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: -/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

NDA 19-872/S-006

McNeil Consumer Healthcare
Attention: Paula J. Oliver

Senior Director, Regulatory Compliance
7050 Camp Hill Road

Fort Washington, PA 19034-2299

Dear Ms. Oliver:

Please refer to your supplemental new drug application dated June 9, 1995, received June 12, 1995,
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Tylenol
(acetaminophen) Arthritis Pain Extended Relief Geltabs, 650mg.

Please also refer to the Approvable letter that was issued for this supplemental new drug application on
September 9, 1999. We acknowledge receipt of your submissions dated November 19, 1999 and
September 7, 2000. Your submission of September 7, 2000 constituted a complete response to our
September 9, 1999 action letter.

This supplemental new drug application provides for a geltab formulation.

We have completed the review of this supplemental new drug application, as amended, 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 labeling text dated September 7, 2000. Accordingly, the
supplemental new drug application is approved effective on the date of this letter.

The final printed labeling (FPL) must be identical to the submitted draft labeling dated September 7,
2000, and must be formatted in accordance with the requirements of 21 CFR 201.66. Marketing the
product with FPL that is not identical to the approved labeling text and “Drug Facts” format may render
the product misbranded and an unapproved new drug.

Please submit 20 paper copies of the FPL as soon as it is available, in no case more than 30 days after it
is printed. Please individually mount ten of the copies on heavyweight paper or similar material.
Alternatively, you may submit the FPL electronically according to the guidance for industry titled
Providing Regulatory Submissions in Electronic Format - NDAs (January 1999). For administrative
purposes, this submission should be designated "FPL for approved supplement NDA 19-872/S-006."
Approval of this submission by FDA is not required before the labeling is used.

We request that the following revisions in the labeling for this drug product be implemented within 180
days or at the next printing, whichever comes first:

1. For the 2-count pouch, under Other Information, the temperature degree symbol should be
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added to read “H store at 20-25°C (68-77°F) B avoid excessive heat at 40°C (104 °F)”.

2. For the dispensit box for the 2-count pouches, under Inactive ingredients, the blank space at the
end of the first line (listing of ingredients) should be filled.

3. You should remove the flag statement “New!” from the label since the drug product is not new.

In addition, please submit one copy of the introductory promotional materials that you propose to use
for this product. All proposed materials should be submitted in draft or mock-up form, not final print.
For administrative purposes, this submission should be sent to the NDA and should be identified as
new correspondence to approved NDA 19-872.

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 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, please call Thomas A. Parmelee, Pharm.D., Regulatory Project Manager, at
(301) 827-2222.

Sincerely,

Linda M. Katz, M.D., M.P.H.

Deputy Director

Division of Over-the-Counter Drug Products
Office of Drug Evaluation V

Center for Drug Evaluation and Research



Linda Katz
1/11/01 02:55:22 PM
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McNeil Consumer Healthcare
Attention: Paula J. Oliver

Senior Director, Regulatory Compliance
7050 Camp Hill Road

Fort Washington, PA 19034-2299

Dear Ms. Oliver:

Please refer to your supplemental new drug application dated June 9, 1995, received June 12,
1995, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Tylenol
(acetaminophen) Extended Relief tablets, 650 mg. Your supplemental new drug application
provided for a geltab formulation.

We also acknowledge your submission dated March 8, 1999, received March 9, 1999. This
submission constituted a complete response to our January 25, 1996 action letter.

We have completed the review of this supplemental new drug application, as amended, and it is
approvable. Before this supplemental new drug application may be approved, however, it will be
necessary for you to submit draft labeling consistent with the draft prototype labeling attached.
Please note that the product name in the draft prototype label does not contain a reference to
“arthritis,” as the agency believes such reference to be misleading.

In addition, all previous revisions as reflected in the most recently approved labeling must be
included. To facilitate review of your submission, please provide a highlighted or marked-up
copy that shows the changes that are being made.

If additional information relating to the safety or effectiveness of this drug becomes available,
revision of the labeling may be required.

Within 10 days after the date of this letter, you are required to amend the supplemental new drug
application, notify us of your intent to file an amendment, or follow one of your other options
under 21 CFR 314.110. In the absence of any such action FDA may proceed to withdraw the
supplemental new drug application. Any amendment should respond to all the deficiencies
listed. We will not process a partial reply as a major amendment nor will the review clock be
reactivated until all deficiencies have been addressed.
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This product may be considered to be misbranded under the Federal Food, Drug, and Cosmetic

Act if it is marketed with this change prior to approval of this supplemental new drug
application.

If you have any questions regarding this application, please contact Kerry Rothschild, Esq.,
Regulatory Project Manager, at 301-827-2284.

Sincerely,

mm M.D., M.P.H.

Deputy Director

Division of Over-the-Counter Drug Products
Office of Drug Evaluation V

Center for Drug Evaluation and Research

Enclosure

Following this page, one page withheld in full - (b)(4) draft labeling
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CC:

Archival NDA 19-872 \ﬂ
HFD-560/Div. Files "\\a‘

HFD-S60/K Rothschild aAA
HFD-560/Ganley/Katz/Cook
HFD-560/Lumpkins/Neuner/Maso erts
HFD-550/Yaciw ‘

HFD-830/Div Dir

DISTRICT OFFICE

Drafted by: kgr/September 8, 1999
Initialed by:

final:

filename: 19872AZ.006

APPROVABLE (AE)

o
L



CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
NDA 19-872/S-006

LABELING




a_88
e e T 0 QW w
S 3 OO 0
iSip 2t S i
| SR L So,. 58 |2
| e - 22y S
Sy — R
(3 s H 8222 § ST2EE |8
_ - 3H =85::8 Q35T
K] E==S3% eBBH [}
XXXXXXX ESZEES T >
3z2% 52 (= ]
2 H 3323 L o
i S E 2
=0 b e § ki S m 888 |<
 — — e —— R .m L0 @ © © ©
= By 5 = N
g _ | <o S
Ueyj 30 104 5358 0 8.0 S0 ed W 2 :m. W” |3 e ©
wasex s Bugams Jo ssaupal | m B -— [O3
lopopese|g) SR sy o mmm . W R 3 E mu 2|5
20p0p B , 1 40100p 2 452 puE asa d mm.m = | m , ' 1 = = y
) A by B0 g | | 45 SNQE Py- | P E|lS 3|s
| eﬁ.p_.g_hssh_go oiaitulild o Luilial] L 2 “esopgovia Hdoxdoidy sle.. .. = S
m LM lipe B e Ny = S vigehioky e ‘Ops o 030 wlsg 858 |5
loeyo | . R 3 m 3 Z830@ 0¥(04 43018 0904 'wn) .S <
_ |ty 4 wse_im%?%auﬂﬁz mosm & m o s s oo v m- M E5g—E g
| E | oo Lage jouoore > >
| snoyg fiars sqeyeiz opeim|  sunpel m. 5 M.M swiaipaibu A3y 2|e Mv.mm.m > .W
f
_2§.u§§3m§_mv=mao&i 5 ] MM : o SBl2s5faas |2
_ s 3 m ~ | pue soqunu o 1y pued pua as o
| swowduks 1o sus Aue 080y jou off |~ = K | @8:93“.38;?_..@8522” [
ok § 4ok LOIDRR 10} 3 M 63 S| it | X B (:02-99) D.52- 0z 30wl
_gﬁmﬁﬁﬁﬁ.ﬂﬁgia?ﬂ 0p2np surd pue | m S | uayorq
| Moo paoguisog eewy I eawe suserafe fmodun sy < B st gieas Koyes, ywh pauuidi]
0 deyeapa 6 ‘Ssopiato 03520 m rm W 1893 Jauut Jo} 10 eI ¥oaU pal iG]
_ ___e%__ﬁzﬁmegus%ﬂ_i | S s Bs&u.ceﬁwﬁmyom_
| 351 3.0j8q feuosssajoid ugesy Ses uoge - |
#)se Supespiseeiq o ueubaid | JusipaIbUI dAIY m t:.% 4
(panuauod) spoe Brug, o twms

xR 1| B AN
E..”m |

- L vl e
L



gou-uanml 2 0 ST O

o folinner sl inpricied wh
el &um-mmm?;" X g

ASLE Lo T T T T O < Sl
AR g ﬁﬁ HOCH AT s ana e R I s & | N z3I=
s;m,‘f'_.ﬁm %ng-:?um 8 55 e e € oroTi ary \)%’g %
" ey s st 17 o pers G 'A-—m S S N/ E‘@%ﬂ
attn @Secone. ¢ Abadee Blotame m Dircens 8o ol ks nors B drced | { ReE
i twe waas ARTHRITES et somtraba o T |FEE |
ol s |y e 5 s asvde: m Ariion ol "::':“l; ey (N > i
| ¥ D AARERLE maess N =
Crris oy ), 1y ok ey ke :Extexded Relief Gelta ur:hnh!mm’l?ﬂbp o &
ORI O (TN [ e 20T Pl Rellever ey donse YN/ 5.2
S Jomogn iy ceoele2 GEE DOMISE  §Gagyg® “Gegon- okl wedar Byas o age WK 3 0K \E
e ki Somg ALK T Oer ndormeson ek e Bredveck | ;gia }
= |

llnmm-ﬂlomslpmnlm wu:sg;-.xnﬁ_:lmuwﬁn'm
Seiogaia mal > e »

IT|OWYIO |-
9‘ E g g g E g g - R r > 4 r 4 7 e Y /‘“"“‘77""4 T T L e T T G -
N | Q< :-%cn 7zl ‘ / / / " v p iz : . 5 ‘
2 §5'§ ey T E Purpose NDC 50580 505-XX m ‘Quiick medical atentions citbical‘or aduts as | TJEE R,
Sloxe ZT|m relieve Lasts up to 8 Hours welasbrduldenevemfyoudomtnonceany XBE=
glg " 5|3 o DYLENOL Zezcizez s3> svoon JeoEs
= 5|3 " Directions 1 do not take more than drected | &g
i % ; 3 lmuswlarames wiedace amestidoanss A STTMBITIS PAIN e ele 2 el every Bhous wihvalr | ég?
e A deamng HyoucHsuTe3Oe Aol oy stalon vhde- donolcush chew ordisobe . B
a8 c |8 sinks prpaTHm——————- IR R IEIEERZIX]  adonotiake more than 6 geltabs in 24 hous T =
2 = ] every day, YW WJ : JSIBCE
X Taas 24 caoataminophen o oher pan eleversTeves reduoess Pain Reliever ;dog%tb?e 'gég‘“f'em“m days uness . A =EE
zooo o |8 3 rected by a NS NS
>22ee>g S mm; :ydmmtl\:ngmgr Donotl e 6 Geltabs* “Gelatin-Coated  under 18 years of age: wask a doctor § "g’g
g == Stop use and aska docior if mnew SymporTs ool 850mg EACH fabists Other information & do not use it red neck ' falg2 o
o wwr 2 A Fﬂmdmummsm mpangeisworseor  Keep out of the reach of children. Incase of ~ wrap or foil inner seal imprinted with “Safe (= =12 =
3 ia £ g £ gt lasts formore ten 10 days If pregnant or breast- ovefdose,ge’lmedcdheborcontactaPuson Seak®” is broken & storeat2)-25°C(68- | ]S i
2| =5=:es& N lieeding askaheath 'umgaihemm ..-n_i CorﬂolQemef@lawav % 77%F) mavoidexcessve heatatd0°C (104} |~ . %
[} 3 9, a‘g .E;' ,/"' _/" /‘I ' / 7 , .= = —— / e £ : 4
= ' 0 i
5 e 200 % of size
ol Teowo
& =1
o




- ARTHRITIS PAIN |

=== FORTHETEMPORARY RELIEF OF MINOR ARTHRITIS PAIN

{7 ~ %__.__ |
/”‘ a L ¢

:

S 8552 |3 =g I | i
SE|s 3 s§E8E |t Bls | |
3 s $88 5 %-g i !
K £2ER |3 =2/ Iy |
s §§§ i I |5 HE R
< I8 235 | is58. B, cuf
se|s 2] Esains Hyodis
§§§ g 3 gw% S| §g’§g§§ |
53 ée' Q%§ aEfeu2laflzgse(sd) |
A FERTH SR FEEHS T
§35 83518t 53%‘; | RN
_Sbs— ;El-_-.., = ﬁgg.,gngmlﬁ---n ‘
j " Lasts up to 8 Hours ) f

ENOL:==-
Aﬂﬂlﬂl”5 PAIN

I
FOHTHEEWOMRYBHIEF OFNINOHARMWSPAIN i;; ' !

XXXXXXX

yms wmmm_ PamRelJever — -&mfmm

Lasts up to 8 lluurs’ - % g Facts (conbnued)

Acotaminophen Inactive ingredients
aicohol, iben, caslor of, celloss,
’ ' IEN OL Extended Roleass | 1T‘mmmum;ﬁm FOAC Bl
. ) w' '. M

K777 Extended Relief Geltabs & I
N CF WENEIL PG, NG, usn.nb.mq
[ | 24 Geltabs*~&50mg EAGH PamRehever ; wwmm | ﬂ'”mm"‘“‘” O -

-._ I = —5 -

k] s o 2

TR T 4l |
AL EREHEE RN

JEh 5§§§§%§§%§ i3 |

faice |Daeiiieap [3apai: |

é 'E'Eé mm A = = ] E‘E;% == ‘

zgg.ggé E @ §8=§§§ 1! \
85, ] q

igfii?gg_ 125 &‘%EEEL I = M

Labeling Format Information:
Fonts: Helvetica regular, bold and bold italic.

Drug Facts: 8.25pt | Leading: 6.5 pt
Header: 8 pt Bullets: 5pt
Subheader: 6 pt Barlines: 2.5 pt
Body Text: 6 pt Hairlines: 0.5 pt

Drug Facts (continued): 8 pt

Horizontal Scale: 100% Average Kerning: 0




N cgrecuent o oach G e Oons iy o Ty p ol “of chlkires G 5 =
BN e = ot EXR
"\ sz orrporasly rebers mance aches ol NOCSRT24 Ol Cile g avayCluck edeal ([ 2| SaE B |
N\ . pein doe lo; wardes B cormmon ookl L5 up Jo 8 Heurs alloion & celical o 3dds a8 wed asho " _Ja; g
Rheadiche mloothache WMucHl Xhes .o cildeen aven ¥ you do not noice amy Bgns o
‘ hbakachs 8 e 5
Ermsaded | Directions @ do aok Liise more (an droced " ow
2 waming: | you consum: 3 of mace ¢ §§§ |
| Tty WU?MN y éﬁs |
b s o mkeves Acetampcgton P8 G 150 OEY RELEF OF MOSORARTHRITIS PHBY  mdo st sse ke e ias 10 das 4 _g
iy cacess s damage, DOnok use Ml 4 o gis E o . Grecied by a doclar s
ot procict conazG 322 xtended Relief ander 18y of age ask 2 doctor ! =2
| ﬁ Sicp se and ask adockor I 8 prew Syraploms 222> Geltabs amu&n:l:-;:onwlgnu } i
Paio Reliever . vl

e 4
B e kg kst o 2o 8 T -
Lo, Nemgmlorbesstadog s A0SR | st g EACH. Gt . oo A AL —

| ¥SOX

. Actveiingradient i each Geltab] Purpose = ~Keep ot e N Gase o 57
g S g 2SO 5 NN etaminophen 650 MG..........c.c.... Pain reliever ey ditie rgacﬁof‘chﬂdﬁn.‘]n e x> | 7 g g‘z
3|2g58 2 g ) TR 1650 : overdose, get medical help or contact a Poison | SN EEm
§l=g 3 as& 2|8 ; N\ {Usestemporariy relieves minor aches and NDC 50580-505-24  Control Center right away. Quick medical AN aivi Fin
S| 2822 %|5 1N . “pains due to: marthritis ~ m the common cold Lasts up to 8 Hours attenfion is critical for adults as well as for WlggSy
5lofk § 9g3|@ ‘ — Beilgaagt?e ltooth?chel B muSCUlar aches ME ® children even if you do not notice any signsor |\ "+ Vo s 85
=22 BZ|m e § backache mWmenstrual cramps Acetamingphen  Symptoms. NSRS TZ
§ 5 :_2; § | L E Warni ] Extended Release gi[rrz:tions & do not take more than directed ) §§ @‘iZ:
@|3 g2 -Alcohol warning; If you consume 3 or more adults: m take 2 geltabs every 8 hours with water |, e
NE a = B ﬁgtr;loélrc yc(i)r:ln;c: oivlgré\ E:ya'cﬁk ar?#c; Fiihoctor R ' %allow \?(moie —do not crush, chew or dissolve; RZs
vl S 3 iether inophen or other & do not take more than 6 geftabs in 24 hours |~ 3
3l Sle ain relieversifever reducers. Acetaminophen FORTHE TEMPORARY RELIEF OF MINORARTHRITIS PAIN  w do not use for more thangio daysunless | 8§32
K| 2pparz-|3 _ cause liver damage. Do not use mwith any  gge - , directed by a doctor | \p~'q 28
e ] e Y prOGUCt CONtaINING aCEtaMiNOphEN 2232 Extended Relief under 18 years of agem ask a doctor S 8 88
bt O === (t;g! t:src; g::dessask a dt)llt;tor_ ifm newtsympti omzt 222 Geltabs Other informations do not use if red neck =1 5
o | NN\ or swelling is present m pain gets ; B wrap or foil inner seal imprinted with 5 G i
> 3 T\ N\ worse o lasts for more than 10 days Pain Reliever “Safety Seal®” is broken | RS B
5| 2883 o N I pregnent or breastfeeding, ask a heath . , u S04t 20-25°C (68 - 77°F) : EE; -
gl = =28 S DN pofessional beforeuse. > 2 Geltabs*™650mg EACH  *Gelatin-Coated Tablets m avoid excessive heatat 40°C (1047) 2| @
(1] f” o = i o= —— m— l
2| 2% "L 200% OF SIZE
=3 : '
32 OCOWh
i ST Om
N =31
o




— -

It

|
|
M)
|
|

= |8
=88 S
= 5850 2
- - ‘wm :6.~520 =
Mmmm mmm ( V O e 83 N
. iz = So.68 |5
| N i cEs8f |s
Cg WS | 3TREE |g
\ =— ‘Qut 3 S 88355 |2
=T : g =S T -@m
13 e | 2| 5
3 mu.. £ | S [ .o
, 3 rmmmm = , nnv =4 o
, f =12 885885
! DOOOXXXX ] Wmmm 7 ! - RS 2
I f Z25% £ m bl < © =i b
, ! S Mwm - mmgﬂ.,&.mummﬂj cnflv w m N
- - e . CUTE ) . o
- - e rratesiee =|E H
i === = . R E| 8 8|8
T~ mr..,_.o .W.O = uw, e G U ST GO SV RN ° m w Lio|®D
: :29253.28:8.2:.:2.&%%.5%@ nm = m Nm M W .nﬂroinii.: %ﬂ.ﬂ" €0 ¢ suofsang| AL Nm “m.ﬂ s
e s .W TR
B sapia) (oo Uosiog  epsod 3241 J0 1no das) S oo S m R ..S.Fe >o| N
.F“»S_ma.oogs.:oi__ﬁ_oﬁa 350 310, ; m ©w m , m (=] | w z WUMM.W 3 nﬂu
__Sm&aasmﬁmﬁmé_vﬁ.ﬁ.&_na«:_ﬂl , M.M W T m .M Rt mmnwso =
-,_ . ,gsegmaew.%maﬂmﬁgaﬁi; IS Arm m .Mu _ ml S IS
| e [ =& 3 Sk $
J Joyaop e yse pue 3sn IS L= 3 N[ =0 o
| wmmaremaa] S SEE S N E
| usydouwerace Buwziued prpo asn U o mHo = O B | o S ) S
: ' _ 8
[ afiewsp san) esneo few ueydouweizoy wasmuu S W .fm m I Mx ﬁ d =
| 991 vjed sauj0 10 ep Tooee spei I w B | : w R m I
roi st Jopop 1ok yse e foyoory | S =3 S K R o ¥ i jo sreak
| frow 800 § AUNSULD nof JBuyui ueyll = = R 3 > - ) w 8} 2pun
= = el HE sHT—
UiSUSW i .,3 > m L}
mnewbﬂ”uqﬁﬁn ~ E (= lom = W m = | &ao_goglﬂm._-ﬂ__ﬂ
| St S Hs3 S 2| o
oot SN 2 H =
suzege 2 o
T I 5E =L oo et
SN S i
o Joury senaiie) fureodwaf =] ...M, O So m" |
e ——— = k|
i . |
e S 8 S
sodin (et yoeo u) wappstu | e | ===




| [ lchive ingredient [ each gaa Pupose = oy AT T BB
NN oG - NOG 50505550 Keep oud ofthe reach of children.Incase o |, \ §§
RN 1 reloves minoraches and pains e kx ovesdose, ot medcal heb of oontact & Poison b
! [, Mmatiis M commoncold Wheadache Lo o dloir, Cortrol Cetesright away. Quick el aieabo, Eﬁg
- Wiocticche Amuscilaraches  Wbackeche v il ot ails as el s chken i | £
= |p mensual cRmps Ertmaded B you Gonol nolce any SISO SYTROMS. |, =3z
 {Wamings Directions m do nct take more than directed ";
[ ‘Aloohol waming: i you consume 3 of moie akohoke OITHE o rirf :ﬂ'&lm%?n:z;m\;ﬁm ‘ ;g
| 5 ks oty dy, sk out ducor wheter ou sk : 180 ot ks move than 6 getibs n 2 bouss. ng
‘ EAGa G *z+ Extended Relief, Sdndisekenostin Ddypurkessdiaed =
Acetaminophan may cause fver damage. - EESEPNN P by a ockrurck 18 e of age: sk ool §5§
ROy \Jlonotuse Rwihary ohet predc corianng Othr infomtin s o redoeck
N o of foil inner seal imprinted with “Safety
{7\ Btop use andask a doctor f . new symgtoms Pain Reliever i broken W store a420- 25°C (68

\ Wredress o seeling spresent  Wpain |Mwmawcuwf)‘

%0. ‘S[eJS [eJu0ZUOH
V/N :(panuuod) syoed Bnig

02- :Buiniey sbeseay

:10pesH

X8 Apog
.lepeayqns
:sjoe4 bnig

‘S1ong

:Buipean
"Ol[e)l Plog pue plog “Jejnbas eonsnieH :Su04

‘SauipIeH
:sauljeg

o
do
g
1dgg

dg
o
g
VN

-IuopewLIou| Jewlo4 Buleqge

N T
D0 petswoseorassiormoredian 0das %K) Geltabs™ 60mg EACH  “Geleun-Coated Tattels ﬂuistims?.c.mmsﬁ_ A

[ WActive ingredient (in each geliab) Purpose

“If pregnant or breast-feeding, a5k a healih

=5 Y NEW! .
N YAcetaminophen 850 Mg ... .....Pain reliever professional before use.

SO |Uses NDC 50580-505-50  Keep out of the reach of children. In case of
N\ e o e
=== Mtoohache Wmuscularaches B backache 0l Acetaminophen i Chfical for adults as well as for children even'f

\ : W menstrual cramps Exianded Release you do not nofios any signs o symptoms.
Warnings Amms P‘I” Directions u donot take more than dirscted
| waming; i you consume 3 or more alooholic aduts: W take 2 gekabs every 8 hours with waler
ks ey dy askyurdocorwhoteryou s FORTHETENPORARYELEF OF NORATRISPAN RS stoe 2 o ol v
® acekainoohen of ofer pen Rlavsrstesr 1 donot e ormore tan 10 days unless directed

: Fxtended Relief
22 Geltabs =

Pain Reliever

m— Tedlicers. Acetaminophen may cause liver damage.
SN \bo not use W with any ofher product containing
. hcetaminophen
L Stop useand ask a doctor if & new symptoms
o, hJocour  mredness or sweling is present M pain
O lgesworseor sisformore han10days - 50 Gieltabs ™ 650mg EACH *Gelatin-Coated Tablets

150% OF SIZE

by a doctor under 18 years of age: W ask a doctor

Other information s do not use if red neck |
wrap or foil inner seal imprinted with “Safety
Seal@” is broken W siore at20-25°C{68- |
77°F)  mavoid excessive heatat 40°C (104°F) |
Questions? Cail1-800-962:-5357_ -

@ oo fouajiy wa
ONI"Odd = 13NN

o

“31v0 dX3
VSN 081 ¥ NOLONIHSYM LHO

108LNOD
G209LYS PUE Z25028Y ON Ted ST 00, " ‘OddN;

JOOKONXKK



|

b B 59, SUERETTO | S

= e | pre——m— S
§ 5o ;"7"—_"' - {,FﬁgFacts
DDirections w do notizke more than directed ‘ [ S S \Active ingredient (in each geltab) Purpo
| adulis ® take 2 geliabs every 8 howrs with water || &5 =3 = Acelaminophen 650 mg. Famena«sjr
I lz:lmwhoh—domtcrmh chewor § e E ¥ \ c: =
 do not take more than 6 geltabs in § h] ™ v ™ Mluses i
24 hours § k m 1 ) ;I‘ . B:temporarily r¢ ieves m nor aches and pains due fo e
W do not use for more han 10 éays unless ff S0 '(? = 1 Ny = @ arthitis e
directed by 2 doclor =N S B ol o | ® the common cold | m——
1 under18 | mask a doctor = B S [ M S u headache y e
! " || # toothacha [T
o N = N 3 | ol
yo d ) [ | | 1@ muscuiar aches Qin_n
‘Other information S8 % ~ ] 3 I || @ backache =
® do not use if carton is opened or red neck wrap or m R & ' mensiruai cramps e
foilinner seal imprinted with *Safety Seal€”" is & #\ @ X & ,139. = ! a——
store 6120 -25°C (63 - 77°F) Sl = = D ERy = @ | Warnings ==
Mavoid excessive heat at 40°C (104°F) ~ =l =] i~ ™M = [|!Alcohol warning: !f you consume 3 cr more aicohol drinks | - s
® sea and panel for lot number ard expralion date w Q Bl = =Ry e i = |[flevery day, ask your doctor whether you should take PRI
: = o 3 B~ = taminophen or other pain g ieversfiever reducers e
tl,/‘:acuve ingredients JO A = Q ) S SN Py r:.:etaninophenmaywuselhlerdamige. — T
= 90032%931 = wﬁm:ﬁaﬂmdmm%)&bmn,%mm\ g o s (Y % S.; % o ——
S| &88353 |8 \Blue #2, FD&C Red #40, gelalin, hycroxyethyl celuose, | o E % il 'S § b [l withany other productcontining acstaminophen
S o |2 iy ropy e ot “) =~ ! N =3 i~}
M40 0= yip p , propylp , sodium fauryl :
g’ Peod” - Sutate, sodium propionate, sodium stafch ghycokte, S h E!‘ oy = h E ?'zwu:;mﬁda:ko:;(mou
§ 852 74 % -n tanium dioxide | L 3 @ l | @ 3' « 3 @ radness or swelling is present
Sla ! g Questions? Call1-800-862-5357 B § h g:v.:s“ ® s § g? v o s s o 10y
2 o — ® -— Iy (23] [ i
SD. s Q - . - © § | if n
@ = g % MWW::E:E;MRM i ‘ Q:h §:§ § i é %g | fbsl::eg?:: or breast-feeding, ask & health professional
3 = o |3 Uses a unique, pateted biayer gelab. The firsttayer x = ] X . Keep out of the reach of children. In case of overdosa get
x| & c |o Souche i e e i e S 8 T §§ i~ B = §§ medical halp or contect a Poison Control Canter right avay
N = sI= Layer s fme released to provice up to 8 hours of reliet 2 = = g S = e
2| o2 |3 The matirs ofTyenof® do ot mandacure store brands. = = %}% g = > Quick medical attention is critical for adults as well &s or
ocooomng | B For more information of questions, visk our websie % % g o = g children even if you @o not nofice any signs or symptoms,
ST oTT O g. i Lownwtlendoom B @ <~ S§ = SpL= it o~ | S . |
o L = e == iy Ty =l Ak |15
3 e e e o = 8 - e
R} g | [T iy ms G ar e
< TWwwWr o | 529 A g =
¢ ERcgg | o 1253 E
s\ - Q. o
a|l F52&5 3 SEEIS 3 !
o 28 %3 = | S | SRE\i, 5 1 YOOKXKHK '
) 5t T = S | 238 H
3 & 8 ggg g % z
=3 z X S |
a oo \ | g SES s |
- aksin=Rey [ Q « ;
5 2572 R - S —
: =
‘gg% g %\ H; ‘
=
| %%‘ EE § \\
g $§ E




|

U “TActive ingn ach ge nose =il = = o7 ¥7 B Keco oif of The Teachiof chilleren. In cage of overtiose, 08~ 05
Lo > q‘"@'dﬁo’"‘fmg’m’m!""m'p-“' R N o oot o ContolContrnghl 12y | ‘~:§ag‘
[N P NDO S0s80-505.10 0k medeal aerin S ol e adi s welashor (< g |
| y—=_|Uses 3 chiden even f you co not notoe any signs of symptoms. X §§
« mposariy relieves minor aches and pains due fo: Lasts up to 8 Hours Directions W do not take more than drected K X |E8
. marhits  @thecommoncold @ headache C X aduffs: @ fake 2 geltabs every 8 hours with water T
aloohacke Bmmscraches  Wbaciacho Acommingter # swallow whole - o not crush, chew or dissolve 33 -,,?
=== | nensnual cramps Extonded W do not take more than 6 geltabs in 24 hours @ donof ¢ ;514 |
N or movre than 10 days. diectedby a docor | ! 8=
useft unless z8
1éwhmmm g . S mmder';e:?'{!smdage:lakadoctor [ ;‘Fig
| K ing: 1f you consume 3 of mare formation m do not use if red neck wrap ol =LE !
SR ST RATE AP R O MMSATIRIS AN v s S S
E fake phen of other pain releversi n mstoreat 20- 25°C {68 - W avoi A
| hdmkm&qﬁmmcawelhcm oo T T excessive heat at 40°C (104°F) e g |
= |00 not se muth any olter okt cortining PORY l':"‘".,‘{’d"de’d Sk Inactive benzylaicohol, betyparaben, | ,~5§§. :
bN " 22> Geliixhbs castor o, celulose, com sach, edetate celcu dsodumy .+ 2[35 3
useand ask a doctor if W aew SyTPKmS occur . chelwf;,?&cm?n‘m&?kﬁwlﬁmm L" 4 j =
| rdness or sweling ispresent W pan gets worse Pain Reliever s e [N N4 9
“orlasts o morethan 10 dys sl sl oy araer, : K s |
prog sodum fauryl sufate, sodum progiorats, |
M pregnant or breast-leeding, ack a healfh sodwum starch gycolate, thanium dicxide K <
| & N Opmfssonalbenpuse . » A <

Geltabs™ 630mg EACH _Gelain-Costed bets Questions? Call 18009625351

%0/ :8|eds [ejuoZuoH

02z- :6uiuley abeieny

.19pesH

Jxa) Apog
:sy0e4 Bnug

N :(penupuoo) syoed4 Bnia
:Jopeayqng

v,

45
dg
dg
VN

¥

sieling

:Buipee]
‘9l[e)l plog pue plog ‘1einBal BolioAleH $1u0d

:SoullIIeH
'sauljeg

do

o

g
1d 62'9-9

:uojjewJoyu) jew.od buijege

‘ === Do not use mith any other product containing

\

\,

\\

“\mioothache W muscular aches

{ === N menstrual cramps

“TActive ingredient (n each geltab) Purpose
ANOPNEN 650 M. Pain reliever

* gemporarily refieves minor aches and pains due to:
arthritis ~ mihe commoncold @ headache
® backache

| Warnings
hol warning: if you consume 3 or more alcoholic

ke acetaminophen or other pain refieversffever
lreducers‘ Acetaminophen may cause [ver damage.

etaminophen

.. Gtop use and ask a doctor if  new symptoms ocour

B redness or swelling is present B pain gets worse

“orlasts for more than 10 days

1;If pregnant or breast-feeding, ask a health
. professional before use =

150% OF SIZE

 »_ 100Geltabs™ 650

, & ., -8 i NE 48 “Keep out of the reach of chiidren. Tn case of overdose, el
AN medical help or contact a Poison Contrd Center right away.

NDC 50580-505-10

Lasts up to 8 Hours’
TVLENOL ;-

ARTHRITIS PAIN

ks every day ask your doctor whether youshoud  FORTHE TEMPORARY RELIEF OF MINOR ARTHRITIS PAIN

Extended R elief y

Gelfabs

Pain Reliever

mgEACH “Galin st bt

Quilck medical attention is critical for adults as well as for
children even if you do ot nofice any signs or sympioms.
Directions m do not take more than directed

adults:  take 2 geltabs every 8 hours with water

1 swallow whole - do not crush, chew or dissolve

¥ do not take more than 6 geltabsin 24 hours B do not!

use for more than 10 days unless directed by a doctor
under 18 years of age: W ask a doctor
Other information a1 do not use if red neck wrap or,

foil inner seal imprinted with “Safety Seal®” is [

broken W store at 20 - 25°C (68 - 77°F)
excessive heat at 40°C (104°F)

Inactive ingredients benzyl alcohol, butyiparaben, |
castoroil cellulose, com starch, edetate calcium disodium,
FD&C Biue #1, FD&C Blue #2, FD&C Red #40, gelatin

® avoid

hydroxyethyl cellulose, hydroxypropyl methylceliuiose, K

magnesium stearate, methylparaben, povidone,
propylparaben, sodium lauryl sulfate, sodium propionate, |
sodium starch glycolate, titanium dioxide ‘
Questions?Call1-800-92-5387 !
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~ To Open: While Eolded on Line, Tear At Slit

Lasts up to 8 Hours

TYLENOL ::z:
Extended Release
ARTHRITIS PAIN 7
Rellef
! Gellabs

ranmsrwrmnymlsformvouﬂmmﬂsmw
2Gekabs*-60mg EACH  Pain Reliever “GeiatirCoated Tablets

Jses temporanly relieves minor aches and pains due to: marthritis m the common
cold mheadache mioothache m muscular aches mbackache m menstrual cramps

; Mcolwl waming: [fyou consume 3 or more alcoholic drinks every day, ask your doclor |
whether you sho;ﬂdlakeacetamnopnen or omrpmn refievers/ fever reducers, »

SAMPLE * NOT TO BE SOLD
DrugFacts{continued) -

8 EceTammopRien may cause Tver gamage. U0 not e  Wilh any Oer product comiaining "l
acetaminophen Stop use and ask a doctor i m new symptoms ocour m redness or swelling is

sert m pain gets worse or lasts for more than 1063ysllpmgnamorbrm-lum,aska,

alth professional before use. Keep out of the reach of children. In case of overdoss, get ' |
medical help or contact aPoison CantrolCenter right awey. Quick medical atention iscrical ' §
for adults as wel as for children even if you do not notice any signs or symptoms. f

Iirections mdo not take more fhan directed. adufts:mtake 2 gaitabs every 8 hours with wates lf -
mswallow whole—do not crush, chew o dissolve - m do not ke more than 6 geliabs in 24 hours | |
donatuseiormeummda;s uness dvected by adoctor, under 186 of age:maska docton

g enzyl alohol, butylparaben, castor oil, celluloss, com starch;
fisodium, FD&C Blue 1, HJ&CBIU&Z,FD&C Red 40, gelatin, hydloxyatrM
tellulose, hydroxypropyl memyl:elubse magnesium stearate, methylparaben, povidone, |

; propyipuaben. sodium awylsufate, sodium propionate, Sodium starch glysoat, tanum diide!

formatio lluoluullpouhlsumd u storeat 20- 25(2(l 7R

/ lamdememejlealm@mm . Oy
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Drug Facts: 9.0 pt
Header: 8 pt
Subheader: 6 pt
Body Text: 6 pt

Drug Facts (continued): 8 pt

Labeling Format Information:
Fonts: Helvetica med, bold and bold italic.

Leading: 6.5 pt
Bullets: 5 pt
Barlines: 2.5 pt
Hairlines: 0.5 pt

Horizontal Scale:  70%

Average Kerning: -20
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CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
NDA 19-872/S-006

LABELING REVIEWS




LABELING REVIEW OF NDA SUPPLEMENT

| B
NDA: 19-872 Submission Date: March 8, 1999 3
Supplement: SCF-006(AZ) Received: March 9, 1999 %
Review Date: August 31, 1999
Applicant: McNeil Consumer Healthcare
7050 Camp Hill Road

Fort Washington, PA 19034-2299

Applicant’s Representative: Paula J. Oliver
Senior Director, Regulatory Cormnpliance
(215-273-7878)

Drug: Tylenol® P®Geltabs
Acetaminophen Extended Relief Tablets, 650 mg

Pharmacologic Category: bl
Submitted: Representative draft color labeling for 100 count
bottle and carton

Reviewer: . Debbis Lumpkins

Background: The current chemistry supplonient is in response to the Agency’s non-approval
letter dated Januvary 1, 1995. This submission constitutes McNeil’s response to the ifeficiencies
cited in the FDA-483 dated October 5, 1995. The specific modifications include: drug product
specificatioris and analytical methods, stability, and revised draft labeling.

The submission includes draft color labeling revised to be consistent with Tylenol® Extended
Pain Relief Caplets. According to the sponsor, the labeling has been revised in the foilowing
ways:

® product name changed from Tylenol® ®® Geltabs to Tylenol® s

®® Geltabs
® back panel of carton updated to bullet format
® alcohol warning revised in accordance with the final rule published in the FEDERAL
REGISTER of October 23, 1998 (63 FR 56789)
B changed company name to McNeil Consumer Healthcare.

Reviewer’s comments:
Principle display panel (carton and bottle):

1. As with the name for the sponsor’s caplet product, the new product name for the gelcaps is
not acceptable as it promotes or implies o)



N19-872 SCF-006(AZ) page 2

®®, - The name should be modified to emphasize the treatment of pain and not the
®® " The sponsor should be referred to the prototype provided to the sponsor
for its caplet product.

2. In accordance with 21 CFR 201.61(b) and (c) the principal display panel is required to include
a statement of identity in terms of the established name of the drug followed by accurate
description of the pharmacologic category or intended purpose of the product. The established
name of the drug should be “acetaminophen extended release tablets” and the pharmacologic
category should be “ ®®> - These statements should be presented in bold
type and be in a print size reasonably related to the most prominent printed matter on the panel.

3. The term “geltab” is not an Agency or USP recognized dosage form. In the net contents
statement the term “geltab” needs to be followed by an asterisk and defined as a “gelatin-coated
tablet.”

Drug Facts format (carton and bottle)

{. While the sponsor has attempted to put the Drug Facts information in a bulleted format, the
proposed format is not in compliance with the final rule for labeling format published in the
FEDERAL REGISTER of March 17, 1999 (64 FR 13254). There are a number of changes that
are neaded to make the label format comply to the final rule.

2. All information needs to be enclosed by a 2.5 point barline.

b. The “Drug Facts” title needs to be added in a minimum 14 point type size and left
justified. The title needs to be separated from the rest of the information by a 0.5 point
norizontal barline that extends to within 2 spaces on either side of the drug facts box.

¢. “Drug Facts (continued)” needs to appear on all subsequent panels of the Drug Facts
information. “Drug Facts” needs to appear in 8 point bold italicized print and
“continued” needs to be presented in 8 point regular type. The title is to be separated
from subsequent information by a 0.5 point horizontal barline that extends to within 2
spaces on either side of the drug facts box.

d. Headings, i.c., Active ingredients, Purposes, Uses, Warnings, Directions, etc. need to
be in italicized print and appear in minimum 8 point type size.

e. Only the first letter of each heading and subheading should be capitalized.
f. The colons following the headings and subheadings should be deleted.

g. On the carton only, the heading “Purpose” and the information that immediately
follows needs to be right justified.
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h. Only the first letter of the purpose statement should be capitalized, i.e.,  @®
®)@).

i. The heading “Warnings” needs to be left justified.

j- The alcohol warning should not be presented as a bulleted statement. The warning
should immediately follow the heading on the same line. Only the “A” in the heading
should be capitalized, i.e., “Alcohol warning.”

k. The directions are included in a table. While a table format is not required for dosing
directions ®® it is acceptable. However, the information contained in
the tables should be revised to omit upper case text. The sponsor should be referred

to the prototype for the caplets product for guidance on the revision of the table contents.

1. The heading “Other information” should be added for the storage conditions
statement and the tamper evident statement. This heading should be in bold italicized
type. The information in this sections needs to be separated from the other headings by
@ 2.5 point barline.

m. On the carton only, the inactive ingredients listing should be contained within the
drug facts area with a graphic on the last panel directing consutners to the information on
the end flap of the carton.

n. On the carton only, the listing of inactive ingredients should begin with the heading
of “Inactive ingredients” in bold italicized print. This information needs to be separated
from the rest of the headings by a 2.5 point hairline.

o. The listing of the inactive ingredients should all be lower case.
Drug Facts content (bottle and carton)

1. Under the heading “Uses,” the bulleted statement * 1@ {5 redundant with
the statement before and should be revised to “arthritis.” The revised “Uses” statement should be
as follows:

Uses temporarily relieves minor aches and pains due to: ™ arthritis ® the common cold |

® headache ® toothache ® muscular aches ® backache ® menstrual cramps
®) @)

2. The wording of the alcohol warning is acceptable.

3. The subheading “Do not use” is intended for absolute contraindications. None of the bullets
currently listed under this subheading are absolute contraindications. Therefore, this subheading
should be deleted and the information included under other subheadings as indicated below.
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4. A new subheading ®@” should be added. The
information about the use of the product with other products containing acetaminophen should be
included under this heading as follows:

®® any other product containing

acetaminophen
5. The heading ®@2> should be revised to “Stop use and ask a
doctor if.” The bullets ©@” and | ©

®@ previously listed under the subheading
-“Do not use”’should be included under this subheading as follows:

Stop use and ask a doctor if

® new symptoms occur

m redness or swelling is present

B pain gets worse or lasts for more than 10 days

() @)
{t should be noted that the first bullet under this subheading, i.e., ® @p>
has been revised as shown above.

6. The highlighted statement “ O@* should be revised to “do

not take more than directed” and should be included as the first bullet under the heading
“Directions.”

7. The pregnancy/nursing warning should precede the overdose warning and should be revised as
follows:
If pregnant or breast feeding, ask a health professional before use.

8. The overdose warning should revised as follows:
Keep out of the reach of children. In case of overdose, get medical help or contact a

Poison Control center right away. Quick medical attention is critical for adults as well as
for children even if you do not notice any signs or symptoms.

G (b) (4)

(b) (4)

10. On the carton only, the tamper evident statement should be moved from its current location,
1.e., immediately following directions, and placed under the heading indicated below.
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11. The promotional statements following the “Directions” section area should be moved
outside the “Drug Facts” area.

12. An additional heading, “Other information” should be added. For the carton, the following
information should be under this heading:

Other information

® store at 20 - 25°C (68 - 77°F) m avoid excessive heat 40°C (104°F)

® do not use if the carton is opened or red neck wrap or foil inner seal imprinted with
“Safety Seal®” is broken ’

m see other end panel for lot number and expiration date

The bottle label should contain the following:

Other information
m store at 20 - 25°C (68 - 77°F) ® avoid excessive heat 40°C (104°F)

Note the revision of the storage statements to be consistent with the current recommendations for
storage condition statements for all OTC drug products from the Division of New Drug
Chemuistry.

Recommendations: The product name is not acceptable and should be modified to avoid any
suggestion that the product is useful for ®® " The sponsor should be
informed that the labeling as submitted is not approvable. The revisions listed above will be
provided to the sponsor. In addition, the sponsor should be referred to the prototype label
developed for the Tylenol®Arthritis Extended Relief Caplets product for additional guidance on
the labeling of this product.

‘Debbie Lumpkins, ID
Leader, Team 3

LY )’V’) /Jzé,, Aa/ml’ A Maan~—

Stephanie A. Mason, IDS

cc:

NDA 19-872
HFD-560/Div Files
HFD-560/KRothschild
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HFD-560/SMason
HFD-560/DLumpkins

HFD-SGO/LKMZ{[AU‘"
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|l on 10/24/95. An inspection of the manufacturing line for the tablet

ORIGINAL
MHGTHNA L JAN | 119965

Chemistry Review 1. Division 2. NDA Number

HFD-550 19-872

3. Name and Address of Applicant ' 4. Supplement /

McNeil Consumer Products Company Number  Daj

‘7050 Camp HillRoad - . . : SCF006 6/9/95

Fort Washmgton, PA 19034-2299 ' :

5. Name of] Drug Tylenol ER 6. Nonproprietary Name acetaminophen
I 7_._ §qpplqmei1_fProvides for: The use of gelating as an alternate coating 8. Amendment(s)
iz]nlas
5 9 Pharmacological Categ;)ry analgesic 10. How Dispensed 11. liéiated Documents

R o i OTC

: .12. Dosage Form coated bilayer tablets 13. Potency(ies) N
l 14, Chemical Name and Structure sce USAN
'15 ‘Comments

It is stated in the cover letter that

© “The O Eof the proposed product is identical to the approved formulation. The proposed product

"o differs from the approved product in the shape of the tablet and the addition of a gelatin coating to the tablet.”
“The shape change requlres only different tooling. The proposed coating is reviewed in the attached Notes.

GMP Clearance was requested 8/8/95 and a withhold recommendation from the district office (Phlladelphla)was received
(b) (4)

‘tevealed problems which prompted the issuance of a Form FDA 48

. Other problems were also cited. See the attached
documents None of these problems have been addressed in this supplement.

16. Conclusions and Recommendations  Issue an non-approval letter. (A PK review is also required for this
supplement)

17. Name Signature , Date

Charlotte A. Yaciw _ Cha Lr¥le A.70 ~ 12/26/95
c
_ NDA 19-872/5006 W
HFD-550/Division File
HFD-550/C Yaciw - 4
HFD-550/SRaigrodski

Doc ID: n19872s.006

Following this page, one page withheld in full - (b)(4)
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NDA# 19-872/5006 Page 3

A LOA from © wwas submitted for the o

along with some analytical information.

materials (page 08 000066)

The manufacturing directions for the gelcoat are in volume 14 of the supplement.

For the NA letter:

This supplement is not approvable since you have failed to show that you have the necessary
control over your manufacturing procedures for this product.



CHEMIST REVIEW #2 1. ORGANIZATION HFD-560
OF SUPPLEMENT 2. NDA NUMBER: 19-872
3. SUPPLEMENT NUMBERS/DATES: SCF-006
Letter date: 6/9/95
Stamp date: 6/12/95 %
Due date: 9/9/99 :
4. AMENDMENTS/REPORTS/DATES: e
This document is covered by this review: AZ %
Letter date:3/8/99
Stamp date: 3/9/99
: 5. RECEIVED BY CHEMIST: 3/18/99
6. APPLICANT NAME AND ADDRESS: McNeil Consumer Healthcare
7050 Camp Hill Road
Fort Washington, PA 19034-2299
7. NAME OF DRUG: Tylenol® Extended Release Tablets
8. NONPROPRIETARY NAME: acetaminophen
9. CHEMICAL NAME/STRUCTURE: see USP
10. DOSAGE FORM(S): extended release tablet (bilayer)
11. POTENCY: 650 mg '
12. PHARMACOLOGICAL CATEGORY: analgesic
13. HOW DISPENSED: oTC
14. RECORDS & REPORTS CURRENT: yes
15. RELATED IND/NDA/DMF: na
16. SUPPLEMENT PROVIDES FOR: a gelatin coated tablet
17. COMMENTS
This supplement was originally submitted in 1995 and was not approved due to serious problems
revealed during the inspection of the site. See Review #1 for the details. This amendment is in
response to the 1/25/96 NA letter from HFD-550 and the Form 483 issued by the inspector. The
line has been reinspected and found to be acceptable. This product will be known as Geltabs.
See the attached review notes.
18. CONCLUSIONS AND RECOMMENDATIONS:
This supplement may be approved contingent on acceptance of the labeling by HFD-560.

19. REVIEWER NAME SIGNATURE DATE COMPLETED

Charlotte Yaciw Ch a2 U f 9/3/99
78ornnl 1B, Qun—  9/3/99

’b’%ﬁcurrencc: Hasmukh Patel

cc: Original: NDA 19-872
HFD-560/Division File
HFD-560/PM/KRothschild
HFD-560/Dep. Dir./LKatz
HFD-550/Chem/CYaciw
HFD-830/Dir/CWChen

Doc. ID: n19872_006r2.doc

Following this page, 8 pages withheld in full - (b)(4)
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31-AUG-1999 FDA CDER EES Page 1 of 1
ESTABLISHMENT EVALUATION REQUEST
SUMMARY REPORT
Application: NDA 19872/006 Priority: 3S Org Code: 560
Stamp: 12-JUN-1995 Regulatory Due: 09-SEP-1999 Action Goal: District Goal:
Applicant: MCNEIL CONSUMER Brand Name: TYLENOL (ACETAMINOPHEN)
1 CAMP HILL RD EXTENDED-RELIEF

FORT WASHINGTON, PA 19034  Established Name:
Generic Name: ACETAMINOPHEN
Dosage Form: SRT (SUSTAINED RELEASE TABLET'
Strength: 650 MG

FDA Contacts: K.ROTHSCHILD (HFD-560) 301-827-2284 ,Project Manager
C. YACIW (HFD-830)) 301-827-2296 ,Review Chemist
H. PATEL (HFD-550) 301-827-2507 ,Team Leader

Overall Recommendation:

ACCEPTABLE on 27-AUG-1999 by M. EGAS (HFD-322) 301-594-0095

Establishment: 2510184 DMF No:
MCNEIL CONSUMER PRODUCTS CO AADA No:

1 CAMP HILL RD
FORT WASHINGTON, PA 19034

Profile: TTR  OAI Status: NONE Responsibilities: FINISHED DOSAGE
Last Milestone: OC RECOMMENDATION MANUFACTURER
Milestone Date: 26-AUG-1999

Decision: ACCEPTABLE

Reason: DISTRICT RECOMMENDATION




CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
NDA 19-872/S-006

CLINICAL PHARMACOLOGY & BIOPHARMACEUTICS
REVIEW
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ACETAMINOPHEN
TYLENOL® ER 650 mg Caplet McNEIL Consumer Products Company
SNDA 19-872 (SCS-006) . Camp Hill Rd., Fort

Washington, PA 19034
Reviewer: Ahmed El-Tahtawy, R.Ph., Ph.D.
Date of Submission: Jun. 12, 1995

1. BACKGROUND:

The firm is seeking approval of TYLENOL® ER 650 mg Caplet for the OTC market. This
suppleméntal NEW Drug Application provides for the addition of a round gelatin-coated
tablet form of TYLENOL® Extended Relief 650 mg Caplet. The proposed product differs

from the approved product in the shape of the tablet and the addition of a gelatin coating to
the tablet instead of the OO fim.

On March, 1995, the firm submitted this application as an ANDA to the Office of Generic
Drugs (OGD). On May, 1995, OGD issued a “refuse to file” letter and recommend filing
the application as an SNDA to NDA 19-872.

2. OBJECTIVE:

This SNDA seeks approval of a round gelatin-coated extended release tablet. The reference
drug is a capsule-shaped, film coated extended release tablet. The tablet e
product consists of immediate and extended release layers. The ODof the
proposed product is identical in formulation to that of the approved drug product.

3. FORMULATION:

The acetaminophen ER Geltab and the acetaminophen ER caplet were designed to consist
of immediate- and extended-release layers, which are o



4. DISSOLUTION: _

The pKa of acetaminophen lies in the range of 9.0 to 10.0 which is outside the range of
physiological pH’s and we should not expect any changes in the solubility of the drug due
to shifts in the pH. The firm tested the dissolution of the Acetaminophen ER Geltabs in
four different media (see attached Table) and determined that the dissolution of
Acetaminophen ER Geltabs is pH independent as expected.

~ Theconditions employed for the dissolution testing were as follows:
USP Apparatus IT at 50 rpm

900 ml Simulsted Gastric Fluid w/o Pepsin, pH 1.2
Number of capsules used: 12

Sampling times: 30, 90, 240 min..

issoluti ification ’
, Mean
Time (min) (% of Claim)
30 (OY 0 p—
90
240 not less than (%
RECOMMENDATION:

From the biopharmaceutical point of view the firm has met the requirements of an in vitro
dissolution testing with an appropriate reference product, and the application is acceptable.

The Division of Biopharmaceutics recommends the following dissolution specification for
tablets:

Mean
Time (min) (% of Claim)
30 (17—
90
240 not less than" " %

Method: USP Apparatus II at 50 rpm in 900 ml of SGF w/o Pepsin, pH 1.2 at 37°C.



Ahmed El-Tahtawy, R.Ph., MS., Ph.D.
Pharmacokineticist, DPE

. 3 T . 1 ( ) f ot
KD, 1" Intfialed by, Dennis Bashaw, Pharm. D= =="1{//T(71

Distribution List:

CC: NDA 20-584 (ORIG)

HFD-460/DIV/File

HFD-460/CSO/S. Guchenheimer

HFD-460/PK files/El-Tahtawy (X2)
HFD-344/Viswanathan

HFD-880/Drug, Chron, Reviewer, N. Fleischer (X4)

R/D Init. By: DBashaw/ 12/6/95
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APPLICATION NUMBER:
NDA 19-872/S-006

ADMINISTRATIVE and CORRESPONDENCE
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McNEIL CONSUMER PRODUCTS COMPANY, 7050 CAMP HILL ROAD, FORT WASHINGTON, PA 18034-22899 (215) 233-7000

Robert F. Bedford, MD
Acting Director

N

Pitot Drag Evaluation Staff (HFD-007)
Document Control Room #9B-23
Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857 -

RE: TYLENOL® Acetaminophen Extended Release Caplet, 650mg
NDA 19-872
upplemental New Dr lication

Dear Dr. Bedford:

In accordance with 21 CFR 314.70(b)(2), enclosed is a Supplemental New Drug
Application for TYLENOL® acetaminophen Extended Release (ER) Geltab, 650mag.
This application provides for the addition of a round gelatin-coated tablet form of
TYLENOL® Extended Relief to NDA 19-872, which was approved on June 8, 1994
for TYLENOL® Extended Relief Caplet, 650mg. The P9 of the
proposed product is identical to the approved formulation. The proposed product
differs from the approved product in the shape of the tablet ®®ind the addition of
a gelatin coating to the tablet.

This application was initially submitted to the Office of Generic Drugs as an ANDA
on March 17, 1995. On May 19, 1995, the Office of Generic Drugs issued a letter
refusing to file this ANDA because "it is the subject of a submission that is already
covered by an approved prior application from the applicant for the proposed drug
product [21 CFR 314.101(d)(8)(i)]" (letter attached). It was recommended by the
Office.of Generic Drugs and confirmed by the Pilot Drug Division (conversation with
Ms. Susan Guckenheimer and Dr. Charlotte Yaciw on 5/31/95) that this product
should be filed as an SNDA to NDA 19-872. :



NDA 19-872
Supplemental New Drug Application
Page 2

In subsequent discussions with Ms. Susan Guckenheimer, it was agreed that this
SNDA could be submitted in the ANDA format. Therefore, this submission is
formatted in accordance with 21 CFR 314.94. The patent certification and the

debarment and conviction certification have been removed from Section Ill because
these are not applicable to an SNDA.  Furthermore, as requested by the reviewing
chemist, Dr. Charlotte Yaciw, the stability section (Section XVII) has been updated

to report six months stability data_for-the-test batch.

Please contact Janet A. Uetz at (215) 233-8368 or me at (215) 233-7010 for any
questions or requests regarding this application.

Sincerely,

McNEIL CONSUMER PRODUCTS COMPANY

s . Clutisi

Vivian A. Chester
Executive Director, Regulatory Affairs

cc: (Cover Letter and Section XVH):
Debra Pagano, Philadelphia District Office, PAl Coordinator

Enclosures:

Archival Copy (Sections | through XXI)

Biopharmaceutics Review Copy (Sections | through Vii)

Chemistry Review Copy (Sections | through V, VII through XXI)

Methods Validation Package (Sections VIl (Active Ingredient), XV, XVI and XIX)
(3 Copies)

© \jau002.ltr
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Tablet), 650 mg (NDA 19-872/S-006) Fort Washington, PA 19034

Charlotte Yaciw
Division of Pilot Drug Evaluation, HFD-007

We have completed our review of the Establishment Inspection Report (EIR) for McNeil
Consumer Products Company of 7050 Camp Hill Road, Fort Washington, PA 19034. The
facility was inspected by the FDA Philadelphia District Office on October 2 and 6, 1995.
The inspection was conducted in response to your Establishment Evaluation Request (EER)
dated August 8, 1995.

The Division of Manufacturing and Product Quality (DMPQ) concurs with the District's
recommendation to withhold approval of NDA 19-872/S-006. Significant CGMP
deficiencies noted during the inspection include, but are not limited to the following:

1. The production process for Acetaminophen Extended Release Geltabs, 650 mg
is not described in sufficient detail, as follows:

A. Specific equipment has not been identified.

B. The Composition of Acetaminophen Extended Release Geltabs (Fonn(lg)lg)

However, the firm has not conducted development studies to
support the -

C. The final @ has not been identified.

Ve aA
i ’ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
L
%
Memorandum
Date NOV | 5 1995
Fom  Branch Chief
Investigations and Preapproval Compliance
Branch, HFD-324
Suleet Recommendation to Withhold Approval f™ _McNeil Consumer Products ___ _____
- Tylenol Extended Relief Geltabs Company
(Acetaminophen Extended Release Bi-Layer 7050 Camp Hill Road



Page 2
McNeil Consumer Products Company

2. There is no assurance of ®9for Acetaminophen Extended
Release Geltabs, 650 mg after

At the conclusion of the inspection, McNeil was presented with a Form FDA-483, which——— —— - - - -

listed 9 observations. On October 23, 1995, McNeil submitted a response to the
observations. The response indicates that the firm has recentlv established a o

listed in NDA 19-872.
A copy of the EIR and the firm's response are attached for your review.

If you have any questions please contact John M. Singer or me at (301) 827-0062.

UL

Attachment - EIR and McNeil Response



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service
FOOD AND DRUG ADMINISTRATION

ESTABLISHMENT EVALUATION REQUEST

JEST TYPE (Check One) Date August 8, 1995 | Phone No.
V' Original __ Follow-Up __ FUR 443-4250
REQUESTOR’S NAME Charlotte Yaciw DIVISION MAIL CODE
PDES HFD-007

APPLICATION AND SUPPLEMENT NUMBER  19-872/SCF 006

BRAND NAME Tylenol® Extended Relief ESTABLISHED NAME acetaminophen
DOSAGE FORM AND STRENGTH extended release bi-layer tablets, 650 mg STERILE

- - - YES-——NO—|
PROFILE CLASS TTR PRIORITY CLASSIFICATION 3S

APPLICANT’S NAME McNeil Consumer Products Company

ADDRESS 7050 Camp Hill Road
Fort Washington, Pennsylvannia 19034-2299

COMMENTS Provides for the gel-coating (gelatin coating) ®) (4), a different coating technology from the

currently marketed product which is film coated. Other products are also gel-coated at this site.

LR
3

ZILITIES TO BE EVALUATED DMF NUMBER/
1e and Complete Address) RESPONSIBILITY PROFILE CODE
1. McNeil Consumer Products Company manufacture,
7050 Camp Hill Road package and QC
Fort Washington, Pennsylvannia 19034-2299 tablets TTR
2.
3.
4.
5.

FORM FDA 3274 Distribution: Original and Yellow Copy: HFD-324. Remaining copies: Requesting Office
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McNEIL CONSUMER PRODUCTS COMPANY, 7050 CAMP HILL ROAD, FORT WASHINGTON, PA 19034-2299 [215) 233-7000

Michael Weintraub, MD -
Acting Director

Division of Anti-Inflammatory, Analgesic,
and Dental Products (HFD-550)

Central Document Room

Food and Drug Administration

9201 Corporate Blvd.

Rockville, MD 20850 -

RE:  TYLENOL® acetaminophen ER Geltab
Amendment No. 1 to NDA 19-872/S-006

Dear Dr. Weintraub:

We are submitting this amendment in follow up to a telephone request by Dr. Ahmed
El Tahtawy, reviewing pharmacokineticist. Dr. El Tahtawy requested that we provide
an additional analysis for Bioavailability Study 132, "A Comparison of Acetaminophen
Extended Release Geltabs with Acetaminophen Extended Release Caplets Following
Single Fasted and Fed Doses (Protocol 94-409)". The reanalysis and results are
discussed in the attached document.

If you have any questions regarding the information provided, please contact Paula
J. Oliver at (215) 233-7878 or me at (21_5) 233-7010.

Very truly yours,
McNEIL CONSUMER PRODUCTS COMPANY

Voo . Chsen

Vivian A. Chester
Executive Director, Regulatory Affairs

cc:  S. Raigrodski, CSO, Letter Only (HFD-550)
A. El Tahtawy, Review Copy (HFD-550)
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Public Health Se_rvice

Food and Drug Administration
Rockville MD 20857
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NDA 19-872/S-006
JAN 25 1996

-McNeil Consumer Products Company
- 7050 Camp Hill Road
Fort Washington, Pennsylvania 19034-2299
Attention: —Vivian A. Chester
Executive Director, Regulatory Affairs

Dear Ms. Chester:
Please refer to your Juhe 9, 1995, supplemental new drug application submitted
under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Tylenol®

. (acetaminophen) Extended Release Caplets, 650 mg.
We acknowledge receipt of your amendment dated December 11, 1995.

We have completed our review and find the information presented is inadequate,
and the supplemental application is not approvable under section 505(d) of the
Act and 21 CFR 314.125(b). The deﬁciencies may be summarized as follows:

This supplement is not approvable since you have failed to show that you
have the necessary control over your manufacturing procedures for this

product.
Within 10 days after the date of this letter,-you are required to amend the
supplemental application, notify us of your intent to file an amendment, or follow
one of your other options under 21 CFR 314.120. In the absence of any such action

FDA may proceed to withdraw the supplemental application. Any amendment
should respond to all the deficiencies listed. We will not process a partial reply as
clock be reactivated until all deficiencies

a major-amendment, nor will the review
have been addressed.

g
~



Page 2
NDA 19-872/8-006

Should you have any questions, please conta'ct:ﬁ. '

Susan . Raigrodski
Consumer Safety Officer

lelephone: (3071) 827-2090

Sincerely yours,

Review Team

Division of Anti-Inflammatory, Analgesic,
and Dental Drug Products, HFD-550

Office of Drug Evaluation V

Center for Drug Evaluation and Research

. o
MYl et o
Ahmed El-Tahtawy, RPh,, Ph.D.  Charlotte A. Yaciw
Pharmacokineticist Chemistry Team Leader




~ Page3
NDA 19-872/58-006

cc:
Original NDA 19-872/S-006
District Office <14 \])9 ]C](, | . o i -
HFD-550/Div File /- 't
HFD-550/SRaigrodski/CYaciw/AEl-Tahtawy/SSchmidt L/ //f/ %
HFD-80 y '

—— HFD-830/ESheinin 2V Ty (FYLTE

e
r; ”

HFD-550/SCook/1-16-96
S Cook/1-16-96/nda19872.s6

RD init. by:SSchmidt-1/19/96

- FT by:MMatheny-1/19/96

NOT APPROVABLE
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McNeil Consumer Healthcare, 7050 Camp Hill Road, Fort Washington, PA 19034-2299 (215) 273-7000

Debra L. Bowen, MD
Acting Director MAR 8 1998
Division of OTC Drug Products (HFD-560)
Center for Drug Evaluation and Research
Document Control Room

Food and Drug Administration

9201 Corporate Blvd., Room S-212
Rockville, MD 20850

RE:  Acetaminophen Extended Relief Geltab, 650 mg
Amendment No. 2 to NDA 19-872/S-006

Dear Dr. Bowen:

We are submitting this amendment in response to a non-approvable letter that was issued
by the division on January 1, 1995 (copy attached). It is also being submitted to address
several items that were listed on an FDA-483 at the conclusion of a Pre-Approval
inspection (PAI) at our Ft. Washington facility on October 6, 1995. In our October 23,
1995 response to the FDA-483, we indicated to the Philadelphia District Office that an
amendment would be filed and additional process optimization work would be completed.
We are now at the point where the process optimization work has been completed.

To aid in the review of this amendment, we have attached the FDA-483 that was issued
to McNeil on October 6, 1995 and our written response dated October 23, 1995. Iltems 4
and 5 only on the FDA-483 dealt with acetaminophen extended release geltabs, the
subject of this amendment.

As a result of the developmental work that has been completed during the interval from
the 9/95 Pre-Approval Inspection to date, we have revised the following sections of our

application:

e Drug Product, including the quantitative composition, inactive ingredient
specifications and the manufacturing requisitions.

e Specifications and Analytical Methods to provide for e
controls and a modified/re-validated analytical method.

e Stability data to include updated data (36 months) on the primary stability batch
(which is also the biobatch) and new data on a second batch through 36
months.

e Revised draft labeling.

ORIGINAL



Debra L. Bowen, MD
Page 2

In providing these revised sections, we have included specific equipment, deleted the

®@ " identified 9 revised and updated the master
manufacturing requisitions (batch records), updated the stability data, revised and
revalidated the analytical methods, and made a minor variation in the product formula. A
reviewers guide detailing changes precedes each modified section.

Additionally, we have revised the labeling for this product to make it consistent with the
revised labeling on TYLENOL® Arthritis Extended Relief Caplet, 650 mg, submitted to the
agency on December 8, 1998 under S-009. This labeling supplement is currently
“pending” in HFD-560, Division of OTC Drug Products.

With the submission of this amendment, we have addressed all outstanding items that
have been brought to our attention and we are requesting that the division reactivate the
review of this supplemental application.

If you have any questions, please contact me at (215) 273-7878 or Jackie Linse at
(215) 273-8733.

Very truly yours,
McNEIL CONSUMER HEALTHCARE

Pawta J. Qliseo

Paula J. Oliver
Senior Director, Regulatory Compliance

PJO:dtg
Attachment

cc: D. Pagano, Pre-Approval Manager, Philadelphia District
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McNeil Consumer Healthcare, 7050 Camp Hill Road, Fort Washington, PA 19034-2299 (215) 273-7000

Charles Ganley, MD, Director

Division of Over-the-Counter Drug Products (HFD-560)
Center for Drug Evaluation and Research

Document Control Room, Room S-212

9201 Corporate Boulevard

Rockville, MD 20850

RE:  Acetaminophen Extended Relief Tablet (Geltab), 650 mg

NDA 19-872
Supplemental. NDA S-006
Correspondence — Labeling Comments Dated 9/9/99

Dear Dr. Ganley:

This letter is being submitted to address agency comments on TYLENOL® labeling in Drug
Facts format. Draft labeling was provided to McNeil on September 9, 1999 via an
Approvable Letter (copy attached) for our geltab formulation. The division advised us to
submit draft labeling consistent with the draft prototype attached to the Approvable
Letter.

We have evaluated the agency’s modifications to McNeil’s version of the TYLENOL®
extended release label in Drug Facts format. We concur with the modifications with the
following exceptions: '

Concomitant Use Warning

Inclusion of a concomitant use statement in the labeling of all TYLENOL products was
voluntarily initiated in 1994 as a label phase in to address reports of adverse experiences
following concomitant misuse of the product. The following was added to the Warnings
section of the labeling:

“Do not use with other products containing acetaminophen”
In 19988, when we introduced bulletted text on our single ingredient adult and pediatric
TYLENOL products, we maintained this same language but included it under a Warnings

subheading titled “Do Not Use”.

The draft TYLENOL labeling provided to McNeil on September 9, 1999 eliminated the “Do
Not Use” subheading and modified the language to the following:

(b) (4)

.~ ORIGINAL



Charles Ganley, MD, Director
NDA 19-872
Page 2

The revised language differs in content from our current language. We believe our current
language is clearer and more appropriate. Therefore, we would appreciate your
reconsideration of this issue since it affects numerous McNeil labels, including all of our
combination products. ‘

Directions

As pointed out in our correspondence to the agency on SNDA-009 (Drug Facts submission
on the caplet formulation), we currently include additional text in the Directions section of

adult TYLENOL® {abeling which reads as follows: e -

(b) (4)

This is voluntary language that we added in 1998 to TYLENOL labeling to address reports
of misuse of the product in children under 12. We would also appreciate your review of
this language since, as with the concomitant use warning, it affects numerous labels, as

discussed above and it was not included in the prototype provided to us. ‘

The final rule on OTC labeling, as published in the Federal Register on March 17, 1999
acknowledges that manufacturers may add voluntary warnings to their OTC labeling and -
encourages manufacturers to discuss such warnings with the agency. Therefore, since
voluntary warnings have been included in TYLENOL labeling for a number of years, we
would like to discuss our situation with the agency at your earliest convenience.

If you have any questions regarding this correspondence, please contact me at
(215) 273-7878. '

Very truly yours,

McNEIL CONSUMER HEALTHCARE

At JOLu

Paula J. Oliver .
Senior Director, Regulatory Compliance

PJO:dtg
Attachment

cc: L. Katz, MD (HFD-560)
K. Rothschild, Esquire (HFD-560)

p:\nda\corresp\ganley12.doc
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CENTER FOR DRUG EVALUATION AND RESEARCH SEP 0
FOOD AND DRUG ADMINISTRATION P09 1999

- FACSIMILE TRANSMISSION RECORD

DATE: 9/9/99

FROM: Kerry G. Rothschild, Esq

Division of OTC Drug Products, HFD-560

PHONE: 301-827-2284 FAX: 301-827-2316 or
301-827-2315
TO: Name: Paula J. Oliver v
Company:  MgNeil Consumer Healthcare
Phone: 215-273-7878
FAX #: 215-223-4049 No. Of Pages (including cover)

.l.“.‘t“‘l““'t....i‘.‘#“tCt..t‘“00“!.‘.“0‘.“O“O#.!l..‘.C.‘.‘O‘.‘#“‘

This document is intended for the use of the party to whom it is addressed and may contain
information that is privileged, confldential, and protected from disclosure under applicable
law. If you are not the addresses, or a person authorized to deliver the document to the
addressee, you are hereby notified that any view, disclosure, copying, or other action based on
the content of this communication is NOT authorized.

’#.““““...‘.“‘...".!“‘.‘.“OQV‘O‘."“‘O"00#00‘0“‘..‘!“.““““00“

Message: Pleasc find attached the action letter for yowr supplemental NDA 19-872/S-006.

If you have any questions regarding this application, please contact Kerry Rothschild, Esq.,
Regulatory Project Manager, at 301-827-2284. Thank you.
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s"“ ' . Food and Drug Administration
Rockville MD 20857

NDA 19-872/5-006

McNeil Consumer Healthcare SEP =9 1999
Attention: Paula J. Oliver

PN

Senior Director, Regulatory Compliance
7050 Camp Hill Road
Fort Washington, PA 19034-2299

Dear Ms. Oliver:

Please refer to your supplemental new drug application dated June 9, 1995, received June 12,
1995, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Tylenol
(acetaminophen) Extended Relief tablets, 650 mg. Your supplemental new drug application
provided for a geltab formulation. :

We also acknowledge your submission dated March 8, 1999, received March 9, 1999, This
submission constituted a complete response to our January 25, 1996 action letter.

We have completed the review of this supplemental new drug application, as amended, and it is
approvable. Before this supplemental new drug application may be approved, however, it will be
necessary for you to submit draft labeling consistent with the draft prototype labeling attached,
Please note that the product name in the draft prototype label does not contain a reference to
“arthritis,” as the agency believes such reference to be misleading,

In addition, all previous revisions as reflected in the most recently approved labeling must be
included. To facilitate review of your submission, please provide a highlighted or marked-up
copy that shows the changes that are being made.

If additional information relating to the safety or effectiveness of this drug becomes available,
revision of the labeling may be required.

Within 10 days after the date of this letter, you are required to amend the supplemental new drug
application, notify us of your intent to file an amendment, or follow one of your other options
under 21 CFR 314.110. In the absence of any such action FDA may proceed to withdraw the

- Supplemental new drug application. Any amendment should respond to all the deficiencies
listed. We will not process a partial reply as & major amendment nor will the review clock be
reactivated until all deficiencies have been addressed.
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NDA 19-872/5-006
Page 2

This product may be considered to be misbranded under the Federal Food, Drug, and Cosmetic
Act if it is marketed with this change prior to approval of this supplemental new drug
application. '

If you have any questions regarding this application, please contact Kerry Rothschild, Esq.,
Regulatory Project Manager, at 301-827-2284.

Sincerely,
/) / o

Deputy Director

Division of Over-the-Counter Drug Products
Oflice of Drug Evaluation V

Center for Drug Evaluation and Rescarch

Enclosure

Following this page, one page withheld in full - (b)(4) draft labeling
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McNeil Consumer Healthcare, 7050 Camp Hill Road, Fort Washington, PA 19034-2299 (215) 273-7000

Charles Ganley, MD, Director SEP T a2
Division of Over-the-Counter Drug Products (HFD-560) er AL

v I A 5‘;% 1 5'" ~
Center for Drug Evaluation and Research NDA SUPPL AMENDMENT
Document Control Room, Room S-212 )

9201 Corporate Boulevard L
Rockville, MD 20850 :
SCF-00f
RE:  Acetaminophen Extended Release Geltab, 650mg
NDA 19-872

Amendment #3 to SNDA S-006
Complete Response to Approvable Letter -
Revised Labeling in Drugs Facts Format

Dear Dr. Ganley:

We are submitting this amendment to our pending Supplemental New Drug Application (S-
006) in response to the Division’s Approvable Letter dated September 9, 1999 (copy
attached).

Labeling for our 6, 24, 50 and 100 count bottles as well as our 2 count pouch and
dispensit box for the pouch have been prepared in Drug Facts format, taking into account
the labeling that was approved on July 25, 2000 for the caplet dosage form.

The tradename on this product has been revised to Tylenol Arthritis Pain Extended Relief
Geltab with a prominent descriptor line underneath the name reading “For the temporary
relief of minor arthritis pain”.

Attachment 1 provides copies of thermals for the package sizes previously referenced.
Attachment 2 provides a copy of the labeling text in Drug Facts format. The type size for
required elements is indicated directly on the thermals.

If there are any questions, please contact me at 215-273-7878.

Very truly yours,
McNEIL CONSUMER HEALTHCARE

foua t DUPLICATE

Senior Director, Regulatory Compliance
cc: Thomas J. Parmelee, Pharm. D, Project Manager

PJO:joc Pjo009
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McNeil Consumer Healthcare, 7050 Camp Hill Road, Fort Washington, PA 19034-2299 (215) 273-7000

Charles Ganley, MD, Director W"&\}L C SEP

Division of Over-the-Counter Drug Products (HFD-560)
Center for Drug Evaluation and Research

Document Control Room, Room S-212 //) L~
9201 Corporate Boulevard fob |
Rockville, MD 20850 S CF v0b
RE:  Acetaminophen Extended Release Geltab, 650mg

NDA 19-872

Amendment #3 to SNDA S-006
Complete Response to Approvable Letter —
Revised Labeling in Drugs Facts Format

Dear Dr. Ganley:

We are submitting this amendment to our pending Supplemental New Drug Application (S-
006) in response to the Division’s Approvable Letter dated September 9, 1999 (copy
attached).

Labeling for our 6, 24, 50 and 100 count bottles as well as our 2 count pouch and
dispensit box for the pouch have been prepared in Drug Facts format, taking into account
the labeling that was approved on July 25, 2000 for the caplet dosage form.

The tradename on this product has been revised to Tylenol Arthritis Pain Extended Relief
Geltab with a prominent descriptor line underneath the name reading “For the temporary
relief of minor arthritis pain”.

Attachment 1 provides copies of thermals for the package sizes previously referenced.
Attachment 2 provides a copy of the labeling text in Drug Facts format. The type size for
required elements is indicated directly on the thermals.

If there are any questions, please contact me at 215-273-7878.

Very truly yours,
McNEIL CONSUMER HEALTHCARE

Powa L-Qluwed

Paula J. Oliver

Senior Director, Regulatory Compliance O R ‘ G | N A L

cc: Thomas J. Parmelee, Pharm. D, Project Manager
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