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Development  of medicines is  evolving

● New wave of innovation in health and biomedical science
● Significant  developments promising to transform healthcare and 

deliver better health outcomes for patients : 

○ targeted cell and gene therapies
○ adopt ion of digital health technologies
○ focus on harnessing the wealth of health data and real world evidence 

Regulatory environment must respond to these developments
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Highly Innovat ive  pipeline  -US

39 Total NAS launched in 2022
24 first in class
30 used expedited pathways

IQVIA Institute- global trends in R&D 2023

https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/global-trends-in-r-and-d-2023/iqvia-institute-global-trends-in-rd-2023-forweb.pdf


5

Highly innovat ive  pipeline  - EMA

IQVIA-EFPIA pipeline review 2021A total of 55 New Active Substances EMA approvals in 2020

https://www.efpia.eu/media/602564/iqvia_efpia_pipeline-review_final.pdf


Some numbers from CIRS t o st art  wit h…
Global Registration 

Median time to roll out New Active Substances (NASs) approved 2016-
2020 to Emerging Markets (EM) approved 

CIRS RD Briefing 88

https://cirsci.org/wp-content/uploads/dlm_uploads/2023/07/CIRS-RD-Briefing-88-6-agencies-v.1.2.pdf
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Bringing a  new medicine  t hrough global approval is  a  
complex and lengt hy process

x countries

y countries

Approval  + 
HAQ process
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Approval + 
HAQ process

Approval + 
HAQ process

CPP= Certificate of Pharmaceutical Product
HAQ: Health Authority Questions

Different approved 
details for one product

Illustration of the 
differences in the 
dossier for one same 
product, due to 
different country-
specific requirements



How all stakeholders can work together towards this goal? 

Efficient  regulat ory syst em – a key for improved access 
t o medicines



WHO regulat ory syst em st rengt hening program

1
• build regulatory capacity in Member States consistent  

with good regulatory pract ices

2

• promote regulatory cooperat ion, convergence and 
t ransparency through networking, work-sharing and 
reliance

Slide adopted from M. Valent in, WHO presented at  DIA CMC Conference, Sept ., Sevilla 2022

Why reliance?

Good reliance 
practices, 2021

Good 
regulatory 
practices, 

2021
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Ult imat e  Goal: Global Convergence

❖ One product
❖ One regulatory standard

❖ One inspection 
❖ One assessment
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Global and regional initiatives driving 
regulatory convergence

ICMRA
International 
Coalition of 
Medicines 
Regulatory 
Authorities

ICH

APEC/ASEAN/
PAHO/ EAEU/AMRH…

IPRP
International 

Pharmaceuticals Regulators 
Program

Strategic direction

WHO

Technical Operation
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Int ernat ional Coalit ion of Medicines Regulat ory Aut horit ies  
(ICMRA)

❖ Current ly chaired by Emer Cooke  
(EMA)

❖ 24 member agencies, 
15 associat e  member agencies, 
and 1 observer (WHO)

Source: ICMRA Factsheet 

https://icmra.info/drupal/en
https://icmra.info/drupal/sites/default/files/2022-10/icmra_fact_sheet.pdf
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Int ernat ional Council of Harmonizat ion - ICH 
(www.ich.org)

Mission
❖ Achieve greater harmonisation worldwide to 

ensure that safe, effective, and high quality 
medicines are developed and registered in the 
most resource-efficient manner

❖ Accomplished through development of  
Technical Guidelinesvia a process of scientific 
consensus with regulatory and industry experts 
working side-by-side

❖ Commitment of the ICH regulators to implement 
the final Guidelines is key to the success of the 
process

http://www.ich.org


Source: www.ich.org, Company reported data

ICH Membership until 2010 
Health authorities

• 1990-2010: US, EU and Japan

http://www.ich.org/


Source: www.ich.org, Company reported data

• 2015-2018: + Brazil, South 
Korea, China, Singapore

ICH Membership until 2018 
Health authorities

• 1990-2010: US, EU and J apan
• 2010-2015: +Switzerland, Canada

http://www.ich.org/


Source: www.ich.org, Company reported data

• Current observers: India, Cuba,, Colombia, South Africa, Russia, 
Australia, Kazakhstan, Argentina, Moldova, Armenia, Iran, Israel, 
Jordan, Malaysia, Indonesia Ukraine, Lebanon, Nigeria, Tunisia, 
Azerbaijan

• 2015-2018: + Brazil, South 
Korea, China, Singapore

Current ICH Membership 
Health authorities

• 1990-2010: US, EU and J apan

• 2010-2015: +Switzerland, Canada

• 2018-2023: + Mexico, Egypt , 
MHRA, Saudi Arabia, Chinese 
Tapei, Turkey

http://www.ich.org/
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Int ernat ional Pharmaceut ical Regulat ors  Programme - IPRP

MISSION and STRATEGIC VISION

30 June 2023

Updated IPRP Q&A documents on 
Reliance

The IPRP is pleased to share an updated Questions
and Answers document on key aspects for reliance,
that was revised by the IPRP Reliance Discussion
Group to clarify the question on sameness of...

IPRP is a global forum of regulatory authorities and regulatory organizations at the operational 
level for issues related to the regulation of pharmaceuticals for human use. IPRP is committed to 
promote information sharing, facilitate the implementation of ICH and other internationally 
harmonised technical guidelines for pharmaceuticals for human use, promote collaboration and 
regulatory convergence of regulatory approaches to advance public health, facilitate access to 
medicines and address emerging regulatory challenges of mutual interest

https://www.iprp.global/home
https://admin.iprp.global/sites/default/files/2023-06/IPRP_RelianceQ%26As_2023_0613.pdf
https://admin.iprp.global/sites/default/files/2023-06/IPRP_RelianceQ%26As_2023_0613.pdf


18

Reliance  is  not  a  new concept …

Long history of 
improving efficiency  
through reliance 
e.g. Certificate of 
Pharmaceutical Products 
Scheme (1969)

“Regulate through 
reliance” as the hallmark 
of a modern and efficient 
regulatory authority

Increasing role of 
reliance

Promoting “informed” 
reliance

COVID-19 as a strong 
accelerator for the use of 

reliance 

credits : iStock

credits : Getty Images
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WHO Good Reliance  Pract ices 

International cooperation is key

● To ensure the safety, quality, efficacy or performance of locally used products

● To make the best use of available resources and expertise, avoid duplication and 
concentrate regulatory efforts and resources where they are most needed

Slide adapted from S. Azatyan, WHO, DIA Latin America Annual Meeting, March 2023

The act whereby the regulatory authority 
in one jurisdiction takes into account and 
gives significant weight to assessments 

performed by another regulatory 
authority or trusted institution, or to any 

other authoritative information, in 
reaching its own decision. 

The relying authority remains independent, responsible and accountable for the decisions taken, 
even when it relies on the decisions, assessments and information of others.



Opt ions t o facilit a t e  good qualit y regulat ory decisions –
re liance  in t he  focus
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Building trust between NRAs, increasing reliance and efficiency

Standard
processes

Independent decisions 
based on its own reviews 

and/or inspections

Leveraging regulatory work
Performed by other competent and trusted 

authorities to reduce the workload

Unilateral or mutual recognition
based on treaties or equivalent

Work-sharing, including joint activities
Abridged pathways using reliance

Recognition

Slide adapted from S. Azatyan, WHO, DIA CMC  conference, September 2021



Risk Based approach – Examples of t ypes of Models  
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Standard 
process 

Parallel 
Collaborativ
e 

Work-
Sharing

Regional 
Reliance

Centralised 
Procedures

Unilateral 
Reliance
Examples: 
Verification / 
abridged

Country A 
relies on 
reference 
Agency 
Assessments 

Centralised 
Evaluation 
conducted for a 
group of countries / 
region 

Regulators 
conduct 
divide review 
of safety, 
efficacy 
modulesRegulators 

conduct 
independent 
evaluation

Regulators 
conduct 
parallel 
collaborative 
evaluation 
and share 
information

Source: CIRS



Project  Orbis  -
A framework for concurrent submission and review of oncology products

Project Orbis Partners (POP)

TGA/Australia HC/Canada
ANVISA/Brazil HSA/Singapore
Swissmedic/Switzerland
MHRA/United Kingdom
IMoH/Israel

SCOPE
High Impact Oncology products
● New Drug Applications (NDAs)
● Biologics License Applications (BLAs)
● Supplemental applications for new 

indications

https://aacrjournals.org/clincancerres/article/26/24/6412/82919/Project -Orbis-Global-Collaborative -Review

Key Features

● Parallel/Collaborative review of 
dossier

● Use of Common Review Document 
(assessment Aid)

● Leverage FDA resource and 
expertise

● Each POP makes independent 
regulatory decision

Orbis Type
Submission 
Timeline to POPs

Sharing of 
FDA reviews

Multi -country 
review meetings

POP Attendance 
at FDA review 
meetings

Concurrent review 
with FDA

Type A
≤ 1 month of FDA 

submission
Yes Yes Yes Expected

Type B
> 1 month of FDA 

submission
Yes Yes Yes Possible

Type C Any t ime after FDA 
submission Yes No Unlikely Unlikely

https://aacrjournals.org/clincancerres/article/26/24/6412/82919/Project-Orbis-Global-Collaborative-Review
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ACCESS Consort ium 

GOAL
Maximizing international 
collaboration between member 
jurisdictions by aligning regulatory 
systems, reducing duplication, and 
increase agency’s capacity to 
ensure populations’ access to high 
quality, safe and effective health 
products 

VISION
To provide faster access to safe, 
effective and high quality 
medicines for all our populations

MISSION
To align our regulations and policies 
to facilitate work -sharing and reduce 
duplication to ensure our 
populations have access to the 
health products they need for better 
health and wellbeing

Type of Collaboration: 
Worksharing

Member Countries/
Regulatory authorities

Australia/ TGA
Canada/ HC
Singapore/ HSA
Switzerland/ SwissMedic
United Kingdom/ MHRA

Streamlined process -
internationally coordinated review to reduce 
duplication and burden
Increased access -
possibility of simultaneous access to markets 
of multiple countries
Flexibility -
adaptability in how regulators organise 
collaboration amongst each other on a given 
review and which countries a company chooses 
to submit applications
Predictability -
pre-determined milestones and targeted 
review timeframesSource: Access website

https://www.tga.gov.au/international-activities/australia-canada-singapore-switzerland-united-kingdom-access-consortium#:%7E:text=The%20Access%20Consortium%20is%20a%20medium-sized%20coalition%20of,regulatory%20authorities%20of%20Australia%2C%20Canada%2C%20Singapore%20and%20Switzerland.


EMA - The OPEN init ia t ive
Opening our Procedures at EMA to Non-EU authorities

OPEN non-EU regulators
TGA Australia –Health Canada –MHLW/PMDA 

Japan –Swissmedic –WHO

Non-EU experts are invited to attend and 
contribute to ETF discussions and CHMP 

evaluations of COVID-19 Vx and Tx but do not 
contribute to the conclusions. All regulators 

keep full scientific and regulatory independence

OPEN enables to share scientific expertise to 
tackle common challenges regarding COVID-19 

Vx and Tx while enhancing transparency on 
regulatory decisions and promoting EU 

Regulatory System

ETF: EMA pandemic Task Force
24

Scope: COVID-19 Vx and Tx

Benefits : Accelerate  approval in more countries

https://www.ema.europa.eu/en/documents/other/questions-answers-pilot-project-open_en.pdf

https://www.ema.europa.eu/en/documents/other/questions-answers-pilot-project-open_en.pdf
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Accelerate Patient’s Access to a Rare Disease 
Medicine through Reliance Pathway

Countries applying reliance Approval based on Certificate of Pharmaceutical product (CPP)

Average timeline through 
reliance: 4.4 months

Average timeline through other 
pathways: 8.6 months
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Reliance  concept  beyond init ia l Market ing Aut horizat ion 
- Post  Approval Changes
Introducing changes post-approval is an essential part of the lifecycle of a product to:
• Ensure market access and continuous supply of  live-saving drugs to patients by reacting 

to supply demands, avoid drug shortages
• Support continuous improvement and optimization of manufacturing  process and 

quality of the medicinal products
• Remain state-of-the-art with facilities, manufacturing methods and analytical 

techniques
• Implement safety label updates in a timely manner access to ensure up-to-date product 

information
• Fulfill regulatory agency requirements

Especially for products undergoing accelerated clinical and CMC development
registered with expedited pathways,  many changes will need to be implemented 
post -approval in a timely manner (e.g. to fulfill post -approval commitments)



Key messages - How to move forward?
Three main areas of focus

Harmonization

RelianceRisk-based 
approaches

• Adopt  ICH CTD
• Clear and consistent 

timelines
• Reduce  national 

requirements

• WHO Good Reliance 
Practice applied to life-
cycle

• Leverage documents from 
reference agencies to 
shorten approval timelines

• Establish principles for 
product sameness

• Enable information 
sharing among regulators

• Leverage and extend  joint 
reviews & worksharing

• Classification with risk-based 
approach

• Maximize ICH Q12 tools (PACMPs
as quick win)

• Leverage PQS for changes with no 
quality impact

• Explore novel approaches  (new 
stability data approaches)

• Flexible implementation timelines

Prepare for a future health crisis by leveraging the above principles and learnings from the Covid-19 pandemic

Industry Position Paper: Optimising Post-Approval Change 
Management to Facilitate Continuous Supply of Medicines and 
Vaccines of High Quality Worldwide

RECENT PINK Sheet article

Path Forward to Optimise Post-approval Change 
Management and Facilitate Continuous Supply of 
Medicines and Vaccines of High Quality Worldwide

https://www.efpia.eu/media/636574/efpia-pacs-position-paper_final-nov2021.pdf
https://www.efpia.eu/media/636574/efpia-pacs-position-paper_final-nov2021.pdf
https://www.efpia.eu/media/636574/efpia-pacs-position-paper_final-nov2021.pdf
https://pink.pharmaintelligence.informa.com/PS147293/Why-Convergence--Reliance-Are-Key-To-Managing-The-Challenges-Of-CMC-PostApproval-Changes
https://link.springer.com/content/pdf/10.1007/s43441-022-00426-9.pdf
https://link.springer.com/content/pdf/10.1007/s43441-022-00426-9.pdf
https://link.springer.com/content/pdf/10.1007/s43441-022-00426-9.pdf
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ICMRA - Init ia t ion of t wo regulat ory collaborat ion pilot s

One focused on collaborative assessments of post -approval CMC 
submissions (PACMPs), and the other on collaborative hybrid 
inspections are aiming to

✔ facilitate  convergence in assessment  pract ices for key products 

✔ develop collaborat ive assessment  approaches 

✔ promote mult i-agency GMP inspect ions Slide 
28

The International Coalition of Medicines Regulatory 

Authorities ( ICMRA)

https://www.icmra.info/drupal/en
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Let ’s  bring re liance  int o act ion!
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Close Collaboration Among Stakeholders

Applicants Participating 
NRAs

Reference 
NRA- FDA, 
EMA

WHO
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Doing now what  pat ient s  need next
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