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Ms. Janice Oliver 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Ln, Rm 1061 
Rockville, Maryland 20857-0001 

Dear Ms. Oliver: 

I am writing to encourage the Food and Drug Administration (FDA) to expedite the 
publication for public comment of the petition filed with FDA on February 17, 2000. by the 
National Yogurt Association .NYA) to revise the Federal standard of identity for yogurt. 

Based on information I have received, NYA has proposed a revision which would 
enhance the current yogurt standard, while clanfying that yogurt is a food product containing a 
minimum level of specific live and active cultures. The proposed standard takes into account 
current industry practices and recognizes the need to allow for the use of future technologies. 
This proposed standard establishes a clear, consistent, modern, and flexible yogurt standard that 
will benefit both industry and consumers. 

I would appreciate any information you may have regarding this matter. Please feel free 
to contact Cassandra McClam in my Washington Office regarding this matter. Thank you in 
advance for your time. 

u Jack Quinn 
Member of Congress 
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Sent via fax and, UPS 

October 26,2000 
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Dockets Management Rranch (EGA-305) 
Food and Drug Mminismtion 
5630 Fish.ers Lane, Room. 1061 
Rockvihe, MD 20852 -.- -.- 

‘s%z Docket No. OON-1.364 
Prescrip&i.on Drug User Fee Act (PDUFA) 

Dear Sir/Madam: 

Aventis Pbsmaceuticals is submitti,ng this set ofcomments on the Prescription Drug 
User Fee Act (PDUFA) ia response to the Federal Register notka af August 4,20QO. We 
are submitting comments to the four specifk sets of questions posed by the Agacy. 

1. Sinre 1993 FDA h.as been receiving fees for the review ofcektajn human drug and 
biological products, As a result, FDA h.as implemented managem,ent improvements 
that have substantially d,ecreased. the time for new d.rug review and made new 
m.edi.ca.tions availabJ.c to the public faster. Do you view th.is as a. hen.efit of tie user 

fee program. that shoul,d be mai,ntained i,a tb,e future? What are some of the other 
benefits that. you think are important? Mow do you think the program can be 
strengthened? In addition., what, do you, see as the d,ownside of a regulatory agency 
like FDA collecting user fees and whab remed.ies would you prclpose for the fitute? 

Aventis believes th,at th,e benefits of the TJser Fees progmm shou1.d be m.ain.tain,ed, 
This program has been successful i.n terms of mom drugs bein,g approved and at a 

faster rate. This is a signi,fican.t benefit to patien.ts awaiti,n,g new treatments. The 
prugram has al.so mad.e The review prncess more transparent and consistent. 
However, these aspects still noed to he stren.gthen.ed, in pti:icular, the consisfency of 
working across al1 d,irisi.ons and in tine advisory corm&tee process. Another area th,at 
could be strength.ened is eIectronk submission, in particular, e-mail com.mu.ni.cation~s. 
Th.e pragm.rn cm be fiatbx strengthened by increasi.ng User Fees as necessary to 
mai.ntain or increase perCmnance gcmls. The abil.ity for very im,ova,tivo therapies for 
unmet needs and orphan drugs to be exempted from fees needs tb be retained and an 
qen mind sh,oul,d be main.tai.ned8 with. regard to oth.er possi,bi.e exemption.s. 



Ferfkrmance goals shMd be mrdintained and are essential to monitor the time abm 
submission to approval. and the percentage of products approved in the initial review 
time. There are other things chat could be measaud, however, they shoutd be kept to 
a minimum. Performance goals were developed by the agency with contribudon, 
fi-om the pharmaceutical. companies, Xt should, be consider& whether there is any 
trierit to involving other groups such. as pati,ent representative groups in this process. 

. Aoal accompIishm.ent should b%uqaxent to the public and sboul.d, be used as part 
’ “?if the internal perfbmxmce management review process of the indi.tidual reviewers. 

As in industry, salary incresses could be tied, to mectin.g person.aJ,an,d overall FDA 
goals incJuding zuih.erence to defin,ed processes, meeting review times and rising 
ksues and questions as early as possible and following them to con,c;lusion in a timely 
manner, 

. 

3. If user fees fund FDA% drug and biological, review processes, what percentage of the 
program’s costs should be covered by fees, and. how should, those fees be used? (table 
on pg. showing the percent of drug and. biological review spending funded by 
industry fees since the beginning of PDUFA i.a I. 993) 

Regarding the use of the fees, we believe they shou1.d. be used for th.e review process. 
It is possibk that User Fees could cover an increasmg percentage of review (up to 
100%) as long as the process is transparent and the estabIish,ed goals arc monitored. 
Fees for IND submissi,on. sbou.l,d. al,so be consid,ered to improve the IND process (i.e,, 
faster review, meetings to d,iscuss the development pa.tJ$. We believe i.t i.s necessary 
to havs exemptions Ram User Fees so as not to prevent innova,tion and smaller/niche 
products coming to the market, We believe tb.e cost of these exemptions should, he 
covered by appropxiation.~. 

4, Shou1.d Fees be collected from i.nd.nstry be used. to pry for other costs FDA in.curs to 
ensure that dnrgs in the American. marketplace are safe and efi=ti.ve? SU.C~ ad.ditional 
costs might include monitoring adverse drug reaction,s, monitoring drug adv@isi.ng, 
and routi,ne surveil,lan.ce, inspection and. testing of drug m.anu.fact~nxxs’? 

We bdieve such other activiti.es sh,ould be funded by federal appropriations. 



for your consideration. - ” 

: 

Avds Pin AG, the pharmztcerrticel company of Avenris !%A., (WSE: AVE), is de:dicated to t1e3fing 

and prrvenring human. disease through the discovery, development, manufacture, atid ~313 of iruw&ve 
phwmawtic4 pmdwts ainwd ac serjsfying unmet medical needs. Avmri~ Phanc~~ focuses on importaut 
cherapeudc wea. roch, as cardk43&y, oncolrlgy, infec&w di,sea6es, arthritis, s,Ilctgies and respiratory 
di.socders, dia.&es, ead central nelyous sysefrn dLorders. The corporarc bendquarters ofAventis Pbnm is 
in Frank&t, Gcnaasy. J;EI, North America, Aventk Pbar;m;iccuticals conducts t;be business of Avcati 
Phaxmi& AG. 


