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- Honorable Peter W. Rodino, JR
Chairman.

Committe on the Jud1c1ary

2137 Rayburn House Office Building

Washincton, D.C. 20515 1984

Juné 21,

Dear Congressman Rodino,

I zm writing with respect to a proposed bill which would amend the
Federzl Food, Drug and Cosmetic Act to revise procedures for
akbreviated new drug applicaticons and would amend title 35 of

the United States Code to authorize the extension of patents for
certein regulated products. This proposed House bill was publishead
as a Committee Print on June 5. It is my understanding that it

was to be formally introducsd scmetime in June {(and perbaps already
has been) and that there has been scome effort to have it receive.
committee and Congressional approval without first holding hearing

This bill woulid make it easier to obtain FDA approval, by means
0f an zbbreviated new drug application, for the commercialization
of drucs which are the same as those previously approved by the
DA for others. It also would provide limited extensions of terms
oI patents on new drugs to compensate for the part of the normal
Petent term used up by regula+ory review prior to recalv;ng DA
or other required approval.

This proposed bill is complicated, contains many controversial
provisions and raises substantial questions concerning the possibly
unconstitutional taking of property without compensation. It

seems to me extremely unwise to enact such legislation without
opportunity for all viewpoints and concerns to be expressed and
thoroughly considered. I would urge that this bill not be enacted
without first holding hearings. :
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Honorable Peter W Rodlno, JRB
Chairman N e
Committee on he Judlc1ary

2137 Rayburn House Cffice Bulldlng
Washmncton

As a former U.S. Commissiconer of Patents and Trademarks, I =m
particularly concerned that there be no hasty passage o lecisla-
tion that may affect the incentives provided by the patet laws
in'-.way_s not contemplated or inadeguately considered.

‘Without - try:.ng +0 go into the merits or to be exhaustlve,
several provisions may be mentioned which should receive fuil
consideration before adoption.

. Under the recent decision by the Court of Appeals
for the Federal Circuit in Roche +wv. Bolar, use of z czten-
ted product during the patent term, to caxry ocut tests aimed
at obtaining FDA approval is an infringement of thes patent.
Section 202 of the bill would reverse this result a=d is
applicable not only to patents issued hereafter, bz &iso
to patents now in existence.

i

. Under section 103 a prospective infringer of a druf pzzent may give
the patent owner notice of his opinion that the patsat is invalid ©
not infringed and the patent owner then has 45 days i= which
he may £ile suit. FDA approval could then be given —he
infringer ne later than two yvears after the notice iI
believe this period has now been changed to 18 mont=s}.,
even though the litigaticn would not ordinarily be
ccecmpleted in that time.

. Some of the limitations on patent term extensions =p=aring
in section 201 seem illogical cor inconsistent. Thus k=
term of a patent on a method of manufacturing a nev &=zug
may not be extended 1f there exists an earlier paterz =n
a different method of manufacture. Similarly a patesz on
a new method ¢f using the drug may not be extended iZ =he
product had previously been patented or if there hzi keen
a previous patent on a different, even a non-pharmezewrczical
use of the product.

This legislation will have important impact on the publiz availa-
bility of new drugs, both as it affects incentives for &scovering
and developing such drugs and as it encourages their coczetitive
supply. It calls for a fine-tuned compromise of sometimss
opposing objectives. In my judgment this is not fully actieved

by the bill in its present form.




Honorable Peter W. Rodino

Chairman

Committee on the JudlClary

2137 Rayburn House O0ffice Bulldlng
"Washington _

It is respectfully urged that this blll not be enacted until
there have been full hearings before the appropriate committees.

With kindest regards,

Slncerely,

c’”-££?7,3ﬁ7£;6§7/;;>

C. Marshall Dann

-

¢c. Hon. Hamilton Fish, Jr.
Hon. Robert W. Kastenmeier
Hon. Carlos J. Moorshead




