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Background

• In	current	clinical	services,	women	manage	most	
of	the	medical	abortion	process	on	their	own

• Taking	misoprostol	at	home
•Managing	cramping,	bleeding,	expulsion	and	
pain
• Follow-up	generally	not	required	-- women	
seek	additional	care	if	needed



Changing landscape for 
medical abortion
Increasingly, women are accessing medical 
abortion through non-traditional routes

- Telemedicine/ websites
- Hotlines



Telemedicine	
results/	

publications	



What	about	
pharmacy	
provision?



Evaluating self-use 
using FDA 

framework for OTC
Combined regimen (mifepristone and misoprostol) 
meet many OTC requirements, including:

1. Non-toxic, non-addictive
2. Indication is self-diagnosed
3. Misoprostol is self-administered

We conducted a review to assess the evidence for the 
following consumer behaviours:

1. Demonstration of self-administration of 
mifepristone
2. Assessment of gestational age as eligible
3. Identification of eligibility for the medicines 
4. Identification of complications/ need to seek 
care



Ability to self-
administer 

mifepristone and 
misoprostol 

outside of clinic

Multiple studies demonstrate women can 
administer misoprostol at home with similar 
effectiveness and greater satisfaction

Newer data show women can take mifepristone 
(followed by misoprostol) at home*

-over 1/3 chose to self-administer
-most (82%) took it when they told the 

provider they would do so
-none took it over the gestational age limit

Mifeprex label updated (2016) to allow home 
administration

*Chong,	2015;	Conkling,	2015;	Platais,	2016



Self-assessment	of	
gestational	age

Eligibility for medicines is 
assessment of pregnancy <70 days 
gestation



Self-assessing	
eligibility	for	
medicines

For	mifepristone-misoprostol:	
Screen	out	few	contraindications	to	medicines,	
including	risk	for	ectopic	pregnancy

Online	services	(Women	on	Web)	provide	yes	or	no	
screening	questions	which	are	reviewed	by	the	
service/physician

An	eligibility	checklist	in	Nepal	found	71%	
agreement	between	women’s	interpretation	and	
the	researchers

- limited	generalizability	due	to	low(er)	literacy

*Andersen,	Fjerstad,	et	al	2017



Identifying when to 
seek medical care

In clinical practice, follow-up 
generally not required



Conclusion

Research gaps to 
move to OTC

1. Label comprehension: How well can people 
read and understand an OTC label for a 
combined product?

2. Self-selection: How well can women seeking 
medical abortion accurately determine they 
are eligible?

3. Actual-use: How well can women use the 
label information to correctly (or incorrectly) 
self-use a combined product for medical 
abortion ? 

4. Demonstration women can understand how 
to identify a pregnancy <70 days



Desire for 
expanded 

availability Recent, representative U.S. survey of > 7000 
women aged 18-49*:
- 37% supported OTC access to abortion pills
- 45% of those who had experienced barriers to 

reproductive health care supported OTC
- Specifically valued the privacy and 

convenience, and opportunity to use earlier

*Unpublished	study.	Briggs	and	Grossman



Coming next….
Finishing a pilot label comprehension study in
South Africa this month
- Results to inform U.S. study 

We expect challenges!
-Mifepristone already over-regulated
-Political area where science is often 
secondary or dismissed
-Laws in many countries (including the US) 
that specifically require provider involvement




