COMPETITIVE

sured. The proposed regulations
seem to stress the Committee’s ad-
vice on policy and economic con-
siderations of placing drugs on the
MAC roster, but the Committee
should also be utilized to advise
HEW in the area of bioequivalency
and quality assurance.

In order for the C i to
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What can be provided is a vigorous
assurance that drug product quality in
the United States is extremely high
overall and that the incidence of in-
adequate drug product quality is ex-
tremely low. As a means of continuing
this assurance, the Association urges
the FDA to consnder apphcatlcn of
in its “clear-

fulfill the above responsibilities, the
Academy recommends that com-
ition of the Pha i

ance’ procedure, as previously recom-
mended by the Association, as well as

imbursement Advisory C

I Re- _ any additional available laboratory
i tests rep ing current technology.
J The A supports the APS

include an expert in bioph
tics and an expert in clinical phar-
macology. The Committee’s ability
to analyze the adequacy of current
standards, that will be depended
upon to assure quality and per-
formance of the MAC listed drugs,
rests upon adding these additional
experts. We urge HEW not to rely
entirely upon their own FDA in
matters of drug quality and bio-
equivalence.

With respect to the issue of drug
product quality, and specifically the
report of the Office of Technology As-
sessment referred to in the above-
quoted APS comments, APhA notes,
as APS points out, that the OTA panel
report concludes that “current stand-
ards and regulatory practices do not
assure bioequivalence for drug prod-
ucts.” By the same token, the OTA
panel also concluded that “it is neither
feasible nor desirable that studies of
bioavailability be conducted for all
drugs or drug products.”

Affirmatively, the OTA panel rec-
ommended that an official hst of mter—

ble drug prod
as rapidly as possnble and that such a
list distinguish between those drugs
which might present bioavailability
problems and those drugs “for which
evidence of bioequivalence is not con-
sidered essential.”

In Tesponse to thx.s latter recom-

d the A ion, with the
full cooperatuon and assxsta.nce oi the
y of Phar

proffered to the Department at its re-
quest a list of drugs intended to aid
in implementing ‘the OTA panel rec-
ommendation. Thus, it appears to
APhA that events which have already

pired taken in cc ion with
the “FDA clearance” procedure will
provide the necessary assurance that
establishment of a MAC for a partic-
ular drug will not represent a threat
to the public health.

As the Association has repeatedly
stated, and as the OTA panel itself
implicitly recognized, there is no way,
even through the expenditure of un-
limited funds, that pharmaceutical sci-
‘entists, the pharmaceutical industry,
or the government can assure a ‘‘zero
defect” level of drug product quality.

suggestion that a biopharmaceutics ex-
pert serve on the Pharmaceutical Reim-
bursement Advisory Committee and
notes that the proposed regulations are
sufficiently broad to encompass such
specific expertise. The Association as-
sumes that the Committee will advise
with regard to, among other matters,
the quality standards to be applied to
drug products under MAC consider-
ation.

DRUG PRODUCT COST

APhA believes that the provisions
of Section 19.6, which assure not
only a regular review of MAC deter-
‘minations, but also the right of any
individual or organization to request
imposition of, adjustment of, or ter-
mination of a particular MAC at any
time is both eminently fair and ca-
pable of efficient administration. The
Association notes, however, that a pro-
vision which is capable of- efficient
administration may be worthless unless
it is, in fact, efficiently administered.
In the absence of prompt administra-
tive decisions by the Department, the
entire reimbursement mechanism for
pharmaceutical service in iedcrally
supported health care programs is in
danger of failing. The final regulations
should address themselves in Section
19.6 to two specific eventualities.

First, the Board should be empow-
ered to make MAC determinations
on an emergency basis without resort
to the adwsory commxttee procedure
when such action is d

a particular drug, to compensate for
possible delays in the MAC determi-
nation procedure and expected com-
puter update delays at the state level.
Downward MAC adjustments can be
made concurrent or prospective in
application.

Probably the most controversial as-
pect of the proposed regulations is the
imposition of an “actual acquisition
cost” reimbursement basis for drug
product cost in all federally supported
health care programs. This require-
ment is presently in effect in only a
few states. Despite the fact that many
pharmacists may not yet fully under-
stand the following reasons for this
decision, APhA is constrained to sup-
port this requirement as reflected in
Section 19.3 of the proposed Depart-
mental regulations and also in Section
250 30(b) (2) (ii) of the proposed

Plan

an
Sections 50 502 (d) and 504(b) of the
proposed Public Health Service Regu-
lations, and Section 405.333(a) of the
proposed Medicare regulations.

Imposmon and enforcement of the
actual acq cost requi
deemed mandatory by APhA to pro-
tect the government, taxpayers and
competing pharmacists against eco-
nomic windfalls which accrue to large
volume purchasers of drug products
when drug product cost reimburse-
ment is based on published “list,”
“average wholesale prices” or other
fictitious price data.

It is well known among pharmacists,
third party program administrators
and government officials, that drug
products cost reimbursement based on
catalog prices is based on fictitious
price information and that actual ac-
quisition costs by pharmacists gener-
ally range below published figures.
Depending upon the purchasing power
of particular pharmacies and the pro-
clivities of drug manufacturers and
their salesmen, actual acquisition costs
have resulted in “significant” to “gross”
overpayment for the drug product

by the Department. A specific sxtua-
tion which might require such emer-
gency action would be in the case of
sudden and unexpected drug product
shortages which, among other effects,
might have abnormal disruptive: effect
on drug product prices. Such situa-
tions have already been experienced
in the cases of quinidine, heparin and
injectable ampicillin. A similar situa-
tion may be amicipated in the next
one or two years in light of projected
shortages of codeine.

Second, the final regulations must
contain in Section 19.6, or elsewh

of prescriptions paid for,
at least in part, with federal funds.
Large volume and other “favored”
purchasers such as dispensing physi-
cians have been the chief recipients of
special economic windfalls.

When the Pharmaceutical Reim-
bursement Board obtains true price
information from drug manufacturers,
the Board will learn that price conces-
sions have frequently been granted to
such purchasers to a level of 40-50
percent and more below published
catalog prices. This fact is confirmed
by the earlier referred to Council on
E ic Priorities study. Reimburse-

provision for automatic retroacuvnty
of upward MAC adjustments, once an
initial MAC has been established for

ment to such purchasers based on
catalog prices, therefore, not only con-
stitutes a “rip off” of the government



