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SUMMARY

i s

The International Flanned Parenthood Federation test for the
afficacy of spermicides is described together with the various tests
and national specifications for condoms. e difficulty of
comparing the results from the different standards is discussed

and the nesd for an international standard pointed out.




The problem of quality control in the field of nor-ethical (not
medically su ervised) contraceptives increases with th. increase 1n
users, methods available ana manufaciurers, particularly as new or

potenvial users need ‘o be convinced of the eofficacy of the methods.

For the last sixz years there has been a test for the efficacy of
spermicides which has been recognized internati onally by the member
organizations of the IPPF. This test 18 known as "“The JPTF Agreed Test
Por Totsl Spermicidal Power (1065)" and was the direct result of the
work of Harris (196") who combined the principles of the then accepted
tests, those of Baker (1935) in the U.K. anda Sander and Cramer (1941)
in the U,S.A., into a simple yes-no test. This test requires that 1 ml.
of a 1:11 golution of the spermicide in 0.9% saline kill all the
spermatozoa in 0,2 ml. of normal human semen in 40 reconda. By maintaining
a laboratory to carry out this test at the request of member organizations,
regional offices or manufacturers the IPPF has been able to compile a list
of tested spermicides which may be referred to, to see if a particular
product has been tested, and if so, when and with what result.

The simplicity and common sense of a single test applied throughout
the world is obvious and it seems a pity that in the other, much larger,
field of non~ethical contraceptives, namely condoms, that there is no
internations 1y recognized test or ¢ 'andard. It is tr e that there are
standards but each requires differani tests or the same tests carried
out to 1 differsnt level, in much the same way as the various spersicidal
tasts prior to the acceptance of the IPPF test.

The differences in the requirements of the various standards makes
it exiremely difficult to compare the quality of different condoms
obtained from diffarent countries and manufactured to different
specifications,

At this point it would be ae well to differentiate botween electronic
testing, carried out vy most manufacturers, and the batch testing techniques
laid down by most of the national standarde. Blectronic testing is 100%,
that is every condom made can be submitted to the test, whercas in thy batch
testing procedures this is not so since some.of ‘he tests demand that the

condom be destroyed during the test,




Electronic testing may be wet or dry. In the wet test the condom in
placed nr ¢ etal aitecirode which 18 then passed throw, . a bath of electrlyte.
During this passage througn uie sl o voitage is applied to the elactrode
inside the condom and {¢ the flow of current through the electrlyte exceeds
a8 certair preietermined level the condom ie re:ected un faulty, In the dry
testing the condom is again placed »n an electrode but this time the condom
containing the electrnde ia rolled against another slectirode and a voltage
usually in excess of 1000 volts is applied. This test actually measures the
dielectric strength of ths rubher film, and any weakness, including holes,
will allow a discharge {0 occur between tne itwo electrodes which will in
turn cause the condom to be rejected ae defective. 1n both wetl and dry
electronic techniquer the pass/fai) rate ma s be varied at will by varying
the level cf current tolarated in the wet me hod, and the voltage applied

in the dry method. It would be possible to atdjust these valuss ao that
every condom made paussed the tagt, although in practice the failure rate

is of the ordar of 107.

Most manufacturers destroy thie 104 but it would seem that some spell
the condoms intact ar ecrap rubver, possibly to be packaged and sold as
condoms by the unscrupulous, A test which rould be applied internationally
and which would have some degree of international acceptance would prevent

thie type of thing as well as bringing at least some dagree of rationality
to the confused picture ~f 144-ma)  sndom stendards.

There are in fact ejight national condom standards criginating in

Denmark, Hungary, Tndia, Israel, Javan, Sweden, 'I,K., and 1,S.A.

ach of these standards rsquires that vthe condoms be tested for holes
in some wav, although only the Hunrarian standard 8tipulates that this test

be carried out by an alectronic method. The ‘apanese standard describes an

electrica. tent in which the electrical resietunce ¢f the condom must

exceed "0C,000 ohms, when it is teeted between tws elactrodes in 1% saline,

All the other standards stipulate that the condome should be filled with

300 ml.of water, but hereafter the techniaue of appesring the holns preseant

diverger, 'The leraeli mtandard requiras that a vigual inspection be made

one minute after the water is pouwred into the - ondom, the Indian standard,

in common with the "r1i1eh slandire of 64, recuires that a piece of

absorben:. naper ve wrinped arcund the cendom, while the

vother standards,




including the Britigh ustanaard or *)/7, reauire that the condom be closed
by twieting and ‘hat it ke rolled nntH aosorusnt poper in order to detec”
any holecs orepent. [t 1 1n'eracting %o nete that thisg lazt describe

method is both the most stringent and the mest reproduceable in different

laboratories of ull "he water-hole iests.

The other parameter measured is the mechanical sirength of the rubber
film, This mav »x done ov inflation of the condom with air or water, or
by assessing its lensile properties (tencile strength and elongation at
break). 'The air :nflation “echnique is favoured by the Swedish standard,
which regqrirrs that ‘he mean hurating volume of 100 condoms from eash
batch be above 75 litres with a relative standard deviation of 25%. The
Danish etandard roquires thei 115 condoms from each batch must have a
mean bursting volume 1,675 standard deviations greater than 20 litres,
while the American standard requires that 8 condome from a batch have a
burating volume greater than ?8.% litres (1 cu. ft,) before and after

accelerated ageing.

The Indian standar? requiree that a condom te inflated with 5 litres
of air, then tested for holee as described already and then that the same
condom be fillad with 3 )itres of witer withouti bresking, ‘Yhe 1964 British
standard also required the condom tc hold 3 litres of water without
breaking, but tLis ha# been abandoned in the 1972 standard in favour of
a tensile sirength requirsment. The Hungarian and Japanese standards also
incorpornic o tensile s‘rongth requirement comparable to the: of the 1972
Britisr ctandard {200 kg.cm.?), and all have & minimum elrngation at break
within ihe range of 600-700%.

Tne dirensicns of condoms are also mentioned in all siand.rds excapt.
the Danish, all laying dowr 2 minimum length, but only two, the Hungarian
and the American, giving a maximum. The need for some rationalization of
the various rtanaards becomes nbvinus if one considers these last two
standurds and ‘heir stinulatione about the length »f condoms, where the
shortest permissible test-ended condom in the Awerican standard is at

least 1 cm. longer thun the longer' permiosible Hunparian teat-ended cindom,

Wit problems guch cs this size differential and the difficulty of
Comparing the strength of the ruvler film meisured by different methods, and
the dj.ficalty exporienced concerning the rerrcduceability of the vericus
techniquas for arseesing th~ presence of ho.ies in condoms, there is a need
for a standard mcthod of test run an eimilar lines "o tna' for gpermicidos

8o that the ralaiive qualities of va-ioug condeory ~an be asressed,
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Finally T would .ike {r thaar my rv.'eague, ¥r, Philir Kestelman,
for supplving me with a drmaft of a nap r onm condom tes*ing from which

I have ‘eken many of my fa-tn,
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