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The above application was first considered at the cthics connmities meeting on 13/11/96. The
commuitiee was very couscious of the requirement to avoid non-therspoutic research of wore
than minirmal risk in young chifdren. We therefore asked for reasgurance that e
investigations that were 1o be carvied out in this study were clinically indicated and were not
being carried out just for research. Professar Walker-Smith gave me that writien reassurance:

"1 can confirrn that children would hawe these investigations sven if there were no
trial™

Thus at the ethics meeting in December there was no real sthical issue to address. The
childoon were baving the investigations ag part of normal clinicsl practice and the cthics
committee was involved purely because the cases were being eollected for report by
publication. The study was therefore spproved.

On 22/7/98 the ethics commitice reviewsd this study aguin following a repart by Professor
Walker-Smith. The study was siow tided “Autism and Non-Specific Colitis and Lymphoid
Nodulsr Hyperplusia™. Again Prof. Walker-Smith gave us reassurance that only clinically
indicated investigations would be carvied out:



“1 would Jile formally t request Ethical Comamittec approval for our clinical research
analysis of these children who we sre continuing 10 see by clinical need™.

Again the ethics committee approved the study on e understanding that i} that was being
approved was data eollection.

On 9* July you wrote (o me for my conunent on the fetter of Professar David Hull. In his
letter Professor Hull states:

“I sec that the investigations were approved by the Bthics] Practices Commitiee of the
Royal Free Hospital NHS Trust”

This is, of course, incomect. We did not approve the investigations. We approved data
collection from clinically indicated investigations. it is not, st prosent, the role of an cthics
commitice 0 question clinivians judgeront a5 to what are and what are not clinically
indicated investigations. However we do not just take the word of the investigator, ther we
ask for independent cxpert rrview of al] applications, tn this case Dy Owen Epsitin provided
& review of the project and | hiave s Jetter from him “strongly suppoeting™ the study.

T hope I have answered alf your questions regarding the sthical review of this study.

Yows sincerely,

Dr Michact 5, Pegp
Chairman, Ethics Committer





