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thoe that would beliove that e@hie\'%mtm ttj‘f'«,béwdsshgaﬂ, in the

abetres oF dymiptoms, might be an indioation, But I woald prefer to

sée, based on the available evidence, s commeit it the Jabeling that this
would be primarily for the symptomatic diabetic patient, because it 1s
only in thalgelrtnstance that we really have evidence of the benefits.

There is a lot of evidence of the risk, but we are concerned with risk»
* bewefit ritios and Ye vught to emphasize the utilization of these drugs

only in situations where one can provide evidence of benefits. Sympto-

fittgtle velief ‘would be considered a benefit, without any question, and
- thut'is why I would favera labeling which emphasizes the itnpertance
of yestrictod utilization to the symptomatic diabetic patient—cleatly,
wheto dict has faited and where insulin js refused by the patient. =
NIy, Goroox. Incidentadly, we will send & copy of your comments
to the Food snit Drug Administration to be included in their record
before they issue the final order. ‘ :

Dr. Larner? ,

. Dep. Larver, Well, in general, I am very pleased that the move-

ment to insert the labeling is now going on, and it presumably will

be consummated, and I, in ‘general, agree;with the labeling as it is
T wrould:- feel a little bit more comfortable if perhaps something
spedific could be said in the labeling about warning physicians ad-
ministering these agents to patients who have demonstrated cardiac
roblems, . for example, with abnormal electrocardiagrams and so
rth, I would like to see a little bit more of that type of warning.
Mzr. Goroon. Dr. Chester. ‘ :

- Dr. Conster, L agree in general; but there are two things that
disturb mie, and one, on page 29, the very first sentence: “The Com-
. missioner also:eoncindes. that.a patient population exists for which

th@se;’ drugs, properly labeled, can be considered as safe and effec-

‘tive.” o e e T T . . :
1 'would take issue with “safe” and would indicate that the effec-
tiveness is limited, . .. - ~ o : :

- And the other thing that bothers me-—and 1 cannot find in this
document—is how the patient will ever $ee the label. Will it be on
the bottle with a skull and crossbones? ,

Mf' Goroon. Maybe that should be made more explicit in the pro-

.posal. : : o _
- Dy, Cussrer: I would think so.. wo

.. Mr, Goroon.. We shall send that on to the FDA.

- Drv Sims? . T A .

Dr. Stms. I have already described some ways in which' the lubel-
ing could be modified to include mention of other preferable options
for treatment. The question has been raised as to whether the FDA
has the right to dictate to the physician how he will manage his par-
ticular patient. Another question is whether, if specific priorities and
options are outlined, the physician would then become medico
legally liable to suit if he does not follow them. I believe that these
fears are a distortion. The FDA, in section 505 of the Food and
Drug and Cosmetic Legislation, is given the responsibility to ‘deter-

~ 3nive, to ihsurp, rather, the efficacy of a drug. Now, efficacy i3 a rela-
‘tive thing; ahd if there are other options which are better, the drug



