. AMENDMENT TO H.R. 1937 OFFERED BY MR. RATLSBACK

At the

‘ strike

 ASPARTAME

bottom of page 8 11ne 23, change the perlod to a comma
the quotation mark and add the follow1ng

except that for products approved and for whlch a
stay of regulation granting approval pursuant to
Section 409 of the Federal Food, Drug and Cosmetic
Act was in effect as of January 1, 1981, the period

- of such patent extensions shall be measured from

“the date such stay was imposed until such proceedings
- are finally resolved and commercial marketing per-

mitted provided .the filing requlred by (b)(1l) is made

~within 90 days of the termination of the regulatory

- review period or the effective date of this sectlon
'_whlchever is 1ater



_ EXPLANATION OF THE RATLSBACK AMENDMENT TO H.R. 1937 - 3/25/82

ASPARTAME

_ 'Ithe Food and Drug Adm:.nlstratlon@ the sale
of Aspartame a low-calorie, dry sweetener developed by &

Searle & Co However that approval(éai$ataze£>hn 1975 when

questlons were ralsed about: the food addltlve s safety and

about certaln ‘test results In the summer of 1981, after more -

_ - )
than flve years, that stay was 13fted and Searle began marketlng
Aspartame 1n October Aspartame was prevrously approved for

"1sa1e in France, Belglum, Mexrco,and other-countrles. _ |
it'ahould be noteduthat after imposing~the stay of its ap-
o proual of Aepartame the FDA asked an 1ndependent panel of
.medlcal school pathologlsts to evaluate Aspartame and in
December of 1978 that panel afflrmed the Searle testlng ‘and
recommended the stay be 1ifted. Unwrlllng to accept the re-
. port of'its panel, the”FDA named a Publlc Board of Inqu1ry
(PﬁbI)rto study Aspartame'in June 1979. The PBOI report was
.'flled toward the end of 1980 and, after a delay of some months,

- the FDA announced Lt_would lift the stay.

- Leglslatlon TR

The Senate passed the Patent Term Restoratlon Act S 255
dwhlch is desrgned to prov1de that the patent term of drugs
chemlcals, food addltlves,'etc., that have s1gn1f1cant pre-

t_marketlng clearance The Senate -passed bill includes an

amendment adopted w1thout obJectLon to permit recapture of the



. more than~five yeara'of.patentllife'of ASPattame'that were iost'
during.the petiod.thatfthe stay ﬁgs in effect. This'amendment
-edoes not seek to recapture retroactively_either the routine
preJmarket'clearanee tine:spent on Aspartame, nor.the time during
which.Searle.voiuntarily withheld'the_product from the market.
_S.'255;“ae'paSsed’by.the Senate, is identical to H.R, 1937;_the_'
- Patent TermiRestoratiOn bill ?ending in the House, with the

. exception of the amendment concerning Aspartame,

- _UNDERLYING ISSUE .

The Patent Restoratlon Act is essentlally a orospectlve
plece of leglslatlon while the Aspartame amendment offered

e by Senator Heflin, does Tetroactively restore

ive and a half years\of 1ost{patent life to this product. It
't.shouldfbe‘noted that Aspartame was patented in-l970 and the

| patent will 0therw1se explye’fn—igg?j:glv1ng Searle 1ess than
'51x years of the tradltlonai 17~ year patent 11fe - ‘The argument

‘is 51mply that_the prolonged FDA stay,_whlch all snbsequent
soientifiotevidence:found to be unnecessaty,'has unjustly-
.otobbe&'Searie of ﬁore than five yvears of its patent right.
_There-afe no-preCedente for acetay'of thie'type and duration,
- mor for ‘the PBOI. While Searle does not seek patent restoratlon
.retroactlvely for the routine FDA testlng, it does ‘seek o
'restoratlon for the perlod of the stay as a 31mp1e matter of
equity. S e |
Moreover, and qu1te 1mportant1y,.1f the patent life is not

.extended Searle w111 face a dlfflCult dec1510n on whethet or

'not to undertake costly research o solve problems with'

-_;az';




| use of'Aeﬁéfﬁaﬁe in'sdft7drinks and in-caseé'ﬁhere¢it weeid
-undefgoesignificantuﬁeet;e-At_present;:ﬁhe.cqmpound'ﬁreaks:
downiif3it_is ih:soiﬁtieﬁ fof'toq 10ng:0r1expoéed tq'heet

- sUch.ae theﬁ.experienced_in béking;' Unlees fheseeprobleme
:areesolved -the'evailebility of'fhié importaht'ﬁfoducﬁ.for
diabetics and others who must re<trlct ‘their 1ntake of sugar
wlll be’ 11m1ted Extendlng the patent 11fe of Aspartame,.then

prov1des a real ‘and a necessary Jncentlve to 1mportant and

potentlally valuable research



