a control) but animal health is not in their 
control.  

– How to tackle antibiotic resistance from a food safety perspective? 

– Too many stakeholders involved from manufactures, distributors, 
prescribers/health workers, users  

– Pharma trade is profit driven and pharmaceutical industry has the ability to 
influence patient expectations and behavior. Consumer ignorance. 

 Imbalance of Power/knowledge 

 Lack of access to right information: They are generally ignorant of their rights and 
responsibilities regarding drug use 

 Consumer demand –looking for quick fix. They know the power of antibiotics 

 

Main Challenges in Rational Use -From Consumer 
Council Perspective 



    

 Lack of Quality Assurance … “double dose of antibiotics”  

 Consumer awareness not well targeted: Rethink the way we 
communicate the issue to consumers. 

 Marketing of medicines and other health info via social media 
influences patient expectations and changes in consumer behavior. 
How to deal with Social media? 

 Consumers can buy drugs over-the- counter despite regulations in 
place. How to enforce legislations? 

 

 

 

Main Challenges in Rational Use -From Consumer Council 
Perspective 

    

 Protect consumers against exploitation: Consumer awareness 
will protect them from the exploitation by pharmacists; GPs, 
advertisements.  

 Consumers will have control over consumption of antibiotics: 
This will stop consumers from demanding antibiotics; and to  
finish the course. 

 Increase consumer  motivation to save : Awareness will help  
people from wasting money on medicines not needed or not 
used.  

 

Importance of Awareness to Combat Antimicrobial 
Resistance 

    

 Consumers will have Knowledge regarding 
solution to problems : they will know about laws 
and policies that will  assist them to participate 
actively to solve their problems.  

 

 Consumers will act in solidarity: participate in 
campaigns, report irregularities; question meat 
production from food safety perspective. 

 

 

Importance of Awareness to Combat Antimicrobial 
Resistance 

    

Consumer Responsibilities 

 Critical Awareness- to be more alert and question the price and 
quality of drugs and medical services. 

 Action – to be assertive and take action to avoid being exploited by 
traders and service providers. 

 Social Concern –to be aware of the impact of irrational use of  
medicines towards AMR . 

 Environmental Awareness – to understand the environmental and 
other consequences of irrational use of medicines 

 

Role of the consumers on rational use to combat 
antimicrobial resistance 

    

 Name and Shame 

 Publicising poor business practices that threaten proper 
medicine dispensing and affordable access 

 Campaigns 

 Surveillance and research to push for policy reforms on 
accessibility, safety and affordability of medicines 

 Put pressure for proper enforcement of the Acts  

 

 

What Role Can The Consumer Council Play In 
Supporting Rational Use And Behavior Change 

    

Examples of consumer council activities conducted in 
Fiji 



    

2016 WCRD theme: “Stop Misuse of Antibiotics”  
. 
 

A “Press 

Conference” 

was organized 

with key 

stakeholders to 

raise awareness 

on misuse of 

antibiotics 

    

Factsheets in 
three languages 
– English, Hindi 

& iTaukei 

    Street Banner WCRD 2016 

Factsheets on Misuse of 
Antibiotics during EU Day 2016 

    

Distribution of Antibiotics Factsheets during 
Mobile Unit at Korovou Town 

    

Facebook Posts 

    

Newspaper Articles 



    

Newspaper Articles 

    

Newspaper Supplement 

    

Newspaper Articles 

    

Newspaper Articles 

    

Newspaper Articles 

    

Newspaper Articles 



    

 Data? 

 Consumer Trust 

 Are we regulating private sector 

 Need for better integration between policies on human 
and animal health as well as disposal of medicines and 
its consequences 

 Other pathways through which consumers can end up 
with antibiotics 

 Language used in disseminating information 

 

 

 

 

Issues on Hand? 

    

THANK YOU! 



Planning National Action 
Against 

Antimicrobial Resistance 
ANDREW ORANGE, CHIEF PHARMACIST 

Outline 

Antibiotic resistance in the Cook Islands 

Process to develop the Cook Islands Antimicrobial 

Resistance (AMR) National Action Plan 

Key enablers 

Challenges/Issues 

Plan implementation 

 

Antibiotic resistance in the Cook Islands 

 Cook Islands Antibiotic Guidelines 2015 

 By Dr Richard Everts 

 ID Specialist/Microbiologist 

WHO support 

 For use in hospital & community, on all Islands. 

 Based on local laboratory data (1996 - 2014) 
and international best practice 

Stocktake of resistance patterns 

 Launched November 2015 (Antibiotic 
Awareness Week) 

 

Staph aureus E. coli 



Klebsiella spp. Ignorance is bliss… 

CI Antibiotic Guidelines data generated activity: 

AMR identified as a priority agenda item by CIMoH 

Vigilance and action needed to address known resistance and 
prevent an increase 

Contribution to antimicrobial stewardship internationally 

Recognition that other sectors contributed to the 
problem and had roles to play in addressing it 

CIMoH took the lead (with help from WHO) 

 National workshop December 2015 

 Participants from Ministries of Health, Agriculture, Marine Resources, & 
Education, plus local vet services, private sector (e.g. pharmacies), & WHO 

 Wide range of activities to address & prevent AMR  basis of draft Plan 

 Development of draft Plan by core multi-sector group: 

 Ministries of Health, Agriculture, Marine Resources, & Education, plus private 
pharmacies 

 Existing resources used for inspiration: 

Australian National Plan on Antimicrobial Resistance 

 Fiji National Action Plan on Antimicrobial Resistance 

Regional Action Agenda and Global Action Plan 

CIMoH took the lead (with help from WHO) 

 Follow-up “World Café” workshop 
October 2016 

 WHO technical support & facilitation 

 Minister of Health, Hon Nandi Glassie in 
attendance 

 Participants from Ministries of Health 
(including from the outer islands), 
Agriculture, Marine Resources, & 
Education, plus private pharmacies 

 Public invited 

 Content of the draft Plan finalised to 
include realistically achievable activities 



National Action Plan Launch 

November 2016 (Antibiotic Awareness 
Week) 

Public attendance invited 

Presentations from all Stakeholders 

Resources available: 

Copies of the Plan 

Posters in English and Cook Islands Maori 

 Launches on Rarotonga and Aitutaki 

 

Anti-microbial Awareness Week

% Coverage of Vibrio harveyi

infection – disease in 2000

 Eats into the 
shell nacre

 Flesh rotten
 Nacre layers 

uneven

Common infections in 
the Cook Islands & 

the rate of resistance

Nini Wynn (OPED) 

Andrew Orange (Pharmacy)

Geoffery Wuatai (Laboratory)

16 November 2016

ADMISSION OF DIABETIC WOUND

• 2010 – 4

• 2011 – 4

• 2012 – 5

• 2013 – 10 ( 3 Pa Enua )

• 2014 – 2

• 2015 - 1

Enablers 

Data  something needs to be 

done 

Support from the top 

Minister of Health actively on board 

 Secretary of Health key driver 

Resource to maintain momentum 

Willing participants 

 



Challenges 

 Data – not as available or up to date as we’d like 

 Resource to maintain momentum 

Not a dedicated role 

 Significant effort involved in coordinating input from a number of 
different viewpoints 

 Participants 

 Initially threatened? 

 Roles and impacts not always understood 

A tendency to go back over old ground 

An initial wish to do too much too quickly 

 

Implementation 

Plan covers 2016-2020 

Enhanced awareness has already resulted in some 
activities, e.g. 

Better clinical support for improved adherence with the 
Antibiotic Guidelines 

 Improved procurement of antimicrobials 

 Improved information management system in the 
hospital laboratory to enable AMR surveillance 

Dr Richard Everts revisiting in April 2017 
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Role of AMR Committee Samoa in Raising 
Awareness on Rational Use of Antimicrobials 

Presenters: 

Aharoni Viliamu (Manager Pharmaceutical 
Services, NHS) 

Tavita Reupena (Principal Regulatory & 
Monitoring Officer, MoH) 

Presentation Overview 

• Demographics 

• AMR Samoa Committee 

• Progress of Current Work 

• Future Work 

• Monitoring Audit by MoH 

 

 

Demographics 

Population: 190,372 (2013) World Bank 

Life expectancy: 72.98 years (2012) World Bank 

Population growth rate: 0.8% annual change (2013) World Bank 

Official languages: English, Samoan 

National Game: Rugby (of course). 

Useful Health Information 

Number of Hospitals: 2 main referrals, 6 district and 2 health 
centres. 

Number of Pharmacies: 2 public and 7 private 

Number of Pharmacists: 7 public and 9 private 

Number of GP Clinics: 13 Upolu and 3 Savaii 

Mode of Distribution: Land and sea. 

IT Management System: LOTS 

Note: 2006 Government Reforms separated the service 
delivery from the regulatory and monitoring arm. Hence, 
NHS and MoH were formed. 

 

 

 
 

 

 

Why come to Samoa?? Our very own wise PM,  
Hon. Tuilaepa Dr. Fatialofa Aiono Lupesoliai Sailele 

Malielegaoi. 



More of this.. and this  

Less of this.. and this  

National AMR Committee 
• National Health Service (NHS) 

(Chair - Laboratory) 
• Ministry of Health (MOH)  
• Ministry of Natural Resources 

and Environment (MNRE) 
• Ministry of Agriculture and 

Fisheries (MAF) 
• Ministry of Women 

Community and Social 
Development (MWCSD) 

• Ministry of Foreign Affairs 
and Trade (MFAT) 

• Ministry of Commerce 
Industry and Labour (MCIL) 

• Ministry of Education Sports 
and Culture (MESC) 

 
• Scientific Organization of 

Samoa (SROS) (laboratory for 
testing of water samples) 

• National University of Samoa 
(NUS) 

• Oceania University of 
Medicine (OUM) 

• GPs 
• Private Pharmacies 
• Farmers Association 
• Animal Protection Society 

(APS) 
• Samoa Family Health 

Association (SFHA) 
 

Progress (Current Work) 

• Launch of the National Antibiotic Awareness 
Week (November 2015) 

– Samoa Parliamentary Advocacy Group on Healthy 
Living (SPAGHL) commitment and signing of 
pledge 

– Awareness activities in the community 

 

• Country Situational Analysis 2016 

– SWOT Analysis 

• AMR is very present in Samoa.  It is a threat!! 

 

 

 



Progress of Current Work 

• Consultations on developing of the National Action Plan 
– First consultation targeting human health professionals only (March 

2016) 
– Second consultation including human and animal health and food 

safety (June 2016) 

 
• WHONET training  

– March 2016 
– Free Window-based database software developed for management 

and analysis of microbiological and clinical data (specific focus on 
antimicrobial susceptibility test results) 
 

• Baseline Perception Survey (Online) 
– May 2016 
– Level of understanding  

 

Progress of Current Work 

• 1st Annual AMR Symposium 

– Nov 2016 

– Focused on health professionals prescribing and 
dispensing practices 

 

• Revised Antibiotic Guideline (Nov 2016) 

 

• Active multi-sectoral partnership  

 

National Action Plan Consultations National Health Week 2016 

AMR Annual Symposium Nov. 2016 WINLA Sports Day 



TRIVIA NIGHT 
FUTURE WORK 

 

 

• Implementation of the National Action Plan 

• Hands-on training – laboratory techniques for Antibiotic 

Susceptibility Testing (AST)  

• Hands-on training – WHONET  

• Share data on AMR with clinicians 

• Identify diseases of public health importance 

• Establish laboratory networking  

• Define roles and responsibilities, identify referral system 

• Continuous awareness programs for health professionals 

and public  

 

 
CONCLUSIONS 

• There is an increasing trend of AMR in Samoa 

• Need a good health Information System (Laboratory) 

• Need upgrade current identification systems within the 

laboratory 

– Laboratory personnel capacity  

• Need more interactive communication between ALL relevant 

stakeholders  

• Need trainings for health professionals (esp. staff of pharmacy, 

lab, etc.) 

• More awareness programs for the public 

 

Prescription Audit 
November 2016 

AIM 

To Asses Prescribing Practise Related to 
Antibiotic Use.  

Method 

• Prescriptions requested from NHS Pharmacy 

• 20 – 30 Prescriptions were randomly selected 
starting from 1st January to 31st January 2016. 

• Results entered on to an MS Excel spread 
sheet 

• Analysis done using MS Excel PivotTable 



Prescription sample by age for January 2016. 

Age  Frequency Percentage 

< 13 Years 60 8% 

13- 64 Years 294 38% 

65+ Years 112 14% 

No Age Written 307 40% 

Grand Total 773 100% 

Pharmacy Prescription Code According to Method of 
Payment 

7% 

27% 

63% 

3% 0% 
A1 - FDS

Z1 -
Pensioners

NSS -
OPPayment

Y3 - Prisoners

Blank

Pharmacy Prescription Code According 
to Method of Payment 

< 13years 13-64 Years 65+ Years blank 

A1 - Free Drug Supply   31   24 

Z1 - Pensioners 1 111 95 

NSS - Out of Pocket 
Payment 

59 252 1 174 

Y3 - Prisoners 10 12 

Blank 1 2 

Number of Prescriptions counted with an 
Antibiotic by Age Category, January 2016 

Age Group No Abx 1 Abx 2 Abx Total 

< 13years 2 56 2 60 

13-64 Years 52 230 12 294 

65+ Years 61 47 4 112 

blank 93 194 20 307 

Total 208 527 38 773 

Percentage of Antibiotics per 
Prescription 

27% 

68% 

5% 

No Abx

1 Abx

2 Abx

Frequently Used Antibiotics – Jan 2016 

Antibiotics Frequency Antibiotics Frequency 

Flucloxacillin 170 Roxythromycin 7 

Amoxycillin 126 Keflex 6 

Augmentin 102 Azithromycin 5 

Septrin 51 Penicillin V 4 

Ciproxin 34 Doxycycline 2 

Erythromycin 10 Cefalexzin 1 

Ceclor 7 Chramphenicol 1 

Ciprofloxacine 1 

No Abs on Script 208 



Frequently Used Antibiotic combination – Jan 2016 

Antibiotics Frequency Antibiotics Frequency 

Azithromycin Augmentin 7 Flucloxacillin Augmentin 12 

Azithromycin Doxycycline 1 Flucloxacillin Chramphenicol 1 

Cefaclor Augmentin 2 Flucloxacillin Septrin 1 

Ciproxin Chramphenicol 1 Flucloxacillin Amoxycillin 1 

Ciproxin Erythromycin 1 Flucloxacillin Azithromycin 1 

Ciproxin Doxycycline 1 Flucloxacillin Ciproxin 1 

Erythromycin Augmentin 1 Flucloxacillin Erythromycin 1 

Septrin Amoxycillin 1 Flucloxacillin Septrin 1 

Septrin Cefaclor 2 Roxythromycin Augmentin 1 

From the Findings 

73% prescriptions contain an Antibiotic 

Commonly prescribed to those above 13years 

40% of prescriptions No age was written on it 

Commonly prescribed antibiotic; Flucloxacillin, 
Augmentin & Septrin 

Frequently used antibiotic in combination: 
Flucloxacillin, Augmentin & Septrin 

 

 

Recommendations 

Further analysis is required to assess 
compliance with NHS prescription standards. 

 

Compliance with Revised Antibiotic Guideline 
2016 

 

Prescribing privileges of doctors. 

THANK YOU 



The Roadmap to developing 
Tonga’s National Action Plan 

on Antimicrobial Resistance  

 Melenaite Mahe 

 Principal Pharmacist 

 Ministry of Health – Tonga  

 14-17 February 2017 Nadi Fiji. 

 

Overview of presentation 

 Antibiotic Awareness 

Week 

 Vaiola Hospital Week 

 Activities – Pharmacy 

Waiting area poster 

presentation 

 

 

 Technical Assistance 

and consultation 

 Antibiotic Guideline 

draft 

 Workshop 

 Findings from country 

situational analysis  

 Development of NAP 

 Implementation Plan 

 

 

Tonga -  Antibiotic 
Awareness Week 16-22 

Nov.2016 
 Tonga held its first Antibiotic Awareness Week 

during November, 2016 

 Pharmacy was responsible for preparation and 
running of the activities during the Antibiotic 

Awareness Week. 

 Started with introductory radio talks few weeks 

earlier 

  Vaiola Hospital Week  

 

Vaiola Hospital Week 

 Conducted 1 week prior to AAW 

 Organised by the Vaiola Hospital Board- members are 
Church Leaders  

 Started with a Choir Recital Night with different church 
denomination choirs  

 Keynote Address of the night - the Hon. Minister of Health – 
Dr. Sosaia Ma’u Piukala 

 Started with emphasis on Using Antibiotic wisely and it is 
everyone’s responsibilities 

 Theme of the week – Rational use of medicine in general 

 Media program on Rational Use of Medicine including 
antibiotic was played on local radio stations as well as TV 
presentations by various stakeholders 

 

Pharmacy Waiting Area Presentations to patients 

in other waiting area 



AAW Program 

 Launching of the week by the Hon. Minister of Health 

  – Broadcasted live in two of the local radio stations 

 -cover outer-islands and also overseas listeners 

 TV coverage 

Present 

 Australian High Commissioner  

 Hon. Minister of Agriculture, Food, Forests and Fisheries 

 C.E.O Health, Labour and Commerce 

 Representatives from other ministries 

 Townofficers, Maopa Choir, Members of public 

 Ministry of Health Staff, doctors, nurses, lab, xray, pharmacy, Health 
promotion, health officers 

 Private sector pharmacy representatives 

 Non government  representatives 

Launching   

Activities 

 Media coverage TV presentation, radio talks, 
talkback, Hospital wards presentation e.g. 

Surgical Ward- antibiotic use in diabetes 

 Infection Control Nurse represent the ICC 

emphasizing on good hand washing to reduce 

spread of infection 

 Panel discussion and radio talkback to inform and 
make public aware of the problems, 

 Current issues with MRSA cases increasing 

 Getting feedback from callers  

cont 

 

 Medical Doctors annual 3 days meeting fell on 
the AAW 

 World Diabetic Day fall on the 1st day of AAW 

 Face to face presentation to patients in 6 waiting 
areas using the posters provided by WHO 

 Sunday Church services – acknowledge of the 
AAW- Pharmacy Staff combine service  

 Banners distributed to all Health Centres together 
with posters 

 Hospitals in the outer-islands also received and 
displayed Banners and posters  

Technical Consultant Visit 

 Asaeli Raikabakaba visit to 

 Follow up on progress of STG and EML review 

 Discuss key priority areas and Essential Medicines 

and Health Technology activities including 
Antimicrobial Resistance to support for 2016-2017 

 To provide technical support to MOH’s laboratory 

and pharmaceutical areas on request where 

possible 

Antibiotic Guidelines  

 Consultant Visit 

 Draft has been in circulation 

 Need endorsement 

 Training 

 Revised list of essential medicines 

 Review quantification of Antibiotic Requirement 

 Final printing 



Plan for National AMR 

Committee 

 Initial Planning stage 

 Consultations 

 Agree on term of reference 

 Membership 

 Plan of action 

Plan for 2017 AAW 

 Work with WHO for funding 

 Continuing Education 

 Public Education 

 Media Involvement 

 Banner, posters, leaflets,  

 

Ongoing 

 Join the Australian Antibiotic Stewardship survey –  

 Baseline survey on Antibiotic Use 

 Audit trail  

 Private sector involvement 

 Partnership with other organisation 

Translation 
TYPE OF POSTER/BANNER Is translation 

needed? 

If translation required – text below will need to be 

translated and sent back to EMT/WPRO 

  

YES/NO? 

  

  

  

BEFORE USING ANTIBIOTICS Kimu’a pea 

ngaue’aki ‘ae faito’o tamate siemu pe enitipiotiki  

  

FIRST  ‘Uluaki – ‘Oku totonu ke ngaue’aki pe ‘ikai 

Is it necessary OR NOT? 

  

THINK TWICE toe vakai’i 

  

Antibiotics: Handle with Care ‘Enitipaiotiki- Ngaue 

tokanga 

  

SECOND Ua – Ko e tonu ia 

Is it appropriate? 

  

Right drug  Faito’o totonu 

  

Right time Taimi totonu 

Right dose  Lahi totonu 

Right duration Loloa fe’unga 

  

ANTIBIOTIC RESISTANCE can lead to increased 

DEATHS 

Step into change: THINK TWICE Koe  

Fakafe’atungia ki he ‘Enitipiotiki ‘e hoko ke ne 

fakalalhi ‘ae MATE. 

  

Laka moe Liliu- Toe fakakaukau tu’o ua 

REQUEST FOR TRANSLATION: 2016 POSTER (draft images below) 

Country:   

NGO involvement- Filitonu 
Drama Group – Tonga Family 

Health 

Banners 



Tonga Survey on Current 

Situation 

 To be completed by end of March 

 Findings to be used as quide to next step 

 Formalise the National AMR Committee 

 Continue with awareness programmes 

 Training of health-workers 

 Training of public 

 Audit trails 

  STG and EML review 

 Training 

 

 

AMR 

Learn from others 

Practise evidence based prescribing 

Strengthened Counselling Services 

Strengthened Laboratory Capacity 

 

*************************************** 



www.wpro.who.int


