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crAMENDMENT NUMBER THREE R | ' o

| _0On page 5, 11nes 8 through 10 de]ete “food add1t1ve. o
'_c010r add1t1ve, new an1ma1 drug, veter1nary b1o]og1ca1

- product dev1ce new“ L B | _

| ' On page 5, 11nes 13 through 21 delete, (i) 1n1t1ated

-a maJor hea]th or envxronmenta] effects test on such product

:or a method for us1ng such product, (11) c1aims an exempt1on.'

| dfor invest1gat1on or requests author1ty to prepare an |

'jcxperimenta1 product wlth respect to_such,product or method

j for using such product under the Federai-Food; ﬁrugs'End
fCosmettc Act, the Public Health Serv1ce Act, or the Act of

,ehCongress of March 4, 1913. or (111)“ _and 1nsert in 11eu thereoff:

the foi]ow1ng° e

| '“(1) 1n1t1ated 2 cl1n1ca1,@===& on humans “for thel
':spec1f1c method for use for which such product is approved
or 11eensed under such statutes,‘or (11)“ ' .
-.h On page 6, after 1ine 9, 1nsert the fo?1ow1ng- | |
(B) w1th reSpect to a food add1t1ve or color add1t1ve,

a per1od commenc1ng on the ear11est of the date the rec1p1ent

E _rof market1ng approva1 (1) c1a1med an exempt1on for 1nvest1gat1on.-u'

;w1th respect to such product or a method for us1ng such product'
-under the Federal Food Drug, and Cosmetic Act. or (11)

'“dsubm1tted a pet1t1on for regu1at1on w1th reSpect to such
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1'product or a method for using such product is approved

sor 11censed under such statute,

(C) w1th respect to an an1ma1 drug or veter1nary

b1o1og1ca1 product, a per1od commenc1ng on the ear]1er of

";'the date the rec1p1ent of market1ng approva1 (1) 1n1t1ated

a test on‘the an1ma1_for which the use of the_product-has‘j
heen_approvedﬁwherein the.test required'at_least six months'

“to conduct not 1nc1uding_any'period'forVanainis-or'coh-'

-_,c1usiOhs'and the data from which. is included in ‘the application'

.. or pet1t1on w1th respect to such product or a method for _
J_us1ng such product under the Federa] Food Drug,'and Cosmet1c.'

h-Act the Pub11c Hea]th SerV1ce Act. or the Act of Congress of

'_-March 4. 1913, or (11) subm1tted an app11cat1on or pet1t1on

~f.w1th respect to such product or method under such statutes, :

"and end1ng on the date such app11cat1on or pet1t1on with

'crespect to such product or a method-for us1ng_such product'is

;approved or 11censed under such statutes.--

-(D) W1th respect to a dev1ce, a per1od commencxng on

'_the ear11er of the date the rec1p1ent of market1ng approval
d;(1) subm1tted a proposed product deve]opment protoco] w1th

_hrespect to such product or method for us1ng such product under
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-the Federa] Food Drug, and Cosmet1c Act, or (11) subm1tted
'-an app11cat1on w1th respect to such product or method for_
_uswng such product ‘under such statute, and endlng on- the_
hdate such app11cat1on w1th respect to such product or a
'amethod for us1ng such product is. approved under such statute'
___d;f On page 6, on 11ne 10 delete.'“(B)“ and 1nsert “(El"

~ 1ine 23 deiete “(C)“'and insert “(F)“'T

| "EXPLANATION :'

. The purpose of th1s amendment is to 1dent1fy 3 po1nt in .
txme where the serious ciinical and financial commitment which
is necessary to meet regulatory requlrements actua]]y begins.
The amendment is predicated on the view that this point in
time for pharmaceutical products is the initiation of human
¢linical tests, rather than the initiation of animal tests or
- the filing of the IND application-which is arbitrary and very
“much under the control of the app11cant for regulatory approvaI
The amendment is intended to identify as narrowly as possible .
that period of time during which a pharmaceutical developer
loses effective patent 1ife due to testing which is required
to meet .the safety and efflcacy requarements of the Food and Drug
Admlnistrat1on. : _ _ .

Sam11ar mod1f1cat1ons are made to the 1eg1s]ataon w1th
respect to the commencement of term of patent restoration for
food and co]or add1t1ves, an1ma1 drugs and med1ca1 dey1ces..




