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CISAPRIDE-CONTAINING PRODUCTS (PREPULSID) 
With reference to Section 22(b) of Act 101 of 1965, which states that in terms of the publication of information relating to medicine, scheduled substance or medical device:

1) Notwithstanding the provisions of Section 34 the council may, if it deems it expedient and in the public interest, disclose information in respect of the prescribing, dispensing, administration and use of a medicine, scheduled substance or medical device.

2) The Director-General may publish the information referred to in subsection (1) or release it to the public in a manner which he thinks fit.

Further to the above, Section 46 of chapter 4 of the Promotion of Access to Information Act (Act 2 of 2000) in terms of mandatory disclosure in public interest which states that

despite any provision of this Chapter, the information officer of a public body must grant a request for access to a record of the body contemplated in section 34(1), 36(1), 37(1)(a) or (b), 39(1) (a) or (b), 40, 41(1)(a) or (b).42(1) or(3), 43(1) or (2) or 45, if -

a) The disclosure of the record would reveal evidence of -

(i) A substantial contravention of or failure to comply with, the law; or 

(ii) An imminent and serious public safety or environmental risk; and 

      b) The public interest in the disclosure of the record clearly outweighs the harm contemplated in the previous question.

In light of the foregoing, the Medicines Control Council would like to bring to your attention that it is not in the public interest that the following medicines:

Prepulsid® 5mg tablets

Prepulsid® 10mg tablets

Prepulsid® 20mg tablets

Prepulsid® 1mg/ml suspension

Prepulsid® 30mg suppositories

 should be made available to the public, save for possibly for certain very restrictive indications, viz. the suspension formulation will be available only for paediatrics for the treatment of demonstrated pathological gastro-oesophageal reflux disease (GORD) after failure of other treatment options in neonates, infants and children up to 36 months of age.

This is a result of a recent review of the latest available safety data, which has shown that:

· The risk/benefit profile of the medicines - all of which contain cisapride – for the approved indications for which they have been registered, is not in the public interest.

· There are serious concerns about the efficacy and safety of cisapride for the approved indications for which they were registered.

The risk/benefit profile of the medicines may even be worse in South Africa where a large number of Afrikaner population has a gene mutation for LQTC (long QT syndrome).
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