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D E P A R T M E N T  O F  H E A L T H  A N D .H ~ M A N  S E R V IC E S  ’ 

F o o d  a n d  D r u g  A d m in ist rat ion 

[Docket  N o . 2 0 0 5 N - O 3 9 5 ] 

A g e n c y  i n fo r m a tio n  C o l lect ian A ctivitie s : P r o p o sed  C o l lect ion; C  

R e q u e s t; G u i d ance  fo r  In d u s try o n : Fo rma l  M e e th gs  W ith  S p .cvwx’s a n d  

A p p l i can ts fo r  P rescr ip t ion  D r u g  U q e r  F e e  A ct P r oduc ts 

A G E N C Y : F o o d  a n d  D r ug  A d m inistrat ion, H H S . 

A C T IO N : N o tice. 

S U M M A R Y : The  F o o d  a n d  D r ug  A d m in ist rat ion ( FDA )  is a nnounc i n g  a n  

o p po r tun i ty fo r  pub l i c  c o m m e n t o n  ,th e  p r o posed  co l lect ion.  o f cer ta in  

in form a tio n  by  th e  agency . Unde r  th e  Pape rwo r k  Reduc tio n  A ct o f 1 9 9 5  ( the 

P R A ) , Fede ra l  agenc i es  a r e  r equ i r ed ,to  p .ub l i sh  n o t ice in  th e  Fede r a  

conce rn i ng  e ach  p r o posed  co l lect ion o f in form a tio n , i nc l ud i ng  e ach  p r o posed  

ex tens i on  o f a n  ex is t ing co l lect ion o f in form a tio n , a n d  to  a l l ow 6 0 ’days  fo r  

pub l i c  c o m m e n t i n  r e sponse  to  th e  n o tice. Th is  n o t ice sol ic i ts c o m m e n ts o n  

th e  in form a tio n  co l lect ion con ta i n ed  in  th e  gu i d ance  fo r  i ndus try o n  fo rma l  

m e e tin gs  wi th sponso rs  a n d  app l i can ts fo r  P rescr ip t ion  D r u g  Use r  F e e  A ct 

( P D U F A )  p r oduc ts. 

D A T E S : S u b m it wr i t ten o r  e lect ron ic  c o m m e n ts o n  th e  co l l ec tkm  o f in form a tio n  

by  [in se r t d a te  6 0  days  a fte r  d a te  o fp u b k a tio n  i n  th e  Fede r a l s  R e g iste r ]. 

A D D R E S S E S : S u b m it e lect ron ic  c o m m e n ts o n  th e  co l lect ion o f in form a tio n  to  

h tfp ://w w w .fd a .g o v /docke fs/e c o m m e n ts. S u b m it wr i t ten c o m m e n ts o n  th e  

co l lect ion o f in form a tio n  to  th e  D iv izs ion  o f Docke ts M a n a g e m e n t (HFA - 305 ) , 

F o o d  a n d  D r ug  A d m inistrat ion, 5 6 3 0  Fishe rs  L a n e , r m . 3 0 6 1 , Rockv i l le ,  M D  

0 ~ 0 5 2 4 6  
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20852. All comments should be identified with the docket number fovnd in 

brackets in the heading of this document. 

FOR FURTHER INFORMATION CONTACT: Karen Nelson, Office of Management 

Programs (HFA-2501, Food and Drug Administration, 5600 Fishers Lane, 

Rockville,MD 20857,301-827-1482, 

SUPPLEMENTARY INFORMATION: Under the PRA (44 U.S.C. Cj501-35201, Federal 

agencies must obtain approval from the Office of Management and Budget 

(OMB) for each collection of informqtion they conduct or sponsor. 4XZollection 

of information” is defined in 44 ‘U.S;C. 3562(33 and 5 CFR 1326,3(c);and 

includes agency requests or requirements that members of the public submit 

reports, keep records, or provide information to a third party. Section 

3506(c)(2)(A) of the PRA (44 U.S.C. 3506(c)(2)(A)) requires Federal agencies 

to provide a GO-day notice in the Federal Register coucerning each proposed 

collection of information, including ‘each proposed extension of an existing 

collection of information, before submitting the collection to OMB for 

approval. To comply with this requiiement, FDA is publishing.notice of the 

proposed collection of information set forth in this document. 

With respect to the following collection of information, FDA invites 

comments on these topics: (1) Whether the proposed collection of information 

is necessary for the proper performance of FDA’s functions, including, whether 

the information will have practical utility; (2) the accuracy of FDA’s estimate 

of the burden of the proposed collection of information, including t 

of the methodology and assumptions used; (3) ways to enhance the quality, 

utility, and clarity of the information to be collected; and (4) wa.ys to minimize 

the burden of the collection of information on respondents, including through 
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the use of automated collection techniques, when appropriate, and other forms 

of information technology. 

Guidance for Industry on Formal I@x+tings with Sponsors and Apglicants for 
PDUFA Products (OMB Control Number 0910 0429)---Extension 

This information collection approval request is for a FDA guidance on the 

procedures for formal meetings between FDA and sponsors or applicants 

regarding the development and review of PDUFA products. ‘The gmdance 

describes procedures for requesting,: scheduling, conducting, and documenting 

such formal meetings. The guisdance provides information on how t 

will interpret and apply section 119(a) of the Food and Drug Admi&stration 

Modernization Act (the Modernization Act), specific PDUFA goals for the 

management of meetings associated ,with the review of human drug 

applications for PDUFA products, and provisions of existing regulations 

describing certain meetings (5s 322.47 and 312.82 (21 CFR 312.47 and 312.82)). 

The guidance describes two c&e&ions of inform.ation: The submission of 

a meeting request containing certain information and .th,e submissioa of an 

information package in advance of the formal meeting. Agency regulations at 

§ 312.47(b)(Mii), (b)tN iv 1, and (b)(2) describe information th&t should be 

submitted in support of a request for an End of Phase 2,meeting and a Pre 

NDA meeting. The information collsction.provisions of 5 312,47 have been 

approved by OMB (OMB control number CEUO-0014). However, the guidance 

provides additional recommendations for submitting information to FDA in 

support of a meeting request. As a result, FDA is submitting additional 

estimates for OMB approval. 

A. Request for a Meeting 

Under the guidance, a sponsor or applicant interested in meeting with the 

Center for Drug Evaluation and Reserarch [CDER) or the Center for Biologics 



4 

Evaluation and Research [CBER) should submit a-meeting request t-0 the 

appropriate FDA component as an amendment to the underlying application. 

FDA regulations (§§ 312.23, 314.50, and 601.2 (21 CFR 312.23, 314.50, and 

601.2)) state that information provided to the agency as part of an 

Investigational New Drug Application (IND), New Drug -Application. (NDA), or 

Biological License Application (BLA) must be submitted withan appropriate 

cover form. Form FDA 1571 must accompany submissions under INDs and 

Form FDA 356h must accompany submissions under NDAs and BLAs. Both 

forms have valid OMB control numbers as follows: FDA Form 1571, OMB 

control number 0910-0014, ekpires,January 31, 2005; and FDA Form 356h, 

OMB control number 0910-0338, expires September 30,20,08. 

In the guidance document, CDRR and CBER ask that a request for a formal 

meeting be submitted as an amen.dment to the application for the underlying 

product under the requirements of s§ 312.23, 314.50, and 60.2.2, therefore, 

requests should be submitted to theagency with the appropriate form attached, 

either Form FDA 1571 or Form FDA 356h The,agency recommends that a 

request be submitted in this manner for the following two reasons: 

ensure that each request is kept in the administrative file with the entire 

underlying application, and (2) to ensure that pertinent information about the 

request is entered into the appropriate tracking databases. Use of the 

information in the agency’s tracking databases enables the agency to monitor 

progress on the activities attendant to scheduling and holding ,a formal meeting 

and to ensure that appropriate steps will be taken in a timely manner. 

Under the guidance, the agency requests that sponsors and applicants 

include in meeting requests certain information about the proposed meeting. 

Such information includes the following: 
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*Information identifying,and describing the product; 

l The type of neeting being requested; 

*A brief statement of the purpose of the meeting; ’ 

0 A list of objectives and expected outcomes from the meeting; 

l A preliminary proposed agenda; 

0 A draft list of questions to be raised’at the meeting; 

*Al 

meeting; 

*Al 

st of individuals who will represent the sponsor or applicant at the 

st of agency staff requested to be in attendance; 

l The approximate date that the, information package wilr be sent .to the 

agency; and 

0 Suggested dates and times for the meeting. 

l This information will be used by the agency to-determine theutility of 

the meeting, to identify agency staff.necessary to discuss proposed agenda 

items, and to schedule the meeting. I 

B. Information Package 

A sponsor or applicant submitti.ng an information package to the agency 

in advance of a formal meeting shonld provide summary information relevant 

to the product and supplementary information pertaining to any issue raised 

by the sponsor, applicant, or agency. The agency recommends that information 

packages generally include: 

l Identifying information about *the underlying product; 

0 A brief statement of the purpose of the ,meeting; 

l A list of objectives and expected outcomes of the meeting; 

*A proposed agenda for the meeting; 

*A list of specific questions to be addressed at the meeting; 
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*A summary of clinical data that will be discussed (as appropriate); 

.A summary of preclinical data that will be discussed (as appropriate); 

and 

l Chemistry, manufacturing, and controls information that may be 

discussed (as appropriate). 

The purpose of the information package is to provide agency staff the 

opportunity to adequately prepare for the meeting, including the revi.ew of 

relevant data concerning the produk. Although FDA reviews similar 

information in the meeting request, ,the information package should provide 

updated data that reflect the most current and accurate information available 

to the sponsor or applicant. The agency finds that reviewing such information 

is critical to achieving a productive;meeting. 

The collection of information described in the guidance reflects the current 

and past practice of sponsors and applicants to submit meeting requests as 

amendments to INDs, NDAs, and B&As and-to submit background information 

prior to a scheduled meeting. .Agency regulations currently permit such , 

requests and recommend the submission -of an information package before an 

End of Phase 2 meeting (§§ 31’2,47(b)(l)(ii) and (b)(l)(iv)) and a Pre NDA 

meeting ($312.47(b)(2)). 

Descri’ptl’on ofrespondenits: A sponsor or applicant for a drug or biological 

product who requests a formal meeting with the agency regarding the 

development and review of a PDUFA product. 

Burden Estimate: Provided in the following paragraphs is an estimate of 

the annual reporting burden for the submission of meeting requests and , 

information packages under the guidance. 
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C. Request For a Formal Meeting 

Based on data collected from the review divisions and offices within CDER 

and CBER, FDA estimates that approximately 713 sponsors and applicants 

(respondents) request approximately 1,783 formal meetings with CDER 

annually and approximately 164 respondents request approximately 286 

formal meetings with CBER annually regarding the development and review 

of a PDUFA product. The hours per response, which is the estimated number 

of hours that a respondent would spend preparing the information to be 

submitted with a meeting request in accordance with the guidance, is 

estimated to be approximately 20 hours. ased on FDA’s experience, the 

agency expects it will take respondents this amount of time to gather and copy 

brief statements about the product and a description of the purpose,and details 

of the meeting. 

D. Information Package 

Based on data collected from the review divisions and offices within CDER 

and CBER, FDA estimates that approximately 615 respondents submitted 

approximately 1,365 information packages to CDER annuajHy and 

approximately 132 respondents submitted’approximately 3.X$ information 

packages to CBER annually prior to a formal m-eeting regarding the 

development and review of a PDUFIL\ product. The hours per response, which 

is the estimated number of hours that a respondent would spend preparing 

the information package in accordance with the guidance, is estimated to be 

approximately 18 hours. Based on FDA’s experience, the agency expects it will 

take respondents this amount :of tim:e to gather and copy brief statements about 

the product, a description of the details for the anticipated meeting, and data 
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and information that generally would already have been compikd for 

submission to the agency. 

As stated earlier, the guidance provides information on how th:e agency 

will interpret and apply section 119(a) of the Modernization Act, specific 

PDUFA goals for the management of meetings associated with the review of 

human drug applications for PDUFA products, and provisions of existing 

regulations describing certain meetings ($5 312.47 and 312.82). The 

information collection provisions in § 312.47 concerning End. of Phase 2 

meetings and Pre NDA meetings have been approved- by OMB (OMB control 

number 09~0-0014). However, the guidance provides additional 

recommendations for submitt$g information to FDA in supps>rt of a meeting 

request. As a result, FDA is submitting for ONB approval these additional 

estimates. 
TABLE 1 .-ESTIMATELYANNUAL REPORTING BIJRDEN 

Grand Total 49,004 



Dated: OCT 17 2flO5 

October 17, 2005. 

Jeffrey Shuren, 
Assistant CommisSioner for Policy. 
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