
EXHIBIT

Fitch-31
RL  12/9/2021

Confidential -- Not For Public Disclosure 

March 5, 2010 

VIA OVERNIGHT MAIL DELIVERY 

Thomas Abrams., RPh, MBA 
Director 
Division. of Drug Marketing, Advertising, and Communications 
Center for Dru.g Evaluation and Research 
U .. S. Food and Drug Administration 
5901 ~B Ammendale Road 
Beltsville, MD 20705-1266 

RE: NDA 20-616 
Kadian® (morphine sulfate extended-release) Capsules, en 
MACMIS #181.48 

Dear Mr. Abrams, 

Reference is made to ActaviS' March 4, 2010 response to the Warning Letter dated 
February 18, 2010 from the Division of Drug Marketing A.dvertising, and Communications, 
which concerns two promotional materials disseminated by Actavis. Up,on subsequent review of 
that response, Actavis noted an error in the list of materials provided in Attachment C. 
Specifically, Attachment C erron.eously lists the date of submission for the Co-Pay Assistance 
Program (KAD20090l) as 2/16/10. The correct date of that submission is 2/16/09. Attached is 
revised Attachment C that accurately reports the date of submission. I apologize for any 
inconvenience that this error caused. 

Please do not hesitate to con.tact me at 908 ... 659-2317 if you have questions_ 

Sincerely, 

Terri Nataline 
Vice President, Regulatory and Medical Affairs 
Actavis US 

Enclosures 

Actavis, Inc. :· 60 Columbia Rd., Bldg. 8 
i· Morristown,. NJ .07960 
' 

t (913} 993--4501 
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NDA20-6l6 
Kadian® (morphine s.ulfate extended-release) Capsules, CII 
MACMIS #18148 

cc: Elaine Hu Cunningham, Pl1arm. D., Senior Regulatory Review Officer 
CDER, DDMAC Commu .. nications 
(via facsimile: 301-847-8444) 

Doug Boothe 
Chief Exect1tive Officer 
Actavis US 
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ATTACHMENT C 

Kadian Materials for Which Actavis Ceased Further Distribution and Use 

2253 
Submission 

Date 

02/16/09 

06/24/09 

08/03/09 

10/20/09 

10/29/09 

l 1/06/09 

rnl\11=1 nFI\ITIJl.l - C::I IR IFr.T T() PR()TFr.TI\/F nRnFR 

Piece 

Co-Pay Assistance 
·· Pro,gram 
(KAD200901) 

Kadian ~'Behind the 
Scenes .... " 
(KAD180229C) 

Kadian ''When You 
C.an Prescribe 
B . fi·t ,, ene .· .·s •.. 
(KAD l 8D023 I) 

K.adian Conversion 
Guide Sales Aid 
(KAD 17D0179) 

Kadian Sales Aid 
(KAD 18D0228) 

Kadian Reprint 
(KAD l 9ETOH) 

I 

Number 
Printed 

Dates of 
Distribution 

177,000 March 2009-
February 2010 

15,000 June 2009-
February 2010 

15.,000 August 2009 -
February 2010 

3 000 
' 

l 000 
' 

October 2009 -
.· February 2010 

October 2009 -
February 2010 

Method of 
Distribution . . 

Pl1ysician 
visits by 
sales team, 
website 
registration, 
telephone 

.. registration 

Physician 
visits by 
sales team 

Physician 
visits by 
sales team 

Physician 
. . b VlSltS •• .•.y 

sales team 

P·hysician 
visits by 

, sales team 

November 2009 .. Physician 
- February 2010 visits by 

sales te,am · 
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HJDE = MEMORY TRANSMISSION 

FILE N0.=590 

START=MAR-05 09:43 END=MAR-05 09:44 

STN COMM. 
HO. 

001 OK 

ONE-TOUCH/ STATION NAMEl'TEL NO
ABER NO. 

a 9130184?8444 

~actavis 
creiltirtg vi1ti1e ir, phartru?ttn.tt~:.1fs 

fax message 

PAGES DURATION 
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l To f Elaine Hu Cunningham, Pharm. D., Senior Regulatory Review Officer j 
t •. ...,..~,_,,. ... :..,:_-,~,....,. ..... , ........ ,~. ,....,._...,_, __ ,...,..,~_,_ .......... .-.... . ...,,_;.....,._...__'-" ___ .......... _._... ___ ~ ·; , ' ' ' ', .. . ' . ' - •• .. ·,, ~•· ... .. , ... '.. . ._ ,.,._,~-----..----1-,·· ··•-· . . . . -·. . '' . -: . . .... 
I • .. . .• · . . l .· .. . . . ·.· . . .· . . . . ·• ... ·. -- . . ..• . ---,-..-,., .. _T _____ > . - .. -----~-~· · -;l I . . .. Date 1 03/05110 I Fax No ; 301-847-8444 ! 
~ -ltl>+'Jfl<~'~•C•-, ' ··~·+:.;.,,~<O, ..... . ..,.,~ .. -------""~'*;,...,.. ,.;~,--. .... ·-·••··--- .... --_.,.,.. _ _ _,,, . .,i:111-4~~,~-~ . , . . 1 !ti:/ . ,.....,,,,,.,14tB L-- ' - . . : .-. t ' ·. : · · ! cf - . .. . . '°I .- .•. . . - ~ - - . . ""' .. ~,. .... __ , _ -.-.....---~.....,:,:1.....--------...-..------ -..., ~ 

f No of pages (including this one) J 4 · · .,, ·- ; 
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Fax messag.e 
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I To j Elaine Hu Cunningham, Pharm.D., Senior Regulatory Review Officer i 
~: 1 ~ 
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[ Date I 03/05/10 I fax No f 301-847-8444 I 
~) i 1 ! i 

I No of pages (including this one) l 4 I 
t.: . . . i- . . ·j 

Subject I NDA 20-616 l MACMIS #18148 I 
r l 

•f • i . . . . . . . .· . . . l 
I From i Terri .Nataline, Vice President, R.eg.ulatory and Medical Affairs I 
~ I i 
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UPS Internet Shipping: Shipment Label 

~ 

.r.:r.. 
0 
r-1 

~ 
tfl 

~ 
0 .. 
0 

"° 
U::i.· .. g.•· e~ 

~ ~~g 
~ ~«(~ 
a;:~N<Z 
o l;I') :3 ~ E. 

,. ~ ~ ii].. 0 . 
::t .,;:t r/J :s ~ 

' ,cf. ' \().. ~ . · . ...:l.· :S.· . · . . ..J\O~WN ~~ag .... :a. 
U ·O.<l.!N0.:J 

'° ~ \0 
0 "1 
t; ~ ; ~ ./-\ o ... 
~ ~ . 

<~ 0 
~ . ~ 
:E 0 

' g~ 
.... q~ 
~~Q (C .... · 

~o E 
"" . . I 
< . . ffi. ..... .•· ..... . 

V.A ·. ·• tl:l 
5~8~~ 
E-< 0 < g ~ 
Q. ta Q °' pQ 5:! E-< i:.t.. in ~ 
ti} 

°' Lr) 
I 

°' 
. ~ 

0 : . 

C'1 

~ 
·~ 

.. 
.~~~ 

• • j .... ,_... 

~\lO 

1~···.·····.·. ~ ... ·· ·.=.~.··.~~ ...... ~ ' -, ~ 
II . . i 1 ;., ..... 

- ~ 

~ 
,vJ ~.· 
Ii-Iii-I ~ 

N <[ 
~8 
:..-t ~ .. 
~ ~ 

~ ·~ 

t,_, \0 
C,"""""' 0 

><! ~ 

~~ . 0.. 
·~ 
o.; 
.~ 
i:.., 
2: 

3 -,:Q 

\0 
,-I 
\0 
' 
~ ... 
.,...t 

·~ 

4) 
(,J 

Cl 
4,1. 
~ 

't a: 

~ ..... 

0 •• 
ri •I 

0 

~ ... 
·o 

~ 
°' QI, 

m 
i 
~ 
0 
N 
M 

! ' 

j 
I 

Page 1 •Of 1 

https ://www .ups.comluis/create? ActionOriginPair=print UISReceipt&POPUP_LEVEL=l &PrinterI. .. 3/5/2010 

NAT 006 1! 00015261 
CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER ALLERGAN_CA_00169050 

P-22069 _ 0006



UPS: Tracking Information 

Proof of Delivery 

Dear Customer, 
This notice serves as proof of delivery for the shipment listed below. 

Tracking Number: 
Reference Number(s): 
Service: 
Shipped/Billed On: 
Delivered On: 
Delivered To: 

Location: 

120620770197427345 
20 ... 616 

NEXTDAYAlR 
03105/2010 
03/08/201 0 8:43 A.M. 
5901 B AMME.NDALE RD 
BELTSVILLE, MD, US 20705 

MANG 

RECEIVER 

Thank you for giving us this opportunity to serve you. 

Sincerely, 

UPS 

Tracking results .provided by UPS: 03/08/201 o 11.:12 A.M. ET 

Pagel of I 

https:/lwwwapps.ups.com/WebTrackingiproce.ssPOD?lineData=LA UREL%5EKB%5EUS %5E20 l 003 .. ~ 3/8/2010 
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