
Assessing risk percep,on of an,-eme,c drug use 
during pregnancy and the poten,al impact of risk 

communica,on tools:  
A study protocol


Many	 interna*onal	 guidelines	 recommend	 pharmacological	
treatment	 in	 the	 management	 of	 nausea	 and	 vomi*ng	 in	
pregnancy	(NVP).	It	has	been	es*mated	that	half	of	all	women	in	
the	 UK	 with	 a	 diagnosis	 of	 NVP	 were	 prescribed	 an*eme*c	
therapy.		

The	 poten*al	 risks	 of	 an*eme*c	 exposure	 during	 pregnancy	
should	 be	 balanced	 with	 the	 benefits	 of	 managing	 a	 severe	
underlying	 maternal	 condi*on	 that	 can	 lead	 to	 adverse	
pregnancy	outcomes.		

Recently	 the	 European	 Medicines	 Agency’s	 Pharmacovigilance	
Risk	 Assessment	 CommiKee	 (EMA-PRAC)	 has	 recommended	
against	 the	use	of	ondansetron	 in	 the	first	 trimester.	There	are	
concerns	 within	 the	 European	 Network	 of	 Teratology	
Informa*on	Services	(ENTIS)	that	currently	available	data	do	not	
support	 the	 recommenda*ons	 against	 ondansetron	 in	 the	 first	
trimester,	 and	 that	 this	may	 lead	 to	 less	 effec*ve	 control	 NVP	
and	 increased	morbidity;	 instead,	women	should	be	counselled	
on	 the	 benefits	 and	 risks	 of	 an*eme*c	 therapy	 to	 allow	
individualized	decision	making.			
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Background	

The	 aim	 of	 this	 study	 is	 to	 explore	 the	 percep*on	 of	 risk	
associated	with	 an*eme*c	 drug	 use	 during	 pregnancy	 and	 the	
poten*al	 impact	 of	 risk	 communica*on	 tools	 on	 individualized	
decision	making.	

Popula'on:	Women	 who	 are	 currently	 pregnant	 or	 who	 have	
been	pregnant	within	the	last	3	years		

Interven'on:	Novel	risk	communica*on	formats		

Comparison:	Tradi*onal	risk	communica*on	formats		

Outcome :	 Measures	 of	 realis*c	 expecta*on,	 choice	
predisposi*on,	knowledge,	decision	making	

Distribu'on	methodology:	Online	and	social	media	channels	

Aim	

Methods	

	

	
Women	will	be	randomized	to	receive	one	

of	three	locally	developed	risk	
communica*on	tools 


	
The	risk	communica*on	tools	will	present	
the	benefits	and	risks	of	ondansetron	use	in	
pregnancy	using	different	narra*ve	and	
visual	risk	communica*on	techniques	

	
The	u*lity	of	different	risk	communica*on	
methods	will	be	assessed	by	measuring:	
•  Realis*c	expecta*on	
•  Choice	predisposi*on		
•  Knowledge	
•  Prepara*on	for	decision	making	

	
•  Does	the	risk	communica*on	method	

influence	a	woman’s	decision	to	take	
medica*on	during	pregnancy	

•  Do	women	have	a	preference	as	to	the	
format	of	risk	communica*on	tools?	

	
Women	will	be	recruited	and	consented	
through	social	media	channels	and	pa*ent	

support	groups.	 
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A	web-based	ques*onnaire	has	been	developed	 to	 explore	 the	
poten*al	 impact	 of	 novel	 risk	 communica*on	 tools	 on	
individualized	decision	making	 in	the	context	of	medica*on	use	
for	NVP.	

Results	
Results	expected	Q1	2021	


