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goes into the final decisions as to what the chemical tests should be.
Is that not correct ? a

Mr. SterrEr. There is no question that the people that work on the
compendia are well-qualified people, and the standards that are there
are well done, Our quarrel is only with what you can assume, having
those standards, and recognizing they are good standards. - o
" Senator Nrrsox. I guess we have been through that before. The
point is, it applies to any drug, whether it is trade name or any other.

Goahead. B e
. Mr. SterrER. Bottom of page 11. On this subject, there appears to
be a rather common, mistaken belief that the Federal drug laws some-
how guarantee a uniform high level of quality in all drug products
which reach and are dispensed from the shelves of a pharmacy. This is
not so and, as a practical matter, can never be so. ' -

Although Food and Drug Administration personnel do a conscien-
tious job, it is impossible for them to inspect every manufacturer and
distributor often enough to insure that every drug product meets
every bare minimum quality standards. -

‘Maximum quality and reliability can only be built in by the manu-
facturer. Even antibiotic drug products, every batch of which FDA.
tests before shipment, have turned up with variations in quality and -
potency. , L ' S
“ Mr. Goroon. Mr. Stetler, your testimony suggests that simple re-
liance upon a product meeting official compendia tests and specifica-
tions is not sufficient. : -

Mr. SterLER. Correct. :

Mr. Gorpox. You also suggest because of this situation the physician
or pharmacist should rely upon the reputation of the particular manu-
facturers. Is that correct? :

My, SteTLER. Correct. S -

Mr. Gorbox. Apparently you feel that some firms are not. erform-
ing adequately insofar as their quality control, good manu acturing

~ practices, and so on are concerned with the result that they do not
produce reliable drugs. : - R ~ :

Ts that a correct interpretation of your statement ?.

Mr. SterLer. For some manufacturers; yes.

Mr. Gorpon. Will you name some of these firms?

~ Mr. Sterrer. Will I name some ? '

Mr. GorpoN. Yes.

Mzr. SterLER. No. v
- Mr. Gorpon. If you have such knowledge, it should be made part of

“this record. '

Mr. Sterrer. I think it is obvious to you that this statement is not
meant as an indictment of any firms. What I am saying is that there
are varying capabilities in drug manufacturers. Some produce con-
sistently poor drugs. Some do it sometime. My purpose is not to identify
them, it is not my job, and I do not proposeto do it.
~ Mr. Goroox: 1f you won’t disclose this information, and if the infor-
riation is not generally made available, how, then, is the physician who
writes a prescription out in some small isolated town to know this?
Certainly we cannot expect a busy general practitioner to be familiar
with all of the qualifications of personnel, or adequacy of facilities and



