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27th July 199¢
Professor Sir David Hull,

Pear S1r Lavio,

} am now able 1 respond to your letter of Sth July 1998 concerning the
investipation of children with pervasive developruent disorder for bowel disorder
at the Roval Free.

The original protocol was approved by the Ethios Conumittee of the Royal Free
Hampstead NHS Trust and the Medical School on 13th November 1997, The
Committes was very conscious of the requireent to avoid non-therapeutic
research of roore than minimed risk in young children. Assurance was therefore
sought and obtained that the investigations that were to be carried out during this
study were indicated clinically and were not being carried out just for research,

The smdy was undertaken with parental consent.

Subsequently, children have been seen by clinicians and are investigated by
clinical nesd. ‘The tests which are usually carried out include 2 range of blood
tests, plain Xoray of the abdomen and Heo-colonoscopy with sporopriate
biopsies. A review by a child psychistmst is also undertaken.

As an sutconse, most of the children have been found 10 have non-specific colits
with Iymphoid hyperplasia and have been sarted on weatment with Mesalazine
of relatod drugs, generally with s favourable clinicnl response. The reselts will
be anatysed in due course, :
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1 referred your letter to the Eibics Committee, and the senior clinicimn
responsible for the care of these chitldren wrote formially to the Chairman of the
Ethics Commitice requesting approval by the Commitiee for clinieal research
analysis of the children with this syndrome who ar¢ se¢n by clinical need. The
Chairman of the Ethics Committee wrote to me on 24th July 1998 that the study

was reviewed again by the Committes 6a 2ind July 1998, Reassurance was
given that only investigations which were indicated clinically would be carried
gut. Again the Commities approved the study on “Autism and non~-specific
colitis and nodular hyperplasis” on the understanding that all that was being
epproved was data coliection, . . '

The Chairman of the Bthics Committee also wrote to me pointing out that your
comment that: 1 see that the investigations were spproved by the Bihical
Practices Commiittee of the Royal Free Hospital NHS Trust” was incormect. He
adds that the Committee did not approve the investigations.  The Coramitiee
approved data collection from investigations that were indicated clinically and
that it is not the role of an Ethics Committee to question clinicians’ judgement as
to what are and what are not clinically indicated investigations, The Chalrman
of the Committee added that the Commiltes seeks expert review of all
applications, and in the case of this partonlar investigation the opinion of a
senior gastoenterologist was sought sud a review of the praject was provided
with strong support of the study. '

Please let me know if you require further information.

Yours sincerely,

Professor &.J. Zuckerman
Dean and Prsfessor of Medical Microbiclogy
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