
Contraceptive Research 

a long and winding road to safet 

C
ontraceptives are used by "healthy" 
people all over the world . They can act 
in many ways and come in many 

shapes and sizes- implants, pills, injections, 
sheaths, diaphragms, creams, jellies. But 
they all must be safe. Consequently stringent 
testing criteria have to be applied, whatever 
the method. Out of the many hundred com
pounds that may start on the road from the 
test tube to the product on the table of the 
family planning provider, few survive the ar
duous journey. A successful compound has 
to meet difficult obstacles which test its 

1 Years of laboratory 
testing and screen

ing of many com
pounds may result 
in a promising contra
ceptive drug 

10 years 

2 Any possible toxic
ity of the com

pound is thoroughly 
checked and its phar
macology is assessed 
in animals 

1-2 years 

safety from the outset through studies first 
in animals and then in humans. Animals 
must be used to show that the drug does 
not have any ill effects and to give assurance 
of its safety in humans. Tests in human 
volunteers are just as essential, to determine 
the dosage required for its contraceptive 
effect and to ascertain any side-effects it 
might cause. lt must not be forgotten, how
ever, that the method also has to be accep
table to the user - and that is something 
which must be assessed from the moment 
testing begins in humans. 

3 Lack of toxicity and 
minimum effective 

dose are assessed in 
groups of 10 to 20 
volunteers in different 
countries 

1-2 years 

4 Long-term toxicity 
studies begin in 

animals, as well as stu
dies on reproduction, 
mutagenicity and carci
nogenicity 

2 years 

5 The first check of 
efficacy in humans 

involves a few hundred 
volunteers ; acceptabil
ity studies begin 

1-2 years 
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Whether in indus
trial countries or in 
countries of the 
Third World, the 
laboratory lies at 
the heart of re
search into newer, 
better, safer forms 
of contraception to 
meet the world's 
needs 
Photo WHO/J. Bland 

6 Large-scale stu
dies (1,000 sub

jects) start, lasting up to 
one year in various 
countries; acceptability 
studies continue 

2-3 years 

7 Final arrange
ments are made for 

manufacture of the new 
contraceptive, and for 
its appropriate pack
aging 

0 

1 year 

8 All clinical and ani
mal data are trans

mitted to national drug 
regulatory agencies, 
whose approval will be 
essential 

1-3 years 

9 The finished pro
duct is supplied to 

family planning clinics, 
whose staff are trained 
in its delivery 

Indefinitely 

1 0 The drug be
comes freely 

available; long-term 
surveillance guards 
against any rare ad
verse risks to health 

Indefinitely 


