CENTER FOR DRUG EVALUATION AND RESEARCH

Trade Name:
Generic Name:
Sponsor:

Approval Date:

Approval Package for:

APPLICATION NUMBER:

20-560/S014

Fosamax Tablets
aléndronate sodium
Merck Research Laboratories

March 19, 1999



CENTER FOR DRUG EVALUATION AND
| RESEARCH

APPLICATION NUMBER:
20-560/S014

CONTENTS

Reviews / Information Included in this NDA Review.

Approval ‘Letter X

Approvable Letter

Labeling - X

Summary Review

| Officer/Employee List

Office Director Memo

Cross Discipline Team Leader Review

Medical Review(s)

Chemistry Review(s)

Environmental Assessment

Pharmacology Review(s)

Statistical Review(s)

Microbiology Review(s)

Clinical Pharmacology/Biopharmaceutics Review(s)

Risk Assessment and Risk Mitigation Rev1ew(s)

Proprietary Name Review(s)

Administrative/Correspondence Document(s) | X




CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
20-560/S014

APPROVAL LETTER




NDA 20-560/S-011, S-014

. MAR |9 1999
Merck Research Laboratories
Attention: Michelle Kloss, Ph.D.
Director, Regulatory Affairs
P.O. Box 4, BLA-20
West Point, PA 19486-0004

Dear Dr. Kloss:

Please refer to your supplémental new drug applications dated September 17, 1997, received
September 18, 1997 (S-011), and July 23, 1998, received July 24, 1998 (S-014), submitted under
section 505(b) of the Federal Food, Drug, and Cosmetic Act for Fosamax (alendronate sodiurm)

- Tablets.

We also acknowledge the receipt of your October 8, 1998, submission containing final printed
_labeling in response to our May 12, 1998 letter approving your supplemental new drug
application (S-011).

We have reviewed the labeling (7957010) for supplement-011 for the prescribing information (PI)
- that you submitted in accordance with our May 12, 1998, letter, and we find it acceptable.

We note that supplement 014 was submitted as a 'Special Supplement - Changes Being Effected"
under 21 CFR 314.70(c). Your submlss1on stated November 1, 1998 as the implementation date -
for the changes.

This supplemental new drug application (Supplement - 014) provides for revisions to the
WARNINGS and ADVERSE REACTIONS sections of the package insért and to the patient
package insert (PPI) as follows:

1. Addition of “and rarely followed by esophageal stricture™ to types of esophageal
adverse experiences in the WARNINGS section.

2. Addition of “rarely, esophageal stricture” and “Skin: rash (6ccasionally with
photosensitivity)” to the ADVERSE REACTIONS, Post-Marketing experience
section.

3. Inthe “What are the possible side effects of FOSAMAX?” section of the Patient
Package Insert, addition of a trademark footnote (page 1), an editorial revision to
the first paragraph (replacing “and” with “or”), and addition of “(occasionally
made worse by sunlight)” after rash
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" We have completed the review of this supplemental application (S-014) and have concluded that

adequate information has been presented to demonstrate that the drug product is safe and
effective for use as recommended in the submitted final printed labeling (package insert
[7957009]and patient package insert [7969405]submitted July 23, 1998). Accordingly, the
supplemental application is approved effective on the date.of this letter.

We note that the final pnnted labeling (FPL) submitted for supplement 014 dated July 23, 1998,
has been superseded by the final printed labeling (FPL) submitted October 8, 1998, for
Supplement 011 and includes the PI (7957010) labeling changes in supplement 014.

If a letter communicating irnportant information about this drug product (i.e., a “Dear Health Care
Practitioner” letter) is issued to physicians and others responsible for patient care, we request that
you submit a copy of the letter to this NDA and a copy to the following address

MEDWATCH, HF-2
FDA

- 5600 Fishers Lane
Rockville, MD 20857

We remind you that you must comply with the requirements for an approved NDA set forth under

.21 CFR 314.80 and 314.81.

Ifyou have any questions, contact Randy Hedin, R.Ph., Regulatory Management Officer, at (301)

' 827-6430

Sincerely, -

S 'omo;t 2)[,&17&1

Director

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

Center for Drug Evaluation and Research

Lt o e

Archival NDA 20-560
HFD-510/Div. Files
HFD-510/R.Hedin
HF-2/MedWatch (with labeling)(with CSO labelmg rev1ew)
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HFD-002/0ORM (with labeling)
HFD-102/ADRA (with labeling)
HFD-40/DDMAC (with labeling)
HFD-613/0GD (with labeling)
HFD-95/DDMS (with labeling)
HFD-820/DNDC Division Director
DISTRICT OFFICE

Drafted by: RH/December 3, 1998
Initialed by:

final:

filename: N20560AP.L11

APPROVAL (AP) §-014
ACK & RETAIN (ar) S-011

The Patient Package Insert (7969405) in S-014 and the Package Insert (7957010) in S-011 (10-8-98)

are the most current approved labels.
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- FOSAMAX® (Alendronate Sodium Tablets)

.

7969405

Patient Information about
FOSAMAX® (FOSS-ah-max) for Osteoporosis
Generic name: alendronate sodium {(a-LEN-dro-nate)

Please read this information before you start
taking FOSAMAX¥*. Also; read the leaflet
each time you renew your prescription, just
in case anything has changed. Remember,
this leaflet does not take the place of careful

discussions with your doctor. You and your -

doctor should discuss FOSAMAX when you
start taking your medication and atregular
checkups. . o

~ Howshould | take FOSAMAX?

These are the important things you mu‘st-.do
~ to help make sure you will benefit from
FOSAMAX: ~ A : '

1. - After getting up for the ‘d;.:y;l swallow

~ your FOSAMAX tablet with a full glass

(6-8 02) of plain water only.
Not mineral water :
-Not coffee or tea ,
, Not juice o . '
2. After swallowing your FOSAMAX tablet
do not lie down - stay fully upright
{sitting of standing) for at least 30 v
. minutes and until after your first food of

the day. Do not chew or stick on atablet -

of FOSAMAX. This will help the
FOSAMAX tablet reach your stomach
-quickly and help avoid irritation of your
esophagus. (the tube that connects your

- mouth with your stomach). .

- 3. " After swallowing your FOSAMAX
. tablet, wait at least 30 minutes hefore
taking your first food, beverage, or -
other medication: of the- 1C
. antacids, calcium suppléments
t

>a clum suppleme:
“vitamins. FOSAMAX is effec
- taken when yourstomach:is empty.
4. Do not take FOSAMAX at bedtime or
before getting up for the d '

ive only if -
What other medical problem
discuss with my doctor?

You will find more information about
osteoporosis at the end of this leaflet;
How does FOSAMAX work?
FOSAMAX works by:

* Reducing the activity of the cells that

cause boneloss

* - Decreasing the fasterrate of bone loss
that occurs after menopause -

* Increasing the amount of bone in
most patients o '

These effects are seen as soon as three

months after therapy with FOSAMAX has o
begun. These effects continue aslong as you
keep taking FOSAMAX. The density of bone
is maintained or increased andtheboneis
less likely to fracture. Thus, FOSAMAX .
prevents or reverses'the progression of -
osteoporosis. - - I

Who should not take FOSAMAX?

Patients with: o

+ Certain disorders of the esophagus (the ..
tube that connects your mouth with your
stomach) IR . : _

* Inability to stand or sit upright for at least
30 minutes L o o

* Low levels of calcium in their blood

+ Severe kidney disease ' o

* Allergy to FOSAMAX

Patientswhoare: © .

** Pregnant or Nursing R :
FOSAMAX is for use by women after
menopause. If you are pregnant or .

- nursing, you should not be taking
- FOSAMAX. Talk to your doctor.

ssho,uld l  '




other medication of the day, including
‘antacids, calcium supplements and
vitamins. FOSAMAX is effective only if
~ taken when your stomach is.empty-
" 4. ‘Do not take FOSAMAX at bedtime or
before getting up for the day.
5. If you have difficulty or pain upon
swallowing, chest pain, or new or
" worsening heartburn, stop taking
'FOSAMAX and call your doctor.

S e g et B

6. -TakéFOSAMAX once a day, every day. -
7. It is important that you continue taking -

FOSAMAX for as long as your doctor
prescribes it. FOSAMAX can treat your
. osteoporosis or help you from getting -
~ osteoporosis only if you continue to take
o it ' : : o
" 8. Ifyou miss a-dose do not take it later in
the day. Continue your usual schedule
- of1 tablet once a day the next mqrning.
- Whatis FOSAMAX? - -
' FOSAMAX is for the treatment or
prevention of osteoporosis
- (thinning of bone) in women after
menopause. It reduces the chance of .
having a hip, wrist or spin'al fracture.
“Registered trademark of MERCK & CO., Inc.

COPYRIGHT © MERCK & CO., Inc., 1995
.. All rights reserved.

'FOSAMAX? .

FUSEIIRA 1S vol
menopause. If you are pregnant or
" nursing, you should not be taking
FOSAMAX. Talk to your doctor.
What other medical problems should |
discuss with my doctor?
Talk to your doctor about any:
+ Problems with swallowing
. Stornach or digestive problems

-« 'Other medical problems you.have or

have had in the past "
What are the possible side effects of
Some patients may develop severe digestive
reactions including irritation, inflammation-
or ulceration (occasionally with bleeding) of
the esophagus (the tube that connects your -

mouth with your stomach). These reactions -

T (L Lo TR - L5 -1 0

can cause chest pain, heartburn or difficulty -

oor pain upon swallowing. This may occur

especially if patients do not drink a full glass
of water with FOSAMAX and/or if they lie
down in less than 30 minutes or before their
first food of the day. Esophagealreactions
may worsen if patients.continue to take
FOSAMAX after developing symptoms
suggesting irritation of the esophagus... .

. Like all prescription drugs, FOSAMAX may
_-cause side effects. Side effects usually have
- been mild. They generally have not caused

666 6 1 Uy
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1§ 7969405

FOSAMAX® (Alendronate Sodium_Tablets)

patients to stop taking FOSAMAX. Some
patientstreated with FOSAMAX experienced
abdominal {(stomach) pain. Thisis the most
commonly reported side effect. Less
frequently reported side effects are:
Nausea, heartburn, irritation.or pain of
the esophagus (the tube that connects
your mouth with your stomach), ‘
vomiting, difficuity swallowing; a
bloated feeling in the stomach,
constipation, diarrhea and -gas.

Rarely stomach or other peptic ulcers..
" (some severe) have occurred. '

full or

~ altered sense of taste were also experience
9 by some patients. Rarely,arash
(occasionally made worse by sunlight) has
L occurred. Allergic reactions such as hives orf
| rarely swelling of the face; lips, tongue and/.
or throatwhich may cause difficulty in .
breathing or swallowing have also been

the tablet was chewed or dissolved inthe

mquth. : ‘ _
. Anytimeyou havea medical problemyou .
think may be related to FOSAMAX, talkto
your doctor.. o L o
‘What should | know about osteoporosis?

time. First, old bone is removed (resorbed).
Thena simil’,ar,amount,of new boneis’
formed. This balanced process keeps your
skeleton healthy and strong. '

the bones. Itis common in wornen after

| 'FOSAMAX@ (Aleridronate Sodium Tablets)

L Bone, muscle or joint pain, headache, oran. .,

reported. Mouth ulcers have occurred when

Normally your bones are being rebuilt allthe

Osteoporosisis a thinning and weakening of

menopause. Menopause happens_~When'the-
.ovaries stop producing the female hormone,
e sh : ;

bone to break. Fractures most often occur at
the hip, spine, or wrist. This can lead to pain,
severe disability, or loss of mobility.
How can osteoporosis in poStm’énoansal‘ '
women be treated or prevented?
- Medication. i .
Your doctor has prescribed FOSAMAX. -
FOSAMAX acts specifically on your bones.
FOSAMAX is notahormone and does not
have the benefits and risks of estrogen
(hormane replacement therapy) elsewhere
in youribody. Either FOSAMAX or estrogen
~ may be usedto treat or prevent . -
osteoporosis. You may want to talkto your
doctor about these options. .

. Lifestylechanges. .~~~ |
" In addition to FOSAMAX, your doctor may

.recommend one or more of the following
lifestyle changes: , '

. Stop smoking. Smoking appears to

inctease the risk of osteoporosis. -

. Reduce the use of alcohol. Too much

~ alcohol appears to increase the risk of

- gsteoporosis and injuries that may

' caufse fractures. = .

. Exercise regularly. Like muscles, bones
need exercise to stay strong and.
healthy. Exercise must be safe to
préventinjuries including fractures.

. You should consult your doctor before
you begin any exercise program.

. E'ar a balanced diet. Adequate dietary

- calcium is important. Your doctor can
advise you whether you need to
change your diet of take any dietary .
supplements such as calcium or "
vitamin D

e AT A T




1 bones become weaker. Therefore,:

your bones healthy..

Alssued March 1998
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the bones. Itis common in women after .
menopause. Menopause happens when the
ovaries stop producing the female hormone,
estrogen, or are removed (which may occur,
¥ for example, at the time of-a hysterectomy).’
§ - After menopause, bone isremoved faster

“ thanit is formed, so bone loss occurs and

;  maintaining bone mass is important to keep

2 ‘Atthe start osteoporosis usually has no
symptoms, but it can resultin fractures
(broken bones). Fractures usually cause
pain. Fractures of the bones of the spine may
not bé painful, but over time they cause
height loss. Eventually the spine becomes
_.curved and the body becomes bent over.
' Fractures may happen during normal,
everyday activity, such as lifting, or from
minor.injury that would. normally not cause

||||I||||||||I||II||I|I|| _

[

' advise you whether youneedto
change your diet or take any dietary
supplements such as calcuum or
vitamin D.

This medication was prescribed for your :
particular condition. Do not use it for another

‘condition or give the driig to others. Keep

FOSAMAX and all medicines out of the reach
of childien. If you suspect that more than the
prescrlded dose of this medicine has been
taken, dﬂnk afull glass of milk and contact
your logal poison control center or
emerg:}‘-cy room immediately. Do not
induce vomiting. Do not lie down:. .

This leaflet provides a summary of :
information about FOSAMAX. if you have -

“any.questions or concerns about either
. FOSAMAX:or osteoporosis, talk to your o
doctor. In addition; talk to your pharmacist or -

other health care provider.

.~ MERCK&CO.INC.
' West Point, PA 19486, USA
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S SEVICKs,

E:’“ / DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service -

A "h | Food and Drug Administration
Y Rockville MD 20857
NDA 20-560/S-014

AUG 12 1998

Merck Research Laboratories
Sumneytown Pike P.O. Box 4
BLA-20

West Point, PA 19486

Attention: Michelle W. Kloss, Ph.D.
Director Regulatory Affairs

Dear Dr. Kloss:

We acknowledge receipt of your supplemental application for the following:

‘Name of Drug: Fosamax (Alendronate Sodium Tablets)
NDA Number: | 20-560
Supplement Number: ', S-014
. Date of Supplement: July 23, 1998
Date of Receipt: : July 24, 1998

Unless we find the application not acceptable for filing, this application will be filed under Section
505(b)(1) of the Act on September 22, 1998, in accordance with 21 CFR 314.101(a).

All communications concerning ﬂnis NDA should be addressed as follows:

Center for Drug Evaluation and Research

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

Attention: Document Control Room 14B-19

5600 Fishers Lane

Rockville, MD 20857

;7/(?////(/

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



NDA 20-560/S-014
Page 2

cc:
Original NDA 20-560/S-014
HFD-510/Div. Files
HFD-510/CSO/R. Hedin

filename: C:\DATA\WPFILES\ZQS6OACK

SUPPLEMENT ACKNOWLEDGEMENT



Michelle W. Kloss, Ph.D. ies are .A Merck & Co., Inc.

Regulatory Affairs g@,@ West Point PA 19486-0004
ﬂQl desk copies. ‘ § B ei03 2516
Tel 610 397 2905
g Hp IRIGINA [ noanoZ SO
_ 4 \ AN v s REF.

/0,1/?’75/

July 23, 1998

Solomon Sobel, M D., Director : Research Laboratories
Division of Metabohsm and Endocrlne Drug Products

HFD-510, Room 14B-04
Office of Drug Evaluation II
Center for Drug Evaluation and Research
Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Sobel:

Pursuant to Section 505(b) of the Food Drug and Cosmetic Act and in accordance with 21 CFR
314.70 (c), we submit a supplement to NDA 20-560.

As indicated on the attached Form FDA 356h, the supplemental application provides for changes
in the Labeling of the approved New Drug Application for FOSAMAX™.

This supplemental application provides for labeling revisions to the WARNINGS and
ADVERSE REACTIONS, Post-Marketing Experience sections of the Physicians Package
Circular, and also provides for revisions under “What are the possible side effects of
FOSAMAX?” in the Patient Package Insert. Specifically, the text “and rarely followed by
esophageal stricture” has been added to the WARNINGS section, and the text “rarely,
esophageal stricture” and “Skin: rash (occasionally with photosensitivity)” have been added to the
ADVERSE REACTIONS, Post-Marketing FExperience section of the Package Circular. In the
Patient Package Insert, the text “(occasionally made worse by sunlight)” has been added after
“rash”, along with an editorial revision, to the first paragraph. In addition, a trademark footnote
has been added to the Patient Package Insert for consistency with the Package Circular.

Attached for submission are the following:
: REVIEY "JS COMPLETED
o Summary of Revisions
e Printed Package Circular #7957009 (15 mounted copies) cso
o Printed Patient Package Insert #7969405 (15 mounted coples) @) NAL [ImEmo
e Annotated Package Circular (1 copy) 3 / (9 Aq
e Annotated Patient Package Insert (1 copy) SO INlTIALS ~ LS _ _"';:ATE




Solomon Sobel, M D, Director
NDA 20-560: FOSAMAX (Alendronate Sodium Tablets)
Page 2

The changes will become effective on or about November 1, 1998 and will apply to all packages
of FOSAMAX™ distributed from the company’s manufacturing facilities at West Point, PA.

In accordance with the Food and Drug Administration Modernization Act of 1997, as indicated in
the attached Form 3397, no user fee is required for this supplemental application.

As required by Section 306(k)(1) of the Generic Drug Enforcement Act [21 U.S.C. 335a (k)(1)],
we hereby certify that, in connection with this application, Merck & Co., Inc. did not and will not
use in any capacity the services of any person debarred under subsections 306 (a) or (b) of the
Act.

We consider the filing of this Supplemental New Drug Application to be a confidential matter, and
request the Food and Drug Administration not make its content, nor any future communications
in regard to it, public without first obtaining the written permission of Merck & Co., Inc.

Questioﬁs concerning this submission should be addressed to Michelle W. Kloss, Ph.D. (610/397-
2905) or, in my absence, Larry P. Bell, M.D. (610/397-2310).

Michelle W. Kloss, Ph.D.
Director
Regulatory Affairs

Attachment
. qleamal\mk217\cbe7_98.doc

Federal Express #1

Desk copy:  Mr. Randy Hedin, CSO, HFD-510, Room 14B-19
" Federal. Express #1



DEPARTMENT OF HEALTH AND HUMAN SERVICES ; Form Approved: OMB No. 09100297
PUBLIC HEALTH SERVICE | | Expiration Date: November 30, 199¢.

FOOD AND DRUG ADMINISTRATION USER FEE COVER SHEET
wmmmumumum»mn per duging the time for i 9 data o g ond
M““M“M“MNMN ) Send garchng this burd ummmdumummmm
agestions 10r rechucing this burden to: o :

mmmm snd to: - Office of Management and Sudget

M. tumphrey Buliding, Room 721-8 ’ Poperwork Reduction Project (8018-5297)
ﬂmnm,s.w. , ¢ ' . Washglon, DC 20503
Washingion, DC 20201
Ata: PRA

Please DO NOT RETURN this form to either of these addresses.

See Instructions on Reverse Before Completing This Form.

1. APPLICANT'S NAME AND ADDRESS 2. USER FEE BILLING NAME, ADDRESS, AND CONTACT

Merck Research lLaboratories Merck Research Laboratories
P.0. Box 4, BLA-20 P.0. Box 4, BLA-20
West Point, PA 19486-0004 West Point, PA 19486-0004

ATTN: Bonnie J. Goldmann, M.D.
Vice President
Regulatory Affairs

3. TELEPHONE NUMBER (include Area Code)
' (610) 397-2383

4. PRODUCT NAME
Alendronate Sodium TAblets; FOSAMAX

5 DOES THIS APPLICATION CONTAIN O.LOCAI. DATA? 0O YES NO
FYOUR IESPONSE IS "NO” AND THIS IS FOR A SUPPLEMENT, STOP HERE AND SIGN THIS FORM.
6. USER FEE 1.D. NUMBER , _ 7. UCENSE NUMBERNDA NUMBER.

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

0 A LARGE VOLUME PARENTERAL DRUG PRODUCT 0O THE APPLICATION IS SUBMITTED UNDER 505(b)(2)
APPROVED BEFORE %1/92 {(See reverse before checking box.)

O AN INSULIN PRODUCT SUSMITTED UNDER 506

FOR BIOLOGICAL PRODUCTS ONLY

(@] WHOLE iLooo ORBLOOD COMPONENT FOR 0 A CRUDE ALLERGENIC EXTRACT PRODUCT
0 BOVINE BLOOD PRODUCT FOR TOPICAL 0O AN “IN VITRO" DIAGNOSTIC 8IOLOGIC PRODUCT
APPLICATION LICENSED BEFORE 91192 LICENSED UNDER 351 OF THE PHS ACT
9. a. HAS THIS APPLICATION QUALIFIED FOR A SMALL BUSINESS EXCEPTION? O YES O NO
' o ' (See reverse if anuvend YEQ
b. HAS A WAIVER OF APPUCATION FEE BEEN GRANTED SORTMISAPPUCATION?  [] vES g w
: ' (See revense if answered YES)
s . £ ¢t . .
- .‘) mmml-m be signed and 2:company esch new drug or biologic product, original or supplement.
AGNATIRE OF AUTHORIZED COMPANY REPRESENTATIVE | TITLE
< .’ .o g

) o Vice President - : = s
' : / S Regulatory Affairs 7/2:3/7{

.‘/" ¥
FORM FDA 3397 (1293}



ST \ USER FELE DATA ENTRY/VALIDATLON FoRM

| /] > X %‘Ni. i
L A (;% %\%i—;\ TS a— — e, e
r\@?\ MIEDA # ;75’52‘3 Docmgwr ID/LETTER DATE Z’Z’ﬁ/f %Z 23, /95§
APPLICANT NAME /V/’?/M/ Sk qide ), 4735 ; '

PRODUCT NAME A La5m4 ‘C\/ Hlevclpenit™ Sooln 7/740767

CLINICAL DATA?

[Check YBS if contains study reports or literature reports of what are
explicitly or implicitly represented by the applicant to be adequate and well
controilécd-trials~ "Clinical-data do not-include data-used-to-modify—the——1
labelling to add a restriction that would improve the safe use of the drug
(e.g., to add an adverse reaction, contraindication or warning to the

G labeling).] A ] o

REF IF NO CLINICAL DATA IN SUBMISSION, INDICATE IF CLINICAL

DATA ARE CROSS REFERENCED IN ANOTEER. SUBMISSION? -

3 : 3. "YBS NDA BEING SPLIT FOR ADMINISTRATIVE CORVENIENCE (OTEER THAN
) BUNDLING)? IF YES, list ALL NDA numbers, review divisions & indicite those
which application fees abply. , .
NDA & . DIVISION '

-FEE  NO FEE .

N
N FEE NO FEE .

4. @ NO BUNDLING POLICY APPLIED CORRECTLY? NO DATA ENTRY REQUIRED

€
P39

',

FOR ELEMENT = - ‘ .
(Check YES if application is properly designated as one application or is
properly submitted as a supplement instead of an original applicaticn. <Check

Poswa

N0 if application should be split into more than one spplication or submit‘.:eé_

‘as an original instead of a supplement. IF NO, list resulting NDA numbers,

revievw divisions.]
NDA # DIVISION NDA § R DIVISION
N : N '

S. P @ PRIORTTY OR STANDARD?

SN .

COPY DISTRIBUTICN: ORIGINAL TO ARCHIVAL AFTER DATA ENTRY, ONE COPY EACH TO ,
DIVISION FILE AND CDER, ASSOCIATE DIRECTOR FOR POLICY HFD-5




