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Congress passed, and t_h’e Presid_ent signed, the Food and Drug Admiiﬁstratiohj ‘

Amendments Act of 2007 (FDAAA). FDAAA placed a cap on the number of

waivers that can be issued annually ahd reduced them by 25 percent over the life of

'the Act. The Commlttees note that the waiver hmlts passed in FDAAA were less
strmgent than those proposed by FDA in March 2007. The Committees remmd
FDA that the FDAAA limitations are a ceiling and strongly encourage FDA to.”

continue its efforts to limit the use of financial conflicts of interest waivers to

B greatest extent possible. o | -' ‘ o ‘ é; - '
. . The Comm1ttees note that on December 28, 200 the Center for Vetennary '

Medicine 1ssued a draft risk assessment on animal clomng which concluded that

food products from cloned animals are safe to enter the food supply. Durmg the

“public comment period, thousands of submissions were received by FDA. Many

- of these asked the FDA to obtain more information not assessed in the initial risk

asse_ssment 1ncludmg further evaluation of the potentlal health economlc, and

trade 1mpacts, before actmg further. In addlt:lon, many comments expressed

concern that several of the studles on Wthh the risk ass_ess_ment was based did not

‘undergo a scientific peer review process. The Committees strongly encoijrage

FDA to continue the voluntary moratorium on introducing food products from

_ 'cloned animals into commerce until FDA completes a rev1ew and analysis of




comments and evaluates the need for additional studies recommended during the

pubhc comment penod

The Committees direct the Food and Drug Adtmmstratlon to enter into an.

_ agteement W1th the Economic Research Service at USDA to study the domestlc

‘agricultural and international trade economic implications of permitting

: commercialization of milk and meat from cloned animals anti their progeny into
the food supply. ‘/j neert A
N

The amended bill includes $1 725, 000 for research on dletary supplements at

the Natlonal Center for Natural Products Research i in Oxford Mississippi;

_ $149 000 for the Interstate Shellﬁsh Samtatlon Commlssmn (ISSC) and $186 000

for ISSC Vibrio Vulngﬁcus; $74,000 for the Warehousmg Education and Research -

* Council; $2,228,000 for the National Center for Food Safety and Technology;
: $1,769,000 for the food Technology Evaluation Laboratory at Ne\tv Mexi.cq State

Uni\}ersity' and $563, 000 for collaborative drug safety research with the Critical

o Path Institute and the UanCI‘SIty of Utah.

The Committees are aware, a.nd appreciate, that FDA is cun'ently workmg to
update the format of its Explanatory Notes in an attempt to streamline mformatlon
| prov1ded and make it more useful to Congress The Comnnttees direct FDA to

- ensure that all changes to the Explanatery Notes reflect the comments made by the

-Cong_ress.



