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they began to take them. But ‘what did they do? They took their
tolbutamide but now they did not think that they needed to diet. .
And this is very sad. It is a poor outcome of this business we are
talking about. . S ‘ ; :
" The Cramman. Thank you: Ny
‘Dr. Zelen, did you have a comment? SR v
Dr. ZeLen. Yes. There have been some who suggest that another
UGDP-like trial be mounted.. CEe : :
" The CuARMAN. I am sorry. I did not get the first part.
Dr. Zerex. There have been some individuals who suggest that an-
other UGDP-type trial be mounted. Judging from the experience
with this one, it is likely to take 6 to 10 years before any conclusions
will be reached. Sy N gt '
* Furthermore, with the recent change in ‘patient consent, people
face the following situation. If an individual comes to a clinician
who is participating in such a trial, the physician, by law, has to in-
form the patient of the risks involved. The scenario would go some-
thing like this. The physician would state: : '
There are a large' group of people in the country ‘who believe that tolbuta-
mide may be dangerous. A study has been completed purporting to show' this.
However, there is conflicting evidence to believe that the interpretation may be
in doubt. Consequently we are going to try again. e RS e oy e Y
. Well, I think most people would not like to be part of such a
scheme, and it might be very difficult to enlist patient volunteers. .
The Cratrman. Well, was there anything in evaluating the UGDP
siugy?that would ‘indicate some necessity for repeating the same
~ Dr. Zerex. In my opinion, no! S
~Mr. Gorpox. May I ask a question at this point? -
' Dr.’Mgzer. I would justqlike to clarify my own position. I have
not taken a position on whether there should be restrictions on
tolbutamide. What I have said is that if it is to continue to be -
widely wused, then T think it imperative that another study be
mounted. I hope I make that clear. It is now being widely used .
long after the UGDP report was published and discussed. If that
situation is to continue, then I would see no ethical choice for those
who use it but to mount another study. n p R
- Mr. Goroon. But what are they going to do in the meantime? Are
‘they going to keep on using'it widely while the 6- or 8- or 10-year
study goes on? - R R EETIEASE A TR .
Dr. Memer. That is a matter that T presume the FDA is actively
studying right now. The report of the UGDP appeared, received
commendation from the ADA and the AMA, but as a matter of fact,
the community continued to use the drug. Barring administrative -
action, T presume they would still continue to use the drug, and T
am saying that if there is no action to prevent that, then I think
“there should be action to further study the matter. ~ = = H
- Mr. Goroon. How about the newer drugs that have not been-re-
leased yet? SO TR o B
- Dr. Memxr. T would hope that they would be ‘studied. If they are
to be released, I would hope that proper studies would be initiated
immediately. i TR T e T T



