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> Product description

» DDMAC Warning Letter

= Corrective Action Plan
> Reaching Consumers.
> Executing the Plan: The Five Steps

= OT: 111
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> EU-R*1 ;-7 '»bil-lﬁionf-i-nfsales 2009 -‘
» Products sold in over 96 countries; offices in over 40 countries
» 10,000 employees worldwige

In the US, Actavis has

> 2 m:anu_factprlng fac_:_lllt_les
> 3R&D centers
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= Morphine Is an opioid

confrolled substance

= The principal action of therapeutic value of ir

analgesia (i.e. reduction of pain)
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IAN® field sales team is currently comprised of 22
dedicated area business managers and 2 region business
irectors
> 2009 sales of KADIAN® were $256M
> 2009 KADIAN® TR
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KADIAN® is not indicated for pain in the immediate postoperative period

(the first 12-24 hours following surgery), or if the pain is mild or not
expected to persist for an extended period of time

KADIAN® is 'on:ly indicated »fOrfp-oStOperaitive:.-u'ée.v.if-.th.e pa:tient._is already.

receiving the drug prior to surgery or if the postoperative pain is expected_;
to be moderate to _severe and persxst for an extended period ef time.
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| KADIAN® capsules are an extended-release oral formulation of morphine sulfate
indicated for the management of moderate to severe pain when a continuous, around-
| the-clock opioid analgesic is needed for an extended period of time. o

| KADIAN® Capsules are NOT for use as a prn analges :

' KADIAN® 100 mg and 200 mg Capsules ARE FOR USE IN OPIOID-TOLERANT
| PATIENTS ONLY. lngestlon of these capsules or of the pellets within the capsules may
| cause fatal respiratory depressmn when administered to patients not already tolerant
| to high doses of opioids. KADIAN® CAPSULES ARE TO BE SWALLOWED WHOLEOR |
| THE CONTENTS OF THE CAPSULES SPRINKLED ON APPLE SAUCE. THE PELLETS |
i%-:-lN THE CAPSULES ARE NOT TO BE CHEWED CRUSHED?.R DISSGLVED UE TO
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= According to the FDA, information in promotional
materials used by the KADIAN® sales team and
istributed to he re pro s (HCPs) and

Nl

consumers, was false and/or misleading because it:
» Omitted and minimized the serious risks associated with use of the
~drug

» Broadened and failed to present the limitations to the approved
indication of the drug
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Proqram Brochure. For vour reference:

+ The co-pay program provides up to $50 toward a patient’s co-pay or out-of-pocket
cost for their monthly KADIAN® prescriptions

Co-pay cards, which must be presented to the pharmacy when a prescription for
KADIAN® is filled, were spot glued to a brochure which was the subject of the
Warning Letter

Followmg recelpt of the Warnlng Letter co pay cards were separated from the
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may have been exposed to the promotional materials
cited in the EDA letter . ==

plan involves distribution of "Dear HCP” and *

IS Dear Consumer”
ers to the affected audience = =
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The letters correct and clarify the staten

nents and representations that,
according to the FDA, were made in error -

>>_ T_he focus_ oT today s trammg meetlng IS the rol_lout of the *
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- through HCP offices and a limited

number of

pharmacies

= Actavis has committed to the FDA that they w

- physically visit all affected HCP and pharmacy

locations to set up a stand with 25
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Step Three: Set up the display stand and copies of

” o

the “Dear Consumer’ |

- Step Five: Answer
Information

'ep Four: Make a recor
Ju

estions relating to the Corrective
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information to their HCP targets

» Approximately 2,000 HCPs at 1,635 locations
The temporary KADIAN® team will call on all other HCP and
pharmacy locations

» Approximately 7,100 HCP locations
> Apprommately 535 pharmacy Iocatlons
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~ relating to KADIAN® promotlonal materials
> IMPORTANT: The product itself was not the subject of the Warning Letter
= According to the FDA, information in the KADIAN® Co-pay

Assistance Program brochure was false and/or misleading
pecause It:

> (1) left out and minimized serious risks associated with KADIAN®;

» (2) claimed KADIAN® was approved by FDA for conditions it is not approved
(3) presented unst

upported clal_
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in the form of a "Dear Consumer’ letter

» This information iIs presented
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» The full product indication is provided to clanfy that‘ KADIAN® is
~indicated to treat only certain types of pain -

» Full disclosure of the serious risks associated with the use of

KADIAN® is provided, including boxed warning information, as well
as contraindications and side effects to ensure patients are fully
informed

> Clarification regarding the effectiveness of KADIAN and the impact
that it has on a patient’
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Further the FDA has asked that this information be made
'avallable to patients for a 90 day period

An Actavis representative will be contacting each office/pharmacy

once per month to ensure that sufficient quantities of the letter are
available to patients during this 90-day period
» Note: telesales will be conducting follow-up calls at 30 day intervals
If additional copies are required prior to the follow-up calls,
instruct HCP offices and pharmacies to call 1-800- 249-4650 to
request that additional copies be sent

nd Training PUT S Dnly. N
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motional
‘he "Dear Consumer” letter corrects and clarifies the statements
and representations that were made about KADIAN® in the
promotional material
The FDA requires that this information be made available to
patients for 90 days
Call 1-800-249-4650 if additional copies of the letter are required
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If unavailable, speak with another member of the staff
ffice manager
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printed on the forms
omplete information relating to whether or not party at location
agreed to display the materials or refused
» An authorized signature must be obtainea along with the name ana
contact number of someone to be contacted for follow-up calls
formation regarding completion of the Call
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= Refer all questions relating to KADIAN® to Medical
Affairs at 1-888-496-308 |

Refer all requests for KADIAN® Co-pay Assistance
Is to Triple | help desk at 1-877-637-4629

i i g o ¢ Gord ki
Al iy I e P
.vZ"“z:%‘e}:\:v: A e il e T S mx . m‘a‘m&v’:v e ~%S;.wm"{i:

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435520
AL-SF-01424.00024



anwmw fwﬁﬂ'rm‘um%‘ﬂwc’c’c\'f'hwmﬂ'mﬂ\c"fhw;f"fﬂ“wc"c";‘w;fmﬂ'r vmmmmm mwmwmﬂn .

rmvm;;gpm G wn’c’,ggm"m . L ;}';gp"ﬂ"wmvc’«wﬂm’e‘;‘ﬁ‘«#vrmﬂv&rﬁ%ﬁ@neﬁ%nwﬁﬁﬂ’g;g e o g;;}ke'mvw;;gpm efm;;{;vm'ﬂ o ;‘"ﬁ"\'ﬂm i San l‘"ﬂ'ﬂ'f}&l“;"t“\ me.,ggm-m-« «;;;;5 s
man S

= sl P

BEE Fibe g o j i
. [ S WY, INOLLG. - o W
i &:%a}w%v':-.v’ i “vh%"«:"i‘v i s o m "".v'”m

WEF@M Sh

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435521
AL-SF-01424.00025



anwmw fwﬁﬂ'rm‘um%‘ﬂwc’c’c\'f'hwmﬂ'mﬂ\c"fhw;f"fﬂ“wc"c";‘w;fmﬂ'r vmmmmm mwmwmﬂn .

rmvm;;gpm G wn’c’,ggm"m . L ;}';gp"ﬂ"wmvc’«wﬂm’e‘;‘ﬁ‘«#vrmﬂv&rﬁ%ﬁ@neﬁ%nwﬁﬁﬂ’g;g e o g;;}ke'mvw;;gpm efm;;{;vm'ﬂ o mﬂmm, B L me.,ggm-m-« «;;;;5 s
man 5 S

= sl P

materials, not the product

i : S Oy, INOT 10 - b
wz u:ztk‘e}:\w'%v':-.v‘ i “'w:"«:"'rfv o "’%@K@e}. i e =

WEF@M Sh

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435522
AL-SF-01424.00026



- -

Feamia sl s e e s e s e i e e e s e e e

rmw;;g;«m G nwggm-m-« . e g;ggmwxg««mﬂrm;fvmﬂvwmv«me;wnwmg;; “wmjmwmmwmmfm g;;}ku"ﬁ'ﬁ"w;gggﬁwn efm;;{;vm'ﬂ o ;"L‘ﬁ‘ﬁ'ﬂm’ e L nwggm-m-« «;;ggg e G
S S e S SR e e AR S

|nh9 materials no

UV 1A A 1 EGAINS 1

oy
g?}m e wg..w‘ .\v«vv.w,vvmw.v e i e

SER S 2
L Eor i i S o} o L ; =y iz
FO1 T ,*@nd Trammg arp ) ,~ Y. NGL 1o UE DIS led . =

b w.\w.w

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435523
AL-SF-01424.00027



anwmw fwﬁﬂ'rm‘um%‘ﬂwc’c’c\'f'hwmﬂ'mﬂ\c"fhw;f"fﬂ“wc"c";‘w;fmﬂ'r vmmmmm mwmwmﬂn .

rmvm;;gpm G wn’c’,ggm"m . L ;}';gp"ﬂ"wmvc’«wﬂm’e‘;‘ﬁ‘«#vrmﬂv&rﬁ%ﬁ@neﬁ%nwﬁﬁﬂ’g;g e o g;;}ke'mvw;;gpm efm;;{;vm'ﬂ o ;‘"ﬁ"\'ﬂm e L me.,ggm-m-« «;;;;5 s
man S

= sl P

your office.

i : S Oy, INOT 10 - b
wz u:ztk‘e}:\w'%v':-.v‘ i “'w:"«:"'rfv o "’%@K@e}. i e =

WEF@M Sh

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435524
AL-SF-01424.00028



e
e s e s e e
e S e e e e e e el

w«wmw;vmmwm ;g;{n‘; G
E e

= The subject of the Warning

o |nn9 materials no

A 1 EGAINS 4y 1IN/

ditional questions snouild

1-888-496-3082

A’I:W‘{‘éﬁ“‘*

.
e8] i1 50 M@ MO 10 e

%‘ »aaam o ,m o i mmv.z’ el wm* T wama&.xm o ;a‘aa«s@ﬁ&m“ a&w m:.asm: L

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435525
AL-SF-01424.00029



- -

Feamia sl s e e s e s e i e e e s e e e

rmw;;g;«m G . . 5} S r"fw}geﬂ« nwggm-m-« - - g;ggmvm",;gwuwm«vmﬂvwmv«wmgg« mwrmw “wwrmwm P g;;}ku"ﬁ'ﬁ"w;gggﬁwn G . G L nwggm-m-« «;;ggg e G
SEER R R T S 4 i AR S

ssistance

‘f‘: .. @

oy
g?}m e wg..w‘ .\v«vv.w,vvmw.v e i e

L Eorilr o A 4 i V S
FO1 T ,*@nd Trammg PUTp ) ,~ Y. NGL 1o UE DIS ted. S0

R w.\w.w

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_00435526
AL-SF-01424.00030





