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At 1§he onset, we wiéh to state, for the record, the position of
the Committee on the Care of the Diabetic with regard to the UGDP study.
First it is important to stress what we are not seekking to bring about.
We aré not asking‘that the FDA ignore fhe UGDP findings completely
or that these findings hot be reflected in the lé,beli.ng accompanying thesev
drugs. In fact we find it difficult to. understand why, some 19 months
after this matter was decided by the Court 6f Appeals for the First ’
Circuit, the FDA has not acted définitively to bring about new labeling.
We are seeking new labeling to insure that fchis study and other:-
relevant étud%s will be made known to physiciang and their patients.
However, such labeling‘rnust indicate the fact that there is great controversy
surrounding this subject and that a rﬁaterial w»evi_ght of scienti.ﬁc and niedicél
opinion dées not accept the results-of ‘the UGD,Pgtudy'.} Tn short, what we are
seeking is fair balance in the go;r‘ernmenltal handling of this matter. "1 realize
that nearly eight million dollars is a great deal of money andten years is a
very long time, and cfiticism of sucﬁ an effort i:s- neithér to be given nor
taken lightly; nevertheless, costly mistakeé inb_research, as in all human
endeavors, have been made before, é.nd will be made »again,"and criticism
and controversy will not dibsakppear‘mer;ely because those kwho seek t§ justify
this study pretend that it eit her does not exist of is of no account. 7

We have set out in this testimony some of the fundamental prob-

lems confronting-analysis of the UGDP as. a study and the Biometric

Society's report on that study.



