5. DEBENIOX PAPER 2

5.1 Memhers considered a proposal from the Licensing Awthority to
amend the Data Sheet of Debendox (amd if necessary the product licence )
as follows:

"Many druge have been suspecied of being capable of affecting
the normal development of a child in the early stages of
pregnancy. Much evidence suggests that in relation to antie
emetics such a gpuspicion is ill~founded but it has to be
accepbed that for no medicinal product can = teratogenic
effect be excluded with absolute certainty. The use of any
drag in esrly pregnancy chonld tharefore be zvoided if
possible¥, ]

They also considered the recommendation of the Adverse Reactions Sube
Cormittee $o amend the deata contained in Paper 1 and 5 additional
papers releting o the question of the teratogenicity of Debendox
wiich had become availghle since the Committee considered +the matter
in Bpril 1980,

5.2 In the light of their disonsejen Licensing Authority agreed to
amend its proposal gg follows: '

3a-

. "Although there have been some reporis of congenital malformation
associated with the adminisiration of Debendox in early
Pregnancy & ¢auszl relationship has pot been established.

For no medicinal prodyct can 2 weak teratogenic sffect be
excluded with sbsolute certainty and so the use of amny drug
in early pregnancy shewld be svoided if at all possibletr,

5+3 The Committee endorsed this proposal but recomwended that the
secretariat should in $he first inetance approsch the company to gee
if they were willing to emend their dats theel,on the lines of this
proposel. If however the compamy were umwilling to 4o so the Committes
instructed the secretary to notify the company under Section 28{1)

and Schednle 2 of the Medicines Act 1968 that they way have io advise
the Licensing Auvthority to vary the Licence amd product particnlars in
accordence with the terms of the proposal set out in this paragraph.



