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PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT 21-646
' For Each Patent That Claims a Drug Substance ’ NAIME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Sabex 2002 Inc.

Composition) and/or Method of Use

The following is provided in accordance with Section 505(b) and (c) of the Federal Food, Drug, and Cosmetic Act.
1 TRADE NAME (OR PROPOSED TRADE NAME)
Infuvite Pediatmic Pharmacy Bulk Package

ACTIVE INGREDIENT(S) STRENGTH(S)
See Attachment A See Attachment A -

DOSAGE FORM
Injecieble

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required by 21 CFR 314.53 at the address provided in 2% CFR 314.53(d)(4).

Within thirty (30) days after approval of an NDA or supplement, or within thity (30) days of issuance of a new patent, a new patent
deciargtion must be submitted pursuant to 21 CFR 314.53(c)(2)ii) with all of the required information based on the approved NDA
or suppiement. The information submitted in the declaration form submitted upon or after approval will be the only information. relied
upon by FDA for listing 2 patent in the Orange Book.

For hand-written or typewriter versions (only) of this report: f additional space is required for any namrative answer (i.e., one
that does not require a "Yes” or "No" response), please attach an additional page referencing the question number.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicates the
patent js not eligible for listing. : ‘

r each patent submitted for the pending NDA, amendment, or supplement referenced above, you must submit all the
ormation described below. If you are not submitting any patents for this pending NDA, amendment, ‘or supplement,
compléte above section and sections § and
1 GENZRAL

a. United States Pateni Number ‘ b.v Issue Déié >of' Patent c. Expiration Date of Patent
Not applicable Not applicable Not applicable
¢. Name of Falent Owner Address (of Palent Owner)

Mot applicable

City/State
ZIP Code FAX Number (if available)
Telephone Number ‘| E-Mail Address (if availablg)

e. Name of agent.or represeniative who resides or maintains  Address (of agent or representative named in 1.e)
a piace of business within the United Stales authorizedto | 272 E Deerpath St. Suite 350
receive nolice of patenl certification under section )
503(b)(3) and ()(2)(B) of the Federal Food, Drug, and _
Cosmetic Act and 21 CFR 314.52 and 314.95 {if patent City/State
ovne: of NDA applicani/hclder does not reside or have a Lake Forest, IL
place of business within the United States)

P [ FAX N if flabl
& Mr George S. Zorich, c¢/o Roundtable googgde ) 82\?7( 4;;1}:;53( 1 available)
Healthcare Partners ' ) .
. Telephone Number E-Mail Address (if avallable)
847-739-3295 i

{s the pztent referenced above a patent that has been submitted previously for the

pproved NDA or supplement referenced above? D Yes D No
» If the patent referenced above has been submitied previously for listing, is the expiration :
date a new expiration date? D Yes D No
FORM FDA 3542a (7/03) . i Page 1
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Fer the paz‘enl referenced above, provide the following information on the drug substance, drug product and/or method of
use thatis the subject of the pending NDA, amendment, or supplement

Drug Substance (Achve lngredlen )

« Daes the patent ciaim the drug substance that is the active ingredient in the drug product
described in the pending NDA, amendment, or supplement? D Yes D No

2.2 Does the paient ciaim a drug substance that is a diiferent polymorph of the active
ingredient described in the pending NDA, amendment, or supplement? D Yes [:] No

2.3 if the answer {o question 2.2 is "Yes," do you certify that, 2s of the date of this declaration, you have test data
cemcnsiraling that & drug product containing the polymorph wifi perform the same as the drug product
describec' in the NDA? The type of test data required is described at 21 CFR 314.53(b). . ) D Yes D No

Z.4 . Specify the poivmomphic form(s) claimed by the patent for which you have the test results described in 2.3.

2.5 Doesthe patent claim only a metabolite of the active ingredient pending in the NDA or supplement?
(Compiete the information in section 4 below if the patem claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

[:]Yes D No

2.8 Dces the patent ciaim only an intermediate?

2.7 Ifthe palent referenced in 2.1 is a product-by-process patent, is the product claimed in the
patent novel? (An answer is required only if the patent is a product-by-process patent.) [:J Yes D No -’

Drug Product (Co Tp nsmoano

DuEa {he patent claim 1he drug product, as defined in 21 CFR 314.3, in the pen ng NDA, ‘
amendnient, or supplement? D Yes D No

.2 Does'lhe patent claim only an inlermediate?
D Yes D No

3.2 If the patent referenced in 3.1 is a product-by-process patent, is the product claimed in the
patent novei? (An answer is required only if the patent is a product-by-process patent.) D Yes D No

4 N‘et‘md of_

Spcnsors must subm/t the lnformarlon in section 4 separately for each patent claim claiming a method of using the pending drug
product for which approval is being sought For each method of use claim referenced, provide the followmg information:

4.1 Does the patent daim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? . . D Yes D No
4.2 Patent-Claih Number (as lisled in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
. . amendment, or supplement? ) G Yes . L__] No
4.2a {fthe answerto 4.2is - Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci-

- ficity the use with refer-
ence o the proposed
labeling for the drig
product.

5 NoRelevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval.and with respect to
which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner of the patent engaged in @ Yes

the manu 'fa-ture use, or sale of the drug product

FORM. FDA 3542a {7/03) . : Page 2
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6. Delo!»araﬁbn»'Ce:rt,iﬁc:a't'iith_--‘.i_'r;f-» .

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending under section 505 of the Federal Food, Drug, and Cosmetic Act. This time-
sensitive patent information is submitted pursuant to 21 CFR 314.53. | attest that | am familiar with 21 CFR 314.532 and
this subriission complies with the requirements of the regulation. | verify under penalty of perjury that the foregoing
is true and correct. '

Warning: A willfullyrand knowingly false statement is a criminal offense under 18 U.S.C. 1001.

6.2 Authorized Signature cT NSAApplicantHslderor Patent Owner (Atforney, Agent, Representative or Date Signed

other Authgsized Official) (Provide information below 1/23/2004

NOTE: Only an NDA applicant/holder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the declaration but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d){4).

.

Check applicable box and provide information below.

-
E NDA Applicant/Holder D NDA Appligant's/Holder's Attorney, Agent (Representative) or other
: Authorized Official
D Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
' Official
Name
Sabex 2002 Inc.
Address ) City/State
145, rue Jules- Léger Boucherville, QC, Canada
" ZIP Code : Telephone Number

J4B 7K 8 450-641-4903
FAX Number (i available) E-Nail Address (if available)
450-641-6408 1ferreira@sabex-inc.com

The .public repoﬁing burden for this collection of information has been estimated to average 9 hours per response, including the time for reviewing
instructions, searching existing dam sources, gathering and maintaining the datz needed, and completing and reviewing the collection of informatiorn Send
commicnls regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Dn:g Adininistration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of
informatior: unless it displays a currently valid OMB control number.

PSC Mcdia Ants (301) 442-1090  EF
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EXCLUSIVITY SUMMARY for NDA # 21-646

Trade Name Infuvite Pediatric (Pharmacy Bulk Package)

Generic Name multiple wvitamins for infusion

2pplicant Name Sabex 2002 Inc. HFD- 510
2pproval Date January 29, 2004

PART I: IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.

An exclusivity determination will be made for all original
aprlications, but only for certain supplements. Complete
Parts II and III of this Exclusivity Summary only if you
answer "YES" to one or more of the following questions about
the submission. '

a)

k)

Is it an original NDA? YES/ X / NO / /
Is it an effectiveness supplement? YES / / NO / X /
If yes, what type(SE1l, SE2, etc.)?

Did it require the review of clinical data other than to
support a safety claim or change in labeling related to
safety? (If it required review only of bicavailability
or bicequivalence data, answer "NO.")

YES /__/ NO / X /

If your answer is "no" because you believe the study is a
bioavailability study and, therefore, not eligible for
exclusivity, EXPLAIN why it is a bioavailability study,
including your reasons for disagreeing with any arguments
made by the applicant that the study was not simply a
bioavailability study. '

If it is a supplement requiring the review of clinical
data but it is not an effectiveness supplement, describe
the change or claim that is supported by the clinical
data: ' '

Page 1



d) bid the applicant request exclusivity?
YES / / NO / X /

If the answer to (d) is "yes," how many years of
exclusivity did the applicant request?

‘e) Has pediatric exclusivity been granted for this Active
- Moiety?

YES / / NO / X /

iF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO
DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9.

2. Has a product with the same active ingredient(s), dosage form,
strength, route of administration, and dosing schedule
previously been approved by FDA for the same use? (Rx to OTC)
Switches should be answered No - Please indicate as such).

YES / X/ NO /___/

If yes, NDA # 21-265 Drug Name Infuvite Pediatric

JF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON Page 9.

3. Is this drug product or indication a DESI upgrade?

YES /_/'  NO /___/

IF THE ANSWER TO QUESTION 3 IS "YES," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON Page 9 (even if a study was required for the
upgrade) . '

Page 2
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II: FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
er either #1 or #2, as appropriate)

w

. Single active ingredient product.

Has FDA previously approved under section 505 of the Act any-

- drug product containing the same active moiety as the .drug

under consideration? Answer "yes" if the active moiety
(including other esterified forms, salts, complexes, chelates
or clathrates) has been previously approved, but this
particular form of the active moiety, e.g., this particular
ester or salt (including salts with hydrogen or coordination
bonding) or other non-covalent derivative (such as a complex,
chelate, or clathrate) has not been approved. Answer "no" if
the compound requires metabolic conversion (other than
deesterification of an esterified form .of the drug) to produce
an already approved active moiety.

YES / _/ NO / "/

If "yes," identify the approved drug product(s) containing the
active moiety, and, if known, the NDA #(s).

NDA #
NDA #

NDA #

. Combination product.

. If the product contains more than one active moiety (as

defined in Part II, #1), has FDA previously approved an
application under section 505 containing any one of the active
moieties in the drug product? If, for example, the
combination contains one never-before-approved active moiety
and one previously approved active moiety, answer "yes." (An
active moiety that is marketed under an OTC monograph; but
that was never approved under an NDA, is considered not
previously approved.)

YES [/ NO /_/

Page 3



If "ves," identify the approved drug product(s) containing the
active moilety, and, if known, the NDA #(s).

. KNDA #

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO,"l GO
DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9. IF "YES," GO TO PART
III.

PART III: THREE-YEAR EXCLUSIVITY FOR NDA'S AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or
‘supplement must contain "reports of new clinical investigations
{cther than bioavailability studies) essential to the approval of
the application and conducted or sponsored by the applicant."
This section should be completed only if the answer to PART II,
.Question 1 or 2, was "yes."

1. Does the application contain reports of clinical
investigations? (The Agency interprets "clinical
investigations" to mean investigations conducted on humans
cther than bioavailability studies.) If the application

- contains clinical investigations only by virtue of a right of
reference to clinical investigations in another application,
- answer "yes," then skip to question 3(a). If the answer to
;3(a) is "yes" for any investigation referred to in another
s avplication, do not complete remainder of summary for that
- investigation. :

YES [/ / NO /___/

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON Page 9.

2. A clinical investigation is "essential to the approval" if the
Agency could not have approved the application or supplement
without relying on that.investigation. Thus, the
investigation is not essential to the approval if 1) no

" clinical investigation is necessary to support the supplement
"or application in light of previously approved applications
(i.e., information other than clinical trials, such as

Page 4



bioavailability data, would be sufficient to provide a basis
for approval as an ANDA or 505(b) (2) application because of
what is already known about a previously approved product), or
2) there are published reports of studies (other than those
conducted or sponsored by the applicant) or other publicly
available data that independently would have been sufficient
to support approval of the application, without reférence to
‘the clinical investigation submitted in the application.

For the purposes of this section, studies comparing two
products with the same ingredient(s) are considered to be
bicavailability studies. -
(a) In light of previously approved applications, is a
clinical investigation (either conducted by the
applicant or available from some other socurce,
including the published literature) necessary to
support approval of the application or supplement?

YES /__/ NO /_ /

If "no," state the basis for your conclusion that a
clinical trial is not necessary for approval AND GO
DIRECTLY TO SIGNATURE BLOCK ON Page 9:

(b) Did the applicant submit a list of published studies
relevant to the safety and effectiveness of this drug
product and a statement that the publicly available
data would not independently support approval of the
application? '

YES /__ / NO /__ /
(1) If the answer to 2(b) is "yes," do you personally
know of any reason to disagree with the applicant's
conclusion? If not applicable, answer NO.

YES /__/ NO/ -/

If yes, explain:

Page'S



(2) If the answer to 2(b) is "no," are you aware of
"published studies mnot conducted or sponsored by the
applicant or other publicly available data that could
independently demonstrate the safety and effectiveness
cf this drug product?

YES / __/ NO /___/

If yes, explain:

(c) If the answers to (b) (1) and (b) (2) were both "no,"
- identify the clinical investigations submitted in the
application that are essential to the approval:

Investigation #1, Study #
Investigation #2, Study #
Investigation #3, Study #

3. In addition to being essential, investigations must be "new"
to support exclusivity. The agency interprets "new clinical
investigation" to mean an investigation that 1) has not been
relied on by the agency to demonstrate the effectiveness of a
previously approved drug for any indication and 2) does not
duplicate the results of another investigation that was relied.
on by the agency to demonstrate the effectiveness of a
previously approved drug product, i.e., does not redemonstrate
scmething the agency considers to have been demonstrated in an
‘already approved application.

(g) For each investigation identified as "essential to the
approval," has the investigation been relied on by the
agency to demonstrate the effectiveness of a previously
approved drug product? (If the investigation was relied
on only to support the safety of a previously approved
drug, answer "no.") '

Investigation #1 YES / / NO / /
Investigation #2 YES / [/ NO /. /
Investigation #3 YES / / NO / /

If you have answered "yes" for one or more
investigations, identify each such investigation and the

Page 6



NDA in which each was relied upon:

NDA # Study #
NDA # Study #
NDR # ‘ Study #

Fer each investigation identified as "essential to the
approval," does the investigation duplicate the results
of another investigation that was relied on by the agency
to support the effectiveness of a previously approved
drug product?

Investigation #1 YES / / NO / /
Investigation #2 YES / / NO / /
Investigation #3 ' YES / _ / NO /__ _/

If you have answered "yes" for one or more
investigations, identify the NDA in which a similar
investigation was relied on:

NDA # Study #
' NDA # Study #
NDA # ‘ , Study #

If the answers to 3(a) and 3(b) are no, identify each
"new" investigaticn in the application or supplement that
is essential to the approval (i.e., the investigations
listed in #2({(c), less any that are not "new"):

Investigation # , Study #
Investigation # , Study #
Investigation # , Study #

. To be eligible for exclusivity, a new investigation that is

essential to approval must also have been conducted or
sponsored by the applicant. 2An investigation was "conducted
or sponsored by" the applicant if, before or during the
conduct of the 1nvestlgatlon, 1) the applicant was the Sponsor
of the IND named in the form FDA 1571 filed with the Agency,
or 2) ‘the appllcant (or its predecessor in interest) provided
substantial support for the study. Ordinarily, substantial

Page 7



support will mean providing 50 percent or more of the cost of
the study.
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(a) For each investigation identified in response to
guestion 3(c): if the investigation was carried out
under an IND, was the applicant identified on the FDA
1571 as the sponsor?

Investigation #1

IND # YES [/ /

NO / / Explain:

Investigation #2

IND # YES / / NO / / Explain:

(b) For each investigation not carried out under an IND or
for which the applicant was not identified as the
sponsor, did the applicant certify that it or the
applicant's predecessor in interest provided
substantial support for the study?

Investigation #1.

YES [/ / Explain NO / / Explain

Investigation #2

YES / '/'EXplain NO / / Explain

e b bem b Hem dem bem b
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If

Notwithstanding an answer of "yes" to (a) or (b), are
there other reasons to believe that the applicant
should not be credited with having "conducted or
sponsored" the study? (Purchased studies may not be
used as the basis for exclusivity. However, if all
rights to the drug are purchased (not just studies on
the drug), the applicant may be considered to have -
sponsored or conducted the studies sponsored or
conducted by its predecessor in interest.)

YES /__/ NO /__ /

ves, explain:

ey =

"Holly Wiel

ded electronic signature page)

and, RN, MPH

RecuWatory Project Manager

D3 v151on o

f Metabolic and Endocrine Drug Products

‘Office of Drug Evaluation II

Center for

.
{See appende

Drug Evaluation and Research

d electronic signature page)

David G. Orloff, MD

Director

Division of Metabolic and Endocrine Drug Products, HFD-510
Office of Drug Evaluation II

Center for
VCC:

Drug Evaluation and Research
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Archival NDa
HFD-510/Division File DMEDP
EFD-510/RPM:hrw
HFD-6106/Mary Ann Holovac
HFD-104/PEDS/T.Crescenzi

Form OGD-011347 .
Revised 8/7/95; edited B8/8/95; revised 6/25/98, edited 3/6/00

Page 11



This is a representation of an electronic record that was signed e!ectrohically and
this page is the manifestation of the electronic signature.

---------------------------------------------

Mary Parks o
1/320/04 02:38:42°PM
for Dr. Orloff



PEDIATRIC PAGE

(Complete for all filed original applications and efficacy supplements)

NDA/BLA#: 21-646 Supplement Type (e.g. SE5): _ NA Supplement Number:
Stamp Date: April 1, 2003 Action Date:___ January 29, 2003
HEFD__510 Trade and generic names/dosage form: INFUVITE® Pediatric (multiple vitamins for infusion)

Pharmacy Bulk Package — a 2 vial set: Vial 1 with 40 mL fill in 50 mL and Vial 2 with 10 mL

Applicant: Sabex 2002, Inc. Therapeutic Class:

Indication(s) previously approved:
Each approved indication must have pediatric studies: Completed, Deferred, and/or Waived.
Number of indications for this application(s):

Indication #1: This is a pediatric formulation of multivitamins for infusion Pharmacy Bulk Package

Is there a full waiver for this indication (check one)?
0] Yes: Please proceed to Section A.
X No: Please check all that apply: Partial Waiver Deferred __X Completed

NOTE: More than one may apply
Please proceed to Section B, Section C, and/or Section D and complete as necessary.

Section A: Fully Waived Studies

Réason(s) for full waiver:

Products in this class for this indication have been studied/labeled for pediatric population
Disease/condition does not exist in children

Too few children with disease to study

There are safety concerns

Other:_

OOOCO

If studies are fully waived, then pediatric information is complete for this indication. If there is another indication, please see
Attachment A. Otherwise, this Pediatric Page is complete and should be entered into DFS.

|Section B: Partially Waived Studies

Age/weight range being partially waived:

Min kg mo. yr.___ Tanner Stage_
Max kg _ mo. yr._ Tanner Stage

Reason(s) for partial waiver:

Products in this class for this indication have been studied/labeled for pediatric population
Disease/condition does not exist in children

Too few children with disease to study

There are safety concerns

Adult studies ready for approval

Formulation needed

COoooO0




NDA 21-646
Page 2

O Other:

If studies are deferred, proceed to Section C. If studies are completed, proceed to Section D. Otherwisé, this Pediatric Page is
complete and should be entered into DFS. '

Section C: Deferred Studies

Age/weight range being deferred:

"~ Min kg mo. yr. Tanner Stage
Max_. kg mo. yr. . Tanner Stage

Reason(s) for deferral:

U Products in this class for this indication have been studied/labeled for pediatric population
U Disease/condition does not exist in children

U Too few children with disease to study

Ll There are safety concerns

U Adult studies ready for approval

O Formulation needed
Other:

* Date studies are due (nm/dd/yy):

If studies are completed, proceed to Section D. Otherwise, this Pediatric Page is complete and should be entered into DFS.

Section D: Completed Studies

Age/weight range of completed studies:

Min kg " mo. yr. Tanner Stage
Max kg mo. yr. Tanner Stage
Comments:

If there are additional indications, please proceed to Attachment A. Otherwise, this Pediatric Page is complete and should be entered
‘into DFS. )

This page was completed by:

{See appended electronic signature page}

Regulatory Project Manager

cc: NDA
HFD-960/ Grace Carmouze
(revised 12-22-03)

FOR QUESTIONS ON COMPLETING THIS FORM CONTACT THE DIVISION OF PEDIATRIC DRUG
DEVELOPMENT, HFD-960, 301-594-7337.




NDA 21-646
Page 3

_ Attachment A »
(This attachment is to be completed for those applications with multiple indications only.)

Indication #2:

Is there a full waiver for this indication (check one)?
U Yes: Please proceed to Section A.
U No: Please check all that apply: Partial Waiver Deferred Completed

NOTE: More than one may apply
Please proceed to Section B, Section C, and/or Section D and complete as necessary.

Section A: Fully Waived Studies

Reason(s) for full waiver:

Products in this class for this indication have been studied/Iabeled for pediatric population
Disease/condition does not exist in children '

Too few children with disease to study

There are safety concerns

Other:

00000

If studies are fully waived, then pediatric information is complete for this indication. If there is another indication, please see
Attachment A. Otherwise, this Pediatric Page is complete and should be entered into DFS.

Section B: Partially Waived Studies

Age/weight range being partially waived:

Min kg mo. - yr Tanner Stage
Max kg mo. yr. Tanner Stage.

Reason(s) for partial waiver:

Products in this class for this indication have been studied/labeled for pediatric population
Disease/condition does not exist in children B '

Too few children with disease to study

There are safety concerns !

Adult studies ready for approval

Formulation needed

Other:

O0000000

If studies are deferred, proceed to Section C. If studies are completed, proceed to Section D. Otherwise, this Pediatric Page is
complete and should be entered into DFS.




NDA 21-646
Page 4

Section C: Deferred Studies

Age/weight range being deferred:

- Min ‘ kg mo. yr. Tanner Stage

Max kg mo. yr. Tanner Stage

Reason(s) for deferral:

Products in this class for this indication have been studied/labeled for pediatric population‘
Disease/condition does not exist in children

Too few children with disease to study

There are safety concerns

Adult studies ready for approval

Formulation needed

Other:

000000

Date studies are due (mm/dd/yy):

If studies are completed, proceed to Section D. Otherwise, this Pediatric Page Is complete and should be entered into DFS.

Section D: Completed Studies

Age/weight range of completed studies:

Min kg mo. yr. Tanner Stage
Max kg i mo. . yr. Tanner Stage
Comments:.

If there are additional indications, please.copy the fields above and complete pediatric information as directed. If there are no
other indications, this Pediatric Page is complete and should be entered into DFS.

This page was. completed by:

{See appended electronic signature page}

Regulatory Project Manager

cc: NDA
HFD-960/ Grace Carmouze
(revised 10-14-03)

FOR QUESTIONS ON COMPLETING THIS FORM CONTACT THE DIVISION OF PEDIATRIC DRUG
DEVELOPMENT, HFD-960, 301-594-7337. . '




This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Holly Wieland
1/30/04 08:48:49 AM
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DEBARMENT CERTIFICATION
{INFUVITE PEDIATRIC PHARMACY BULK PACKAGE)

Sabex 2002 Inc. hcreby certifies that it has not and will not use in any
capamty the services of any person debarred under Section 306 (a) or (b)
of the Federal Food, Drug and Cosmetic Act; in connection with this
application. In addition, Sabex 2002 Inc. states that neither Sabex 2002
Inc. nor any individuals, partnerships, corporations, or associations
responsible for the development or subrrussmn of this application have
been convicted as descnbed in Section 306 (a) and (b) of the Federal Food,
Drug and Cosmetic Act. '

JAARLLT Lo /ﬂ/— J3

Ier)
Mch, Presiden - Date
SA‘B—Pharma Inc, : _

mﬁ Ej-" ?0‘?-;;9,-?1

Louxse Fortin, Biochemist . Date
/fﬂanager, Regulatory Affairs .

SABEX 2002 INC )
" 145 Jules-Léger : Tel ": 450-641-4903

Bouchenville, QC, Canada Fax : 514-596-1460
e d4B 7K : — -




Division of Metabolic and Endocrine Diseases Drug Products

REGULATORY PROJECT MANAGER REVIEW

Application Number: NDA 21-646

Name of Drug: INFUVITE® Pediatric (multiple vitamins for infusion)
Pharmacy Bulk Package

Appiicant: . Sabex 2002, Inc.

Material Reviewed

NDA 21-646 Labeling Amendment: January 12, 2004
NDA 21-646 Labeling Amendment: December 11, 2003
NDA 21-559 Approved: May 22, 2003
NDA 21-646 Submission: March 31, 2003
NDA 21-265 Approved:  February 12, 2003

Backeground and Summary

. Thisapplication adds a Pharmacy Bulk Package (PBP) INFUVITE® Pediatric, to an already
approved single-dose presentation of INFUVITE® Pediatric (NDA 21-265). As required in the
draft guidance for industry, Submitting Separate Marketing Applications and Clinical Data for
Purposes of Assessing User Fees, a new NDA was unbundled from the firm’s submission of a
supplement that requested the addition to NDA 21-265 (INFUVITE Pediatric) of the pharmacy
bulk package presentation to the single-dose two-vial presentation. INFUVITE Pediatric is a
~ sterile product indicated as a daily maintenance dose, multivitamin product for total parenteral
. nutrition (TPN) for children less than 11 years old. This product was reformulated to meet the

- requirements published in Federal Register 65: 21200-21201 (April 20, 2000); it contains 13
vitamins, including vitamin K. INFUVITE Pediatric PBP is supplied as a carton of two vials:
vial I contains 40 mL fill in 50 mL and vial 2 contains 10 mL. The contents of vial 2 should be
transferred to vial 1 to provide 10 single doses. Four (4) mL of vial 1 and 1 mL of vial 2 must be
added to not less than 100 mL infusion fluid. '

A requirement to list aluminum content and specified warning information in the labeling of
large and small volume parenteral (LVP and SVP, respectively) drug products was published in
Federal Register 65: 4103-4111 (January 26, 2000). The implementing regulation is found at 21
CFR 201.323. Implementation of this labeling requirement has been postponed twice from the
original effective date of January 26, 2001, until the current effective date of January 26, 2004.




Review

The materials reviewed include a draft inner label, a draft carton label, and a draft package
insert. -

Draft Inner Label

The reviewer compared the draft inner label content submitted on March 31, 2003 to NDA 21-
265 INFUVITE Pediatric approved labeling dated February 12, 2003, to N 21-559 INFUVITE
Adul Pharmacy Bulk Package approved labeling dated May 22, 2003, and to NDA 21-646
INFUVITE Pediarric PBP revised labeling dated January 12, 2004. Five changes on vials I and
2 were noted. - - '

These are acceptable changes.

Draft Package Insert ‘

The reviewer compared the draft package insert and the revised package insert to NDA 21-265
(approved February 12, 2003) and NDA 21-559 (approved May 22, 2003). The following
changes were noted. '

These are acceptable changes.



Draft Carton Label

This 1s acceptable as submitted on January 12, 2004.
" Conclusions

Labeling 1s acceptable as submitted in the January 12, 2004 submission.

Holly Wieland, RN, MPH

Regulatory Project Manager

Division of Metabolic and Endocrine Drug Products
Office of Drug Evaluation 11

Center for Drug Evaluation and Research

NAME OF CHIEF PROJECT MANAGER
Chief, Project Management Staff
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Food and Drug Administration

Rockville, MD 20857

' NDA 21-646 : - : INFORMATION REQUEST LETTER

‘Sabex 2002 Inc.

Attention: George Zorich

Agent for Sabex 2002 Inc.

c/o Roundtable Healthcare Partners

272 East Deerpath, Suite 350 . -
Lake Forest, IL 21-64660045 '

Dear Mr. Zorich:

Please refer to your April 1, 2003 new drug application (NDA) submitted under section 505(b) of
the Federal Food, Drug, and Cosmetic Act for Infuvite Pediatric Pharmacy Bulk Package (PBP)

(multiple vitamins for infusion).

We are reviewing the Chemistry, Manufacturing and Controls section of your submission and
have the following information requests. We request a prompt written response in order to
continue our evaluation of your NDA.

I. Please provide the revised stability specifications that include a tightened acceptance
criterion for aluminum ; in order to correspond 1o the revised label change.

t

Pizase provide updated stability data for all three exhibit lots (Lot 1 160302, Vial 1 only
included release data).

3. Revise the immediate container and outer carton label to state the following, “Once
closure system has been compromised, withdrawal of contents should be completed

within 4 hours.”

. Ifyou have any questions, call Holly Wieland, Regulatory Project Manager, at 301-827-6410.

Sincerely,
ISee appended electronic signarure page}

David G. Orloff, MD

Director
Division of Metabolic and Endocrine Drug Products, HFD-510

Office of Drug Evaluation II
Center for Drug Evaluation and Research
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Food and Drug Administration

Rockville, MD 20857

NDA 21-646 . DISCIPLINE REVIEW LETTER

Sabex 2002 Inc.

Arttention: George Zorich

c/o Roundtable Healthcare Partners, Agent for Sabex 2002 Inc.
272 East Deerpath, Suite 350

- Lake Forest, IL. 60045

Dear Mr. Zorich:

Please refer to your March 31, 2003, new drug application (NDA) submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Infuvite Pediatric (vitamins for infusion)
Pharmacy Bulk Package. We also acknowledge receipt of your May 13, 2003, submission.

Our review of the Microbiology section of your submission is complete, and we have identified
the following deficiencies: :

1. The media fill data submitted for. - are more than four years old.
Submit more recent data to this application.

We are providing these comments to you before we complete our review of the entire application
to give you preliminary notice of issues that we have identified. In conformance with the

. prescription drug user fee reauthorization agreements, these comments do not reflect a final

decision on the information reviewed and should not be construed to do so. These comments are
preliminary and subject to change as we finalize our review of your application. In addition, we
may identify other information that must be provided before we can approve this application. If
you respond to these issues during this review cycle, depending on the timing of your response,
and in conformance with the user fee reauthorization agreements, we may not be able to consider
your response before we take an action on your application during this review cycle.

If you have any questions, call me at (301) 827-6429.
Sincerely,
{See appended electronic signature page}
Enid Galliers
Chief, Project Management Staff
Division of Metabolic and Endocrine Drug Products

Office of Drug Evaluation II
Center for Drug Evaluation and Research



This is a representation of an electronic record that was signed electronically and
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Food and Drug Administration

Rockville, MD 20857
FILING REVIEW LETTER

Sabex 2002 Inc.

Atention: George S. Zorich

c¢;0 Roundtable Healthcare Partners, U.S. Agent for Sabex 2002 Inc.
272 E. Deerpath, Suite 350

Lake Forest, IL 60045

Dear Mr. Zorich:

Please refer to your March 31, 2003, new drug application (NDA) submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act for Infuvite Pediatric (multiple vitamins for
infusion) . ___ : (pharmacy bulk package).

We also refer to your submission dated May 13, 2003.

We have completed our filing review and have determined that your application is sufficiently
complete to permit a substantive review. Therefore, this application will be filed under section
505(_‘0) of the Act on May 31, 2003, in accordance with 21 CFR 314.101(a).

At this time, we have not identified any potential filing review issues. Our filing review is only
a preliminary evaluation of the application and is not indicative of deficiencies that may be

identified during our review.

However, we request that you provide the required certifications and forms described below.

1. Form FDA 356h siened bv the applicant AND by the U.S. agent.

2. A Debarment Statement signed by the applicant AND by the U.S. agent.

3. A patent certification signed by the applicant.

As discussed in several conversations between Leonor Ferreira and me, the name of this product
cannot use the term “———__ because it implies the presence of preservatives. :



NDA 21-646
Page 2

f vou have any questions, call me at (301) 827-6429.
. Sincerely,
{See appended electronic signatire page}

Enid Galliers

Chief, Project Management Staff

Division of Metabolic and Endocrine Drug Products
(HFD-510)

Office of Drug Evaluation II

Center for Drug Evaluation-and Research



This is a representation of an electronic record that was signed electronically and
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Food and Drug Administration

Rockville, MD 20857

NDA 21-559 INFORMATION REQUEST LETTER

NDA 21-646

Sabex 2002 Inc.
Attention: George Zorich

- Agent for Sabex 2002 Inc.

¢/o Roundtable Healthcare Partners
272 East Deerpath, Suite 350 -
Lake Forest, IL 60045

Dear Mr Zorch:

Please refer to your August 14, 2002, new drug application (NDA 21-559) and your March 31,
2003, new drug application (NDA 21-646) submitted under section 505(b) of the Federal Food,
Drug, and Cosmetic Act for the following drug products:

NDA 21-559 Infuvite Adult (multiple vitamins for infusion) Pharmacy Bulk Package
NDA 21-646 Infuvite Pediatric (multiple vitamins for infusion) Pharmacy Bulk Package.

We also refer to your submissions dated October 29 and November 15, 2002, and March 10, and
April 6 and 29, 2003 for NDA 21-559.

‘W are reviewing the chemistry, manufacturing, and controls section of your submissions and

- have the following comments and information requests. We request a prompt written response

in order to continue our evaluation of your NDAs.

Recently, it has been reported that certain forms of natural-source vitamin E, namely d-alpha-
tocopheryl, d-alpha-tocopheryl acetate (Vitamin E acetate), and d-alpha-tocopheryl succinate,
may contain high contamination levels of polycyclic aromatic hydrocarbons (PAH). Among
these PAH compounds, benzo(a)pyrene is considered to be mutagenic and carcinogenic in
animals. To reduce the potentxal adverse effects of benzo(a)pyrene contamination, the Agency is
1mp1ement1ng a new policy requiring every lot of vitamin E used in the formulation of any
approved product to be tested for benzo(a)pyrene content, with an acceptance criterion of

NMT 1 ppb. Since vitamin E acetate is one of ingredients used in your pending applications,
Infuvite 4dult Pharmacy Bulk Package and Infuvite Pediatric Pharmacy Bulk Package, the

Agency is requesting that batches of vitamin E acetate used in the manufacture of your products

- comply with such a limit. This testing may be performed by the bulk vitamin supplier(s), as long

as the results are included on the Certificate of Analysis for every batch of vitamin E acetate

- received. Alternatively, the test should be included as part of your acceptance testing protocol if

it 1s not performed by the suppliers(s). Please revise your current acceptance specification to
reflect such a change (i.e., the addition of a test for benzo(a)pyrene content with an acceptance



NDA 21-559 and NDA 21-646
Page 2

criterion of NMT 1 ppb) and submit the revised acceptance specification for Vitamin E acetate 10
the Agency in an amendment to your pending applications. Alternatively, you may submit - in
an amendment to your pending applications - a commitment to submit a “Changes Being
Effected” (CBE-0) supplement within 6 months after approval of each NDA.

If you have any questions, call Enid Galliers, Chief, Project Management Staff, at (301) 827-
6429.

Sincerely,
{See appended electronic signature page}

Mamta Gautam-Basak, Ph.D.
Chemistry Team Leader I for the
Division of Metabolic and Endocrine Drug
Products, HFD-510
DNDC II, Office of New Drug Chemistry
Center for Drug Evaluation and Research
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NDA 21-646

Roundtable Healthcare Partners

US Authorized Agent for Sabex 2002 Inc.
Attn: George S. Zorich _

1272 East Deerpath, Suite 350

Lake Forest, IL 60045

Dear Mr. Zorich:

We have received your new drug application (NDA) submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act for the following:

Name of Drug Product: Infuvite Pediatric
(multiple vitamins for infusion) pharmacy bulk package
Review Priority Classification: Standard (S) |
Date of Application: March 31, 2003
) | Date of Receipt: April 1, 2003

Our Reference Number: NDA 21-646

~ Unless we notify you within 60 days of the receipt date that the application is not sufficiently
complete to permit a substantive review, we will file the application on May 31, 2003 in
accordance with 21 CFR 314.101(a). If the application is filed, the user fee goal date will be
February 1, 2004. '

Please cite the NDA number listed above at the top of the first page of aﬁy communications
~ concerning this application. Address all communications concerning this NDA as-follows:

U.S. Postal Service/Courier/Overnight Mail:
Food and Drug Administration
Center for Drug Evaluation and Research
Division of Metabolic & Endocrine Drug Products, HFD-510
Attention: Fishers Document Room, 8B45
5600 Fishers Lane ,
. Rockville, Maryland 20857




NDA 21-646
Page 2

If you have any questions, call me at (301) 827-6429.

Sincerely,
{See appended electronic signature page}

‘Enid Galliers

Chief, Project Management Staff

Division of Metabolic & Endocrine Drug Products
Office of Drug Evaluation II

Center for Drug Evaluation and Research



This is a representation of an electronic record that was signed electronically and
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Enid Galliers
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NDA/EFFICACY SUPPLEMENT ACTION PACKAGE CHECKLIST

Application Information

Efficacy Supplement Tvpe SE-

Supplement Number

NDA 21-646

Drug:Infuvite Pediarric Pharmacy Bulk Package

Applicant: Sabex 2002, Inc.

RPM: Hollv Wieland

HFD- 510

Phone £ 301-827-6410

Applicatton Type: () 505(b)(1) (x) 505(b)(2)

Reference Listed Drug (NDA #, Drug name): N 21-265 Infuvite
Pediatric; N 21-559 Infuvite Adult PBP; N 21-163 Infuvite Adult

<. Application Classifications:

Review priority

| (x) Standard () Priority

e Chem class (NDAs only) 5
e Other (e.g., orphan, OTC) NA
% User Fee Goal Dates . February 01, 2004
< Special programs (indicate all that apply) (x) None
Subpart H
()21 CFR 314.510 (accelerated
approval)

()21 CFR 314.520
(restricted distribution)
() Fast Track
() Rolling Review
() CMA Pilot 1
() CMA Pilot 2

v User Fee injonnation

T e

User Fee

() Paid

User Fee waiver

() Small business

() Public health

() Barrier-to-Innovation
() Other

Uiser Fee exception

() Orphan designation
( x) No-fee 505(b)(2)

] : () Other
*»  Application Integrity Policy (AIP)
. Applricanl is on the AIP ()Yes (x)No
»  This application is on the AIP () Yes (x)No

Exception for review (Center Director’s memo)

OC clearance for approval

¢ Debarment centification: verified that qualifying language (e.g., willingly, knowingly) was

. hotused in centification & certifications from foreign applicants are cosigned by US agent.

(x ) Verified

< 'Patent

Information: Verifv that form FDA-3542a was submitted.

( x) Verified -

Patent certification [505(b)(2) applications): Verify type of certifications

21 CFR 314.50()(1){(iXA)

submited. O On QU OIv
21 CFR 314.50(1)(1)
: . ‘ Qa1 Q) Gii)
¢ For paragraph I'V certification, verify that the applicant notified the patent () Verified

holder(s) of their certification that the patent(s) is invalid, unenforceable, or will
not be infringed (certification of notification and documentation of receipt of

notice).

Version: 925/03




NDA 21-646
Page 2

_—
o

Exclusivity (approvals only)

e  Exclusivity summary

January 22, 2004

s lsthere an existing orphan drug exclusivity protection for the active moiety for
the proposed indication(s)? Refer to 2] CFR 316.3(b)(13) for the definition of
sameness for an orphan-drug (i.e., active moieryj. This definition is NOT the
same as that used for NDA chemical classification!

() Yes, Application #
{x) No

Administrative Reviews (Project Manager, ADRA) (indicate date of each review)

May 25, 2003

General Information

Actions

e Proposed action

(x)AP ()TA ()AE ()NA

e Previous actions (specify type and date for each action taken)

NA

¢  Status of advertising (approvals only)

() Materials requested in AP letter

Public communications

() Reviewed for Subpart H

. Préss Office notified of action (approval only)

() Yes (x) Not applicable

e Indicate what types (if any) of information dissemination are anticipated

(x ) None

() Press Release

() Talk Paper

( ) Dear Health Care Professional
Letter

Labeling (package insert, péliem package insert (if applicable), MedGuide (if applicable))

¢ Division’s proposed labeling (only if generated after latest applicant submission
of labeling)

None

¢ Most recent applicant-proposed labeling

None

¢ Original applicant-proposed labeling

March 31, 2003

e Labeling reviews (including DDMAC, DMETS, DSRCS) and minutes of
labzling meetings (indicate dates of reviews and meetings) :

January 23, 2004 RPM review
January 22, 2004 Chemist review
May 5, 2003 DMETS review
February 13, 2003 DMETS consult

e Other relevant labeling (e.g., most recent 3 in class, class labeling)

NA

Labeis {immediate container & carton labels)

commitments

* Division proposed (only if generated after latest applicant submission) None
*  Applicant proposed ' March 31, 2003, January 12, 2004
e Reviews January 23, 2004
< Post-marketing commitments '
*  Agency request for post-marketing commitments NA
¢ Documentation of discussions and/or agreements relating to post-marketing NA

Outgoing correspondence (i.e., letters, E-mails, faxes)

April 22, 2003 ack letter; May 14,
2003 IR letter; May 25, 2003 Filing
Review letter; June 27, 2003
Discipline Review letter; January
13, 2004 IR letter

Memoranda and Telecons

March 31, May 13, June 6, July 16,
October 29, November 26,
December 11 and 185, 2003, and
January 12, 19, and 23, 2004

o
o

Minutes of Meetings

L

Version: 9725703




NDA 21-646

Page 3
« EOP2 meeting (indicate date) NA
+  Pre-NDA meeling (indicate date) NA
NA

*  Pre-Approval Safety Conference (indicate date; approvals only)

o QOther

Filing Meeting May 25, 2003

Advisory Commitiee Meeting

-+ Date of Meeting

NA

" & 48-hour alert

NA

Federal Register Notices, DESI documents, NAS/NRC reports (if applicable)

April 2000; January 2001

Summary Application Review

Sumimary Reviews (e.g., Office Director, Division Director, Medical- Team Leader)

(indicate dare for each review) NA
‘ Clinical Information
% Clinical review(s) (indicate date for each review) NA
< Microbiology (efficacy) review(s) (indicate date for each review) NA
<+ Safety Update review(s) (indicate date or location if incorporated in another review) NA
**  Risk Management Plan review(s) (indicate date/location if incorporated in another rev) NA
<+ Pediatric Page(separate page for each indication addressing status of all age groups) January 27, 2004
% Demographic Worksheet (NME approvals only) NA
<+ Statistical review(s) (indicate date for each review) NA
« Biopharmaceutical review(s) (indicate date for each review) NA
< Controlled Substance Staff review(s) and recommendation for scheduling (indicate date NA
foreach review)
< Clinical Inspection Review Summary (DS])
. -Clinical studies NA
. Bioequf\'alence studies NA
s CMC Information
RS 'CM_(; review(s) (indicate date for each review) January 22, 2004
2 En\';'_rd_nrnémai Assessment '
. Categorical Exclusion (indicate review date) NA
e Review & FONSI (indicate date of review) NA
e Review & En\"ironmenlal Impact Statement (indicate date of each review) NA

- Microbiclogy (validation of sterilization & product sterility) review(s) (indicate date for

each review)

.| June 10 and August 25, 2003

Facilities inspection (provide EER report)

Date completed: May 14, 2003
{x ) Acceptable -
() Withhold recommendation

Methods validation

(x ) Completed

() Requested
() Not vet requested
_ Nonclinical Pharm/Tox Information
<. Pharm/ox review(s), including referenced IND reviews (indicate date for each review) ‘NA
* Nonclinical inspection review summary NA
< NA

Statistical review(s) of carcinogenicity. studies (indicate date for each review)

Version: 972503
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< CACECAC report

Version: 92503
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Form Approves. Wit No. 0810-0297

DEPARTMENT OF HEALTH AND HUMAN SERVICES ’ Expiration Date: 04-30-01
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION USER FEE COVER SHEET

See Instructions on Reverse Side Before Completing This Form

1. APPLICANTS NAWE AND ADDRESS 3. PRODUCT NAME
SABEX 2002 Inc INFUVITE PEDIATRJC
145 Jules-Leger Street 4 DOES THIS APPLICATION REQUIRE CLINICAL DATA FOR APPROVAL?
Boucherville (QC) Canada ) ' IF YOUR RESPONSE 1S "NO" AND THIS IS FOR A SUPPLEMENT, STOF HERE
JAR 7K 8 AND SIGN THIS FORM.
{F RESPONSE IS "YES', CHECK THE APPROPRIATE RESPONSE BELOW:
[ THE REQUIRED CLINICAL DATA ARE CONTAINED IN THE APPLICATION.
[[] THE REQUIRED CLINICAL DATA ARE SUBMITTED BY
REFERENCE TO
Z TELEPHONE NUMEER (inciude Area Code) (APPLICATION NO. CONTAINING THE DATA). .
( 450 ) 641-4903
5 USER FEE I.D. NUMBER 6. LICENSE NUMBER / NDA NUMBER

IS THIS APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCLUSIONS? IF SO, CHECK THE APPLICABLE EXCLUSION.

D A LARGE VOLUME PARENTERAL DRUG PRODUCT ' [E’ A 505(b)(2) APPLICATION THAT DOES NOT REQUIRE A FEE
APPROVED UNDER SECTION 505 OF THE FEDERAL (See item 7, reverse side before checking box.)
FOOD, DRUG, AND COSMETIC ACT BEFORE 8/1/82 ’
(Self Explanatory)

D THE APPLICATION QUALIFIES FOR THE ORPHAN D THE APPLICATION IS A PEDIATRIC SUPPLEMENT THAT
EXCEPTION UNDER SECTION 736(a){1)}{E) of the Federal Food, QUALIFIES FOR THE EXCEPTION UNDER SECTION 736(a)(1)(F) of
Drug. and Cosmetic Act the Federal Food, Drug, and Cosmetic Act

(5ee item 7, reverse side before checking box.) (See item 7, reverse side before checking box.)

[] THE APPLICATION IS SUBMITTED BY A STATE OR FEDERAL
GOVERNMENT ENTITY FOR A DRUG THAT IS NOT DISTRIBUTED
COMMERCIALLY
(Self Explanatory)

FOR BIOLOGICAL PRODUCTS ONLY

{1 WHOLE BLOOD OR BLOOD COMPONENT FOR [} A CRUDE ALLERGENIC EXTRACT PRODUCT
TRANSFUSION

{7} £20 APPLICATION FOR A BIOLOGICAL PRODUCT [} AN "IN VITRO™ DIAGNOSTIC BIOLOGICAL PRODUCT
FOR FURTHER MANUFACTURING USE ONLY LICENSED UNDER SECTION 351 OF THE PHS ACT

D BOVINE BLOOD PRODUCT FOR TOPICAL
APPLICATION LICENSED BEFORE 8!1/92

& HAS AWAIVER OF AN APPLICATION F | TED FOR THIS APPLICATION?
LICAT EE BEEN GRANTED FO S - DYES DNO

(See reverse side if answered YES)

A completed form must be signed and accompany each new drug or biologic product application and each new
supplement. If payment is sent by U.S. mail or courier, please include a copy of this completed form with payment.

Public repomng burden for this collection of information is estimated to average 30 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data neéded, and completing and reviewing the collection of information.

Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

DHHS, Reports Clearance Officer . - An agency may not conduct or sponsor, and a person is not
Paperwork Reduction Project (0910-0297) required to respond to, a collection of information unless it )
Hubert H. Humphrey Building, Room §31-H displays a currently valid OMB control number.

200 Independence Avenue, S.W.
Washington, DC 20201

Piease DO NOT RETURN this form to this address.

EPRESENTATIVE TITLE DATE
~ 4D , :
f(}/é*’ Director, Regulatory Affairs 2003-03-31

3.‘-’ATURE}A/U_THORIZED COonP

FORM FDA 3397 (5/88) ~ } ' ' Creaicd by Ekaronic Ducument Services USDHHS: (W) #4334 EF




