SUPPORTING STATEMENT
Applications for FDA Approval to Market a New Drug
21 CFR Part 314 - OVB Control Nunber 0910-0001

A. Justification

1. Circumstances of Information Collection

Under Section 505(a) of the Federal Food, Drug, and Cosnetic
Act (the Act) (21 U S. C 355(a)), a new drug nay not be
commercially marketed in the United States, inported, or exported

fromthe United States, unless an approval of an application
filed with FDA pursuant to sections 505(b) or (j) is effective

W th respect to such drug. Sections 505(b) and (j) require a
sponsor to submit to FDA a New Drug Application (NDA), containing
anong other things, full reports of investigations that show

whet her or not the drug is safe and effective for use, a ful

list of articles used as conponents in the drug, a ful
description of manufacturing nethods, sanples of the drugs

requi red, specinens of the | abeling proposed to be used, and
certain patent information as applicable. Under the Act, it is
the sponsor's responsibility to provide the information needed by
FDA to make a scientific and technical determ nation that the
product is safe and effective.

This information collection approval request is for all
informati on requi renents inposed on sponsors by the regul ations
under 21 CFR 314, who apply for approval of a new drug
application in order to market or to continue to market a drug.

The follow ng sections in 21 CFR 314 set forth the specific
format and content requirenents for NDAs.

21 CFR 314.50(a): An application form (Form FDA 356h) nust be
subm tted that includes basic introductory
i nformati on about the drug as well as a



21 CFR 341.50(b)

21 CFR 314.50(c)

21 CFR 314.50(d)

21 CFR 314.50(e)

21 CFR 314.50(f)

checklist of enclosures. (Section 314.50(a)
is al ready approved by OVMB under 0910-0338
and is not included in the hour burden
estimates in the chart bel ow).

Requires that an index must be submtted with
the archival copy of the application and that
it nmust reference certain sections of the
appl i cation.

A summary of the application nust be
submtted that presents a good genera
synopsis of all the technical sections and
other information in the application.

Requires that the NDA contain the follow ng
techni cal sections about the new drug:

Chem stry, manufacturing, and controls; non-
clinical pharmacol ogy and toxicol ogy; human
phar macoki neti cs and bi oavail ability;

m crobi ol ogy; clinical data; and statistical
section.

The applicant must submt sanples of the drug
if requested by FDA. In addition, the
archival copy of the application nmust include
copies of the |abel and all l|abeling for the
drug.

Requires that case report forns and
tabul ati ons nust be submtted with the

archi val copy.



21 CFR 314.50(h) Patent information as described under 8§
314. 53 nust be submtted with the
application. (Section 314.50(h) is already
approved by OVB under 0910-0305 and is not
i ncluded in the hour burden estimates in the
chart bel ow).

21 CFR 314.50(i) Requires that patent certification
informati on nmust be submtted in 505(b)(2)
applications for patents claimng the drug,
drug product, nethod of use, or nethod of
manuf acturing. (Section 314.50(i) is already
approved by OVB under 0910-0305 and is not
i ncluded in the hour burden estimates in the
chart bel ow).

21 CFR 314.50(j) Applicants that request a period of marketing
exclusivity nust submt certain information
with the application. (Section 314.50(j) is
al ready approved by OVB under 0910-0305 and
is not included in the hour burden estimates
in the chart bel ow).

21 CFR 314.50(k) Requires that an archival, review, and field
copy of the application nust be submtted.

21 CFR 314.52 Requires that notice of certification of
invalidity or noninfringenent of a patent to
pat ent hol ders and NDA hol ders nust be sent
by 505(b)(2) applicants and nust foll ow
certain content and notification procedures.
(Section 314.52 is already approved by OWB



21 CFR 314.54

21 CFR 314. 60

21 CFR 314. 65

21 CFR 314.70
and 314.71

21 CFR 314.72

21 CFR 314.80(c)
(1)and (c)(2)

21 CFR 314.80(c)
(i)(iii) and

under 0910-0305 and is not included in the
hour burden estimates in the chart bel ow).

Sets forth the content requirenents for
applications filed under § 505(b)(2).

Sets forth reporting requirenents for
sponsors who anend an unapproved application.

States that the sponsor nust notify FDA when
wi t hdrawi ng an unapproved application.

Requi res that supplenents nmust be submtted
to FDA for certain changes to an approved
appl i cation.

Requi res sponsors to report to FDA any
transfer of ownership of an application.

Sets forth requirenments for expedited adverse
drug experience postmarketing reports and
follomup reports, as well as for periodic
adverse drug experience postmarketing reports
(Form FDA 3500A). (Sections 314.80(c)(1) and
(c)(2) are already approved by OVB under
0910- 0230 and 0910-0291 and are not included
in the hour burden estimates in the chart

bel ow) .

Est abl i shes recordkeepi ng requirenents for
reports of postmarketing adverse drug



314. 80(i)

21 CFR 314.81(b) (1)

experiences. (Sections 314.80(c)(1)(iii) and
314.80(i) are already approved by OVB under
0910- 0230 and 0910-0291 and are not included
in the hour burden estimates in the chart

bel ow) .

Field alert reports nust be submtted to FDA
(Form FDA 3331).

21 CFR 314.81(b)(2) Annual reports nust be submtted to FDA (Form

21 CFR 314.81(b)
(3) (i)

21 CFR 314.81
(b) (3)(iii)

21 CFR 314. 90

FDA 2252).

Drug advertisenents and pronotional |abeling
nmust be submtted to FDA (Form FDA 2253).
(Section 314.81(b)(3)(i) is already approved
by OMB in "Transmttal of Advertisenents &
Pronoti onal Labeling for Drugs & Biol ogics
For Human Use," which published in 62 FR
55408, and is not included in the hour burden
estimates in the chart bel ow).

Sets forth reporting requirenents for
sponsors who w t hdraw an approved drug
product fromsale. (Section 314.81(b)(3)(iii)
is already approved by OVB under 0910- 0045
and is not included in the hour burden
estimates in the chart bel ow).

Sets forth requirements for sponsors who
request waivers from FDA for conpliance with
88 314.50 through 314.81. (The information
col | ection hour burden estimate for NDA



21 CFR 314. 93

wai ver requests is included in the chart
bel ow under estimtes for 8§ 314.50, 314. 60,
314.70 and 314.71).

Sets forth requirenments for submtting a
suitability petition in accordance with 21
CFR 10.20 and 10.30. (Section 314.93 is

al ready approved by OVB under 0910-0183 and
is not included in the hour burden estimates
in the chart bel ow).

The follow ng sections in 21 CFR 314 set forth requirenents when
subm tting an Abbrevi ated New Drug Application (ANDA)

21 CFR 314.94(a)
and (d)

21 CFR 314. 95

21 CFR 314. 96

An ANDA must contain the follow ng
information: Application form table of
contents; basis for ANDA subm ssion

condi tions of use; active ingredients; route
of adm ni stration, dosage form and strength;
bi oequi val ence; | abeling; chem stry,

manuf acturing, and controls; sanples; patent
certification.

Requires that notice of certification of
invalidity or noninfringenent of a patent to
pat ent hol ders and NDA hol ders nust be sent
by ANDA applicants. (Section 314.95 is

al ready approved by OVB under 0910-0305 and
is not included in the hour burden estimates
in the chart bel ow).

Sets forth requirenents for anendnents to an



21 CFR 314.97

21 CFR 314.98( a)

21 CFR 314.98(c¢)

21 CFR 314.99( a)

21 CFR 314.99(b)

unapproved application.

Sets forth requirements for submtting
suppl enents to an approved ANDA for changes
that require FDA approval.

Sets forth postmarketing adverse drug
experience reporting and recor dkeepi ng

requi renents. (Section 314.98(a) is already
approved by OVMB under 0910-0230 and 0910- 0291
and is not included in the hour burden
estimates in the chart bel ow).

Requi res ot her postmarketing reports: Field
alert reports (Form FDA 3331), annual reports
(Form FDA 2252), and advertisenents and
pronotional |abeling (Form FDA 2253) (The
information collection hour burden estimate
for field alert reports is included in the
chart bel ow under 8§ 314.81(b)(1); the
estimate for advertisenents and pronotional

| abeling is included under 8314.81(b)(3)(i)).

Sponsors nust conply with certain reporting
requi renents for w thdrawi ng an unapproved
ANDA and for a change in ownership of an
ANDA.

Sets forth requirements for sponsors who
request waivers from FDA for conpliance with
88 314.92 through 314.99. (The information
col l ection hour burden estimate for ANDA



21 CFR 314.101(a)

21 CFR 314.107
(c)(4)

21 CFR 314.107(e)
(2)(iv)

21 CFR 314.107(f)

wai ver requests is included in the chart
bel ow under estinmates for 88 314.94(a)(d),
314. 96, and 314.97).

| f FDA refuses to file an application, the
applicant may request an informal conference
with FDA and request that the application be
filed over protest.

Requires notice to FDA by ANDA or 505(b)(2)
application holders of any |egal action
concerning patent infringenment. (Section
314.107(c)(4) is already approved by OB
under 0910-0305 and is not included in the
hour burden estimates in the chart bel ow).

An applicant nust submt a copy of the entry
of the order or judgenent to FDA within 10
wor ki ng days of a final judgenent. (Section
314.107(e)(2)(iv) is already approved by OVB
under 0910-0305 and is not included in the
hour burden estimates in the chart bel ow).

ANDA or 505(b)(2) applicants nust notify FDA
of the filing of any legal action filed

wi thin 45 days of receipt of the notice of
certification. A patent owner may al so
notify FDA of the filing of any |egal action
for patent infringenent. The patent owner or
approved application holder who is an

excl usi ve patent |icensee nust submt to FDA
a wai ver that waives the opportunity to file



21 CFR 314.110(a)
(3) and (4)

21 CFR 314.110
(a) ()

21 CFR 314.110(b)

a legal action for patent infringenent.
(Section 314.107(f) is already approved by
OVMB under 0910-0305 and is not included in
t he hour burden estimates in the chart

bel ow) .

After receipt of an FDA approvable letter, an
applicant may request an opportunity for a
heari ng on the question of whether there are
grounds for denying approval of the
application. (Section 314.110(a)(3) and (4)
is included under the Parts 10 through 16
heari ng regul ations, in accordance with §
314. 201, and is not included in the hour
burden estimates in the chart bel ow).

After receipt of an approvable letter, an
applicant may notify FDA that it agrees to an
extension of the review period so that it can
determ ne whether to respond further.

After receipt of an approvable letter, an
ANDA applicant may request an opportunity for
a hearing on the question of whether there
are grounds for denying approval of the
application. (Section 314.110(b) is included
under the Parts 10 through 16 hearing

regul ations, in accordance with 8§ 314. 201,
and is not included in the hour burden
estimates in the chart bel ow).



21 CFR 314.120
(a)(3)

21 CFR 314.120
(a) ()

21 CFR 314.122(a)

21 CFR 314.122(d)

After receipt of a not approvable letter, an
appl i cant nmay request an opportunity for a
heari ng on the question of whether there are
grounds for denying approval of the
application. (Section 314.120(a)(3) is

i ncl uded under the Parts 10 through 16
hearing regul ations, in accordance with 8§
314. 201, and is not included in the hour
burden estimates in the chart bel ow).

After receipt of a not approvable letter, an
applicant may notify FDA that it agrees to an
extension of the review period so that it can
determ ne whether to respond further.

States that an ANDA or a suitability petition
that relies on a |isted drug that has been
voluntarily w thdrawn from sal e nust be
acconpani ed by a petition seeking a

determ nati on whether the drug was w t hdrawn
for safety or effectiveness reasons. (Section
314.122(a) is already approved by OVB under
0910- 0183 and is not included in the hour
burden estimates in the chart bel ow).

Sets forth requirenments for relisting
petitions for unlisted discontinued products.
(Section 314.122(d) is already approved by
OVB under 0910-0183 and is not included in

t he hour burden estimates in the chart

bel ow) .

10



21 CFR 314.126(c)

21 CFR 314.151(a)

and (b)

21 CFR 314.151(c)

21 CFR 314. 152(b)

Sets forth requirenments for a petition to
wai ve criteria for adequate and wel | -
controlled studies. (Section 314.126(c) is
al ready approved by OVB under 0910-0183 and
is not included in the hour burden estimates
in the chart bel ow).

Sets forth requirements for the w thdrawal of
approval of an ANDA and the applicant's
opportunity for a hearing and subm ssi on of
comments. (Section 314.151(a) and (b) is

i ncl uded under the Parts 10 through 16
hearing regul ations, in accordance with 8§
314. 201, and is not included in the hour
burden estimates in the chart bel ow).

Sets forth the requirenents for wthdrawal of
approval of an ANDA and the applicant's
opportunity to submt witten objections and
participate in a limted oral hearing.
(Section 314.151(c) is included under the
Parts 10 through 16 hearing regulations, in
accordance wth § 314.201, and is not

i ncluded in the hour burden estimates in the
chart bel ow).

Sets forth the requirenents for suspension of
an ANDA when the listed drug is voluntarily

w thdrawn for safety and effectiveness
reasons, and the applicant's opportunity to
present comments and participate in a limted
oral hearing. (Section 314.152(b) is

11



21 CFR 314.161(b)
and (e)

21 CFR 314.200(c),
(d), and (e)

21 CFR 314.200(f)

i ncl uded under the Parts 10 through 16
hearing regul ations, in accordance with §
314. 201, and is not included in the hour
burden estimates in the chart bel ow).

Sets forth the requirenments for submtting
petition to determ ne whether a listed drug
was voluntarily withdrawmn fromsale for
safety or effectiveness reasons. (Section
314.161(b) and (e) is already approved by OVB
under 0910-0183 and is not included in the
hour burden estimates in the chart bel ow).

Applicants or others subject to a notice of
opportunity for a hearing who wish to
participate in a hearing nust file a witten
notice of participation and request for a
hearing as well as the studies, data, and so
forth, relied on. Oher interested persons
may al so submt comments on the notice. This
section also sets forth the content and
format requirements for the applicants

subm ssion in response to notice of
opportunity for hearing. (Section
314.200(c), (d), and (e) is included under
the Parts 10 through 16 hearing regul ations,
in accordance with 8§ 314.201, and is not

i ncluded in the hour burden estimates in the
chart bel ow).

Participants in a hearing may nake a notion
to the presiding officer for the inclusion of

12



21 CFR 314.200(g)

21 CFR 314. 420

21 CFR 314. 430

21 CFR 314.530

certain issues in the hearing. (Section
314.200(f) is included under the Parts 10

t hrough 16 hearing regul ations, in accordance
with 8 314.201, and is not included in the
hour burden estimates in the chart bel ow).

A person may respond to a proposed order from
FDA denying a request for a hearing by

provi ding sufficient data, information, and
anal ysis to denonstrate that there is a
genui ne and substantial issue of fact which
justifies a hearing. (Section 314.200(g) is

i ncl uded under the Parts 10 through 16
hearing regul ations, in accordance with §

314. 201, and is not included in the hour
burden estimates in the chart bel ow).

States that an applicant may submit to FDA a
drug master file in support of an
application, in accordance with certain
content and format requirenents.

States that data and information in

an application are disclosable under certain
condi tions, unless the applicant shows that
extraordi nary circunstances exist. (Section
314.430 is included under the Parts 10

t hrough 16 hearing regul ations, in accordance
with 8 314.201, and is not included in the
hour burden estimates in the chart bel ow).

| f FDA withdraws approval of a drug approved

13



(c) and (e)

21 CFR 314.530(f)

21 CFR 314. 550

under the accel erated approval procedures,

t he applicant has the opportunity to request
a hearing and submt data and i nformation.
(Section 314.530(c) and (e) is included under
the Parts 10 through 16 hearing regul ations,
in accordance with 8§ 314.201, and is not

i ncluded in the hour burden estimates in the
chart bel ow).

An applicant nust first submt a petition for
stay of action before requesting an order
froma court for a stay of action pending
review. (Section 314.530(f) is already
approved by OVB under 0910-0194 and is not

i ncluded in the hour burden estimates in the
chart bel ow).

Applicants must submt all pronotiona
materials to FDA for consideration during the
preapproval review period. (Section 314.550
is already approved by OMB in "Transm ttal of
Advertisenments & Pronotional Labeling for
Drugs & Biologics For Human Use, " which
published in 62 FR 55408, and is not included
in the hour burden estimates in the chart

bel ow) .

2. Purpose and Use of Information

Section 505 of the Act requires that a new drug may not be

mar ket ed unl ess the manufacturer provides FDA with scientific

14



evidence that the drug is both safe and effective. The

regul ations at 21 CFR Part 314 provide the nmeans through which
pharmaceuti cal manufacturers can obtain FDA approval of a drug
product marketing application, and the neans through which FDA
can assure the safety and effectiveness of marketed drug
products. Wthout the information provided by industry on the
drug products they seek to market, FDA would not be able to
assure the safety and effectiveness of marketed drug products.

3. Use of Improved Information Technology

In the md-1980's, FDA began working wth pharmaceuti cal
sponsors to devel op Conput er-Assi sted New Drug Applications
(CANDA). CANDAs were designed to provide information (text,
data, inmage) electronically to facilitate the revi ew of
applications. These efforts yielded val uable information but
were limted because for each new drug review di vision sponsors
tended to devel op different hardware and software approaches. A
reviewer mght be confronted with an array of hardware, software,
and review tools to conduct a review that differed between
sponsors and applications. Al so, CANDAs were never approved as a
substitute for the archival copy, so firns were still required to
submt copi es.

One solution to limtations of CANDAsS was an approach
whereby staff responsible for a particular review discipline (eg,
chem stry, clinical) worked directly with pharnaceuti cal sponsors
to devel op a consistent approach that woul d be applicable to al
sponsors and to all review divisions. Focus on this approach has
evol ved into the El ectronic Regul atory Subm ssion and Revi ew
(ERSR) Program This new initiative is intended to ensure both
the electronic availability of information and the neans to
mani pul ate this information electronically to yield a review.

15



ERSR has been nmade possi bl e by other devel opnents. The
har noni zati on of FDA Form 356h has ensured that NDAs, ANDAs, and
Bi ol ogi cal License Applications would contain conparable
information in the sanme sections of the subm ssion. The
pronmul gation of the "Electronic Records; Electronic Signatures”
final rule allowed FDA to accept electronic subm ssions w thout
an acconpanyi ng paper archival copy because el ectronic records
are equivalent to paper records and el ectronic signatures are
equi valent to hand-witten signatures provided the requirenents
of 21 CFR Part 11 are net and the docunent has been identified in
t he agency's public docket as being acceptable for filing. The
Gui dance for Industry on "Archiving Subm ssions in Electronic
Format - NDAs" provides for the receipt and archival of
el ectronic report forns and tabul ati ons. Anot her CGui dance for
| ndustry entitled "Providing Regul atory Subm ssions in Electronic
Format - NDAs" is currently under devel opnment.

ERSR is made up of a variety of projects that are in
different stages of devel opnent and i nplenentation. These
projects are categorized into 3 areas: First, "Electronic
Subm ssions” includes standards-rel ated projects to define the
format and content of regulatory subm ssions; witten gui dance
for industry to follow in preparing electronic subm ssions; an
El ectroni ¢ Docunent Room project to accommopdate the receipt,
archive, and storage of electronic transm ssions; an Electronic
Gateway project to provide an agency-level central point for
recei pt of secure electronic transm ssions and routing to the
Centers; and scientific databases that include structured
dat abases, reference guides, and anal ytical tools used by
reviewers. Second, "Corporate Databases, Docunentbases and
Applications” includes projects under the El ectronic Docunent
Managenent System and the Managenent Information System Third,
other electronic initiatives including technical infrastructure,

16



techni cal support, and training.

ERSR wi | | i npact the underlying business processes rel ated
to regul atory subm ssions and reviews. Docunent roons W ||
handl e el ectronic nedia rather than paper copies. Reviewers wl|
revi ew subm ssions online and generate their review docunents
online. Reviewers will conduct data analysis using structured
dat abases, which conbine data extracted fromthe subm ssion under
review as well as historical data fromearlier subm ssions.

I ndustry sponsors and manufacturers will experience reduced paper
costs and manpower to conpil e paper subm ssions and better access
to application status information through electronic nmail.

4. Efforts to ldentify Duplication
The information collection required as a result of 21 CFR

314 does not duplicate any other information collection.

5. Involvement of Small Entities

Al t hough new drug devel opnent is typically an activity
conpleted by large multinational drug firns, the information
collection required under 21 CFR 314 applies to snall as well as
| ar ge conpani es submtting marketing applications. However,
under the Regulatory Flexibility Act, FDA regularly analyzes
regul atory options that would mnimze any significant inpact on
small entities. FDA also assists small businesses in conplying
with regulatory requirenents.

6. Consequences If Information Collected Less Frequently

Part 314 establishes a reporting frequency that is dictated
by the need to focus on potential problens concerning the safety

17



and effectiveness of human drugs. Less frequent data collection
woul d hinder early detection of such threats to the public
heal t h.

7. Consistency with the Guidelines in 5 CFR 1320.5(d)(2)
Sections of 21 CFR 314 require reporting in less than 30

days. These are postmarketing reports and expedited notification
to FDA is necessary in order for the agency to determ ne as soon
as possible whether a threat to the public health exists that
warrants i medi ate regul atory action.

More than an original and 2 copies of a submssionis
required (e.g., four copies of draft |abeling or 12 copies of
final printed | abeling) in order to permt concurrent (and,
consequent |y, quicker) review of the application.

Al t hough applicants are required to submt proprietary,
trade secret, and other confidential information, this
information is protected under FDA regul ations and the Act (see
nunber 10 bel ow).

The specific format and content requirenents for application
subm ssions is necessary to ensure conpl ete subm ssions (and
reduce the need for timnme-consum ng resubm ssions) and to assi st
FDA in efficient reviews.

8. Consultation Outside the Agency

FDA has had nunerous ongoi ng consultations with the
phar maceuti cal industry, related associations, and the general
public concerning the approval and revi ew of nmarketed new drugs.
In addition to several rul emaking docunents on sections of 21 CFR
Part 314 that have provided an opportunity for industry and
general public comrent, FDA has participated in conferences and
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wor kshops sponsored by, anong many ot hers, the Food and Drug Law
Institute, the Drug Information Associ ation, the Pharmaceuti cal
Research and Manufacturers of Anerica, the Internationa

Conf erence on Harnoni sati on of Technical Requirements for

Regi stration of Pharnmaceuticals for Human Use, and by FDA

On May 8, 1998, (63 FR 29229),in the notice proposing

rei nstatenment of Applications for FDA Approval to Market a New
Drug, the FDA invited conmments on the collection of information
specifically : (1) whether the proposed collection of information
is necessary for the proper performance of FDA's functions, (2)
the accuracy of FDA's est used; (3) ways to enhance the quality,
utility, and clarity of the information to be collected; and (4)
ways to mnimze the burden of the collection of information on
respondents including through the use of automated coll ection

t echni ques, when appropriate, and other fornms of information
technol ogy. No comments were received regarding this information
col | ecti on.

9. Remuneration of Respondents

FDA has not provided and has no intention to provide any
paynment or gift to respondents under these requirenents.

10. Assurance of Confidentiality

Confidentiality of the information submtted under these
reporting requirenments is protected under 21 CFR 314. 430 and
under 21 CFR part 20. The unauthorized use or disclosure of
trade secrets required in applications is specifically prohibited
under Section 310(j) of the Act.
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11. Questions of a Sensitive Nature

There are no questions of a sensitive nature.

12. Estimates of Annualized Hour Burden

Based on information provided by the pharmaceutical industry
for the nunber of "hours per response,” and based on subm ssions
col l ected and data tabul ated by FDA for the "nunber of
respondents,” the "nunber of responses per respondent,” and the
nunber of "total annual responses,” FDA estimtes the burden of
this collection of information as foll ows:

Estimated Annual Reporting Burden

21 CFR Section; Number of Number of Total Annual Hours Per Total Hours
[Form Number] Respondents Responses Responses Response

I;ﬂ@ondent
314.50 (b), (c), (d), (e), 83 1.49 124 1600 161,200
(f), and (k)
314.54 4 125 5 300 1,500
314.60 144 16.89 2432 80 194,560
314.65 18 1.28 23 2 46
314.70 and 314.71 418 5.33 2229 300 668,700
314.72 59 217 128 2 256
314.81(b)(1) [3331] 140 5 700 48 33,600
314.81(b)(2) [2252] 269 9.06 2438 40 97,520
314.94(a) and (d) 117 3.96 464 480 222,720
314.96 315 12.43 3915 80 313,200
314.97 152 19.74 3000 80 240,000
314.98(c) [2252] 265 17.17 4551 40 182,040
314.99(a) 46 13.04 600 2 1,200
314.110(a)(5) 55 1.13 62 8 496
314.120(a)(5) 26 112 29 8 232
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314.420 450 111 500 8 4,000

Total 2,121,270
[Footnote: There are no capital costs or operating and maintenance costs associated with this collection of information]

13. Estimates of Annualized Cost Burden to Respondents

FDA' s Econom cs Staff estimates an average industry wage rate of
$50. 00 per hour for preparing and submitting the information
collection requirenents under 21 CFR 314. This figure is an average
of the follow ng wage rates (based on the percentage of tinme required
for each type of enployee): Upper managenent at $70.00 per hour;

m ddl e managenent at $35. 00 per hour; and clerical assistance at
$23.00 per hour. Using the averaged wage rate of $50.00 per hour,
and multiplied tinmes the total hour burden estinmted above, the total
cost burden to respondents is $107, 923, 500.

14_. Estimates of Annualized Cost Burden to the Government

Based on data obtained for the fourth quarter of 1997 fromthe
Center for Drug Evaluation and Research's Human Resource Al location
Report, approximately 1,327.19 FTEs are devoted to "new drug
eval uation," "generic drug evaluation," and "postmnarketing
surveill ance and epidemology.” |f each FTE equal s approximately
$100, 000. 00, the total cost burden to the Federal Government woul d be
$132, 719, 000.

Pl ease note that this estimate is high for the foll ow ng
reasons: The total nunber of FTEs above includes those hours for
review ng I nvestigational New Drug Applications (INDs) as well as for
NDAs. The information collection burden for INDs is estimated under
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OMB No. 0910-0014. The renewal application for 0910-0014 wll be
submtted to OVMB during the next year, and at that tinme the nunber of
FTEs for IND review will be separated out fromthe above total, and a
correction wll be made to this supporting statenent. |In addition,

at that tine the nunber of FTEs for 0910-0001 will be adjusted to
reflect other overl apping FTE estimtes from ot her OVB-approved
packages, for exanple, OVB No. 0910-0230 (adverse drug experience
reporting).

15. Changes in Burden

The decrease in burden hours fromthe | ast OVB approval is a
result of new data derived directly from associ ates of the
phar maceuti cal industry on hours per response. |n previous years
this informati on was obtained fromcontractor estinates provided to
FDA concerni ng these reporting requirenents.

16. Time Schedule, Publication and Analysis Plans

FDA does not intend to publish tabulated results of these
information collection requirenents.

17. Exemption for Display of Expiration Date

Al forns associated with this collection will bear the OV
approval date.

18. Certifications

There are no exceptions to the certification statenent identified in
Item 19, “ Certification for Paperwork Reduction Act Subm ssion,” of
OMB Form 83-1.
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