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The Pandemic influenza preparedness framework (PIP) is a unique framework, 

which brings together Member States, industry, other stakeholders and WHO to 

implement a global approach to pandemic influenza preparedness and 

response.  Member States in the South-east East Asia Region, particularly 

Indonesia, played a key role in its development.  This is the report of the first 

regional Regional workshop on implementation of PIP in the Region, which 

includes sessions on virus sharing, laboratory and surveillance, burden of disease 

studies, risk communication,  and regulatory capacity- building.  
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Executive Summary 

The Pandemic Influenza Preparedness (PIP) Framework brings together 

Member States, industry and civil society to work with WHO to ensure that 

the world is better prepared to respond to pandemic influenza (WHA64.5). 

The PIP Framework has two main objectives: influenza virus sharing and 

equitable access to the sharing of benefits that arise out of it. Member 

States in the WHO South-East Asia Region played a key role in the 

development of this framework. 

Under benefit sharing, partnership contribution (PC) funds were 

distributed to regions and countries in 2014 to strengthen pandemic 

preparedness. The priority areas identified are laboratory and surveillance, 

burden of disease, risk communications and regulatory capacity-building 

and planning for deployment. For laboratory and surveillance, the WHO 

South-East Asia Region received approximately US$ 1.6 million, which was 

distributed in July 2014, for the first year. In 2015, the Region received over 

US$ 2.1 million.  

This Regional workshop was held to review the progress in PIP for 

both technical and financial implementation and the impact it has had as 

well as to strategize on how to move forward to meet the PIP objectives in 

the Region. The workshop also served to create awareness about, and 

advocate for the PIP Framework. 

At the workshop, Member States acknowledged the following: 

 The sharing of influenza viruses with pandemic potential in 

humans and access to benefits is fundamental to public health, 

and the implementation of the PIP Framework is vital to achieve 

this. All stakeholders have specific responsibilities under this 

Framework. 

 The PIP Framework is a new paradigm for public health, and the 

Framework’s Standard Material Transfer Agreements (SMTAs) 1 

and 2 are models for strengthening global health security by 

building partnerships with industry and other stakeholders to 

increase pandemic preparedness. 

 The WHO South-East Asia Region has played a major role, 

including during World Health Assembly (WHA) briefings for 

SEA Region Member States, in the PIP Framework and its 

implementation, and should continue to do so. 
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Major conclusions and recommendations included: 

 PIP-supported laboratory and surveillance activities 

implemented to date, and with WHO support, have had a 

positive impact, complementing the International Health 

Regulations (IHR 2005) and other pandemic preparedness 

activities. 

 Challenges faced by countries include sustaining laboratory 

support for influenza, motivating policymakers to support 

influenza-related activities, maintaining adequately trained 

human resources for epidemiology and laboratory as well as 

epidemiological data analysis.  

 Burden of disease studies are needed in Member States to 

develop evidence for the development of appropriate influenza 

policies and plans, including influenza’s economic and social 

impact.  

 Strengthen regulatory capacity for rapid approval of vaccines, 

antivirals and diagnostics at the time of a pandemic, through 

collaboration among countries and organizations.  

 There is a poor perception of the importance of influenza among 

policy-makers, health-care authorities and the public in most 

SEA Region countries; hence, there should be increased focus 

on pandemic influenza-specific risk communication 

preparedness. 

 Ensure adequate high-level policy and deployment plans for 

influenza vaccines and drugs, which will facilitate efficient 

deployment of vaccines/drugs and ensure fast-track approval of 

new vaccines/drugs in emergency situations or pandemic 

periods. 

 Facilitate introduction of WHO collaborative procedures for the 

accelerated registration of WHO prequalified vaccines. 

 Convene regular regional meetings for virus sharing and benefit 

sharing. 

 Collaborate with stakeholders for PIP implementation.  

 Conduct annual regional meetings to review and monitor PIP 

implementation.  



 

1 

1. Introduction 

In May 2011 the Sixty-third World Health Assembly adopted the Pandemic 

Influenza Preparedness (PIP) Framework, an international arrangement that 

is unique as it brings together Member States, industry and civil society to 

work with WHO to ensure that the world is better prepared to respond to 

pandemic influenza (World Health Assembly resolution 64.5). The 

Framework has two, equally important, public health objectives: 

(1) Virus sharing: ensuring that influenza viruses with human 

pandemic potential are shared through a network of public 

health laboratories called the Global Influenza Surveillance and 

Response System (GISRS). 

(2) Benefit sharing: promoting free and equitable access to benefits 

that arise from virus sharing, such as vaccines and antivirals. 

Virus sharing between GISRS laboratories is facilitated through an 

agreement called the Standard Maternal Transfer Agreement (SMTA)-1. 

Benefit sharing under the PIP Framework is facilitated through two 

mechanisms: 

(1) Partnership Contribution (PC): in an innovative approach to help 

improve global pandemic influenza preparedness, the PC is paid 

to WHO every year by influenza vaccine, diagnostic and 

pharmaceutical manufacturers that use the WHO GISRS and 

potentially benefit from it. For example, by having access to key 

influenza virus strains, WHO uses these funds to support 

Member States in strengthening their PIP systems. The total 

yearly amount that WHO is to receive is US$ 28 million, which 

is based on the estimated costs to run the WHO GISRS. 

(2) SMTA-2: this agreement enables a non-GISRS institution to 

receive PIP biological materials from a GISRS laboratory, but in 

return they have to share some “benefits” from those materials, 
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such as pandemic influenza vaccines, antiviral medicines and 

other pandemic-related products or technologies. The specifics 

of each agreement depend on the nature and capacity of the 

recipient. 

How these contributions are used is based on the advice given to the 

WHO Director-General by the PIP Advisory Group in consultation with 

them and with industry and civil society. In May 2012, for the period 

2012–2016, the Executive Board decided that approximately 70% of the 

PC funds should be allocated to preparedness measures and 30% to 

response activities, recognizing the need and usefulness of flexibility in 

allocating funds (EB131/4). In addition, in March 2013, the Director-

General accepted the recommendation of the Advisory Group that a 

portion of PC funds, not exceeding 10%, averaged over the next four years 

(2013–2016), be used by the PIP Secretariat to enable execution of work, 

either ongoing but at risk, or not yet undertaken because of lack of funds, 

so as to meet the objectives of the PIP Framework. 

Five priority areas were identified for preparedness activities. These 

are laboratory and surveillance, burden of disease, regulatory capacity-

building, risk communication and planning for deployment. For the 

period 2013–2016, priority countries have been identified for each of 

those priority areas in all regions. Funds for laboratory and surveillance are 

managed by the Regional offices, while funds for the other areas are 

managed by WHO headquarters in coordination with the Regional and 

country offices.    

In 2012, soon after the PIP Framework was adopted by the Sixty-

fourth World Health Assembly in 2011, South-East Asia was the first region 

to hold an informal Consultation on “Implementation of the PIP Framework 

for the Sharing of Influenza Viruses and Other Benefits”.  In this meeting, 

Member States supported the contents and approach of the PIP 

Framework. Some of the recommendations were as follows: 

 Advocacy with policy-/decision-makers on the contents of the PIP 

Framework may be needed to harmonize the requirements of the 

Framework with national arrangements and national regulatory 

frameworks. 
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 Advocacy should be undertaken for laboratories that are part of 

GISRS, in consultation with policy-/decision-makers to adopt the 

terms of reference (ToRs) defined by the Framework, including, if 

required, additions to SMTA-1 to ensure alignment with existing 

arrangements. 

 In order to reflect national/Regional priorities, consideration 

should be given to reviewing the process for prioritization of 

benefits for different technical areas through the PC to allow 

inputs from Member States. 

 Opportunities should be taken to raise awareness on the PIP 

Framework at other regional/national meetings. 

 Consideration should be given by Member States to undertake 

formal/informal national consultations to consolidate/refine the 

PIP Framework implementation priorities (which may then be 

presented through the Regional Office to the Advisory Group). 

The South-East Asia (SEA) Region received PIP partnership funds for 

laboratory and surveillance in July 2014. Under PIP, the SEA Region has six 

priority countries for “laboratory and surveillance capacity-building”. Two 

of these are also involved in “burden of disease”. “Regulatory capacity-

building” priority countries include Sri Lanka and Nepal, and “risk 

communication” priority countries include Bhutan. However, Indonesia, 

India and Thailand also have strong manufacturing capacity as well as 

regulatory frameworks that are often adopted by other countries, along with 

influenza surveillance systems.   

Implementation of PIP funds, and the impact and progress of the 

activities, are closely monitored by all stakeholders and reported to the 

Advisory Group meetings held twice a year, as well as in the PIP portal.  

This meeting, therefore, was envisaged as a meeting of PIP 

stakeholders and WHO focal points to enable dissemination of the 

Framework and to add value in identifying and discussing ways to 

overcome key and common challenges. It would also help the streamlining 

of PIP activities with national priorities. 
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2. Objectives of the meeting 

The overall objective of the meeting is “to promote the Pandemic Influenza 

Preparedness Framework (PIPF) in the South-East Asia Region”.  

The specific objectives are as follows:  

(1) to inform and strengthen awareness on the key provisions of the 

PIP Framework;  

(2) to review implementation of the PIP Framework in the SEA 

Region in 2014 and the consequent pandemic preparedness in 

the country and Region;  

(3) to review utilization of PIP funds implementation in 2014; and  

(4) to review national priorities in pandemic preparedness and 

strengthen PIP fund implementation on the basis of those 

priorities.  
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3. Opening session 

Dr Sudhansh Malhotra, Acting WHO Representative to Indonesia, opened 

the session and welcomed all participants.  A minute’s silence was  

observed for those who had been killed or were affected by the earthquake 

in Nepal on 25 April 2015. He then read out the inaugural address by the 

Regional Director, Dr Poonam Khetrapal Singh. 

Under the approved three-year workplan (2014–2016), the PIP 

Framework partnership contribution (PC) has allocated over US$ 28 million 

globally to strengthen pandemic influenza preparedness. It, therefore, 

provides opportunities to strengthen national pandemic preparedness 

systems in the five identified priority categories:  

 Laboratory and surveillance capacity-building;  

 Burden of disease;  

 Regulatory capacity-building;  

 Risk communication; and  

 Planning for deployment.  

Of these, “laboratory and surveillance capacity-building” is led by the 

Region and has six priority countries. Developing capacity in these areas 

will not only help mitigate the impact of an influenza pandemic, but will 

strengthen a country’s systems to prevent and respond to any pandemic or 

outbreaks of emerging infectious disease. This is of fundamental 

importance, as we have recently learnt from the Ebola outbreak in West 

Africa. 

Dr Sudhansh Malhotra ended the Regional Director’s address with the 

words, “Over the next three days, you will be exposed to a range of ideas 

and experiences on implementation of the Pandemic Influenza 

Preparedness Framework in the South-East Asia Region considering 

country-specific situations and priorities. During your intensive 

deliberations, I am sure that you will be able to identify the optimum 

combination of actions and approaches to meet this challenge. Much 
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certainly needs to be done, but I am confident that together, we will be 

able to achieve our goal.” 

Professor Dr Tjandra Adimata addressed the meeting on behalf of the 

Secretary-General, Ministry of Health of the Republic of Indonesia. He said 

that influenza pandemics have occurred on a regular basis in the past and 

have caused not only morbidity and mortality but also socioeconomic 

disruption. Pandemic preparedness has involved strengthening early 

warning systems and boosting vaccine production in South-East Asia. This is 

being taken forward through the PIP Framework and progress has been 

made. However, it should be noted that although pandemic preparedness 

is to be strengthened in the Region through PIP PC funds and SMTA-2 

agreements, SMTA-2 agreements have been undertaken with a very small 

number of industry partners. He concluded by emphasising that the spirit of 

PIP is the spirit of sharing in a fair, transparent and equitable manner. This 

spirit should always be an important part of pandemic work executed 

across the world. 

3.1 Session 1 

The PIP Framework:  Overview by Anne Huvos, Head of PIP Secretariat, 

WHO headquarters 

Ms Anne Huvos provided an overview of the three main components of the 

Framework: Virus sharing (section 5), benefit sharing (section 6) and 

governance and review (section 7). In virus sharing, Member States share 

‘influenza viruses with the potential to cause human pandemic through the 

GISRS. GISRS laboratories use these viruses to assess the risk of pandemic 

influenza and to develop candidate vaccine viruses; transfers of viruses are 

recorded in the influenza virus traceability mechanism (IVTM).   

Section 6 of the Framework establishes the “PIP Benefit Sharing 

System”, which operates to provide inter alia: pandemic surveillance and 

risk assessment information; capacity-building; real-time access to 

pandemic vaccines, antivirals, other response products; and support to 

strengthen national pandemic response capacities. There are two benefit-

sharing mechanisms: 
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SMTA-2: Contracts between WHO and non-GISRS recipients of “PIP 

biological materials”. Recipients commit to provide real-time access to 

pandemic supplies needed for pandemic response (e.g. vaccines, antivirals, 

diagnostics). 

PC: Annual payments from manufacturers to WHO to increase 

preparedness and response (e.g. laboratory and surveillance, risk 

communications, regulatory, burden of disease, planning for deployment). 

Once an SMTA-2 agreement is signed, the non-GISRS partner agrees 

to provide technical support to strengthen influenza laboratory and 

surveillance capacities in developing countries and licenses to technology 

relevant to the production of pandemic-related products during the 

preparedness phase. Once a pandemic is announced, during the response 

phase, the partner provides donations and/or reserves for purchase by 

WHO at affordable prices, of pandemic influenza vaccine, antiviral 

medicines or other pandemic-related products.  

SMTA-2 is signed once between WHO and a non-GISRS recipient of 

PIP biological material (PIPBM), and activated upon the declaration of a 

pandemic. Once signed, the signatory has access to any and all PIPBM 

needed without needing to sign another SMTA-2. When a pandemic is 

declared, vaccines, antivirals, diagnostics and other pandemic response 

products committed under SMTA-2 become due. 

Governance and review is a three-pillared oversight mechanism 

through which the World Health Assembly oversees implementation.   

The Director-General promotes implementation and the Advisory Group 

advises the Director-General on the use of the PC, monitors and assesses 

implementation of the Framework and interacts with industry and other 

stakeholders.   

Key implementation milestones to date include: 

 Virus sharing: Highly pathogenic avian influenza (H5N1) and 

other viruses (notably H7N9) and shared rapidly and 

systematically. 

 Governance: Advisory Group has established a regular 

interaction with Member States, industry and other stakeholders. 
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 Benefit sharing: PC processes established and operating (e.g. 

questionnaire for contributor identification, distribution formula, 

standard operating procedures (SOPs); high-level PC 

Implementation Plan: 2013–2016 Gap Analyses and Critical 

Path Analysis published and many SMTAs-2 signed. 

 Communications: portal, website, brochure, Q&A doc, bi-

monthly newsletter, PC video animation and Advisory Group 

EZ-Collab. 

On queries about SMTAs-2 in the Region, she said that Thailand has 

signed an SMTA-2 and the PIP Secretariat is initiating discussions with many 

more companies in Asia. 

A recommendation from this session is that pandemic influenza is a 

real threat and all countries must work together to prepare for its onset and 

to respond effectively. They have to be vigilant throughout and should not 

lose focus even in situations with competing priorities (e.g. The Ebola 

outbreak). 

PIP Advisory Group update and its implications for SEAR by 

Dr P Venugopal, PIP Advisory Group Member 

The PIP Advisory Group Meeting had been held in Geneva from 14 to 17 

April 2015, just before this Workshop. On behalf of the three Advisory 

Group members from the South-East Asia Region, Dr P.V. Venugopal  

presented an overview of these meetings in the last three years, and an 

update from the latest meeting.   

Each of the AG meetings involved interaction with industry and civil 

society representatives. Also, a briefing session was held by the Chair for the 

Diplomats stationed in Geneva. Some of the industry associations involved 

are IFPMA, BIO, DCVMN and AdvaMedDx.  The NGO Third World 

Network has taken part in every meeting. Others have taken part in one or 

more of the interactive sessions.   

After every meeting, specific advice was forwarded to the Director-

General. In almost all cases, the DG accepted and implemented the advice 

given by the AG.   
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One key area was the handling of genetic sequence data under the 

PIP Framework. A Technical Expert Working Group (TEWG) was 

established in order to get professional inputs in view of the rapid changes 

in technology and the progress made in genetic sequence data. Under PIPF 

Section 5.2.4, the AG is requested to provide guidance to the DG on the 

best process for further discussion and resolution of the issues related to the 

handling of GSD under the Framework. This issue has gained importance 

due to recent developments in the field of synthetic biology, which allows 

the production of candidate vaccine viruses, virus proteins or antibodies 

using only genetic sequence data. 

In 2015, the Advisory Group will identify the optimal characteristics of 

a system for the handling of IVPP GSD under the PIP Framework including 

consideration of  

a)  data sharing systems that are best suited to meet the objectives of 

the Framework considering obligations and timeliness of data 

submission, quality assurance of data, completeness of data 

annotation, ease of access to data, sustainability and security of 

the system; and  

b)  systems to monitor the use of GSD in end-products. The Advisory 

Group will consult with GISRS laboratories, databases, and 

industry and other stakeholders for this, and the results of the 

above work will be available to the Secretariat for integration into 

the 2016 review of the Framework and its annexes as provided 

in Section 7.4.2. 

Dr P.V. Venugopa highlighted that SEARO was probably the most 

active region of WHO for PIP framework related activities, and Indonesia’s 

key involvement right from the beginning had helped the partnership to 

move forward and ensure that SEARO continued its role. He also 

mentioned that the staff complement for PIP implementation at SEARO, 

New Delhi, has been strengthened and that this important meeting will 

help develop future strategy for the Region. SEARO had also held an 

informal consultation on the Implementation of the Pandemic Influenza 

Preparedness Framework for the sharing of Influenza viruses and other 

benefits, on 5-6 March 2012, he informed. 
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Dr P.V. Venugopal articulated the hope that this meeting will bring 

out new and innovative ideas for the effective implementation of the 

Framework, and that it will also provide ideas for the review of the PIP 

Framework slated for 2016. 

Global progress update on PIP PC implementation: 

Mr Paul Rogers, Project Manager, PIP Secretariat Headquarters 

Mr Paul Rogers gave a global overview of PIP PC implementation in the five 

identified priority areas. He put it in context: 2014 was a foundation year 

for implementation, when workplans were developed and validated. 

Implementation began in mid-2014.  

As of 31 March 2015, US$ 26.71 million was distributed to six 

regional offices and five identified areas of work (US$ 17.36 million in 

2014 and US$ 9.35 million so far in 2015), and funds spent to date are 

US$ 10.49 million. The overall global implementation rate for the PIP PC 

funds is 40%.  

Twenty-six countries received funds and technical support for 

capacity-building, and a wide range of capacity-building activities have 

been implemented across all areas of work. Capacities for preparedness 

have been improved in some areas, but weaknesses remain. Mr Paul Rogers 

also highlighted that the Ebola crisis presented unexpected challenges that 

significantly affected implementation of activities. He summarized the 

highlights of progress globally in all five priority areas, including the baseline 

on the 21 baseline progress indicators for laboratory and surveillance. 

Beyond 2015, financial implementation is expected to accelerate. The 

number of countries receiving funds and technical support is expected to 

increase, and activities will be scaled up across all areas of work. Outputs 

will be measured by the end of 2015. 

Overview of PIP in the South-East Asia Region: Dr Bardan Jung Rana and 

Dr Supriya Bezbaruah 

Dr Bardan Rana provided a brief overview of the key issues in PIP 

implementation in the South-East Asia Region. He mentioned that the SEA 

Region received the PIP funds in July 2014 for laboratory and surveillance 

in six priority countries. This fund helped make an impact on these 
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countries in the last eight months. In the Advisory Group meeting in 

October 2014, the AG noted the impact of Ebola, but felt that the threat of 

pandemic influenza remained strong. 

Besides the support provided to strengthening the labs and 

surveillance, the PIP supported the burden of disease activity in Indonesia 

and is expanding to Nepal this year. Support is provided to Nepal and Sri 

Lanka in building their regulatory capacity to regulate influenza vaccines, 

antiviral medicines and rapid test kits. Support is also being provided to five 

focus countries to ensure countries are PIP risk communication compliant. 

Delay in receiving funds has been one of the major constraints faced by the 

Region and countries. 

Dr Supriya Bezbaruah outlined how the SEA Region had played, and 

continues to play, a key role in the PIP Framework. She also highlighted 

that PIP helps strengthen core capacities under IHR (2005). PIP also helps 

fill a gap in IHR by specifying a basis for virus sharing and vaccine sharing.  

The five priority areas for PIP PC implementation correlate with the 

selected IHR(2005) core capacities such as laboratories, risk 

communication, surveillance, human resources, ports of entry, zoonoses, 

preparedness and response. 

In terms of Implementation of PIP PC, Dr Supriya Bezbaruah 

mentioned that in 2013, a detailed three-year workplan was developed for 

the Region. Approximately US$ 1.6 million was distributed to the Region in 

July 2014 for the first year. In 2015, the Region received over  

US$ 2.1 million. She summarized the priority countries and activities for 

the PIP, emphasizing that laboratory and surveillance work was managed 

directly by the Region. She explained that the overall expected outcome is 

to strengthen “capacity to detect and monitor influenza epidemics in 

developing countries that have weak or no capacity”. Three other outputs 

focused on strengthening capacity for detecting novel viruses, monitoring 

circulating influenza viruses and sharing of information and viruses. 

Although it has not yet been a year since PIP funds were received, 

they have already made an impact: laboratories are better equipped, 

leading to improved detection of novel influenza viruses; laboratory 

personnel have been trained in all countries; in the case of ILI/severe acute 

respiratory infection (SARI) sentinel surveillance, greater awareness is 
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leading to improved detection of novel viruses; surveillance guidelines and 

SOPs are being updated; there has been a roll-out of ILI/SARI surveillance 

in Timor-Leste; and capacities for safe virus packaging, shipping and cold-

chain management have increased for all countries. 

Further, bi-regional collaboration has been enhanced and strengths 

and gaps identified. Therefore, work has been ongoing to address those 

gaps; there are increasing linkages at the human-animal interface leading to 

better preparedness for novel viruses of zoonotic origin. 

It was also observed that challenges include influenza being given less 

priority than other emerging infectious diseases like Ebola; lack of 

awareness about PIP in Member States, competing funds and priorities in 

countries; and limited human resource capacities. 

Regional overview of laboratory capacity-building in the context of PIP: 

Dr Aparna Singh Shah, Regional Adviser, Health Laboratory Services (HLS) 

Dr Aparna Singh Shah informed that an influenza pandemic is the most 

global of infectious disease events currently known. It is in every country’s 

best interests to prepare for this threat with global solidarity. Global 

influenza surveillance is needed to understand the seasonality/pattern, age 

and risk groups affected and burden of disease in different countries. It is 

also needed to identify changes in the virus (shift, drift), changes in the 

disease (severity, transmission) and outbreaks of international concern. The 

surveillance could provide global guidelines, recommendations and support 

in preparedness, risk assessment, investigation and response, as well as 

advisor in risk assessment and preparedness, updating diagnostic kits, 

vaccine composition and drug susceptibility. WHO, through its Global 

Influenza Surveillance and Response System (GISN-1952) network, is 

closely monitoring the emergence and evolution of influenza viruses with 

pandemic potential with a global alert mechanism. Laboratories conduct 

early detection, isolation and characterization of viruses. National influenza 

centres (NICs-115) and influenza laboratories, form the backbone of GISRS 

and collect virus specimens in their country and perform analysis. FLUNET 

is a global tool for influenza virological surveillance, with real-time data 

uploaded by NICs/national influenza labs.  It is critical for tracking 

movement of viruses globally. The entire South-East Asia Region has the 

capacity to diagnose influenza and undertake its surveillance at the national 

level. 
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Dr Shah then described the influenza laboratory systems in place in 

SEA Region countries. She highlighted that influenza disease-burden studies 

in the Region have been limited, so the true burden in the SEA Region is 

still not well documented. She outlined the role of WHO in strengthening 

NICs and influenza laboratories by providing: 

  technical support (technical material/trainings);  

 facilitating regional and global collaboration;  

 strengthening infrastructure;  

 improving regional capacity for virus isolation, antiviral resistance 

and sequencing; 

 improving capacity for material shipment and cold chain 

management;  

 S&E (supplies and equipment) and non-commercial reagents; 

providing updates on new developments related to early 

detection of influenza and novel influenza strains;  

 WHO external quality assessment project and support for better 

performance; and  

 Regional meetings/informal consultations of NICs to review 

progress. 

Some of the issues and challenges in the Region: 

 coordination between laboratories and epidemiological 

surveillance; 

 no NIC in three SEA Region countries;  

 limited access to diagnostic services; capacity to diagnose all H 

types; 

 limited capacity for virus sequencing or drug-resistance testing; 

 not enough indigenous reagents production; 

 need for quality system/biosafety; 

 inadequate data management and information sharing. 

Regional laboratory influenza activities include laboratory assessments 

(organism detection, characterization, shipment to referral labs, biosafety 
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and quality) and regional and national virus cell culture trainings. BSL3 

laboratories operational in Nepal and other Member States are in the 

process of upgrading their biosafety levels. All Member States have at least 

20 certified trainers for shipment of infectious material and CCM training 

on virus sequencing and drug resistance on laboratory-linked data 

management. There is also better coordination between epidemiological 

and laboratory surveillance. Laboratory networks have been forged in the 

Region. Virus detection capacity and sharing of virus has improved globally. 

Future plans include supporting surveillance with better laboratory 

support; NIC in all Member States; strengthening quality of influenza 

laboratories; development of noncommercial reagents and kits for detecting 

emerging viruses; improvement in virus detection, characterization, 

isolation and sharing; and improvement in data management (collection, 

collation, analysis and sharing).   

3.2 Session 2 

SMTAs and PIP: Dr Manisha Shridhar, Regional Advisor, Intellectual 

Property (IPT), SEARO 

Dr Manisha Sridhar described the two SMTAs and their significance in the 

PIP Framework. These agreements, under the PIP Framework, establish a 

new way of engaging both among the global network of influenza public 

health laboratories, and with manufacturers.   

 “Virus sharing” under PIP states that Member States should share in a 

rapid, systematic and timely manner PIPBM with the WHO GISRS. 

Transfers of materials are recorded in the IVTM.   

The SMTA-1 agreement binds all GISRS laboratories and establishes 

rights and obligations of providers and users of materials, including 

compliance with GISRS ToRs, handling materials in accordance with WHO 

guidelines and national biosafety standards, use of IVTM and the 

expectations that neither provider nor recipient will seek to obtain 

intellectual property rights on PIPBM. For labs already in GISRS, acceptance 

of their WHO ToR, as contained in the Framework, constitutes acceptance 

of SMTA-1. For new labs, joining GISRS after the adoption of the 

Framework, acceptance of designation or recognition by WHO to become 
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a WHO GISRS lab will constitute acceptance of SMTA-1, and no further 

signature is required. 

SMTA-2 establishes an equitable, predictable and structured access to 

vaccines, antivirals and other pandemic response products for countries in 

need. It ensures benefit sharing by manufacturers that receive PIPBM. It is a 

legally binding contract between WHO and the non-GISRS recipient of 

PIPBM, and it includes influenza vaccine, diagnostic and pharmaceutical 

manufacturers as well as biotechnology firms, research institutions and 

academic institutions. Recipients select benefit-sharing options based on 

their nature and capacities.   

There are three categories of SMTA-2: 

 Category A: influenza vaccine and antiviral manufacturers; they 

must select two of six predefined benefit-sharing options. 

 Category B: manufacturers of products relevant to PIP that are 

not manufacturing vaccines or antiviral medicines (e.g. 

diagnostic manufacturers): they must select one of six predefined 

options. 

 Category C: all other recipients (universities, research 

institutions, start-ups, biotechs, etc.): they must consider 

contributing to the PIPBM system. 

Benefit-sharing is intrinsic to the SMTAs, and benefits are shared as 

follows:  

 pandemic risk assessment and risk response;  

 provision of PIP candidate vaccine viruses;  

 provision of diagnostic reagents and test kits; 

 provision of reference reagents for potency determination of 

vaccines;  

 laboratory and influenza surveillance capacity-building;  

 regulatory capacity-building;  

 antiviral stockpiles (WHO stockpile, national, institutional, 

organizational stockpiles). 



Report of the Meeting 

16 

The PIP vaccine stockpile, according to the Framework, says initially 

there are 150 million doses: 50 million for affected countries for containing 

the first outbreak, and 100 million to development countries once the 

pandemic starts. In the case of WHO stockpile the size, type (composition), 

replenishment and operational use are to be advised by experts with 

associated equipment. If insufficient doses are donated, the DG must 

explore the use of sustainable funding mechanism. 

Other elements included in the benefit sharing system are access to 

vaccines in the inter-pandemic period for developing countries, access to 

pandemic vaccines, tiered pricing, technology transfer, and sustainable and 

innovative financing mechanisms. 

Dr Shridhar also spoke about how synthetic candidate vaccine viruses 

from genetic sequence data are speeding the vaccine production process, 

but also led to challenges in intellectual property rights. This will determine 

the future of the SMTAs. Currently, whether GSD or products of GSD can 

be subject to intellectual property protection is dependent on the laws of 

the country in which the intellectual property rights are sought. Cases from 

Argentina, Brazil and the United States of America were cited to show that 

they do not allow patenting of GSD as DNA is considered to pre-exist in 

nature. In contrast, the European Parliament and Council Directive on the 

legal protection of biotechnological inventions states that biological material 

which is isolated from its natural environment or produced by means of a 

technical process may be patentable even if it previously occurred in 

nature. 

She spoke about biosecurity and biosafety in the environment of 

rapidly advancing technology. It was stated that it might be easier to control 

the custody of a physical object, such as a virus sample, than the custody of 

data. From the biosafety standpoint, GSD has potential advantages over the 

sharing of virus samples, as it mitigates the risk of the inadvertent release of 

the infectious agent by limiting access to the original biological agent, and 

by restricting access of dangerous influenza samples to authorized 

laboratories involved in vaccine development that have adequate high-level 

security.  
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Regulatory capacity-building in the Region and influenza pandemics and 

vaccine production in the SEA Region – Mr Stephane Guichard, Regional 

Advisor, Vaccine Quality Management, SEARO.   

Mr Guichard’s presentation covered four areas: national regulatory 

authority (NRA) strengthening methodology and approach; NRA assessment 

to identify gaps; activities conducted with support of PIP/PC; and value 

added with PIP/PC financial support. 

NRA capacity-building in the SEA Region is anchored in five steps: 

 benchmarking/development of NRA assessment tools; 

 assessment of NRA (re-assessed every 2–5 years); 

 creation of an institutional development plan (IDP); 

 providing technical support/training/learning, networking; 

 monitoring progress and impact. 

Depending on the source of vaccine (whether a United Nations 

agency or procured or produced in the country), the procurement policies 

and regulatory requirements include a good regulatory system, marketing 

authorization and licensing activities, post-marketing adverse events 

following immunization (AEFI), lot release, laboratory access, regulatory 

inspections and authorization and monitoring of clinical trials.  

In the SEA Region, countries that receive PIP PC financial support are 

Nepal and Sri Lanka. NRA assessments will be/have been conducted in 

both countries. Both countries limit tenders to WHO PQ vaccines, and 

therefore, vaccines used in the national immunization programmes are of 

assured quality. Priority NRA functions to be strengthened are market 

authorization, i.e. licensing, and post-marketing vaccine safety surveillance, 

i.e. vaccine pharmacovigilance. The assessment in Nepal focused on the 

regulatory system, market authorization, pharmacovigilance and AEFI, lot 

release, based on 29 indicators. 

Regulatory system recommendations include: 

 adopt a mechanism to manage conflicts of interest; 
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 computerize recalled product information and publish it on the 

web; 

 define the institutional capacity-building elements of the 13th 

three-year interim plan for DDA; 

 place managers and technicians in National Aggency for Food 

and Drug Administration and Control (NAFDC) national control 

laboratory (NCL) Indonesia to learn quality management system 

(QMS); 

 designate a focal point, i.e. Quality Manager, for the 

implementation of quality and capacity-building in DDA; 

 train staff on current technical practice in: marketing 

authorization, good manufacturing practice (GMP), good 

laboratory practice (GLP), vaccine/biological registration as per 

annual training plan and IDP. 

Marketing authorization and licensing activity recommendations 

include: 

 developing the 2015 training plan for all staff in marketing 

authorization and licensing activities; 

 updating technical guidance documents and technical support 

from WHO; 

 training on new and biotechnology vaccines and biologicals, and 

on clinical trial data evaluation for registration; 

 addressing variations in regulations and or guidelines. 

Pharmacovigilance recommendations include:  

 Expand QMS to pharmacovigilance,  

 train staff on AEFI monitoring;  

 integrate AEFI into the pharmacovigilance system. 

Lot release recommendations include:  

 designate the quality manager ; 

 implement the quality manual; 
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 train staff in lot release; 

 establish draft SOPs. 

PIP PC is an entry point to strengthen NRA for medicines, and this 

support should be expanded to other countries that need it. 

Risk communication in the context of PIP and IHR; Ms Vismita Gupta-

Smith, Public Information and Advocacy Officer (PIA), SEARO 

In this session, Ms Vismita Gupta-Smith covered the following issues: 

a)  how public health and risk can be communicated effectively;  

b) how stakeholders for PIP can be identified; and  

c)  how a roadmap for risk communication under IHR and PIP can 

be charted.  

She began by presenting how risk is perceived differently by the 

public and by public health experts. For public health experts, risk is high 

when the hazard is high. For the public, however, risk is high when outrage 

is high. The media harvests that outrage but does not produce it.   

For the purpose of risk communication, risk is considered hazard and 

outrage. 

She articulated the five WHO risk communication principles: trust, 

announcing early, transparency, listening (communications surveillance) 

and planning. In public health emergencies, risk communication conducted 

early in an outbreak can significantly increase control opportunities. In the 

preparation phase, there are communication assessments, coordination 

mechanisms, listening mechanisms, trainings, media and communication 

plans, and message development. Early in an outbreak or emergency, the 

crisis plan is activated and messages are developed. Social mobilization 

takes place. Conducted early, this provides an opportunity for outbreak 

control. In the recovery phase, the strategy and plan are evaluated and 

lessons learnt are documented and shared. She explained the four strategies 

for risk communication and when and how to use them: 

 precaution strategy: when hazard is high but outrage/fear is low; 
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 outrage management: when hazard is low but fear/outrage is 

high; 

 crises communication: when hazard and outrage/fear are high; 

 health education and stakeholder relations: when hazard is low 

and  fear is low. 

Ms Gupta-Smith then conducted a stakeholder analysis for IHR and 

PIP risk communication. The stakeholders were grouped into four: 

blockers, avoiders, champions and silent boosters. 

She then outlined the PIP risk communication support – material tools 

and online learning for Member States, medium-term risk communication 

capacity-building support in focus countries, and emergency 

communication network (ECN) support to countries in an emergency. 

The main challenges for 2015 were highlighted. These include 

increasing focus on pandemic-influenza specific risk communication 

preparedness, including high-level support for risk communication plans, 

building on synergies with Ebola preparedness and having an effective 

information dissemination and social mobilization system. 

Activities planned for 2015 include updating risk communication 

guidance and tools; conducting training workshops to ensure sustainable 

collaboration between stakeholders; enhancing national capacity for risk 

communication; and conducting media training to enable accurate 

reporting. 

3.3 Session 3 

 Improving virus sharing in the Region for PIP 

Bangladesh experience: Professor Mahmudur Rahman, Institute of 

Epidemiology, Disease Control and Research (IEDCR), Bangladesh 

Professor Rahman provided an overview of influenza surveillance in 

Bangladesh He outlined key aspects of:  

 hospital-based surveillance (private and government) for 

influenza and severe respiratory disease; 
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 national Influenza surveillance in 10 district hospitals (for 

influenza and severe respiratory disease); 

 community-based influenza surveillance in Kamalapur; 

 high-risk group surveillance of avian influenza; 

 wet market surveillance of H5N1 in Dhaka City Corporation 

areas; 

 event-based surveillance through 24-hour hotlines, media 

monitoring and informal reporting; 

 web-based integrated disease surveillance; and 

 cell-phone based surveillance. 

Collaborating laboratories for surveillance include the the 

International Centre for Diarrhoeal Disease Research, Bangladesh 

(ICDDRB) and United States Centers for Disease Control (US-CDC). 

Bangladesh has shared data through FluNet, a global tool for influenza 

virological surveillance. 

The key lesson learnt from influenza surveillance is that effective 

surveillance system/platforms help to: 

 identify circulating strains; 

 identify novel strains early; 

 provide important data for vaccine selection; 

 give early warning during epidemics and pandemics; 

 provide important epidemiological data during seasonal 

increase/epidemic/pandemic; 

 make effective decisions during epidemics and pandemics; 

 helps to monitor drug resistance. 

Ways to improve regional virus sharing include: 

 ensure benefits of virus sharing: 

– vaccines 

– stockpiles 
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– diagnostic kits 

– capacity-building. 

 formation of a regional laboratory network; 

 ensure detailed sharing of EPI information across SEA Region 

Member States; 

 regional quarterly workshop for virus sharing. 

Indonesia experience: Dr Pretty Multihartina, National Institute of 

Health Research and Development (NIHRD), Indonesia 

Dr Pretty Multihartina provided an overview of Indonesia’s key role in the 

PIP Framework, and demonstrated how Indonesia continues to contribute 

to the world through virus sharing. She finally concluded with an overview 

of the work being done through the PIP Framework PC Funds. 

Dr Multihartina began by elucidating Indonesia’s role in the 

development of the PIP Framework. The first case of H5N1 in Indonesia 

was reported in July 2005, and samples were sent to the H5 reference 

laboratory and to WHO collaborating centre of CDC Atlanta. In 2006, 

when the largest cluster of H5N1 cases in Indonesia was reported, a 

vaccine company offered H5N1 vaccines to Indonesia, which were 

originally from Indonesian specimens. This led to discussions about virus 

sharing and benefits, and the establishment of an open-ended working 

group, which eventually led to the adoption of the PIP Framework by the 

World Health Assembly in Geneva in May 2011. 

Dr Pretty Multihartina explained how virus sharing under the PIP 

Framework facilitates pandemic risk assessment, the development of 

candidate vaccine viruses, updating of diagnostic reagents and test kits and 

surveillance for resistance to antiviral medicines. Influenza virus sharing is 

coordinated by WHO GISRS, which serves as a global alert mechanism for 

the emergence of influenza viruses with pandemic potential. 

Transparency in virus sharing is ensured through a tool called the 

IVTM, an electronic, internet-based system that records the transfer and 

movement of PIP biological materials into, within and to parties outside 

WHO GISRS.   
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According to IVTM, 968 new materials and 1112 shipments have 

been recorded. Indonesia has shared H5N1 viruses with the WHO CC 

NIID Tokyo and CDC Atlanta. Wild type and reassortant H5N1 viruses 

have been isolated by CDC Atlanta, NIID Tokyo and NIC Indonesia.   

Influenza data, including seasonal influenza data, have also been 

shared through web-based systems such as WHO’s Flunet and Indonesia’s 

NIC-NIHRD (http://www.litbang.depkes.go.id). 

Five isolates of H5N1 from Indonesia were candidate vaccine viruses, 

and one of them was sent to Baxter under the WHO PIP Framework.   

The PIP Framework PC funds will support in improving virus sharing 

by revamping emerging diseases laboratory networks; ILI/SARI surveillance; 

strengthening NIC; and the Four Way Linking Framework; in addition to 

improving influenza data management and influenza burden of disease 

studies. 

The way forward in virus sharing is to provide clear information on 

manipulation using virus derived from the country of origin; sending 

notifications to the original sender when the virus is sent to another 

laboratory within or outside GISRS; and increasing the capacity for 

laboratory staff for laboratory techniques for vaccine development. 

Thailand experience: Dr Malinee Chittaganpitch, National Institute of 

Health, Thailand 

Thailand has four types of disease surveillance systems: passive (through 

case reporting); even-based (outbreak investigation); syndromic surveillance 

system (ILI/SARI surveillance); and sentinel surveillance system (for 

influenza, MMR). But surveillance based on clinical features alone is not 

sufficient (laboratory service is needed to provide a complete profile of 

diseases of public health importance by confirming diagnosis, identifying 

new pathogens, providing additional details on pathogens, strains, drug 

resistance and mutation). It is, therefore, important to have good 

coordination between epidemiology and laboratory entities, and this is 

indeed the case with Thailand’s influenza surveillance system.  

http://www.litbang.depkes.go.id/
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The Thai Ministry of Public Health has set up, in addition to a 

laboratory, a Working Group Committee of experts consisting of 

epidemiologists who assess the situation and rank the severity of the 

outbreak to provide control measures for each scenario. Each relevant 

sector then prepares or updates guidelines (e.g. for surveillance and risk 

assessment, case definition, specimen collection and transportation, and 

laboratory diagnosis). 

Data are shared weekly or monthly through FluNet; gene sequences 

for influenza viruses are ahead via GISAID; and viruses are shared through 

shipments to WHO collaborating centres twice a year. NIC Thailand has 

contributed to WHO influenza vaccine recommendations for 2015–2016, 

as B/Phuket/3073/2013 was sent by the Regional Influenza Reference 

Laboratory (RIRL) for use by the South-East Asia Region (Bangkok, 

Thailand). 

Suggestions for the way forward to improve virus sharing in the 

Region: 

The MoPH should: 

 recognize that PIP is to be implemented with applicable national 

laws and regulations; 

 support the strengthening and sustainability of 

influenza/pandemic flu/avian flu surveillance. 

Laboratories should: 

 maintain expertise of cell culture and viral isolation; 

 improve the quality of specimen collection and transportation; 

 improve viral isolation protocol and establish the more highly 

sensitive cell lines (supported by WHO collaborating centre. 

India experience: Dr D.T. Mourya, National Institute of Virology (NIV), 

Pune 

Dr D.T Mourya explained that India currently has two surveillance systems: 

the Indian Council for Medical Research (ICMR) Network and the 

Integrated Disease Surveillance Programme Network. 



Regional Workshop on Implementation of the Pandemic Influenza Preparedness Framework in the SEA Region 

25 

The ICMR network was established in 2003, and its apex laboratory is 

in NIV Pune. Initially this network conducted ILI surveys, but introduced 

SARI surveillance after an H5N1 outbreak.  Currently, 10 centres conduct 

sentinel ILI surveillance, five conduct SARI surveillance and there is an 

alliance with five centres. 

The Integrated Diseases Surveillance Programme (IDSP) network has 

12 laboratory networks established in 2009, with the apex laboratory in 

NCDC, Delhi. The network includes 26 laboratories in the public sector, 19 

laboratories in the private sector, six laboratories with BSL-3 facility and two 

laboratories (NCDC and NIV) with capacity for virus isolation and 

sequencing. 

Epidemiological and virological monitoring of human influenza is 

conducted in 10 regional centres and one referral centre, NIV Pune, which 

is a WHO GISRS laboratory. 

WHO GISRS laboratories submit genetic sequence data to GISAID 

and Genbank or similar databases in a timely manner consistent with the 

originating laboratories that provided material, and are given due credit and 

recognition. As a GISRS laboratory, NIV Pune shares biological material 

accordingly. But the expectation of the WHO collaborating centres is that if 

the collaborating centre conducts research on influenza virus received for 

public health surveillance, it should include participation of scientists, to the 

fullest extent possible, from submitting NIC/other authorized laboratory, 

especially those from developing countries, including through the 

publication process.  

To strengthen virus sharing, strong commitment is needed for funding 

and sustainability on the part of the participating laboratory as well as 

government. Regional networking of laboratories is also essential for 

confidence building. 

There are challenges with regard to material transfer and isolation 

facilities, and more expertise is needed in the Region. Memorandums of 

understandings and government permissions involve lengthy processes and 

they need to be shortened. For shipping, options are needed. Detailed, 

timely feedback is also needed to the contributing laboratory. 
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Virus sharing will improve diagnosis and early detection, and 

therefore, antiviral effectiveness, which contributes to the generation of a 

database and leads to better risk analyses for pandemic mitigation. It will 

also lead to confidence-building in regional networking. 

3.4 Session 4 

Influenza pandemic threat and preparedness: Dr Wenqing Zhang, 

Coordinator, Pandemic and Epidemic Diseases (PED), WHO 

Headquarters 

Dr Wenqing Zhang provided the big picture linking the sessions of the day 

from the perspective of the global influenza threat and the need for 

preparedness.   

She introduced her presentation by depicting the huge global impact 

of influenza. The global impact of seasonal influenza is difficult to estimate, 

but there are over one billion cases every year, with 3–5 million severe 

cases and up to half a million deaths annually. US$ 87 billion is the toal 

annual expenditure globally on influenza including US$ 10 billion for direct 

medical costs.   

The impact of pandemic influenza is also significant, with the 1918 

H1N1 pandemic estimated to lead to more than 50 million deaths. The 

2009 H1N1 pandemic lead to 200 000 deaths. H5N1 has led to the death 

of 441 persons and hundreds of millions of poultry. The World Bank 

estimates that a severe influenza pandemic would cost the world US$ 3 

trillion. 

The threat is greater in the complex modern world, which is 

increasingly crowded. The growth of megacities and greater interaction of 

humans, poultry and animals, has made our world increasingly connected 

and increasingly convergent. Close interaction of people with pigs and 

poultry can lead to pandemics.  

There are annual epidemics of influenza, and due to antigenic drift of 

the virus surface protein, the influenza vaccine needs adaptation every 

year. With the emergence of a novel influenza virus, for which humans do 

not have immunity, pandemics continue to occur and the most recent one 

being the 2009 pandemic. 
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The threat of pandemic influenza persists. There is repeated zoonotic 

transmission to humans of avian influenza viruses H5, H7, H9 and variant 

viruses. For example, since 2003, there have been 840 cases of H5N1 with 

441 deaths (case-fatality rate of 53%). Most recent cases were in Egypt, with 

165 cases in seven months from October 2014 to 23 April 2015. Since 

2013 there have been 651 cases of H7N9 with 257 deaths.   

The H5 clade in Egypt is new and evolving. H7N9 which infected 

humans is also evolving.   

Therefore, pandemic preparedness is essential. WHO provided 

guidance on pandemic preparedness in 1999, 2005 and 2009. In 2013, 

WHO updated guidelines for pandemic influenza risk management 

following recommendations of the IHR Review Committee to focus on 

managing risks not events.   

Given that there will be a next pandemic, and this is a unique 

opportunity to prepare for a pandemic she asserted.  Global coordination is 

essential for influenza, and the global laboratory network, GISRS, under the 

PIP Framework, needs strengthening. Preparations needed on the technical 

front include influenza pandemic risk assessment, pandemic influenza 

severity assessment, vaccine production capacity, zoonotic influenza 

vaccines, pandemic vaccine response and the SMTA-2 within the PIP 

Framework.   

Pandemic capacity at the national level is the foundation, and the PIP 

PC, therefore, provides a unique opportunity for ensuring systems for fast 

detection (alert and awareness among health-care practitioners, sensitive 

surveillance and strong laboratories), rapid reporting (through core capacity-

building) and timely sharing (of information and virus specimens). This 

vision needs to be incorporated in the PIP laboratory and surveillance 

plans.   

3.5 Session 5 

 Group work on national pandemic priorities and PIP 

Objective: to review national pandemic preparedness priorities (regulatory 

capacity and deployment for drugs and vaccines; surveillance capacity for 

reliable estimates of influenza burden; linking epidemiological and 
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laboratory (virological) surveillance information) and how PIP can 

contribute to address those priorities. 

Expected outcomes: identification of three key needs for pandemic  

preparedness  priorities (described in objectives) and specific options for 

PIP to address them. 

Participants were divided into three groups and discussed the 

following questions: 

First part of the discussion 

Group 1  Group 2  Group 3  

What are the 

key gaps/needs 

in regulatory 

capacity and 

deployment of 

vaccines and 

drugs for 

influenza? 

Identify three 

major needs. 

What are the gaps/needs 

in surveillance of 

influenza in countries in 

the Region?  What is 

needed to generate 

more reliable data for 

burden of influenza and 

its impact on the 

Region? Identify three 

major needs. 

What are the gaps/needs in 

linking epidemiological and 

laboratory surveillance 

systems? (In your country, 

Identify three major 

needs.) 

 

Second part of the discussion  

 How can 

these gaps 

be 

addressed?  

Identify 

three 

options. 

 How can PIP 

support in 

this? 

 How can these gaps 

be addressed? 

 Identify three 

options. 

 How can PIP support 

in this? 

 How can these gaps be 

addressed? (What are 

the ways to enhance 

communication and 

information sharing  

between epidemiology 

and laboratory 

systems?) 

Identify three options. 

 How can PIP support 

in this? 
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Outcomes: 

Regulatory capacity and deployment of vaccines 

Key needs and gaps: 

 inadequate policy for seasonal vaccines in most countries; 

 inadequate pandemic vaccine deployment plan;  

 lack of fast-track approval for new drugs/vaccines in an 

emergency situation or pandemic period in some countries; 

 poor perception of the importance of flu among the authorities 

as well as the public in most SEA Region countries. 

Actions needed to address these gaps: 

 ensure adequate high-level policy and deployment plans for 

influenza drugs and vaccines; 

 facilitate the introduction of WHO collaborative procedures for 

the accelerated registration of WHO prequalified vaccines; 

 set up emergency relevant stockpiles in the SEA Region; 

 strengthen post-marketing surveillance for adverse effects of 

drugs and vaccines. 

PIP can support this effort by facilitating the efficient deployment of 

vaccines/drugs through national deployment plans, and working to ensure 

fast-track approval of new vaccines/drugs in an emergency situation or a 

pandemic period. 

Burden of influenza and influenza surveillance 

In most countries in the Region, there are substantial gaps and needs in 

influenza surveillance.  These include: 

 need for appropriate influenza reporting systems; 

 need to create awareness of influenza among the community 

and health-care workers as well as policy-makers; 

 lack of appropriate high-level policy on influenza surveillance; 
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 need for more trained staff; 

 need for greater collaboration at the human-animal interface; 

 need for better logistics and finances for specimen transfer 

mechanism. 

The three major needs are as follows: 

 an influenza policy or plan, and high-level advocacy; 

 increase/improve HR capacity; 

 improved coordination. 

These can be addressed through sustained advocacy for influenza, 

intense capacity-building programmes in countries and coordination 

prevention and control of the four-way linkage system (laboratory and 

epidemiology in human and animal sectors). This can be achieved through 

support from PIP funds for HR capacity-building such as training on burden 

of influenza estimation, and refresher training on influenza for health-care 

workers in sentinel sites. PIP can also help set up mechanisms for 

coordination such as the four-way linkage system. 

Linking epidemiology and laboratory surveillance systems 

Several gaps were identified in linking epidemiology and laboratory 

systems. These include the following, along with recommendations on how 

to address these gaps. 

 In some countries, laboratory systems for influenza had not yet 

been established. Action is needed to establish the laboratory 

system, initiate SARI/ILI sentinel surveillance and connect to the 

laboratory system. 

 Inadequate communication and coordination between 

laboratory and epidemiology divisions for sharing of information. 

This can be harmonized through joint activities and developing 

comprehensive SOPs. 

 There are limited numbers of ILI/SARI surveillance sites. These 

need to be expanded to strengthen the ILI/SARI surveillance 

system in the country. 
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 There is weak collaboration between the public and private 

health-care sectors in ILI/SARI surveillance, and in some 

countries a substantial section of the population use private 

health care. It is, therefore, important to include the private 

sector in ILI/SARI surveillance.   

 There is a lack of skilled human resources and adequate 

infrastructure capacity in both areas. This can be addressed 

through training of epidemiology and laboratory staff, and 

upgrading the infrastructure capacity at the national and 

subnational levels. 

 Influenza is a low priority in most Member States, and therefore, 

advocacy for influenza is needed along with providing evidence-

based data for policymakers including burden of disease studies. 

3.6 Session 6 

Implementation of PIP funds for laboratory and surveillance in the SEA 

Region 

SEA Region countries that received PIP funds for laboratory and surveillance 

were requested to present the activities conducted, the impact it had on 

countries, challenges faced and the country priorities for 2015–2016. 

Bangladesh 

Activities   

Ongoing or completed activities include: 

 developing a national action plan on NICs,  

 developing SOPs and training material to famaliarize staff with 

those SOPs for laboratory, 

  improving surveillance at the human-animal interface and 

laboratory network, 

 procurement of equipment and medical supplies, 
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 training on sample collection and shipping and transportation 

equipment, SOPs on sample transportation, 

 various assessments such as on the implementation of the NIC 

action plan, and on the severity of the influenza virus; and 

 procurement of GIS utilities and geo-referenced maps of new 

sentinel sites for influenza surveillance.  

Influenza surveillance platforms include NISB reference sites and 

hospital-based influenza surveillance (HBIS). The community-based 

influenza surveillance in Kamalapur, Dhaka, detected the first H5N1 

human case. Studies are ongoing on high-risk group surveillance and wet-

market surveillance for avian influenza.  

Impact 

PIP has contributed to improving influenza surveillance in the country. The 

activities that PIP has supported have led to the overall general 

improvement of surveillance capacity, such as better quality of samples 

received from influenza sites as well as an improvement in the number of 

samples from those sites. Capacity has been developed to conduct early 

detection, isolation and identification of the characteristics of viruses. The 

collection of SARI samples has begun from NISB sites, and trainings have 

been conducted for physicians, nurses and health-care workers at the 

district and subdistrict levels. Influenza data have been shared in FluNet as 

well as on HBIS and NISB websites in IEDCR. 

Challenges 

The key challenge in PIP implementation is the lack of understanding and 

support among policy-makers about the importance of disease surveillance. 

Lack of adequate trained and skilled human resources, combined with a 

high turnover of trained epidemiologists and surveillance site team 

members on the one hand, and NIC laboratory personnel on the other 

hand, also negatively impact surveillance activities.  
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Priorities for 2015–2016 

The priorities for 2015–2016 are to focus on conducting accurate 

laboratory diagnosis, typing and subtyping and confirmation of influenza 

A(H5) and other influenza viruses with pandemic potential for specimens 

received. 

Information sharing i.e. making results available to WHO 

Collaborating Centres and the originating laboratories in a timely manner is 

another priority. 

To improve the quality of specimens received by laboratories, efforts 

needed to be made to make clinics, hospitals and other specimen 

collection sites conduct safe and appropriate clinical specimen collection, 

storage, packaging and shipping. 

The way forward 

Bangladesh will continue to implement the PIP action plan, and to further 

strengthen laboratory and surveillance capacity through characterization of 

viruses, drug-resistance monitoring and evolution of viruses by sequencing. 

This should be based on solid data and information, and therefore, 

assessment of the severity of influenza virus disease and disease burden 

estimations of influenza will also continue. 

Democratic People’s Republic of Korea 

Activities 

The Democratic People’s Republic of Korea has re-identified 33 

epidemiological sentinel sites and six laboratory sentinel sites located in 

Pyongyang, and PIP has helped strengthen its epidemiological and 

laboratory surveillance systems. A review has been conducted of the 

national influenza surveillance system, and the influenza surveillance 

guidelines are being updated. Laboratory staff has been trained on 

collection, transportation of samples, isolation and differentiation of viruses 

by RT-PCR and rRT-PCR. An information management system for 

surveillance data is being established, as is a SARI/ILI surveillance system. 
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Impact 

Due to the activities and trainings supported by PIP, both epidemiological 

and laboratory surveillance capacities have been enhanced in the 

Democratic People’s Republic of Korea, and the capacity of laboratory staff 

improved. 

Challenges 

One key challenge is the lack of laboratory material – kits equipment, 

reagents – at the provincial level. These were only available at the national 

level. Transportation of samples is also a challenge because of lack of cold 

boxes that met the required technical standard. 

Priorities for 2015–2016 

Capacity-building for laboratory infrastructure as well as human resources 

such as epidemiologists, health-care and laboratory personnel will be the 

focus in 2015–2016. Updating the influenza surveillance guidelines and 

establishing an information management system for surveillance data are 

also priorities. 

The way forward 

The next step will be to strengthen laboratory surveillance capacity for 

influenza at the provincial level, and enhance national and international 

influenza surveillance reporting. 

Indonesia 

Activities 

Indonesia implemented a number of activities to meet the PIP identified 

key deliverables. The country placed emphasis on strengthening early 

warning and response systems (EWARS), ILI and SARI surveillance, and 

strengthening laboratories through trainings for more skills among staff, as 

well as through laboratory networks. Information sharing was vastly 

improved and it was shared through websites and bulletins (national). 
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Efforts have begun to be nade to improve human-animal data sharing, with 

a review being conducted. For integrated data from surveillance and 

laboratory, epidemiological data from sentinel sites for both SARI and ILI 

are being linked with NIHRD laboratory data.   

One of the key goals of PIP is virus sharing. Indonesia has shared 

viruses with WHO collaborating centres using the SMTA route. Indonesia 

has also networked with the WHO collaborating centre in Melbourne, 

Australia, and conducted an external quality assessment by WHO CC in 

Hong Kong.  

Impact 

The impact of PIP activities in Indonesia is to strengthen pandemic 

preparedness not just for influenza, but also for other emerging infectious 

diseases. Human resources to strengthen preparedness for emerging 

infectious diseases (EIDS) were increased at all levels. Collaboration and 

coordination that are vital for effective pandemic responses was also 

strengthened. Rapid response teams were further trained at all three levels 

– national, provincial and district. Awareness was also created in the private 

sector, and a business continuity plan was being developed. 

Challenges 

The greatest challenge in PIP implementation was that funds arrived late, 

and resources were available for some areas of preparedness but not for all. 

Availability of appliance manufacturers, reagents and PPE is also limited 

within the country. Finally, creating and maintaining awareness about the 

importance of preparing for pandemic influenza for influencers at all levels 

is a challenge. 

Priorities for 2015–2016 

Priorities for 2015–2016 are as follows: 

 surveillance (epidemiological and laboratory, including capacity-

building); 
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 coordination including four-way linking and laboratory 

diagnostic capacity. 

The way forward 

Assessing the national and subnational influenza pandemic preparedness 

plan is an essential element of the way forward.  

Myanmar 

Activities 

A number of activities for laboratory and surveillance have been taken in 

Myanmar to strengthen pandemic influenza preparedness. Capacity was 

built through refresher trainings of rapid response teams, and field 

epidemiology training programmes (FETP). ILI surveillance guidelines were 

developed. In NICs, trainings were held on specimen collection, storage 

and transport.   

Impact 

The activities helped to strengthen capacity to respond to outbreaks, 

particularly for rapid response. Laboratory activities were also strengthened 

by trainings and procurement of reagents and equipment. 

Challenges 

Challenges include the need to strengthen existing influenza surveillance, to 

improve reporting to GISRS, and have a sustainable funding source for ILI 

surveillance. NIC also needs to be upgraded to BSL3. For epidemiological 

surveillance, greater cross-border surveillance is needed, along with 

strengthening of early warning and response systems. 

Priorities for 2015–2016 and the way forward 

In 2015–2016, the focus will be on further strengthening influenza 

(including ILI and SARI) surveillance, conducting a drill and simulation 

exercise, and strengthening coordination between the animal and human 

health sectors further. 
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Nepal (due to the emergency following a major earthquake, Nepal could 

not attend) 

Timor-Leste 

Activities 

Key activities based on PIP outputs and key deliverables include review of 

the national influenza surveillance system (revision of the national 

pandemic influenza plan, and laboratory capacity-building on integrated 

disease surveillance with particular emphasis on SARI/ILI). Three 

epidemiologists participated in the field epidemiology training; thereby, 

enhancing capacity for surveillance and outbreak response. Sentinel 

surveillance for SARI-ILI was improved: SARI/ILI surveillance system was 

established in the national hospital and five community health centres in 

Dili district. Influenza testing and reporting capacity was enhanced; as 

training material on molecular techniques for influenza was developed, 

laboratory SOPs were developed and laboratory equipment and reagents 

procured.  A standard format for weekly reporting of influenza was also 

developed. 

Impact 

PIP activities resulted in laboratory capacity being enhanced, as well as the 

overall surveillance system being strengthened. 

Challenges 

Challenges include limited laboratory capacity in the MoH in terms of 

equipment, reagents and consumables; and lack of understanding of the 

PIP Framework among different departments within the MoH and the 

laboratories. Also, suspected influenza cases need to be referred to the 

national laboratory for confirmation. 

Priorities for 2015–2016 

Priorities for Timor-Leste for 2015–16 include strengthening laboratory 

capacity; establishing SARI/ILI sentinel surveillance system in five regional 

hospitals; creating awareness about pandemic influenza in health-care staff 
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including laboratory staff; and strengthening coordination in health on the 

border between Timor-Leste and Indonesia.   

The way forward 

To achieve the stated prioprities, Timor-Leste plans to continue capacity-

building activities; organize regular border health meetings; establish a 

functional isolation ward in the national hospital; and establish SARI/ILI 

surveillance in the five regional hospitals. 

Laboratory and surveillance indicators, by Mr Paul Rogers  

Mr Rogers explained that the expected outcome of the PIP laboratory and 

surveillance priority area is achieving the capacity to detect and monitor 

whether influenza epidemics are strengthened in developing countries that 

have weak or no capacity. There are three outputs leading to this outcome: 

monitor trends in circulating viruses, detect outbreaks due to a novel virus 

and strengthen global collaboration through information sharing on 

influenza viruses. 

Associated with these outputs, 21 capacity indicators were developed. 

These can be used as follows: 

 to assess and measure capacity status 

 to plan interventions 

 to prioritize support 

 to monitor and show progress 

 to report to donors, partners and Member States. 

Mr Rogers explained that baseline data have been collected and 

validated from 43 PIP priority countries, globally, and that countries should 

use these to plan and prioritize their PIP activities. 

Following his presentation, there were discussions on the key 

challenges presented by countries and how they can be overcome. 

Participants of the five PIP L&S countries (except Nepal) then proceeded to 

develop a month-by-month PIP activity plan for 2015 as a schedule 

baseline. 
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3.7 Session 7 

Impact of PIP and overview of PIP PC implementation: financial 

implementation, planning cycle, monitoring and reporting, by  

Mr Paul Rogers 

On the final day of the Regional meeting, Mr Rogers provided participants 

with an overview of the elements of the implementation of the PIP 

partnership funds, from the planning cycle and financial implementation to 

monitoring and reporting impact. 

He explained the steps in the planning process, from the workplans 

being developed according to the template, to the PIP Secretariat review 

and technical review, followed by approvals from the PED Director, the 

ADG and the Regional Office, leading to the preparation and issue of an 

Award Distribution Request (ADR). 

For financial planning, he mentioned that the total partnership funds 

received by WHO were US$ 71 519 734. Of this, US$ 39 873 833 has 

been allocated for preparedness, and the amount of funds budgeted is US$ 

26 714 506. Implementation of funds stood at US$10 490 131. 

In all the priority areas, as of 31 March 2015, 39.27% of the budget 

had been implemented. 

Financial monitoring and reporting takes into account implementation 

rate and impact by output and by Regional and country offices, as well as 

unplanned changes to the workplan. Reports are provided monthly to the 

PED Director, quarterly to the public via the portal, and annually to the 

public via the annual report. 

Technical monitoring is internal and looks at capacity indicators. 

Mr Rogers emphasized the need to capture activity data, for good 

practice, planning, audit and quality review, as well as for reporting. Some 

examples of these include the number of SARI/ILI sites, training events, 

workshops, procurement records, meetings, assessments, cross-programme 

or cross-sectoral coordination and benefits. 
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Burden of disease of influenza by Dr Nirmal Kandel, Medical Officer, 

WCO Indonesia 

Dr Nirmal Kandel spoke about the need for the burden of disease of 

influenza, and explained some key concepts. He explained that we need to 

measure mortality and morbidity due to influenza for several reasons: 

 Develop public health policy for influenza prevention and 

control, which will inform treatment guidelines; evaluate existing 

influenza prevention and control strategies; inform allocation of 

resources; and support decisions on influenza vaccine 

introduction and expansion. 

 Communicate disease severity and importance to key audiences. 

 Expand knowledge on influenza. 

He provided an overview of the current influenza burden: seasonal 

influenza affects 5%–10% of adults and 20%–30% of children annually, and 

causes up to one million deaths a year. In economic terms, the annual cost 

of influenza is between US$ 1 million and US$ 6 million per 100 000 

population. Influenza-like illnesses are responsible for 45% of all workdays 

lost globally. 

He highlighted that the impact of influenza is difficult to measure 

directly. Surveillance is inadequate in many areas of the world. Secondary 

complications from influenza lead to serious health consequences, but only 

a fraction of diseases such as pneumonia or heart failure are related to 

influenza. 

Dr Nirmal listed some of the challenges to finding the burden of 

influenza: lack of data, indistinct seasonality, impact of other pathogens, 

imperfect model results and low rate of hospitalization of cases due to 

hospitalization costs that lead to poor detection then escapes detection. 

There is a need for reliable global and country seasonal influenza estimates, 

and for standardization and sharing of information. 

He then outlined the strategy for national burden estimates, based on 

WHO protocol. 
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Influenza burden of disease in Indonesia by Dr Ni Ketut Susilarini, 

NIHRD, Indonesia 

Dr Susilarini presented the ongoing study in Indonesia on the influenza 

associated severe acute respiratory infection (SARI) in Indonesia, which 

started in 2013. Among the reasons for the study is the fact that there were 

no data for influenza’s burden of disease in Indonesia, and the incidence, 

hospitalization or mortality rates were not known at the ground level.   

The Indonesian SARI surveillance started in six primary hospitals in six 

provinces (Central Java, North Sumatra, West Nusa Tenggara, Maluku and 

was conducted by DC-EH and NIHRD, Indonesia). Epidemiology and 

virology data were linked. 

In 2014, WHO published a manual for estimating disease burden 

associated with seasonal influenza in a population. The Indonesian study 

looked at the medical burden, i.e. the morbidity and mortality associated 

with the disease. As per the manual, various SARI surveillance data sources 

were used to estimate disease, such as SARI sentinel site, hospital not 

designated as SARI sentinel site, ILI sentinel site. From 1 May 2013 to 31 

January 2015, 1399 cases of SARI were tested, and 162 cases were found 

positive for influenza. Data were provided from the national and district 

level, and also reported in FluId. 
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4. Recommendations and conclusions 

Global and regional overview 

 The sharing of influenza viruses with pandemic potential in 

humans, and access to benefits is fundamental to public health, 

and the implementation of the PIP Framework is key to achiev 

this. All stakeholders have specific responsibilities under this 

Framework. 

 The PIP Framework is a new paradigm for public health, and the 

SMTAs 1 and 2 are models for strengthening global health 

security by building partnerships with industry and other 

stakeholders to increase pandemic preparedness. 

 The SEA Region has played a major role, including during World 

Health Assembly briefings for SEAR Member States, in the PIP 

Framework and its implementation, and should continue to do 

so. 

4.1 Conclusions from technical and working group sessions 

Laboratory and surveillance  

 PIP-supported laboratory and surveillance activities, 

implemented to date, have had a positive impact, 

complementing IHR and other pandemic preparedness 

activities. 

 WHO is providing technical support to strengthen NICs and 

influenza laboratories by facilitating regional and global 

collaboration, strengthening human resources, strengthening 

infrastructure, improving regional capacity for virus isolation, 

antiviral resistance monitoring, sequencing, capacity for material 

shipment and cold chain management, supplies including 

reagents and equipment, providing updates on new 

developments related to early detection of influenza and novel 

influenza strains, and participation in the WHO external quality 

assessment project.  
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 Challenges faced by countries include sustaining laboratory 

support for influenza, motivating policy-makers to support 

influenza-related activities, maintaining adequately trained 

human resources for both epidemiology and laboratory, and 

epidemiological data analysis.  

Burden of influenza disease 

 Burden of disease studies are needed in Member States to 

develop evidence for the development of appropriate influenza 

policies and plans, including influenza’s economic and social 

impact.  

Regulatory capacity-building 

 Some Member States do not have functioning regulatory 

authorities (RAs) that can effectively respond to pandemics.  

 There is inadequate policy for seasonal and pandemic vaccines 

in most countries in SEA Region. 

 There is no process for fast-track approval of new vaccines/drugs 

in emergency situations or pandemics in some countries. 

Risk communications 

 There is inadequate undertanding of the importance of influenza 

policy-makers, health-care authorities and in the public in most 

SEA Region countries. 

 There is a lack of awareness about the PIP Framework. 

Planning for deployment 

 Pandemic vaccine deployment plans are not in place or 

inadequate in many countries. 

Virus and information sharing 

 Effective surveillance systems/platforms are needed to identify 

circulating strains of the influenza virus and novel influenza 

viruses, and provide important data for candidate vaccine virus 
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selection. The epidemiological data provided by these systems 

during seasonal epidemics help decision-making during 

pandemics and in the monitoring of drug resistance. 

4.2 Recommendations 

For Member States  

Member States should continue to work together for PIP and effective 

response as this continues to be a threat for all.  

Laboratory and surveillance 

 Further strengthen laboratory capacity on influenza and establish 

effective linkages between laboratory and epidemiological 

surveillance. 

 Ensure benefits of virus sharing through vaccines, stockpiles, 

diagnostic kits and capacity-building. 

 Strengthen global and regional laboratory networks for PIP 

implementation. 

 Ensure detailed sharing of epidemiological and laboratory 

information across SEA Region countries. 

 Establish greater coordination at the human-animal interface. 

 Train epidemiology and laboratory staff and upgrade laboratory 

infrastructure and ensure regular laboratory supplies. 

 Strengthen collaboration between public and private sectors in 

ILI/SARI surveillance. 

 Ensure greater collaboration and coordination in cross-border 

surveillance.  

Burden of disease 

 Conduct burden of disease studies including economic burden 

studies for development of evidence-based national pandemic 

preparedness plans.  

 Expand ILI/SARI functional sites. 
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Regulatory capacity-building 

 Strengthen regulatory capacity for rapid approval of vaccines, 

antivirals and diagnostics at the time of a pandemic, through 

collaboration among countries and organizations.  

 Assess the status of each country’s regulatory authority and 

implement relevant training to address the gaps identified. 

 Strengthen post-marketing surveillance for adverse effect 

monitoring of vaccines and drugs. 

Risk communications 

 Increase focus on pandemic influenza-specific risk 

communication preparedness: 

– generate high-level support for national risk communication 

plans; 

– build on risk communication assistance and synergies with 

other emerging infectious diseases and threats under IHR 

(2005); 

– build on effective information dissemination and social 

mobilization. 

 Enhance national capacity for risk communications. 

Planning for deployment 

 Ensure adequate high-level policy and deployment plans for 

influenza vaccines and drugs, which will facilitate efficient 

deployment of vaccines/drugs and ensure fast-track approval of 

new vaccines/drugs in emergency situations or pandemic 

periods.  

 Facilitate the introduction of the WHO collaborative procedures 

for the accelerated registration of WHO prequalified vaccines. 

 Set up relevant emergency stockpiles. 
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Coordination and advocacy 

 Coordinate with other public health programmes to achieve PIP 

goals. 

 Conduct greater advocacy for PIP for support at different levels 

for influenza. 

Recommendations for WHO 

 Facilitate sharing of epidemiological and laboratory information 

across SEA Region countries. 

 Convene regular regional meetings for virus sharing and benefit 

sharing. 

 Support training for epidemiology and laboratory staff in PIP 

priority areas. 

 Facilitate procurement of laboratory reagents. 

 Support the RIRL for sustainability of expertise and advanced 

technology, to serve as an effective technical resource for 

SEARO.   

 Support the conduct of burden of disease studies including 

economic burden studies, for development of evidence-based 

national pandemic preparedness plans. 

 Facilitate high-level policy support for regulatory capacity-

building and readiness for rapid approval of vaccines, antivirals 

and diagnostics at the time of a pandemic in countries that need 

support.  

 Support national capacity for risk communications. 

 Take cognizance of the advances in technology for PIP 

Framework implementation.  

 Ensure consultation in advance in all five priority areas during 

the development of workplans. 

 Collaborate with stakeholders for implementation of PIP.  

 Conduct annual regional meetings to review and monitor PIP 

implementation.  
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The Pandemic influenza preparedness framework (PIP) is a unique framework, 

which brings together Member States, industry, other stakeholders and WHO to 

implement a global approach to pandemic influenza preparedness and 

response.  Member States in the South-east East Asia Region, particularly 

Indonesia, played a key role in its development.  This is the report of the first 

regional Regional workshop on implementation of PIP in the Region, which 

includes sessions on virus sharing, laboratory and surveillance, burden of disease 

studies, risk communication,  and regulatory capacity- building.  
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