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 President Reagan with Heatth and Human

Seivices Socretary Margaret M. Heckler
at the Rose Garden signing ceremony.
Szeretary Hecklor called the Act

““a majfor gdin for all older Americans,”’

brand-name counterpart.

The new 1eg:slanon—~supported by -
~ both the Pharmaceutical Manufac-
“turers Association and the Generic’

Pharmaceutical Industry Associa-

| ° hen Pr331dent Reagan sxgned tbe Drug
' :,“Pﬂce Competition and Patent Term Restoration
- Act into law at a Rose Garden ceremony last fall,
‘he enabled physicians to immediately cut in half
- the prescription bills of many of their patients and
-~ reassured them that the drug they prescribe generi-
cally will have the same therapeutic e?ffect as 1ts

sumers, hospitals, and the govern- '
ment, and, in the next five years, will
reduce the prices of almost 200 drugs,

sincluding many of the most fre-

quently prescribed pharmaceuticals =
in America. As generic competition
increases, the prices of these drugs

. will be reduced to approximately one-
" fifth their current cost. When these

200 generic drugs reach the market-

: place, savings are estimated at a b11 L

tzon——-passed Congress with only one -
dissenting voice {Senator Howard

Metzenbaum). it will double the num-

ber of generics now available to con-

" lion dollars a year.

The legislation also perrmts up to "
five years of patent extension for new
drugs and some extended market life

- for products now being sold. In that =

sy
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‘sense, it answers complaiats by the
~ brand-name companies that the fed-
eral approval process has curtailed pa-
tent life. Extensions will be granted
for one-half the time lost in the IND,
or investigational process, and all the
time lost in the NDA, or approval

process. But no patent extension will -

be granted for any drug which already
has an exclusive market life of four-
teen years. Drugs now in the FDA
pipeline will be eligible for up to two
©  years of added patent life.

In signing the legislation, President
Reagan summed up its advantages:
“When you add it all up, this bill will
" provide regulatory relief, increased

competition, economy in govern-

-ment, and best of all, the American
peaple will save mioney, and yet ge-
ceive the best medicine that pharma-
- ceutical science can provide”

The legislation was the work. of
what The New York Times called “un-
likely political bedfellows”: liberal
Democratic Congressman Henry
Waxman of California and conserva-
tive Republican Senator Orrin G.
Hatch of Utah. They were supported

* by the AFL-CIO, organizations for sen-
for citizens, consumer groups, and a
bipartisan coalition of cosponsors that
ranged from Senator Ted Kennedy to

- Senator Strom Thurmond, and from

.58

Rap. Heary A, Waxman and Sen. Oriin G. Hatch with the nightshirts they were glven bY

the Generic Pharmaceulical Industry Associaﬂon upon passage of the Drug Prica .

Compeﬁﬂon Act.

' Congressmen Albert Gore, i, (now-'--

Senator] of Tennessee and Barney

Frank of Massachusetts to Congress-

man Gingrich of Georgia, the leader of
the new conservatives, and Florida
Congressmen Bill McCollum and
Clay Shaw. Senator Charles Mathias

_of Maryland and Congressman Mike

Synar of Oklahoma, cosponsors of the

- patent restoration legislation, gave

Hatgh and Wamnan the impems fhey
needed to forge what Business Week
called “a drug compromise that bene-- -

fits everyone” .
The legislation took spec1al note of

lingering doubts by some physxclans -

that there might be a margin of dif-
ference between a product prescribed
generically and the equivalent prod-
uct prescribed by its brand name. The

law converts what has been a proven

approval process for pre-1962 generic
drugs into a formal requirement for

_ post-1962 generics. All generic prod-
xucts, under these approval require-

ments, must be “bioequivalent” to the
brand-name reference drug. Bioavaila-

bility testing to measure the rate and

extent of absorption of the drug is re-
quired to show that the generic drug
will have the same therapeutic effect
as the referenced brand. These stand-
ards have been used by FDA to ap-

© prove some 4,000 versions of pre-1962

generic drugs. The agency reports no

- instance of therapeutic failure under
| its generic phannaceutmal approval
.standards.

To implement the new law, FDA
has established an 1ndependent divi-
sion for generic drugs which will be
headed by a physician and research
scientist, Dr. Marvin Seife. He has pre-
‘viously supervised the approval of pre-

- 1962 geheric counterparts. A generic
drug bioequivalende review unit has

been established under Dr. Shrikant
Dighe of FDAs bzopharmaceut:cs divi-
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_ Ina separate action, Congress un-
animously approved $3.2 million and -
. 73 new positions to expedite the

genericapproval process and to ensure
that there will be no delays in approv-

" 'ing new drugs.-
The legislation was several years in’
- the making. With the election of Presi-
- dent Reagan, the Pharmaceutical
‘Manufacturers Association began a
campaign to extend patent terms by
seven years, an effort which some be- :

lieve was spurred by increasing
generic competition. The generic

" market share has been growing at

nearly three times the rate of the total

" pharmaceutical market.

The PMA claimed that effective pa-

“tent life had been “cut in half” by gov-
_ ernment regulations after the 1962 -

Kefauver-Harris amendments to the

- Food, Drug, and Cosmetics Act re-
quired new drugs to be proven effec--
- tive as well as safe. To support its . -
" clabm, PMA presented an “indepen- @

dent” study from the Center for the

Study of Drug Developrnent, then lo-
“cated at the University of Rochester. .

" Congress later learned that the study
* had been financed by PMA companies

interested in patent extension.
Congressional studies and testi-

.mony also established that actual
- market life for leading pharmaceuti-

cals, after FDA approval, ranged from
15 to 18 years, not the 7.5 years re-

- ported by the Rochester Center. In .

hearings before Congressman Gdre,

Peter Hutt, representing PMA, was
asked to produce the raw data on

which the Rochester claims had been

based. He refused, claiming it would

. “only confuse” the Congress.

When Congressman Synar became

“the prime sponsor for the patent ex-

tension bill in 1983, he required that
the raw databe provided before legisla-
tion was considered. The data was
finally turned over and was analyzed
by the Congress, but the conclusions

were not released. Generics maga-

zine has confirmed that the analysis
revealed that exclusive market life for

g '_the most frequently p:escribed phar-
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The FDA reports
‘no instance of
therapeuuc faﬁure
- under its generic
- pharmaceutical
 approval
standards.

maceuticals averaged nearly 15 years,
not the lower figure earlier submitted

to the Congress.

Concurrent with the patent exten- -
sion fight, the generic drug companies
were complaining that there was vir-
tually no scientific procedure for them

to obtain FDA approval for generic

versions of drugs which entered the
market after 1962. The FDA con-
firmed to Congress that it did not have
aworkable procedure and volunteered
the information that 150 off-patent
drugs were being denied approval.
FDA testified before Congress that
legislation was needed to implement
proven procedures for the approval of
post-1962 drugs.

- It was the resolution of these two
issues which Jed to the Hatch-Wax-
man legislation and to the Presxdent S

"approval. @
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