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A reliance mechanism that facilitates exchange of information to accelerate national registrations of medical products in 
countries through the provision of detailed assessment and inspection reports from SRAs/PQ to NRAs – informed reliance
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plus
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How SRA CRP works

NRA assesses 
application and 

reaches a 
regulatory 

decision in 90 
working days

• After approval, NRA 
uses SRA CRP to apply 
reliance for lifecycle 
management (PAC)  
and reaches regulatory 
decision in 30 working 
days (updated QIS 
updated and validated 
by SRA)

WHO provides 
NRA (CRP Focal 

points) with 
access to the 
reports and 

validated QIS

• Every participating 
NRA has nominated 
focal points for CRP-
related 
communication

• Reports shared 
through secure-web-
based platform

NRA confirms 
use of CRP for 
the product(s) 
to WHO and 

Applicant

Applicant 
submits 
product 

dossier and 
expression of 

interest to 
participating 

NRA

• Dossier: ICH CTD 
format

WHO receives 
reports from 

reference 
authority (SRA) 
and Applicant

• Unredacted 
Assessment and 
Inspections reports

• Quality Information 
Summary (QIS) 
validated by SRA 
(WLA)**

WHO initiates 
the procedure: 

NRAs and 
Applicants 

engagement  

• New Applicant: CDA + 
training

• NRA: focal points 
engagement + training 
(if needed)
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**Completed by applicant and 
sent to SRA for validation; 
updated version to be re-
validated when there is a PAC 
affecting the QIS

More information on the procedure available on 
WHO website: CRP

When using CRP, NRAs/countries are able to apply reliance to the following: 1) Product scientific assessment/ evaluations; 2) GMP 
inspections of manufacturers, 3) Testing prior registration; 4)Post-approval changes such as variations

Product sameness is 
the underlying 

principle:
 validated QIS to 

confirm

(regulatory time)

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction/collaborative-registration-procedure/crp-for-medicines-and-vaccines-approved-by-the-stringent-regulatory-authorities


CRP Product scope 

▪ Medicines

▪ Vaccines

▪ Biotherapeutics

▪ IVDs

▪ Applies to therapeutic areas in the scope of PQ

PQ CRP - products prequalified by WHO via full assessment:

• Innovative and generic products (chemicals or biologicals): Medicines/Pharmaceuticals, 
multisource/generics, vaccines, biosimilars, biotherapeutics, etc.

• Products Prequalified by WHO via Abridged review (SRA approved)

• Products approved by special routes or provided with positive scientific opinion: EU M4-all 
(Article 58), Swissmedic Marketing Authorization for Global Health Products.

• Applies to any therapeutic area

SRA CRP - any product assessed or approved by an SRA:



SRA CRP Participating Countries 
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• Angola
• Armenia
• Azerbaijan
• Bangladesh
• Benin 
• Botswana
• Burkina Faso
• Burundi
• Bhutan
• Brunei Darussalam
• CARICOM**
• Cameroon
• Cabo Verde
• Central African Republic
• Chad
• Comoros
• Cote d’Ivoire
• Democratic Republic of the 

Congo
• El Salvador

• Eritrea
• Ethiopia
• Gabon
• The Gambia
• Georgia
• Ghana
• Guinea (Republic of)
• Honduras
• Jordan
• Kazakhstan
• Kenya
• Jordan
• Lao PDR
• Lesotho
• Liberia
• Madagascar
• Malawi
• Malaysia
• Maldives
• Mali
• Mauritania

• Montenegro
• Mozambique
• Namibia
• Nepal
• Niger
• Nigeria
• Pakistan
• Papua New Guinea
• Paraguay
• The Philippines
• Qatar
• Republic of Congo
• Rwanda
• Sao Tome and Principe
• Senegal
• Serbia
• Sierra Leone
• South Africa
• Sri Lanka
• United Republic of Tanzania 

(Mainland and Zanzibar)

• Thailand
• Timor Leste
• Togo
• Türkiye
• Tunisia
• Uganda
• Ukraine
• Yemen (Sana’a)
• Yemen (Aden)
• Zambia
• Zimbabwe

Signed Agreements 
(Appendix 1)*

SRA CRP: 68 agreements 
for 65 countries & 1 REC

*as of November 2025

** Caribbean Community, CARICOM
15 Member States: Antigua and Barbuda, Bahamas, Belize, 
Dominica, Grenada, Haiti, Jamaica, Montserrat, Saint Lucia, St. Kitts 
and Nevis, St Vincent and the Grenadines, Suriname and Trinidad 
and Tobago
Associate Member States: Anguilla, Bermuda, British Virgin Islands, 
Cayman Islands and Turks and Caicos Islands



SRA CRP - Stringent Regulatory Authorities (SRA)
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• As defined in WHO Technical Report Series 1003

• Participating “SRAs" as of today: 

• EMA

• FIMEA (Finland)

• MEB (The Netherlands)

• MHRA (UK)

• MPA (Sweden)

• Swissmedic (Switzerland)

• TGA (Australia)

• Paul-Ehrlich-Institut (Germany)

• No restrictions to participation - any SRA that can 
share reports can participate 

• Procedure is being updated to incorporate WHO-
Listed Authorities (WLAs)

Plus 
European Medicines 

Agency (EMA)



SRA CRP           PQ CRP
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TRS 1010 - Annex 11: Collaborative procedure in the assessment and 
accelerated national registration of pharmaceutical products and 

vaccines approved by stringent regulatory authorities

TRS 966 - Annex 8: WHO collaborative procedure between the WHO 
prequalification team and national regulatory authorities in the assessment 
and accelerated national registration of WHO-prequalified pharmaceutical 

products and vaccines

Relevant Tools and Resources

https://www.who.int/publications/m/item/annex-11-trs-1010
https://www.who.int/publications/m/item/annex-11-trs-1010
https://www.who.int/publications/m/item/annex-11-trs-1010
https://www.who.int/publications/m/item/annex-11-trs-1010
https://www.who.int/publications/m/item/annex-11-trs-1010
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq
https://www.who.int/publications/m/item/trs996-annex08-crp-pq


SRA CRP data and progress in 2025
• Number of Product Submissions and Registrations in 2025

Number of prod. submissions in 2025:
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SRA CRP Data – Median time

• Median time to registration includes 
both applicant time and regulatory 
(NRA) time

• Longer timelines due to innovative 
nature of products (versus generics for 
other CRP streams)

• Registration within 6 months:​ 
Significantly less than NRA timelines​

• Shortest time to registration observed 
is 5 working days

• Full list of registrations is published on 

the website: FPI SRA CRP Webpage
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Data as at October 2025
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https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction/collaborative-registration-procedure/crp-for-medicines-and-vaccines-approved-by-the-stringent-regulatory-authorities


Role of WHO in EU-M4all procedures
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Phase I Phase II Phase III

Scientific Advice

Non-clinical 
programme

Eligibility 
Consultation with WHO 

Nomination of WHO 
experts & Non-EU 
countries experts 

(NRAs)

EU-M4all Product Assessment
Accelerated National 

Assessments and 
authorizations

CHMP Scientific opinion

WHO Facilitate timely 
product approvals in 
countries: SRA-CRP

WHO  WHO 

WHO 

WHO 
Participation

Nomination of WHO 
experts & Non-EU 
countries experts 

(NRAs)

WHO 
Participation

WHO PQ listing, via 
abridged review, for 

international 
procurement 



Accelerated in-country Registration
Two Product Introduction Pathways following EU-M4all
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Assessment via EU-M4all

1. Independent and 
individual product 

submissions to countries

Country 1 submission

(national timelines)

National Submission of Post-
Authorization Changes

(national timelines)

Country 2 submission

(national timelines)

National Submission of Post-
Authorization Changes

(national timelines)

2. Submission via SRA CRP

Submissions to:

Country 1

Country 2

(SRA CRP Timelines – 90 
working days)

Post Authorization Changes

Country 1

Country 2

(SRA CRP Timelines – 30 
working days)

Participation of 
target NRAs

Country 1

Country 2
WHO WHO 

Product 
Registration

Product 
Registration

Product 
Registration

- WHO Provision of assessment & 
inspection reports to NRA 
- WHO Follow-ups with NRA 

- WHO Provision of variations 
assessment reports to NRA 
- WHO Follow-ups with NRA

…and Any other country 
outside EU-M4all procedure

…and Any other country 
outside EU-M4all procedure



Lenacapavir Case
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Assessment via EU-M4all

1. Independent and 
individual product 

submissions to countries

1. South Africa: submitted 
in March 2025 in parallel 

with EUMed4all

South Africa NRA submission

(national timelines)

1. SA approval End of 
October 2025 

National Submission of Post-
Authorization Changes

(national timelines)

2. Submission via SRA CRP

Q4 2025

SRA CRP procedure 
(approval Timelines – 90 

working days)

Post Authorization Changes

(SRA CRP approval Timelines 
– 30 working days)2. Q1-Q3 2025: EU-M4all 

Assessment and positive scientific 
opinion 
3. Q4 2025: SRA CRP was initiated 
for an accelerated product approval 
in countries

Lenacapavir Gilead 300 mg film-coated tablet
Lenacapavir Gilead 464mg solution for injection

1. Malawi
2. Zambia 
3. Zimbabwe
4. Kenya
5. Uganda
6. Botswana
7. Rwanda
8. Tanzania
9. Namibia
10. Nigeria
11. Ethiopia 

1. Malawi: 
2. Zambia: 4 November 2025 (approval in 12 working days)
3. Zimbabwe: 19 November 2025 (approval in 18 working days)
4. Kenya: 
5. Uganda: 
6. Botswana:
7. Rwanda:
8. Tanzania:
9. Namibia: 
10. Nigeria 
11. Ethiopia:

Case of Lenacapavir submissions as an 
example of substantial efficiencies when 
applying reliance through SRA CRP, 
following SRA assessment (EU Med4all)

1. Q2-Q4 2024: Engagement 
between EMA, WHO and applicant 
to plan EU-M4all and SRA CRP



Information Resources

Additional information, 
relevant guidelines, forms 
and statistics available on 
the Facilitated Product 
Information website

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction/collaborative-registration-procedure


Thank you

For more information:

Dr Mariana Roldão Santos

Technical Officer, Special Access Programmes at REG

WHO, HQ

Email: cabacom@who.int / crp@who.int 

https://www.tandfonline.com/doi/full/10.1080/17512433.2022.203

7419?journalCode=ierj20 

The majority of NRAs reported that: with the 
use of CRP the number of days for product 

registration reduced 180 days less, 
compared to national procedure outside CRP

mailto:cabacom@who.int
mailto:crp@who.int
https://www.tandfonline.com/doi/full/10.1080/17512433.2022.2037419?journalCode=ierj20
https://www.tandfonline.com/doi/full/10.1080/17512433.2022.2037419?journalCode=ierj20
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