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Mr. GORDON That was a big company, too, was it not ¢

Dr. Gopparp. That involved a large company, yes. So, yes, they are
making the claim, but their makmg the claim does not make the faot
. 80, 18 my point.

Mr. Gorpox. But it is not so. Is that rig ht? ,

Dr. Gopparp. Our job literally is to assure the physician: “Doctor,
you can preseribe any drugs in the marketplace with the assurance
that it will do the job that you had in mind when you selected it.”
Once that is done, we will have taken a great step. .

Mr. Goroon. I have no further questions.

. Senator Nrrson. We had testimony at an earlier date from a pharma—
- cologist. It was on the question that you have just commented on that
T did not intend to raise at this hearing with you. It was on the ques-
tion of whether, if a drug meets USP standards, the presumption can
be made that all drugs Whlch meet that standard are equivalent. The
testimony that we have in the record-is that there are only about a
dozen cases where this did not turn out to be true. The testimon fy was
that for almost all of the thousands of drugs on the market, if they
met USP standards, they ‘are. equlvalent in - their therapeutlc Va,lue
and effectiveness. ,

Do you agree with that p0s1b10n9 RO

Dr. Gopparp. I think that is a fair stabemenb L

Senator NerLson. This was the statement of Dr. Mlller of USP

Dr. Goopagp. I think Dr, Miller’s ‘point. is well taken. However, I
say there is enough concern at the. present time about the question of
therapeutic equivalency that we are undertaking the testing of about
40 or 50 of the most frequently prescribed drugs that are available
~ as both generic and brand-name Srugs to determine biological avail-

ability, if you will, blood levels; which indicate that the drug has
been absorbed. You can get . some, direct measurement in humans.

Now, if we find ‘that after 20, 30, 40 of these drugs have been
tested that equivalency is, present I think we have reason.to feel
reassured that this is true across the board.

Now, you see, there are also exceptions, in thesa systems A man
working on a given piece of equipment in any firm can fail to provide
the proper maintenance or can make a slight change; for example,
the tab letting pressure could be: changed. Thls could influence. the
availability of a drug when ingested. . .

Senator Nerson. Well, it probably would not meet USP stamdards
Tt would not dissolve at the proper rate. -

- Dr. Gopparp, Right. But you see, there would not be,  any k;nowledge
of that. This means a feedback into the production in terms of the
%ml]l;g lprogram may have to be. made.. But. generally, I agree Wlth

‘Senator Nrrson. We are talkmg about the heart of a permstent
argument that goes on in the industry and the medical profession.

Dr. Goopagp. This is why, Senator, I have said, show me your
evidence. The large companies that make this claim conmstently, and
T would like to see their evidence. They have not produced it yet, other
than these 12 isolated episodes that you have been talking about

Senator Nersox. This is the problem about which there is so much
confusion. It seems to me that what the industry is really arguing
is that the exceptions that we find once in a thousand times prove



