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sidering what features it should advocate 

d the agency is interested in responses 

DATES: The public meeting will be 

by October 3 1, 2000. Registration to 

ADDRESSES: The mer’ing will be held in 

Constitution Ave. NW., Washington, DC 

2000, at 9 a.m. Submit written comments 

be received by September 8, 2000. 

Department of Labor, 200 

t Branch (HFA-305), Food and Drug 

Administration, 5630 Fishers Lane, rm. 

FDADockets@oc.fda.gov, or via the FDA,j 

dockets/comments/commentdocket.cfm. 
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form or with the registration contact per 

You must submit along with your regis 

nature of the views you wish to present 

participate in the presentation, and (3) 

make your presentation. Depending on 

FDA may have to limit the time allott 
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or on the Internet at http://www.fda.gov/ 
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to the FDA docket. 
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I. Background 

In 1992, Congress 

that produce certain hu 

fees from companies 

e original PDUFA had a 5-year life; 



it ended in 1997, the same year Congre: 

of FDAMA included an extension of P 
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revenues are provided by a set of three 

from each of the following fees: 

1. Application fees for the submiss 

fiscal year (FY) 2000, $285,740 per apI 

without clinical data or per supplementa 

2. Annual establishment fees paid f 

or biologicals (in FY 2000, $141,97 1 pe 

3. Annual product fees assessed on 

2000, $19,959 per product). 

In the aggregate these fees are expe 

about $162 million in FY 2002, the last J 

investigational new drug applications. H( 

applications is included in the definition ( 

as defined in PDUFA, FDA uses some of 

for the review of investigational new drui 

In consultation with industry and the 

performance goals that became more strir 

resources to enable goal achievement. The 

A Modernization Act (FDAMA). Part 

JFA (PDUFd II) for an additional 5 years. 
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135 million this FY, and increase to 

I . No separate fees are charged for 

:veri since the review of investigational new drug 

the review of human drug applications, 

and product fees collected 

drug and biological applications, 

approved applications. FDA met 

one PDUFA II performance 

agreed to meet a set of review 

FDA also received sufficient fee 

the review of original new human 

and supplements to 

to date, has met all but 

statutory provision that fees could 



only be collected and spent each usted portion of drug review costs 

would continue to be funded fro fees, so that the fees were funding 

additional drug review resource 

Under PDUFA II, the review goa en. By 2002, the PDUFA II goals call 

for FDA to review and act on 9 

1. Standard new drug and biolog cacy supplements within 

10 months; 

2. Priority new drug and biologi cy supplements (i.e., for 

products providing significant therap 

3. Manufacturing supplements prior approval within 4 
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months; 

4. Class 1 resubmissions within 2 s within 6 months. 

In addition, PDUFA II added a to improve FDA’s 

responsiveness to, and communi sors during the early years of drug 

development. These goals specify timefr ling meetings and 

responding to various sponsor requests. ginal intent was to speed up the review 

process, PDUFA II’s intent is to spe elopment process. 

PDUFA has had a dramatic an process. Total resources 

for drug review activities have in PDUFA was enacted, 

to an estimated $325 million in N m fees paid by industry. 

These resources allowed FDA to in by almost 60 percent 

between 1993 and 1997, adding By the end of 

PDUFA II in 2002, FDA expects to have a rt to this program. 

These additional staff, and resources to sup abled FDA to respond more rapidly 

to new drug and biologic applications with 

While it is important to note that PD decision times, not approval times, 
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Total approval time for priority 
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s. In addition, because FDA has put 
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rith PDUFA. Assuring that enough 
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our resources in a way that best protects 
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II. Scope tilt Discussion 

The legislative authority for PDT 

further legislation the fees and resourcl 

considering what characteristics and cq 
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authorizing legislation. Section 903(b) ! 

393(b)) encourages FDA to consult wit 

responsibilities. Accordingly, FDA will 

persons are invited to attend and presen 

A list of questions that we are aski 

1. Since 1993 FDA has been receil 

products. As a result, FDA has implemc 

decreased the time for new drug review 

Do you view this as a benefit of the use 

What are some of the other benefits that 

can be strengthened? In addition, what d 

FDA collecting user fees and what remet 

2. Should we continue to have perfc 

If so, how should goals be determined? 

3. If user fees fund FDA’s drug and 

program’s costs should be covered by fee 

table shows the percent of drug and biolc 

the beginning of PDUFA in 1993: 

Year 

Fee percent 

1993 1994 

7% 24% 369 

The percent paid from fee revenues 

spending on drug review by 2002. 
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the end of September 2002, and without 

Jided will also expire. FDA is now 

d advocate in proposing new or amended 

jod, Drug, and Cosmetic Act (21 U.S.C. 

1s appropriate, in carrying out agency 

ic meeting on September 15, 2000. Interested 

rties to address at this meeting follows: 

review of certain human drug and biological 

tit improvements that have substantially 

edications available to the public faster. 

processes, what percentage of the 

1997 1998 1999 
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the Internet at http:// 
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