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Mission

To advance patient access to 

quality, safe and effective 

medicines

through

maintaining a thought leadership role in 

identifying and applying scientific principles for 

the purpose of advancing regulatory and 

access policies and processes

About CIRS 

For over 25 years CIRS has 

provided a neutral, independent, 

international forum 

for industry, agencies and other 

healthcare stakeholders to meet, 

debate and develop regulatory and 

reimbursement policies
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2020 CIRS Workshops

8 & 9 December(Alasdair Breckenridge 
Memorial Workshop)
Reimagining medicines regulatory models: 

Implementing fit for purpose activities for 

sustainable patient access 
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15 & 16 September
Effectiveness of the Regulatory Approval 
Process – Moving from Measuring 
Performance to Operational Excellence

Pre-Workshop 

Agency Survey 



Regulatory Agencies with whom we Interact

Americas-

Country

Authority

Argentina ANMAT

Brazil ANVISA

Canada Health Canada

Chile ANAMED

Colombia INVIMA

Cuba CECMED

Ecuador ARCSA

El Salvador DNM

Haiti DPM/MT-MSPP 

Mexico COFEPRIS

Peru DIGEMID

USA FDA

Regional 

Initiatives

CARICOM-CRS/PAHO

EME- Country Authority

Denmark DKMA

EU EMA

Israel MoH

Jordan JFDA

Kuwait KDFC

Oman MoH

Qatar SCH

Saudi Arabia SFDA

Sweden MPA

Switzerland Swissmedic

Turkey TITCK

United Arab 

Emirates

MoH

United Kingdom MHRA

Regional 

Initiatives

GHC

ASIA- Country Authority

Australia TGA

China NMPA

Chinese Taipei TFDA; CDE

Indonesia NAFDC

Japan MHLW, PMDA

Malaysia NPRA

Philippines PFDA

Singapore HSA

South Korea MFDS

Thailand TFDA

Vietnam DAV

Regional 

Initiatives

APEC
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AFRICA-

Country

Authority

Botswana BoMRA

Burkina Faso MoH

Ethiopia EFDA

Gambia MCA

Ghana FDAG

Kenya PPB

Namibia NMRC

Nigeria NAFDAC

Mozambique MoH

Senegal MoHP

South Africa SAHPRA

Tanzania TMMDA

Zambia ZAMRA

Zimbabwe MCAZ

Regional Initiatives

AMRH-EAC

Zazibona/SADC

WAHO



Mapping International Initiatives – CIRS is Part of 

the International Network 

http://www.ema.europa.

eu/docs/en_GB/docume

nt_library/Leaflet/2016/1

0/WC500214180.pdf
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http://www.ema.europa.eu/docs/en_GB/document_library/Leaflet/2016/10/WC500214180.pdf


CIRS Sites of Regulatory Knowledge 8

Member company only section – access to latest 

briefings, publications, workshop presentations 

and R&R Atlas 

https://cirs-members.org/

LinkedIn Page

https://www.linkedin.com/company/ce

ntre-for-innovation-in-regulatory-

science-ltd/
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Website

https://cirs-members.org/
https://www.linkedin.com/company/centre-for-innovation-in-regulatory-science-ltd/


Recent Publications- R&D briefings 9

Disseminate high level findings from original research to address important policy and practical development issues



Focus on Mexico and LatAm 10

May 2020

June 2020



RDB 76: Objectives

To gain a better understanding of:

• the impact of changes in the Mexican regulatory environment 

on the availability of new medicines for Mexican patients

• the way ‘new medicines’ are defined

• the impact of suspending the activities of the New Molecules 

Committee (NMC)

• the extent to which new drugs approved by the US FDA 

have been approved by other important jurisdictions 

specifically Argentina, Brazil, Canada, Chile, EMA and 

Mexico
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What is a “New Medicine”? 12

CIRS R&D Briefing 76 – The 

impact of recent regulatory 

developments on the Mexican 

therapeutic landscape. Liberti L 

and Alanis M. 2020. 



COFEPRIS:  New Medicine 13

CIRS R&D Briefing 76 – The 

impact of recent regulatory 

developments on the Mexican 

therapeutic landscape. Liberti L 

and Alanis M. 2020. 



We observed across agencies

• The definition of a new medicine varies across jurisdictions 

influenced by regulatory approaches and risk perceptions of the 

agencies. 

• A trend towards simplifying the definition by focusing on ‘new 

molecules’ while limiting the inclusion of other types of products or 

compounds. 

• This is key to providing transparency around assessment pathways 

and processes. 

• Ensuring alignment with global approaches can provide predictability 

and facilitate the integration of an agency into global regulatory 

submissions. 
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15

N=33 FDA 

approved cohort

By 31 December 2019 for all countries 

except Mexico (May 30, 2020) 

CIRS (2020) Addendum to 

R&D Briefing 76 – The 

impact of recent regulatory 

developments on the 

Mexican therapeutic 

landscape. 



Target Regulatory Review Times 16

CIRS (2020) Addendum to R&D Briefing 76 – The 

impact of recent regulatory developments on the 

Mexican therapeutic landscape. 



Comparisons of Approval Times 17

* Estimated including 300 days of NMC time 

CIRS (2020) Addendum to R&D Briefing 76 – The 

impact of recent regulatory developments on the 

Mexican therapeutic landscape. 



Lag Time

Defined here as: The time from the approval of a product by the FDA to the date 

of approval in a target country (the time patients need to wait until products 

reach approval in their country compared to the availability in the United States)

Median Lag Times: 

ANMAT 287 days ANVISA 298 days 

COFEPRIS 473 days ISP 502 days

Lag Time is affected by:

• sponsor’s ability to support the regulatory filing in the specific country

• the commercial opportunity and prioritisation for the country

• product availability

• local regulatory requirements that may impact submissions
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CIRS: RDB 51: Characterising the influenceRs of

submission Lag Time for medicines in the Emerging 

Markets: Analysis of short and long Lag Time factors



We observed for COFEPRIS

Mexico represents an important market for multinational pharmaceutical companies 

to submit innovative medicines within the countries of the Latin American region 

based on number of submitted products. 

• Of the 33 products approved by FDA, 22 (67%) benefitted from the use of an 

expedited review pathway. Of the 13 products that were approved by COFEPRIS 

by the end of 2019, none used an expedited assessment pathway.

• Of the 33 products approved by FDA, 13 (39%) were Orphans; all had expedited 

(Priority) review. Acalabrutinib and midostaurin were submitted to COFEPRIS as 

Orphans. Median approval time was 227 days (company and agency time) for 

the Orphan products at FDA and 249 days at COFEPRIS.

• If the low approval rate prevails submission emphasis could change resulting in 

ore delay for Mexican patients to receive the benefits of innovative therapeutic 

alternatives.
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