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1, INYRODUCTION

In a report that was pubhshed as a supplement 1o the Ng)mmber 1970 igsye
ot .Diabetes, The University Group Dighetes Program d(UgDI:‘) concluded fhat
;:n pa[tlents with adilllé:éonset diabetes, “talbutamlage an t may be less € ii‘,C-

ive [in proleng: je] than diet alone at least ing cardlovascu lar
mortality is con%%gned i (#,g é) S gggagg ftires,t@g W;,x:h g:quutamlde, 12/79%
died from cardiovascular causes, as compare with 6:2% or fewer in the o.
treatment groups. As a‘result of these t@ s, the EQ@@ and Drug Admini-
stration (FDA) reeomprended ithat tokhut ﬂm%‘g ﬁmﬁlﬂ he m}x@eﬂegnly in pati@gxs
wheo had adult-onsef, stable diahetes that b control

and who, for some good reasen, gould mot p@ t;gp, yy S: L.

The findings of the UGDP and the action o the FDA had a dramatic impagt.
“Tolbutamide had been in gengral msg in the &r&afm ,bestes since ahont

1956 and was thought to be a safe and effective d. J,m U p report was. cpr,e-
fully scrutinized by many, and, though detey ome, was severely and

-exhaustively grificized by others, A £TOUD ot | cw;iﬁs started legal action fo
-«enjoin the ¥DA from issuing a labeling order ‘that would diseourage the yse of
‘tolbutamide. )
~ In 1971 the UGDP reported that treatment Wmh ghﬁnﬁqrm;ip hydrochloride
algo resulted in an excess cardiovascular.gepth r indeed, an gxeess
overall death rate. (3) These findings have not bee;m w;d, @;gem;ssed and t@
‘impact on the treatment of diabetes is wnc

The UGDP study is the largest control g@.,glﬁﬂ,l,@@; dxial @ﬁ prgl hypog@eelwc
agents to date. Other studies of ‘these agents are in fE th prelimma;ry i
results, however, that appear to differ from those of the ] dv . The Natignal -
Institutes of Health (NIH), which has fundgd g;l;@ MGRR felt the need of a
review:of evidence available in all the trials, Aecq ly, on June 9, 1972, the
director of the NIH at that time, Robert’ Qv Marstonmlj 3 Ve as: follow{s to..
the chairman of the group presenting this report
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