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ABBREVIATIONS 
 

  
ADB – Asian Development Bank 

APVAX – Asia Pacific Vaccine Access Facility 

COVAX – COVID-19 Vaccines Global Access  

COVID-19 – coronavirus disease 

DMC – developing member country 

EUL – emergency use listing 

GAVI 
SRA 

– 
– 

Gavi, the Vaccine Alliance 
stringent regulatory authority 

TA – technical assistance 

WHO – World Health Organization 
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I. INTRODUCTION 

1. The comprehensive response of the Asian Development Bank (ADB) to the coronavirus 
disease (COVID-19) pandemic has involved technical assistance (TA), budget support, and 
financing for vaccine procurement. In February 2020, ADB approved its major regional TA to 
address the outbreak of COVID-19; the current approved amount of this TA project is $68.6 
million.1 In March 2020, ADB announced a $6.5 billion initial package to address the immediate 
needs of its developing member countries (DMCs) as they respond to the COVID-19 pandemic. 
The package, which was increased to $20 billion in April 2020, finances public expenditures 
essential to support vulnerable populations and stop the spread of disease.2 As a part of its larger 
response to COVID-19, ADB established a $9 billion Asia Pacific Vaccine Access Facility 
(APVAX) on 11 December 2020 to accelerate COVID-19 vaccine access in Asia and the Pacific 
under ADB’s Support to Enhance COVID-19 Vaccine Access (the APVAX paper).3 
 
2. Governments have committed to roll out vaccination programs quickly to reduce the social 
and economic burden of COVID-19. Despite the steadily increasing supply of COVID-19 vaccines, 
most DMCs are facing challenges securing sufficient doses to meet their immunization targets 
amid a changing vaccine and regulatory landscape. This paper presents the vaccine access 
challenges faced during APVAX implementation and seeks amendments to the APVAX vaccine 
eligibility criteria to achieve APVAX’s mission of ending the acute phase of the pandemic in Asia 
and the Pacific.  

II. BACKGROUND 
 
3. As of 10 April 2021, more than 22 million cases of COVID-19 had been reported in Asia 
and the Pacific, and the disease had caused more than 300,000 deaths in the region. Although 
promising lessons have been learned from exemplars in the region, the resurgence of infections 
and the emergence of new variants demonstrate that COVID-19 still poses great risks to Asia and 
the Pacific. The economic cost of the pandemic has also been immense: the gross domestic 
product of developing Asia4 contracted by 0.4% in 2020 instead of growing by 2.2% as projected.5 
For developing Asia to rebound economically in 2021 (projected gross domestic product growth 
of 6.8%), widespread access to vaccines in DMCs is essential. High vaccination coverage will not 
only contain the spread of the COVID-19, but will also help to (i) restore confidence within the 
DMCs’ domestic economic sectors, (ii) restart travel including for tourism, and (iii) mitigate the 
setbacks to development outcomes in the region during the pandemic. 
 
4. Vaccine financing approvals. On 11 December 2020, ADB’s Board of Directors 
approved $9 billion for APVAX to expand its financing to DMCs, primarily to acquire and deploy 
COVID-19 vaccines. This early commitment, along with the commitments of other financing 

 
1  ADB. Regional Support to Address the Outbreak of Coronavirus Disease 2019 and Potential Outbreaks of Other 

Communicable Diseases: Revised Cost Estimates and Financing Plan. November 2020. 
https://www.adb.org/projects/54079-001/main  

2  ADB. ADB’s Comprehensive Response to the COVID-19 Pandemic. April 2020. 
https://www.adb.org/documents/adb-comprehensive-response-covid-19-pandemic-policy-paper  

3  ADB. ADB’s Support to Enhance COVID-19 Vaccine Access. December 2020. 
https://www.adb.org/sites/default/files/institutional-document/662801/adb-support-covid-19-vaccine-access.pdf  

4  Developing Asia refers to 46 members of the ADB cited on page 7 of ADB. Asian Development Outlook: 

Supplement. December 2020. https://www.adb.org/sites/default/files/publication/658721/ado-supplement-
december-2020.pdf.   

5 ADB. Asian Development Outlook: Supplement. December 2020. 
https://www.adb.org/sites/default/files/publication/658721/ado-supplement-december-2020.pdf  

https://www.adb.org/projects/54079-001/main
https://www.adb.org/documents/adb-comprehensive-response-covid-19-pandemic-policy-paper
https://www.adb.org/sites/default/files/institutional-document/662801/adb-support-covid-19-vaccine-access.pdf
https://www.adb.org/sites/default/files/publication/658721/ado-supplement-december-2020.pdf
https://www.adb.org/sites/default/files/publication/658721/ado-supplement-december-2020.pdf
https://www.adb.org/sites/default/files/publication/658721/ado-supplement-december-2020.pdf
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institutions, was intended to send a clear signal to the market regarding the availability of finance 
for DMCs’ vaccine acquisition. It also aimed to enable DMCs to advance their vaccine sourcing 
plans and discussions with potential suppliers—at a time when no COVID-19 vaccine had 
received stringent regulatory approval. As of 19 April 2021, ADB provided $425 million new and 
reprogrammed financing support to the Philippines and $450 million financing support to 
Indonesia for the procurement and deployment of APVAX-compliant vaccines. ADB is processing 
loan requests of more $3.8 billion from 15 more DMCs. 

5. Current APVAX vaccine eligibility criteria. In the APVAX paper (footnote 3), ADB relied 
on existing risk-based regulatory approaches for medical products for emergency use. These 
approaches were expected to provide the requisite assurances that ADB financing would be used 
only for vaccines that have undergone technical and scientific review processes—in line with 
international best practices and internationally recognized standards—to ensure their quality, 
safety, and effectiveness. In addition, the APVAX paper (Appendix 3, paras. 7 and 8) recognized 
the need for the World Health Organization (WHO) and/or a stringent regulatory authority (SRA) 
to conduct a regulatory review of the manufacturing processes of the vaccine manufacturer and 
subsequently confirm compliance with its standards. Such approaches balanced the need for 
urgency against assurances of safety and efficacy of the vaccine product, and the good 
manufacturing practices of the vaccine manufacturer. Following these approaches, para. 29 
(including footnotes 28, 29 and 30) of the APVAX paper specified that vaccines would need to 
satisfy one of the following eligibility criteria to be eligible for ADB financing:  

 
(i) the vaccine has been selected for procurement through COVID-19 Vaccines 

Global Access (COVAX) on behalf of its participating countries;6 or 
 

(ii) the vaccine manufacturer is prequalified by the WHO; or 
 

(iii) the vaccine is authorized by an SRA for manufacture in an SRA country or the 
SRA has authorized its manufacture in a non-SRA country.7 

 
6. Developments in vaccine market and landscape. Since the approval of the APVAX 
paper, the COVID-19 vaccine market and regulatory landscape have undergone rapid 
developments, including the following: 

 
(i) Modification of COVID-19 Vaccines Global Access criteria. ADB approved the 

APVAX paper on 11 December 2020 with the understanding that the WHO had 
designated 35 regulatory authorities as SRAs.8 As of 29 December 2020, the WHO 
had designated only six SRAs worldwide for approving international vaccine 
purchases through COVAX: Australia, Canada, the European Union, Switzerland, 
the United Kingdom, and the United States.9 The shorter list of qualifying SRAs 
limits the options for vaccines to get SRA approval. As of 9 April 2021, five vaccines 
had received approval from at least one of the SRAs (Pfizer-BioNTech, six SRAs; 

 
6  Footnote 29 of the APVAX paper provided “Vaccines procured under the COVAX facility will be required to be 

prequalified by the WHO or at least have marketing authorization from an SRA. If acceptable to the receiving country, 
emergency use listing by the WHO may be acceptable on an exceptional basis.” 

7  Footnote 30 of the APVAX paper provided “An SRA is any one of a current list of 35 national regulatory authority 
deemed by the WHO to meet the highest regulatory standards.” 

8  WHO. List of Stringent Regulatory Authorities. June 2020. https://www.who.int/medicines/regulation/sras/en. 
9  WHO. Product eligibility under the COVAX Facility. December 2020. 

https://extranet.who.int/pqweb/sites/default/files/documents/Product-Eligibility_COVAX-Facility_Dec2020_0.pdf. 

https://www.who.int/medicines/regulation/sras/en
https://extranet.who.int/pqweb/sites/default/files/documents/Product-Eligibility_COVAX-Facility_Dec2020_0.pdf
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Moderna, five SRAs; AstraZeneca, four SRAs; Janssen, four SRAs; and 
Covishield manufactured by Serum Institute of India, 3 SRAs).  

 
(ii) World Health Organization prequalification and emergency use listing. The 

APVAX paper referred to prequalification, not emergency use listing (EUL), as the 
acceptable WHO standard of regulatory approval. However, the progression from 
WHO EUL to prequalification is likely to be slow because the vaccines are new, 
and a significant amount of longitudinal data will be required to grant WHO 
prequalification. Further, both the WHO and manufacturers are electing to operate 
under emergency use status in 2021 and potentially longer. As of 9 April 2021, no 
COVID-19 vaccine had received WHO prequalification, while four vaccines had 
received WHO EUL (Pfizer-BioNTech, AstraZeneca manufactured by SK 
BioScience, Covishield manufactured by Serum Institute of India, and Janssen). 
Additionally, 14 other vaccine manufacturers have initiated discussions to apply 
for WHO EUL, including for 4 that are expected to receive decisions by the end of 
April 2021 (AstraZeneca produced in Europe, Moderna, Sinopharm, and Sinovac).  

 
(iii) World Bank amendments to vaccine eligibility criteria. Recognizing the shifting 

landscape and the challenges faced by low- and middle-income countries in 
procuring vaccines, the World Bank changed its vaccine eligibility criteria 
described in their COVID-19 Strategic Preparedness and Response Program. On 
16 April 2021, the World Bank modified its criteria from “(i) approval by 3 Stringent 
Regulatory Authorities (SRAs) in three regions or (ii) WHO prequalification and 
approval by 1 SRA” to “(i) the vaccine has received regular or emergency licensure 
or authorization from at least one of the SRAs identified by WHO for vaccines 
procured and/or supplied under the COVAX Facility, as may be amended from 
time to time by WHO; or (ii) the vaccine has received WHO Prequalification (PQ) 
or WHO Emergency Use Listing (EUL).”10 

 
7. Eligible vaccine supply constraints. In addition to the changes in the vaccine and 
regulatory landscape, challenges have arisen during the first few months of APVAX project 
preparation, including the following: 

 
(i) Vaccines currently eligible are not available for purchase unless already 

ordered. Of the five vaccines currently eligible under APVAX (AstraZeneca, 
Covishield manufactured by Serum Institute of India, Pfizer-BioNTech, Janssen, 
and Moderna), 100% of the 2021 production capacity has been purchased or pre-
ordered. Although manufacturing capacity for these major vaccine manufacturers 
is likely to expand by 45% in total in the next year (to 10.6 billion doses per year in 
2022), DMCs will be unable to secure doses meeting the APVAX eligibility criteria 
until 2022. 

 
(ii) Vaccines available for purchase are not currently eligible. In 2021, 1.74 billion 

uncommitted vaccine doses are available for purchase from five manufacturers 
that do not currently meet the APVAX vaccine eligibility criteria (Bharat Biotech, 
CanSino, Gamaleya, Sinovac, and Sinopharm). The prospects of these vaccines 
meeting the APVAX criteria in the short term are not clear because (a) none of 
these vaccines has been selected by COVAX; (b) WHO prequalification is 

 
10 World Bank. Memorandum to the Executive Directors: Proposed Modification to the Eligibility Threshold for COVID-

19 Vaccines Under Bank-Financed Projects. April 2021. 
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projected to take more than a year; and (c) unless such vaccines will be imported 
for use in an SRA country, they are unlikely to be approved by the relevant SRA.   

 
(iii) Stringent regulatory authorities are unlikely to approve vaccines that will not 

be sold in their own country. Vaccine manufacturers are expanding production 
of approved vaccines in non-SRA countries (e.g., the AstraZeneca vaccine 
manufactured by Siam Bioscience in Thailand under the AstraZeneca brand 
name). SRAs, working within the limits of their authority and remit, can only provide 
authorization for vaccines that will be used in their own countries. Special 
arrangements would need to be made for them to endorse vaccines manufactured 
outside of their country, but not expected to be imported for use within their country. 
ADB is partnering with Australia’s Department of Foreign Affairs and Trade and 
the Therapeutic Goods Administration, an SRA, to explore the possibility of the 
Therapeutic Goods Administration providing an endorsement of the AstraZeneca 
vaccine manufactured by Siam Bioscience. One of the proposed updates to the 
APVAX vaccine eligibility criteria would allow such an SRA endorsement to satisfy 
the APVAX vaccine eligibility criteria. In addition, given the expansion of production 
sites across multiple jurisdictions and regions, it is necessary to continue to follow 
the approach of stringent regulators in looking at the quality, efficacy, and safety 
of vaccines where they are manufactured. A staff guidance note will provide details 
on the approaches to ensure this will be implemented.  

 
III. PROPOSED AMENDMENTS AND RATIONALE 

 
8. Proposed amendments to Asia Pacific Vaccine Access eligibility criteria. Given the 
developments since the start of the pandemic, ADB Management considers this an opportune 
time to review and update the APVAX vaccine eligibility criteria and requests Board approval to 
modify the criteria in para. 29 of the APVAX paper (footnote 3), and corresponding footnotes 29 
and 30, as follows:  
 

(i) the vaccine has been selected for procurement through COVAX on behalf of its 
participating countries,11 or 

 
(ii) the vaccine has received WHO prequalification or WHO emergency use listing 

(EUL), or 
 
(iii) the vaccine has received regular or emergency licensure or authorization by a 

stringent regulatory authority (SRA).12 
 
9. Rationale for proposed amendments. The proposed modifications to the second and 
third APVAX vaccine eligibility criteria set out in para. 8 above (i) draw upon the experience and 

 
11Footnote 29 of the APVAX paper is modified as follows: “A vaccine procured under the COVAX facility will be required 

to meet at least one of the following regulatory standards: (i) WHO emergency use listing or WHO prequalification; or 
(ii) emergency licensure or authorization from a stringent regulatory authority (SRA), or marketing authorization from 
an SRA. In addition, GAVI shall have entered into an advance purchase commitment, or other legally binding 
agreement, for the procurement of such vaccine”.  

12Footnote 30 of the APVAX paper is modified as follows: “A stringent regulatory authority is any one of the SRAs 
identified by the WHO for vaccines procured and/or supplied under the COVAX facility, as may be amended from 
time to time by the WHO. In addition, an SRA’s endorsement, or other functional equivalent of an SRA authorization, 
of (a) the vaccine’s safety and efficacy; and (b) the good manufacturing practices of the manufacturer of such vaccine, 
shall constitute satisfaction of this criterion.” 
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practice of regulatory authorities since December 2020 in authorizing COVID-19 vaccines, (ii) 
adapt to the changes in the vaccine landscape summarized in para. 6, (iii) address the challenges 
summarized in para. 7, and (iv) will align ADB financing with that of other international institutions. 
The modifications are aligned with the vaccine eligibility criteria of the WHO, COVAX, and the 
World Bank. The modified approach to vaccine eligibility set out in para. 8 remains consistent with 
the risk-based regulatory approach described in the APVAX paper for vaccines that were selected 
to ensure public health safety and reduce deaths and disease burden. Notwithstanding the 
expansion of production sites across multiple jurisdictions and regions, ADB will remain cognizant 
and mindful of the current requirements of SRAs and the WHO in confirming that different versions 
of the same vaccine produced at different manufacturing sites should be demonstrated to provide 
the same safety and efficacy profile; this will require expertise and collaboration with the WHO 
and/or SRAs (APVAX paper, Appendix 3, footnote 1). Further, the approach continues to 
recognize the importance of financing vaccines whose manufacturing processes have been 
reviewed and subsequently authorized by an SRA (APVAX paper, Appendix 3, para. 8) or found 
to comply with WHO good manufacturing practice requirements (APVAX paper, Appendix 3, para. 
1[i]). Adherence to these requirements would provide ADB with the requisite assurances that its 
financing will be used only for vaccines that have been produced and manufactured in line with 
international best practices and the internationally recognized standards of the WHO and/or 
SRAs. If the Board approves the modifications in para. 8 and the corresponding footnotes, para. 
5 and footnote 2 of Appendix 3 of the APVAX paper and para. 9 of Appendix 8 of the APVAX 
paper shall be deemed to have been updated to align with those modifications. 
 
10. With the modifications set out in para. 8, and subject to expected WHO and SRA actions, 
additional vaccines may be eligible for ADB financing in the near term. Over time, additional 
vaccines may also meet the updated APVAX vaccine eligibility criteria set out in para. 8. In the 
case of a vaccine that meets the criteria in para. 8, but for which any part of the manufacturing 
process (including fill and finish, and packaging) is undertaken in an ADB nonmember country, 
the policy variation set out in para. 90(ii) of the APVAX paper applies with respect to such 
manufacturing activities, undertaken with respect to all future and existing ADB projects that 
support COVID-19 vaccine acquisition, manufacturing, and/or deployment, including under 
APVAX. 
 
 

IV. RECOMMENDATION 
 
11.  The President recommends that the Board of Directors approve the proposed 
amendments to the eligibility criteria for COVID-19 vaccines under the Asia Pacific Vaccine 
Access Facility (APVAX), as described in para. 8, to be applied to all future and existing ADB 
projects that support COVID-19 vaccine acquisition, manufacturing, and/or deployment, including 
under APVAX.  

 


