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CONTEXT

• # of countries with mifepristone increasing; yet in places with 
restrictive abortion laws, “access” remains challenging

• Persistent commodity gap in restrictive climates due to 
multiple barriers: registration, distribution, 
commercialization, demand creation – innovative market 
strategies are needed!

• Four clinical indications of interest: missed abortion, intra-
uterine fetal death, cervical ripening, and second trimester 
abortion

• All are legal in most settings; meaning drug registration would 
not pose the same problems as most existing labeled products 
(1st tri abortion) 

• It is possible: in France, Mifegyne® is already labeled for 
cervical ripening prior to IUD insertion and cervical/intra-
uterine surgery
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OBJECTIVES ACTIVITIES

To engage the RHSC community, 
commercial entities, and SMOs to 
identify market gaps & potential 
bottlenecks & assess interest in 
registration and commercialization 
of mife for new indications

• Create tool to guide interviews with 
pharma and SMOs on perceived 
barriers to registration

• Conduct interviews with partners
• Share project findings

To increase awareness of and 
information on mifepristone’s non-
controversial (e.g. non elective first 
trimester abortion) indications

• Develop briefing document on uses 
of mife

• Assemble available clinical data for 
use to register a product 

• Disseminate via RHSC Webinar

To assess country-level opportunities 
to register mifepristone for new 
indications

• Conduct landscape analysis with key 
stakeholders 

• Write report of country-level 
findings 

• Disseminate landscape findings



INTERVIEWS WITH PHARMA, SMOS & IMPLEMENTING AGENCIES –
WHAT WE’VE LEARNED

• Interviews conducted with: MSI, PSI, Danco, Linepharma, Naari, 
IPPF, DKT, Concept Foundation

• High interest in exploring labeling other indications for 
mifepristone; although mixed knowledge about the available level 
of evidence to support one or more of these indications and/or what 
is actually needed to get an additional labeled indication

• Most agencies had had internal discussions on this topic; but 
indicated that they either have insufficient time (human resources) 
or are unsure of next steps; e.g. how best to dedicate resources 
and/or how exactly to move forward

• Interest in pooled procurement for low volume regions but questions 
about feasibility/implementation
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What indications are most widely known?
• incomplete abortion, missed abortion, second 

trimester abortion, IUFD
• Some interest in menstrual regulation

Which are considered most promising?
• No consensus: incomplete abortion, cervical ripening, 

second trimester abortion, IUFD
• One respondent mentioned that a mife product for 

new indication, not in combi-pack, might be more 
successful in registration (and could be used with 
registered/country-level available misoprostol)
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INTERVIEWS WITH PHARMA, SMOS & IMPLEMENTING AGENCIES –
WHAT WE’VE LEARNED

Why do it?
• Political barriers making access to formal registration 

and availability of these products for induced abortion 
difficult

• Small market, hard to interest local distributors in 
politically sensitive use, manufacturers currently 
don’t see mife as a profitable product

Where should efforts focus?
• Where donors support us
• In West Africa
• In South America

The future…
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MIfepristone’s Multiple RH Uses: An Overlooked 
Opportunity to Expand Access
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NEXT STEPS

• Finish and disseminate briefing document on mife for 
other uses (in draft form)

• Conduct country-level assessments 
• Webinar in the early summer to share findings
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MA Commodities Panel

 Eleni Han, CHAI
 Hans Vermer, Concept Foundation
 Questions by Nathalie Kapp

 Brian McKenna, RHSC
 Dr. Moazzam Ali, World Health Organizations
 Questions by Jennifer Blum
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Updates and plans for coming year

 Opportunity for member groups to provide updates on their work in 
this area

 Review of workplan, make any additions, amendments, plans 
forward
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Thank you

Any questions?
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