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9, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
C ’ Food and Drug Administration
' Rockville MD 20857
l”‘:’a

NDA 20-812/8-007

Whitehall-Robins Healthcare

Attention: Sharon Heddish

Vice President, Regulatory Affairs - Worldwide SEP 7 2000
Five Giralda Farms

Madison, NJ 07940-0871

Dear Ms. Heddish:

Please refer to your supplemental new drug application dated October 26, 1999, received October
28, 1999, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Pediatric Advil (ibuprofen) Drops, 100 mg/2.5 mL.

This "Changes Being Effected” supplemental new drug application provides for revised labeling
to implement the allergy alert statements required by our September 15, 1998 letter.

We have completed the review of this supplemental new drug application 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 final printed labeling submitted on October 26, 1999.
Accordingly, the supplemental new drug application is approved effective on the date of this
letter.

We request that the labeling for this drug product be revised to comply with the requirements of
21 CFR 201.315 (sore throat warning) and 21 CFR 369.20 (general warning regarding accidental
overdose by children) within 180 days or at the next printing, whichever comes first. In addition,
please delete the period after the bulleted statement, “Do not use” on the bottle label.

We note that the labeling was not submitted in Drug Facts format consistent with the
requirements of the March 17, 1999 FEDERAL REGISTER document “Over-the-Counter
Human Drugs; Labeling Requirements; Final Rule” (64 FR 13254) (OTC labeling final rule),
which has been incorporated into the regulations at 21 CFR 201.66. We remind you that the
labeling of your product must be revised to reflect the Drug Facts format within the timeframes
specified in the OTC labeling final rule.

If a letter communicating important information about this drug product (i.e., a "Dear Health
Care Practitioner" letter) is issued to physicians and others responsible for patient care, we

Hew 9/ fo0r
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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.

If you have any questions regarding this application, please contact Thomas Parmelee, Pharm.D.,
. Regulatory Project Manager, at 301-827-2271.

Sincerely,
/I;n/da M. Kﬂ{&ﬁ% A_A\A')
Deputy Director

Division of Over-the-Counter Drug Products
Office of Drug Evaluation V
Center for Drug Evaluation and Research
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cc: }\l | Vl\go\“})b
Archival NDA 20-812 &J‘
HFD-560/Div. Files N o
HFD-560/Ganley/Katz/Cook '
HFD-560/Refhssisiie/Lumpkins/Mason/Neuner/Roberts/ Fafv-e lee
HF-2/MedWatch (with labeling)

HFD-002/0ORM (with labeling)

HFD-105/ADRA (with labeling)

HFD-40/DDMAC (with labeling)

HFI-20/Press Office (with labeling)

HFD-400/OPDRA (with labeling)

HFD-613/0GD (with labeling)

HFD-095/DDMS-IMT (with labeling)

HFD-830/DNDC Division Director

DISTRICT OFFICE

APPROVAL (AP)
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DA No: LOE L2 piq 102878

“~wiawed by:

Pcd1at1 i AdVll Drop |

IBUPROFEN ORAL SUSPENS|0N

1 Do not use if breakable ring on bottle cap is separated

A (l ra l)(’ 1‘ lat 'or ' 3 Important: Read all product informalion before using.
A SAMPLE-NOT FOR RETAIL SALE | Keep this box for important information. This product is

For chs 2- 3 ‘ Pedi’ltric intended for vse in children ages 2-3 years.

Pediatric

8 Active ingredient Purposes &
i |buprofen 100 mg per 25 mL ... _.........Fever reducer/pain reliever
e la I ‘ l Il Uses temporarily: l
« reduces fever

[ ) 10 l)s 1 « relieves minor aches and pains due to common cold, l ) rops

- =3 55 | flu, sore throat, headaches and toothaches RS
IBUPROFEN ORAL SUSPENSION _ | | [y RSN IBUPROFEN ORAL SUSPENSION
100 mg per 2.5 mL (V2 teaspoon) 1. Use this product only with chart provided 100 mg per 2.5 mL (/2 teaspoon)
{ Fever Reducer/Pain Reliever =1 2. Find right dose on c'{an below, if possiblé use weight to Fever Reducer/Pain Relicver
dose. Otherwise, use age.
IS 3. Measure dose with the dosing device provided. Do not :

Questions o Comments? { discard dosing device, Wamings (conlinued)

D r 0 S Call toll froe 1-800-88-ADVIL 4. Repeat dose every 6-8 hours, if needed Aska doclor before use if your child
f Or ask your pharmacist, doclor or

5. Do not use more than 4 times a day. «is undera doctor’s care 1or an
6. If stomach upset occurs while taking this product, give serfous condilion of is taking },,,

heaith care professional p f

IBUPROFEN ORAL SUSPENSION e ot foad oI N il prioesh

100 mg per 2.5 mL (1/2 teaspoon) « Stote o 20°-25° (66°-77°F) Shake Well Before Using the painlul avea
F 'R4— i — Pain Reli » see bottom of box for lot number Weight (Ib) Age (yr) Dose (L) « is tking any other product ol:;al
=Y =] 4 - > = : or a ter
€ver heauce l/ ain nelever and expiration date Under 24 Under 2 Consult Doctor P e reduc'g
o Inactive ingredients artficial favor, 24-35 2-3 25 mL « has stomach paii
X v : carboxymethylcellutose sodium, T One Dose'l;sfs E_Fﬁ(ms = Stop and ask a doctor if
ctric acid, edetate disodium, ’ *anal
LaStS up to 8 HOl.II‘S FDAG fied No. 40, FO&G Biue Wamings amn eg’lglg;& Irﬁémnaegcyursv Seek

Allergy alert: ibuprofen may cause a severe allergic

No 1, otycenn, microcrystalline [
reaction which may include:

5 « fever or pain lasts for more then
cellulose, polysorbate 80, puntied S

water, sodium benzoate, sorbitol * hives » asthma (wheezing) « your chiid does not get any relief
solution, sucrose, xanthan gum. * facial swelling « shock within the firs! day (24 hours) of
Long Lasting" Up 10 8 hours of I Do not use m;rgem or pain of fever gets

fever relief

Great Convenience:

Long duration mezns fewer doses
needed per day.

« if you have ever had an allergic reaction to any other pain
reliever/fever reducer

« if your child has probiems or serious side effects from
taking fever reducers/pain relievers
« if your child is dehydrated (significant fluid loss) due to

I continued vomiting, diarrhea, or lack of fluid intake

«f breakable ring on bottle cap is separated

* stomach upset gets worse or lasts
« sore throal is severe, lasts for more
than 2 days or occurs with fever,
headache, rash, nausea or vomiting
* any new symgtoms appear
Keep out of reach of chiliiren. n
case of overdose, seek professienal
assitance or contacla poisoin
control center right away,

GRAPE-FLAVORED
DROPS Whitehall Robins Healthcare
Alcohol Free Madison, NJ 07940

| Made in USA

l;/A’_FL' 0Z{

(See Side Pangl for Additional Warnings)—>
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Pediatric AdVll Drops

IBUPROFEN ORAL SUSPENSION
| . e g Lo
f(‘vu cduce Pam Relicver

N ¢ e I G ! g { |
Gra jolt Flavoi L L lmpon:rilbﬂe?d a‘ll pu:‘;lus'tlln'!ormatllon t}ehf;aro u;lng ' 5] 1 » .
For |Ages 2-3 Pedlatr ic eGPl  Pediatric

e [ ® Active ingredient Purposes | ®
Ibuprofen 100 mg per 2.5 mL .........Fever reducer/pain reliever
e la l lc Uses temporarily:

« reduces fever

Dro )S ! + relieves minor aches and pains due to common cold, | Dro PS
\BUPROFEN ORAL SUSPENSION | flu, sore throat, headaches and toothaches IBUPROFEN ORAL SUSPENSION
100 mg per 2.5 mL (1/2 leaspoon) Directions 100 mg per 2.5 mL (1/2 teaspoon)
Fever Reducer/Pain Reliever 1. Use this product only with chart provided. Fever Reducer/Rain Relicver
l 2. gznd ﬂg'hht dose on chart below. If possible, use weight to _
se. Otherwise, usz age. :
Questions or Commen's? Il 3. Measure dose with lheodosing device provided. Do not Warnings (continued)

Call toll-frez 1-800-88-ADVIL. . f : Ask a doctor before use if your child
Or ask your pharmacist. doctor or 4 %scard gosmg dewg?é h if needed «is under a doctor's care for any
ro S : health care professiona. - Repeat dose every 6-8 hours, if needed. serious condition o is taking any
Other Information 5. Do not use more than 4 times a day. other drsg
» store at 20-25°C (68-77°F) 6. It stomach upset occurs while taking this product, give

IBUPROFEN ORAL SUSPENSION »see oo of bx oo b with food or mik. el
100 mg per 2.5 mL (/2 teaspoon) Inactive ingredients arifical flavor, Shake Well Before Using «istaking ‘aguyotr'wpmamnaa;
Lt S R B (g _‘ A carborymethylcelulose sodium, Weiqht (Ib) AQG (}'f) Dose (mL) cof\mmg uprofen, or any o
> = > P . citric acid, edetate disodium, FO&C in relieverfever reducer
Fever Reducer/Pain ‘Re liever Rl 407036 Bk 1 Under 24 Under2 | Consult Doctor S shned
; : o i 58:3,‘1;::% i, 24-35 23 2.5 mL St ané ko docur it
e m benzoate, sorbitol solution, * an aliergic reaction occurs. Seel
LaStS up tO 8 HOI.II’S sucr:se. xanthan gum, One Dose Lasts 6-8 Hours medicarig help right away

Warnings

Allergy alert: ibuprofen may cause a severe allergic
reaction which may include:

Long Lasting: Up to 8 hours of fever
relief.

Great Convenlence: Long duration

« fever or pain lasts for more than
3days
« your child does not get any relief

means fewer dosas needed per day. «hives y « asthma (wheezing) wiithin the first day (24 hours) of
Whitenall- Rohbns Healthcare « facial swelling « shock treatment or pain or fever gets
e ik Do not use worse

Madein USA * slomach upset gets worse or lasts

« sore thioat is severe, lasts for more
than 2 days or occurs with fever,
headache, rash, nausea or vomiting

« any new symptoms appear

Keep oul of reach of children. In

case of overdose, seek professonal

assistance or contact a poison
control canter right away.

« if you have ever had an allergic reaction to any other pain
reliever/fever reducer

« if your child has problems or serious side effects from
taking fever reducers/pain relievers

« if your child is dehydrated (significant fluid loss) due
continved vomiting, diarrhea, or lack of fluid intake

GRAPE-FLAVORED )
Aleohol Free == : « if breakabie ring on bottle cap is separaled
1 /2_FL@Z (15.m U) ‘ silgs730117320M o (See Side Panel for Additional Warnings)—>

~m
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Labeling: gnal
NDA No: 20812 Ro'a. /0-28-?%

Reviewed by:

ediatric Advil Drops

IBUPROFEN ORAL SUSPENSION
Féver Reducer/Pain Reliever

Do not use if breakatle ring on bottle cap is separated

Fruit Flavor Important: Read all product information before using.
SAMPLE-NOT FOR RETAIL SALE Kesp this box for important information. This product is

For Ages =3 P dl‘ltrlc intended for use in children ages 2-3 years.

Active ingredient Purposes
8l |buprofen 100 mg per 2.5 mL ..... Fever reducer/pain reliever
Pe 1atr1 l
* reduces fever

« relieves minor aches and palns due to common cold, :
flu, sore throat, headaches and toothaches D ro p S
IBUPROFEN ORAL SUSPENSION Directions g l]%gPROFENZ gRALL SUSBENSION
100 mg per 2.5 mL (/2 3 1. Use this product only with chart provided. ji 190 ba.par2-ml (12 (apoe)
Fever Reducer/Paih Relievet 2. Find right dose on chart below. If possible, use weight to Fever Reducer/Pain Relicver
dose. Otherwise, use age. [
3. Meast&r% dose with the dosing device provided. Do not
; discard dosing device,
e 4. Repeat dose every 6-8 hours, if needed.
: 5. Do not use more than 4 times a day
6. If stomach upset occurs while takmg this product, give
with food or milk.

Warnings (continued)

Ask a doctor before use if your child

* i under a doctor’s care for any
serious condition or is taking any
other drug

Or ask your pharmacist, doctor or

health care professional
lBUPROFEH ORAL SUSPENSION

100 mg per 2.5 mL (/2 teaspoon) Other ’"’ﬂ'm;“gcn e Shake Well Before Using -ﬁ;ﬁms:&mumg present in
R T 0 L | J— L % :‘e?;:;:&_ o?bo,((s,g; ,z‘ n)umber Weight (Ib) Age (yr) Dose (mL) . % lla;iiw lab? on:u product Dlmt
e P b= = 2y 1rati i ¥
Fever Reduce r/ Pain Reliever and expiration date Under 24 Under 2 Consult Doctor b
Inactive iagredients arficial flavors, 24-35 2-3 2.5 mL « has stomnach paln
carboxymethyicellulose sedium, One Dose Lasts 6-8 Haurs Slop and ask a doctor I

cltric aci, edetate disodium FD&C
Red No. 40, giycerin, micrecrystal-
line cellulose, polysorbate 80,

Last o8H : « an allérgic reacti . Soek
Lasts up to 8 Hours medica e gy

« fever or pain fasts for more than

Warnings
Allergy alert: ibuprofen may cause a severe allergic
reaction which may include:

purified water, sodium benzoate, I 3 days .

sorbitol solution, sucrose, xanthan * hives * asthma (wheezing) * your child coes not get any relief

qum. + facial swelling * shock within the first day (2’4 hours) of
Do notuse Ireatment or pain or fever gets

Long Lasting: Up to 8 hours of
fever reter.
Great Convenience: Long duraton

WOrse
« stomach upset gets worse or lasts
* sore throat is severe, lests for more

« it you have ever had an allergic reaction to any other pain
reliever/fever reducer

means fewer doses needed per day. * Ityour chiid has problems or serious side effects from than 2 days or occurs with fever,
taking fever reducers/pain relievers headache, rash, nausez or vomiting
FRUIT-FLAVORED Whitehall-Robirs Healthcare « it your child is dehydrated (significant fiuid loss) due to * 20y new symptoms appear

continued vomiting, diarrhea, or lack of fluid intake

Keep out of reach of children. in
« if breakable ring on bottle cap is separated

case of overdose, seek professional
assistance or contact a poison
control center right away.

DROPS Madison, NJ 07940
Alcohol Free Made in USA

{ /4; FL 0Z (7)5 mb) | (See Side Panel for Additional Warnings)—>
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Pediatric Advill Drops
IBUPROFEN ORAL SUSPENSION
Féver, Reducer/Pain Reliéver

Do not use if breakable ring on bottle cap is separated 5

Fruit Flavor 8| Important: Read all product information before using
Forages 23— Pediatric ity  Pediatric

@ [ ® Active ingredient Purposes &
Ibuprofen 100 mg per 2 5mL.....Fever reducer/pain reliever {
e la ' IC { Uses temporarily:

« reduces faver

‘ * Dro pS « relieves minor aches and pains due to common cold. | ),r ops
IBUPROFEN ORAL SUSPENSION | flu, sore throat, headaches and toothaches |BUPROFEN ORAL SUSPENSION
| 100 mg per 2.5 mL (V2 teaspoon) Directions 100 mg per 2.6 mL (/2 teaspoon)
Fever Reducer/Pain Reliever 1. Use this product only with chart provided. Fever Reducer/Pain Reliever
2. Find righht dose on chart below. If possible, use weight to
dose. Otherwise, use age. :
BURHOT O e 3. Measure dose with the dosing device provided. Do not FERRIRE (coreiald)

Call torl-free 1-800-88-ADVIL. ! & 3
Or askyour pharmacist, doctor or discard dosing device . .‘,’: :n:::‘: 'a:::&': ::,‘eign:,::n -
r S health care professionai 4. Repeat dose every 6-8 hours, if needed. e e e
| ! Other information 5. Do not use more than 4 times a day. 10N or 15 1aong any
*store at 20-25°C (68-77°F)

i i . ther drug
6. If stomach upset occurs while taking this product, 5 : -
IBUPROFEN ORAL SUSPENSION +see bottom of bex for lot number with food or g]“k_ 0 prod give « has redness or swelling present in

¥ ) = and expiration date the painful area
oo meper 2ol (Vtesso) | A St v s v ST
Fever Reducer/Pain Relieve cric atid, edetate disodum. FOAC Weight (Ib) Age (y1) Dose (mL) Mottt
Cver hcaucer/rain helnever Red No. 40, glycerin, microcrystalliae Under 24 Under 2 TonsuitD: pain relisver/fever reducer
| cellulose, polysorbate 80, purtied naer naer nsult Doctor * has stomach pain
e i i o nﬁLe'r"wdmm bwml:h:mb%o' 24-35 2-3 25mL Stop and ask a doclor it
Lasts up to 8 Hours e T e One Dose Lasts 6-8 Hours ';:":'i';’a'f""é{:‘rm‘aaca?'sv Sezk

Long Lasting: Up to 8 hours of fever
refiof. Warnings

Allergy alert: ibuprofen may cause a severe allergic reaction
which may include:

« faver or pain ‘asts for more than
3 days
= your child doss not get any relief

Great Convanience: Lorg duration
means fewer doses needed per day.

Whitehall-Robins Healthcare « hives * asthma (wheezing) within the first day (24 hours) of
Madison, NJ 07940 « facial swelling * shock treatment or pain or fever gels
Made in USA Worse

Do not use

* stomach upset gets worse or lasts
« sore throat is severe, lasts for more
than 2 days or occurs with fever,
headache, rash, nausea or vomiting
* any new symptoms appear
Keep out of reach ol children. In
case of overdose, seesk professional
assistance or contacl a poison
control center right away.

+ if you have ever had an allergic reaction o any other pain
reliever/fever reducer

*if Xour 'child haés prog/lems orI serious side effects from
Z taking fever reducers/pain relievers
DEOMSRLAVERED S « if your child is denydrated (significant fluid loss) due to
305730117

continued vomiting, diarrhea, or lack of fluid intake
Alcohol Free : + if breakable ring on bottle cap is separated
1/2 FL.OZ (15 mL)
|

(See Side Panel for Additional Warnings)—>

¢
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- DEC 15 70
Labeling Review of NDA Supplement
NDA: 20-812/S-007 Submission Date: October 26, 1999
Received: October 28, 1999
Review Date: November 12, 1999
Applicant: Whitehall-Robins
Five Giralda Farms
Madison, NJ 07940-0871
973-660-5753 :
Applicant’'s Representative: Sharon C. Heddish
Vice President
Regulatory Affairs — Worldwide
Drug: Pediatric Advil Drops
(Ibuprofen, 100 mg/2.5mL) g
Pharmacologic
Category: Fever reducer/pain reliever
Submitted: Special Supplement - CBE - Final printed

Color labeling/diskette
Reviewer: Stephanie A. Mason

The sponsor submitted 20 copies of final printed labeling for the following
to be in compliance with the Agency's September 15, 1998 letter which

provides for the required allergy alert and two additional warnings:

1. Pediatric Advil Drops (ibuprofen) Oral Suspension Grape/Fruit flavor Va 0z
carton/label.

2. Pediatric Advil Drops (ibuprofen) Oral Suspension Grape/Fruit flavor 2 0z
carton/label.

Reviewer’'s comments: Implementation of the required allergy alert, and

two additional warnings is acceptable. For the bottle label, the sponsor
should delete the period after the bulleted statement under Do not use,
and include the sore throat warning in the labeling at the time of the next
printing or within six months.

In addition, It is noted that the submitted labeling is outdated and does
hot include: (1) the required Drug Facts format per the final rule for OTC
Labeling Requirements, (2) the amended warning regarding accidental



overdose (§ 369.20), and (3) the required sore throat warning as stated in
§ 201.315.

An Acknowledgement and Retain letter should be sent to the sponsor.
The sponsor should also be reminded of the deficiencies stated above.

S lep /m A Wasor, A’OMLLL{ L{% umidlns

Stephanie A. Mason, IDS Debbie L. Lumpkins, B.S., Microbiologist
Reviewer Team Leader 3

CC:

NDA 20-812

HFD-560/Div. File
HFD-560/K.Rothschild
HFD-560/S.Mason
HFD-560/D.LumpKkins:12/14/99
HFD-560/L.Katz nv— V& 115114
HFD-560/C.Ganley
R/D:S.Mason:11/12/99
F/T:S.Mason:12/ /99

20812s7.doc '
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ORIGINAL

Whitehall-Robins

Five Giralda Farms
Madison, NJ 07940-0871
Telephone (973) 660-5500

i\- Website address: http://healthfront.com

WHITEHALL

NDA NO.22 §/2. REF NO,_OO
ROBINS NDA SUPPL Fon—s_go.d__

“a

October 26, 1999

NDA 20-812
Pediatric Advil® Drops
(ibuprofen 100 mg/2.5 mL)

Special Supplement - Changes Being Effected
(Allergy Alert Warning)

Charles J. Ganley, M.D., Director

Division of OTC Drug Products (HFD-560)
Center for Drug Evaluation and Research
Food and Drug Administration

ATTN: Document Control Room

9201 Corporate Boulevard

Rockville, MD 20857

Dear Dr. Ganley:

Reference is made to NDA 20-812 for Pediatric Advil® Drops (ibuprofen 100 mg/2.5 mL),
sponsored by Whitehall-Robins Healthcare (““Whitehall-Robins”), a division of American
Home Products Corporation. Reference is also made to your letter of September 15,
1998, regarding revised class-labeling for potential allergic reactions (attached).

This letter directed Whitehall-Robins to update the labeling of this product to comply with
the required warning statements and submit final printed labeling (FPL) in the form of a
SPECIAL SUPPLEMENT - CHANGES BEING EFFECTED as described under 21 CFR
314.70(c). Enclosed herewith are 20 copies of the final printed labeling, ten of which are
mounted on heavy weight paper for the products covered under this NDA. The following
label components are enclosed:

Pediatric Advil® Drops Ibuprofen Oral Suspension Grape Flavor ¥4 oz Carton
Pediatric Advil® Drops Ibuprofen Oral Suspension Grape Flavor ¥4 oz Label
Pediatric Advil® Drops Ibuprofen Oral Suspension Grape Flavor %2 oz Carton
Pediatric Advil® Drops Ibuprofen Oral Suspension Grape Flavor Y2 oz Label



Whitehall-Robins Healthcare Page 2 of 2
Special Supplement - Changes Being Effected Pediatric Advil® Drops
October 26, 1999

Pediatric Advil® Drops Tbuprofen Oral Suspension Fruit Flavor % oz Carton
Pediatric Advil® Drops Ibuprofen Oral Suspension Fruit Flavor % oz Label
Pediatric Advil® Drops Ibuprofen Oral Suspension Fruit Flavor ¥ oz Carton
Pediatric Advil® Drops Ibuprofen Oral Suspension Fruit Flavor V2 oz Label

In addition an image of the labeling for the carton and label of the product is included on
diskette in PDF format.

If you have any questions or comments regarding this submission, please contact the
undersigned at (973) 660-5753 or Mary Davis at (973) 660-5825.

Sincerely,
WHITEHALL-ROBINS HEALTHCARE
Sharon C. Heddish

Vice President
Regulatory Affairs - Worldwide
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- Jga’ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

.'-D

Food and Drug Administration
NDA 20-589/NDA 20-812 Rockville MD 20857

Whitehall-Robing Healthcare
Attention: Sharon Heddish .

SES k&

Vice President, Regulatory Affairs N e
Five Giralda Farms -
Madison, New Jersey 07940-0871 6{/77‘ - Y & s

D)
Dear Ms. Heddish:

Please refer to your new drug applications for Children’s Advil (Grape) Suspenstion (ibuprofen),
100mg/5SmL (NDA 20-589), and Pediatric Advil (Fruit) Drops (ibuprofen oral suspension), 100
mg/2.5 mL.

[n an effort to improve the consistency of labeling for OTC drug products containing analgesic
active ingredients, the Agency has reevaluated class labeling issues relating to these drug
products. Included among the issues under evaluation were warnings relating to potential
allergic reactions to these products, including those in aspirin-sensitive individuals.

We have completed our evaluation and have concluded that the following warning statements are
required.

Allergy alert: ibuprofen may cause a severe allergic reaction which may include:
* hives » facial swelling + asthma (wheezing) * shock

Do not use if you have ever had an allergic reaction to any other pain
reliever/fever reducer.

Stop use and ask a doctor if an allergic reaction occurs. Seek medical help right
away.

Of note, for pediatric drug products bearing allergy waming statements under the heading of
“Aspirin Sensitive Children”; this heading will no longer be used. In addition, for products with
drug fact format labeling, the last two warning statements must be placed under their respective
subheadings as the first bulleted statement.

At this time, the Agency is requesting that the applicants of approved new drug applications for
OTC intemnal analgesic drug products update the labeling of these products to comply with the
labeling stated above. Please submit final printed labeling exactly as specified above in the form
of “SPECIAL SUPPLEMENT - CHANGES BEING EFFECTED” as described under 21 CFR
314.80(c). Please incorporate all previous revisions consistent with the most recently approved
labeling. However, please do not include any other labeling changes in this supplemental new
drug application. To facilitate review of your submission, please provide a highlighted or
marked-up copy of the labeling that shows the changes being made.
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The labeling changes must be implemented within 6 months or at the next printing, whichever comes
first.

We remind you that you must comply with the requirements set forth under 21 CFR 314.80 and 31.81
for an approved NDA.

If you have any questions concerning this request, please contact Stephanie Mason, Acting Project
Manager, at (301)-827-2275.

Sincerely yours,

b, oo

Acting Director

Division of OTC Drug Products

Office of Drug Evaluation V

Center for Drug Evaluation and Research
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{( DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
© Mg Food and Drug Administration

Rockville MD 20857
NDA 20-812/S-007

NOV 1 1099

Whitehall Robins Healthcare
5 Giralda Farm
Madison, NJ 17940

Attention: Sharon C. Heddish
Vice President Regulatory Affairs-Worldwide

Dear Ms. Heddish:

We acknowledge receipt of your supplemental application for the following:
Name of Drug: Pediatric® Adivl Drop® (ibuprofen) 100mg/2.5ml Suspension
NDA Number: 20-812

Supplement Number: S-007

Date of Supplement: October 26, 1999

Date of Receipt: October 28, 1999

Unless we find the application not acceptable for filing, this application will be filed under Section
505(b)(1) of the Act on December 27, 1999 in accordance with 21 CFR 314.101(a).

All communications concerning this NDA should be addressed as follows:

Food and Drug Administration

Division of Over-the-Counter Drug Products, HFD-560
Office of Drug Evaluation V

Center for Drug Evaluation and Research

Attention: Document Control Room

5600 Fishers Lane

Rockville, MD 20857

Sincerely,

Ty,

Maria Rossana Cook, M.B. A

Chief, Project Management Staff

Division of Over-the-Counter Drug Products, HFD-560
Office of Drug Evaluation V

Center for Drug Evaluation and Research



NDA 20-812/S-007
Page 2

cc:
Original NDA 20-812/S-007
HFD-560/Div. Files
HFD-560/CSO/K. Rothschild

SUPPLEMENT ACKNOWLEDGEMENT





