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Agenda

2

Section Presenter Time

Welcome and Introduction Jeffrey Dierks 1:00-1:0pm

VANTRELA AOP Review Jeffrey Dierks 1:10-1:25pm

Regulatory Timeline Update Douglas Harnish 1:25-1:35pm

Medical/Clinical Overview Matt Wieman 1:35-2:00pm

REMS Robin DeChristopher 2:00-2:15pm

Sales Overview Jim Reilly 2:15-2:35pm

Break 2:35-2:55pm

Market Access Deb Bearer 2:55-3:15pm

Govt. Affairs/Advocacy Overview Karen Hill/Rob Falb 3:15-3:35pm

Operations/Trade Derek Moe/Jason Jones 3:35-3:55pm

Marketing Overview Matt Day 3:55-4:30pm

Conclusion Matt Day 4:30-4:40pm
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Launch Summit Objectives

3

▪ Highlight Goals and Objectives for each team

▪ Review Recent Accomplishments

➢ Highlight work that has been completed

▪ Identify immediate priorities for each subteam 

➢ Identify interdependencies, gaps, and ensure 

alignment on priorities 

▪ Review Launch Timelines

▪ Review Subteam Key Performance Indicators
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VANTRELA ER AOP 

Jeffrey Dierks
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▪ Significant chronic patient population, societal impact, advocacy 

pressure, limited LAO Abuse Deterrent options 

Abuse Deterrent 
Education for 

HCPs

Establish equity 
for TEVA AD 
technology

Develop 
Differentiated 

Brand

Optimized 
Resourcing

2015 VANTRELA™ ER AOP Executive Summary

Large market 
opportunity 

with actionable 
target segments

▪ Empower prescribers with understanding on technology, tiering and 
FDA guidelines to establish relevance, value of VANTRELA™ ER

▪ CIMA® AD technology platform expected to deliver differentiated 
label tiering (Tier III – Oral/Nasal)

▪ Foundation for entire ADT Opioid franchise

▪ ‘Intelligent Design’ positioning  - broadest dosing range, differentiated 
ADT tiering, no alcohol dose dumping

▪ Industry benchmarks, research inform go to market strategy  to 
maximize return to organization over product life cycle 

5
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Situation Analysis: Opioid Marketplace

• 100M Americans affected by chronic pain (IOM 2011 Report)

• Opioids make up ~1/3 of U.S. chronic pain market sales

• Opioid abuse & misuse epidemic putting pressure on society, 
presents opportunity 

• IR Hydrocodone reclassified from CIII to CII – Oct 2014

• VANTRELA™ ER uniquely positioned with  (AD) technology

Key Insights & Market Opportunity

• IR Hydrocodone is highly genericized

• Payers do not actively manage LAOs

• HEOR data needed for AD LAOs

Access Landscape

• Zohydro non AD BID ER Hydrocodone     Q1 2014

• Purdue (Hysingla ER) AD QD ER Hydrocodone Q4 2014

• Zohydro BID reformulation w limited AD claims Q1 2015

• Mallinckrodt AD ER Low Dose HC with APAP Q1 2015

Key Competitors

Hydrocodone = 127MM TRx 

SAO/LAO Market:  

Sales: $8.1B

Volume: 221MM TRx
Graph Depicts Volume Share

Sources:  IMS National Sales Perspectives and IMS National Prescription Audit  (MAT May 2014); Institute of Medicine (2011); Decision Resources Chronic Pain Report (2013)

~900K HCPs Rx IR Hydro
~46K D 3-10 HCPs Rx LAO and IR Hydro

Current PCSF Covers 11% of 46K

6
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VANTRELA™ ER
Competitively Positioned in LAO Hydrocodone Market 

Product PDUFA Date Dosing
Total Daily 

Dose
Food Restriction

Effect of Alcohol
PK

Anticipated AD 
Label Tiering

Hysingla™ ER Q4 2014 QD 20-120mg
No food 

restriction

Decreased
release with  

higher alcohol
Tier I, III (Nasal)

Zogenix Q1 2015 Q12hrs 20-100mg
No food 

restriction

Increased 
release in

presence of 
alcohol

No AD claims at 
launch

VANTRELA™ ER Q2 2015 Q12hrs 30-180mg
Must take on 

empty stomach
No dose 
dumping

Tier I, III (Oral & 
Nasal)

Tiers Study type Claim

1
Laboratory extraction and 
manipulation studies

The product is formulated with physiochemical barriers 
to abuse

2 Pharmacokinetic studies 
The product is expected to reduce or block effect of the 
opioid when the product is manipulated

3
Clinical abuse potential 
studies

The product is expected to result in a meaningful 
reduction in abuse

4 Post marketing studies
The product has demonstrated reduced abuse in the 
community

Abuse Deterrent Tiering

8
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Product Positioning and Message Platform Slides

VANTRELA™ ER  Positioning – ‘Intelligent Design’*
• Built with the trusted and most widely prescribed molecule, hydrocodone,

• Delivered as polymer granules in a tablet matrix to provide consistent 12-hour pain 
relief 

• Advanced technology designed to deter abuse in 3-ways: crushing, snorting & 
alcohol dose dumping

• Q12hr. dosing with broadest range of dosing (30mg - 180mg per 24 hours) 

• Available in 5-dosage strengths to address individual patient pain relief needs, APAP-
Free 

SAO                      VANTRELA™ ER                      LAO

* Positioning Statements are not marketing messages. They are aspirational in nature and not approved for use in promotion

9
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▪ Comprehensive clinical program expected to deliver differentiated label 

tiering (Tier III – Oral/Nasal) builds equity in CIMA® ADT technology 

platform

▪ Platform branding allows for use prior to launch, building equity in 

technology prior to approval

▪ Platform not formulation is foundation for entire ADT Opioid franchise

VANTRELA™
ER

AD IR 
Hydrocodone

AD IR 
Oxycodone

ADT Platform Branding provides greatest utility in 
promotion, equity and value to TEVA 

CIMA® ADT Technology Platform
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VANTRELA™ ER Strategic Approach

K
P

Is
O

b
je

ct
iv

es

1 2 3

➢ Reach 60% of target HCPs 

with ‘Pain Matters’ 

educational program 

touchpoint

➢ Drive aided AD awareness 

among target physicians >

30% 

➢ D 9-10 > 50%

➢ D 5- 8 > 25%

➢ Quantitative verification  of 

differentiated profile, patient 

type 

➢ Exceed industry benchmarks to 

measure message relevance, 

believability & credibility

➢ Initiation of conversion study by 

Q1, completion by Q4 2015

➢ Ensure 75% Commercial live 

access

➢ Ensure launch stocking at 15K

pharmacies

➢ Optimize sales force alignment 

to deliver maximum impact 

among ~20K targets

➢ Develop partnerships with top 4 

advocacy groups

Educate on Appropriate Use, 

Abuse Potential and 

Deterrence technology

Develop a differentiated 

brand

Ensure reimbursement 

access for HCPs and 

appropriate patientsSt
ra

te
gi

es

➢ Educate marketplace about 

appropriate opioid prescribing, 

abuse potential, technology 

and FDA guidelines

➢ Help to shape, establish AD 

industry & market standards

➢ Differentiate brand through 

clinical profile, compelling 

value proposition, optimal 

pricing and contracting 

platform

➢ Partner with key constituents 

to strengthen access 

landscape 

➢ Differentiate and integrate Teva
AD technology into VANTRELA™
ER profile 

➢ Build differentiated, ownable and 
unique positioning, message 
platform for defined appropriate 
patient  

➢ Collaborate with clinical team to 
optimize data to align with unmet 
market needs

11
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VANTRELA™ ER Launch Timeline

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

2014 2015

NDA Review/ PDUFA DateSTUDY 3103 Completion / NDA Submission Product Launch 

Zohydro
Launch

Purdue
PDUFA

Most Likely    
Launch Date

Most Likely  
PDUFA 

June 2015

Complete Rolling  
NDA Submission  

Dec. 2014

Mallinckrodt
PDUFA

Begin  Rolling  
NDA Submission 

Sept. 2014

LRP Base 
PDUFA 

March 2015

LRP Base      
Launch Date

FDA Meeting

Regulatory Activities

Commercial Activities

Competitive Activities

Launch Scenarios

Positioning Message 
Testing

Zohydro II 
PDUFA

Creative 
Testing

TarginIQ
Approval

CONFIDENTIAL CONTINGENCY/SCENARIO PLANNING DOCUMENT. FOR INTERNAL DISCUSSION PURPOSES ONLY.

Regulatory & Market Milestones

Marketing Milestones

HCP/Patient 
Segment

Vis Aid 
Testing

PI Launch
OPDP Sub

Campaign 
Launch

Market Access Milestones

Set WAC 
Price

Value 
Prop

Contracting 
Strategy

Sales & Sales Training

Launch 
Meeting

HCP Targets 
& Call Plan

IC PlanSales Force 
Sizing

Manufacturing

Validation 
Batches

Primary 
Packaging

Shipments

12
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REGULATORY UPDATE

Douglas Harnish

13
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VANTRELA™ ER Regulatory Timeline

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

2014 2015

NDA Review/

PDUFA Date

STUDY 3103 Completion / NDA Submission Product Launch 

Zohydro
Launch

Purdue
Approval

Launch 
Date

Sep 2015

Most Likely  
PDUFA 

June 2015

Complete Rolling  
NDA Submission  

Dec. 2014

Mallinckrodt
Approval

Begin  Rolling  
NDA 

Submission 
Sept. 2014

FDA 
Meeting

Zohydro
Reform 
Launch

TarginIQ
Approval

14
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Immediate Priorities - Regulatory

15

Immediate Priorities (Next 3 Months)

▪ Submit final NDA documents to FDA by end of December

▪ Address FDA comments on Carcinogenic Special Protocol 

Assessment and NDA

15
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MEDICAL / CLINICAL 

Matt Wieman

16
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Goals and Objectives – Medical Affairs

17

Goals and Objectives

1. Support the VANTRELA™ ER launch for the management of pain severe enough to require daily, 

around-the-clock, long-term opioid treatment and for which alternative treatment options are 

inadequate

2. Educate healthcare providers regarding appropriate use of abuse deterrent technologies for opioids

3. Support educational programs, and respond to Medical Information requests regarding abuse 

deterrent technology and VANTRELA™ ER

4. Support key Health Economics and Outcomes research to communicate the value of VANTRELA 

ER

5. Develop Scientific Communications (abstracts/presentations) for a wide-ranging number of US 

Scientific Conferences 

6. Increase knowledge of the role of VANTRELA ER on active day-to-day chronic pain management 

through the design and execution of Phase IV trials

7. Educate healthcare providers regarding VANTRELA™ ER and inclusion in LAO REMS program

17
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Recent Accomplishments – Medical Affairs

18

Recent Accomplishments 
▪ Finalized 2015 medical educational grants budget

▪ Completed and reviewed Phase IIIb/IV study synopsis with external experts

▪ Presented Human Abuse Liability Study 10032 to PAC and began CSR 

development

▪ Developed budget impact model framework

▪ Drafted primary manuscript on open label study 3080 on long-term safety 

and abuse divergence

▪ Presented 3103 data at IASP

18
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Medical Affairs Activities

Activity 3: Medical Affairs: 

Customer Engagement

Define the key customers to be 

involved in Medical Affairs 

Activities (number and type)

Define key Medical Affairs 

engagement plan, CSF, timelines  

and Budget

Activity 1: Medical Affairs Data 

Gaps: NIS/ Ph IV/ISS

Key Data Gaps by Strategic 

Imperative

Key Data Generation:

Ongoing NIS /  Ph IV/ ISS

Planned NIS/ Ph IV

ISS Strategy

Budget

Activity 6: Medical Information 

and Training

Medical Information needs

Training and Education needs

Medical Information and Training 

Plan

Budget

Activity 5: Medical Affairs – MSL and 

Medical-to-Medical Communication

Medical-to-Medical Engagement Plan:

Strategic Imperative and MSL Tactics:

Contact Targets

Key messages

MSL materials and projects

Budget

Activity 2: Scientific 

Communications

Information Gap by Strategic 

Imperative

Planned Scientific Message

Journal 

Functional lead

Publication Plan

Budget

Activity 4: GHEOR

GHEOR Value Gaps

GHEOR Strategy and Objectives

GHEOR 

Projects/Purpose/Component/

Timelines

Budget

19
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Phase IV Study Synopsis

Description An 8-Week, Open-Label, Observational Study to Evaluate the Efficacy and Safety 

of Hydrocodone Bitartrate Extended-Release Tablets (CEP-33237) at an 

Individually Optimized Treatment Regimen (15, 30, 45, 60, or 90 mg Every 12 

Hours) for Relief of Moderate to Severe Pain in Patients with Chronic Low Back 

Pain Who Require Opioid Treatment for an Extended Period of Time After Opioid

Rotation from Immediate Release Hydrocodone/Acetaminophen

Type/Design Phase 4  study

Region/Countries United States

Primary Endpoints The primary objective of this study is to determine the successful dose of 

hydrocodone extended-release tablets for individual subjects that produced stable 

pain relief without unacceptable adverse events. 

Population 150 patients with chronic low back pain who require opioid treatment for an 
extended period of time

Timelines 1Q 2015 – 4Q 2015

Total Budget $3,500,000

Status Planning

20
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ISS Areas of Interest

Draft Areas of Interest for Future ISS

Rotation from short-acting opioids (other than hydrocodone) and long-acting opioids 
to VANTRELA™ ER

VANTRELA™ ER in Patient Populations:

• Opioid-naïve patients 

• Patients with acute pain

• Patients with chronic pain

• Patients with breakthrough pain

HEOR Outcomes:

• Quality of life

• Global functioning measures

Impact of acetaminophen-combination products on safety and efficacy in patients with 
chronic pain

Options for rescue medications

Total Budget: $198,000

21
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PAINWeek 2015*
Deadline: July 2015 

Sept 9-12
Las Vegas, NV

1) 3103 Primary 
(APS 2015 Encore)
2) 3103 Secondary 

(APS Encore)
3) 1079/1085 Crushing 

(Plan A: APS 2015 Encore)
4) 1085 PK/PD Crushing 
(Plan A: APS 2015 Encore)

5) 1071/1090 2015 ADH vs. 
IRH 

(AAPM Encore)

APS 2015*
Deadline: Nov 2014 

May 13-16
Palm Springs, CA

1) 1079/1085 Crushing 
(Plan A: Original)

2) 1085 PK/PD Crushing 
(Plan A: Original)
3) 3103 Primary 

(Plan A - Original-Shell: IASP 
’14; Plan B - Original: APS 

‘15)
4) 3103 Secondary 

(Plan A - Original-Shell: IASP 
’14; Plan B - Original: APS 

‘15)

AAPM 2015*
Deadline: Sept 2014

March 19-22
National Harbor, MD

1) 1071/1090 ADH vs. IRH 
(Original)

ASCPT 2015
Deadline: Aug 2014

Late-Breaker Deadline: Dec 
2014

March 4-7
New Orleans, LA

Submission(s) TBD

WSPC 2015
Deadline:  Oct 2014 

March 5-7
Miami Beach, FL

Submission(s) TBD

ASA 2015
Deadline: late March 2015 

Oct 24-28
San Diego, CA

Data must not have been 
presented to 300+ 

anesthesiologists before & must 
not be in same form as 
previously presented

Submission(s) TBD

KEY

Accepts Original Data

Accepts Encore Pres.

Publishes Abstracts

* Priority Meetings

Q1 Q2 Q3 Q4

2015 Global Scientific Communication Plan

22
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2013 2014 2015

Priority #1: 1071 PK (Darwish)

(Submitted) Clinical Drug Investigation

3079 Efficacy & Safety (Hale)

(Author 2nd Draft Review) Clinical Therapeutics

Priority #2: 1082 Dose Proportionality (Darwish)

(Resubmission) J of Clin Pharm- MS not accepted; MS being updated for 

submission to: Clinical Drug Investigation

1081 & 1091 SD/MD (Darwish)

(Q2 Planned Submission) Clinical Therapeutics

3080 LT Safety & Abuse/Diversion (Hale)

(Author Kick-off 5/9) Target Journal TBD

3103 Efficacy & Safety (Hale)

(Q3 Start) Target Journal TBD

1079 & 1085 Crushing (Darwish)

(Revise/Submit Post-Approval – Q2 2015) Target Journal TBD

1076 & 1090 Food Effects (Darwish)

(Submit Post-Approval – Q2 2015) Journal of Pharmaceutical Sciences

1085 PK/PD Data (Darwish)

(Q4 Start) Target Journal TBD

ADH vs. IRH from 1071 & 1090 (Darwish)

(Q4 Start) Target Journal TBD

PK Review Article (Darwish)

Concept stage

Economic Burden/Models of Chronic 

Pain Systematic Review

Concept stage

1076 Alcohol Effects (Darwish)

(Revise/Submit Closer to Approval – Q2 2015) Clinical Drug Investigation

1085 Abuse Liability (Darwish)

(Revise/Submit Closer to Approval – Q2 2015) CNS Drugs

3080 Functional & Productivity (Hale)

(Author Kick-off 5/9) Target Journal TBD

Priority #3: 1088 & 1089  Renal & Hepatic (Darwish)

(Resubmission) Journal of Pharmaceutical Sciences- MS not accepted; MS 

being updated for submission to: Clinical Pharmacology in Drug Development

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

2015 Publication Plan

23
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Global HEOR 

Objective Study/Tactic Status/ Timeline

Differentiate brand 
through clinical profile, 
compelling value 
proposition, optimal 
pricing and contracting 
platform

Demonstrate the economic benefits of LAO use 
versus SAO use in management of chronic pain

Analysis completed. 
Publication planning in 
process

Demonstrate increased economic burden in 
terms of cost of care in LAO patients who are 
casual users of alcohol

Proposal Received  

Study completion- Q1 
2015

Budget Impact Model for VANTRELA™ ER Started, completed 
Q2/3 2015
(for availability at time 
of launch)

AMCP Dossier for VANTRELA™ ER Anticipated 
completion Q3 2015

24
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2015 NeuroPsych and Pain MSL Products
Director,

N&P MSL Team

Associate Director

Parkinson’s Team

Associate Director 

Migraine Team

Associate Director 

Pain Team

Zecuity-60%

Azilect-20%

Vantrela-20%

Legacy-Nuvigil

Pipeline-LBR101, 

Risperidone NTEs

Zecuity-60%

Azilect-20%

Vantrela-20%

Legacy-Fentora

Pipeline-TV45070, 

Revascor, 4 Opioid 

NTEs 

Zecuity-60%

Azilect-20%

Vantrela-20%

Pipeline-Pridopidine, 

Apomorphine NTE

Migraine – 14 FTEs

PD – 5 FTEs

Pain – 5 FTEs

2015 MSL Alignment

25
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Michael Seminerio, PhD 

Chicago

Kelli Rodvelt

Kansas City

Puerto 

Rico

Alan Barreuther

Tucson

Karen Nishihara 

Seattle

Kelly Conrad, PhD 

Nashville

OPEN

David Wood, PhD 

Raleigh

AratiKreibich, PhD 

NYC

Associate Director 

Jess McLin, PhD

San Diego, CA

2015 Pain MSL team
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Immediate Priorities – Medical Affairs

27

Immediate Priorities (Next 3 Months)

▪ Complete Human Abuse Liability Study 10032 CSR

▪ Conduct Medical Ad Board in December

▪ Finalize draft protocol for Phase IIIb/IV studies

▪ Develop draft ISS plan

▪ Finalize Budget impact model

▪ ePublish manuscript for Safety & Efficacy Study 3079

▪ Conduct MSL Datacrunch meeting

27
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Launch Key Performance Indicators – Medical Affairs

28

Launch Key Performance Indicators

KPI 1:  Execute 100% Scientific Publications plan by Launch

KPI 2:  Educate and Train Medical Science Liaisons to complete 100% of scientific 

exchange objectives

KPI 3:  Finalize all Standard Response Letters and train call center staff by launch

28
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Tactical Timeline – Medical Affairs

29

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

HEOR

AMCP Dossier

SAO vs. LAO costs study

Concomitant Opioid and Alcohol Abuse Study

Budget Impact Model

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission

Scientific Communications
PainWEEK Abstracts presented

IASP: 3103 Abstracts presented

3103 Manuscripts Published (Q1 2015)

Additional Secondary and Review articles published

Medical Information

Initial Standard Response Letters Complete Standard Response Letters

Train Call Center

SAO v LAO Primary Publications

Opioid and Alcohol Abuse Study Primary Pubs

MSL 
MSL Datacrunch

Scientific Exchange Objective

Positive 3103 Study

Managed Markets/Sales Training support

Clinical Trial support

Medical Meeting Coverage

CME Support

CME Support 2015CME Support 2014

Finalize 2015 Med Ed Objectives

Advisory Boards/Phase IV trials/ Finalize Knowledge Gaps (ISS)

Phase IV Protocol Approved 

KOL Mapping

Engage CRO Phase IV study

Finalize Knowledge Gap  (ISS) objectives Review ISS proposals

Medical Advisory Board

VANTRELA ER

Branded Launch
VANTRELA ER

APPROVAL
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REMS

Robin DeChristopher

30
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SALES

Jim Reilly

31
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Goals and Objectives – Sales Launch Team 

32

Goals and Objectives
Sales Operations

▪ Analyze and update sales force structure and alignment

▪ Develop HCP targeting lists/call plans for sales force

▪ Gather and integrate sales data

▪ Develop and implement incentive compensation plans

Training

▪ Develop educational materials and programs for sales force

▪ Facilitate RSM training and sales force trainings at launch meeting and 

educational workshops

▪ Provide post-launch reinforcement training

Launch Meeting Preparation

▪ Plan and execute launch meeting

32
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Recent Accomplishments – Sales Launch Team 

33

Recent Accomplishments 
✓ Developed ‘Optimized Resource’ Sales Structure Model to support 

Vantrela Launch and existing in-line product promotion:

❑ completed analysis in coordination w/ 2015 AOP

❑ reviewed recommendation w/ key stakeholders and Senior 

Leadership 

❑ pending final approval 2015 AOP (Executive Leadership) 

✓ Selected Sales Training Vendor 

✓ Kicked off HCP Segmentation project

33
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The optimized base case scenario leads to 7 rep bag types & 2 sales teams  

TPC2 (TPC)

TNS

TPC

TPC1 (TNP)

Azilect

Copaxone

199

Amrix

Azilect

Nuvigil

254

Amrix

Fentora

70

Zecuity

Azilect

Nuvigil

Amrix

Azilect

Zecuity

Vantrela

Fentora

Nuvigil

Amrix

Fentora

Vantrela

Amrix

Fentora

70

Azilect

Zecuity

Nuvigil

254

Azilect

Copaxone

Zecuity

Copaxone

87 87

Amrix

Fentora

Vantrela

Amrix

Zecuity

Vantrela

Zecuity

Azilect

Vantrela

Amrix

Azilect

Zecuity

Q1 2015 Q2 2015 Q3 – Q4 2015 2016

Copaxone

Zecuity

25

Azilect

Copaxone

Zecuity

Copaxone

87 87

Copaxone

Zecuity

25

Azilect

Copaxone

Zecuity

Copaxone

87 87

Copaxone

Zecuity

25

Azilect Azilect Azilect

# Reps * 
# Reps*

* Proposed Headcount = Assumes additional sales representatives to support Launch of Vantrela
34
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Training Accomplishments  

✓ Launch plan draft complete

▪ Final copy complete Nov 2014

✓ Vendor partner (Illuminate) selected for home study modules

▪ SOW with Legal for stamp & approval

▪ Module 1: Anatomy and Physiology of Pain

▪ Module 2: Classification & Epidemiology

▪ Module 3: Pain Management

▪ Module 4: Issues in Chronic Pain Management

✓ Vendor partner selected for building of launch workshops in 2015

▪ Story flow in development

✓ Scale-up training matrix/grid in development

▪ Completion Nov 2014

35
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Sales Operations Team Accomplishments  

▪ Optimize Sales force

▪ Status:  Optimized alignment work underway for completion 

in Q2 2015 

▪ Incentive Comp design 

▪ Status:  Design process has begun for completion by Q2 

2015 

▪ HCP Segmentation Project

▪ Status:  All data files delivered to ZS on Friday, October 3rd

▪ Robust segmentation work underway for completion in 

January 2015

36

P-22526 _ 00037

lli2.J 

.. ---:::---·-· ,,.,, .... 
, •. ~~.~;;:~:;.'! 
-~~:/ ... ·· -~-:,. 

. . .. 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

Immediate Priorities – Sales

37

Immediate Priorities (Next 3 Months)

▪ Create hiring process for expansion of CNS BU Sales Force

▪ Complete Incentive Compensation design for 2015

▪ Build internal Sales Operations infrastructure to support Optimized 

Resource Sales structure

▪ Begin development of e-modules for Sales Training

▪ Complete HCP segmentation project

37

P-22526 _ 00038

lli2.J 

0 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

Launch Key Performance Indicators – Sales Launch Team 

38

Launch Key Performance Indicators

KPI 1: Complete Sales Force expansion w/ hiring dates for 2015: 

Directors - January; RSMs - Feb/Mar; Sales Reps by June/July 

KPI 2: VANTRELA ER Incentive Compensation plan/launch contest in place by Q2 

2015

KPI 3: Sales Representatives trained and certified by Launch in September 2015

KPI 4: Final target list/call plan finalized by Q2 2015

38
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Tactical Timeline – Sales

39

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Sales Training and Launch Meeting

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission

Sales Force Expansion

Data Analytics/Call Plan

Incentive Compensation / Launch Contest

Positive 3103 Study

Sales Force Sizing and Structure

SF Sizing Exercise Finalize Sales Force Structure/Territory’s 

Manager Hiring

Sales  Rep Hiring 

Finalize Training Plan 

Dev E-Modules E-Modules Launch

Post-launch Training

HCP Segmentation Project

Finalize Targeting & Call Plan 

Prepare Alignment to 

support new structure

Develop Launch IC plan/Contest IC Launch

Load targets in SFA

Dev Dashboard Dashboard

VANTRELA ER

Branded Launch

Dev Launch Mtg Workshops

Launch Meeting

ASD Hiring

Onboarding/ITC of new Hires

Launch Contest

Dev Module Content

Dev. Onboarding Content

Dev. Sales Reporting

VANTRELA ER

APPROVAL
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MARKET ACCESS

Deb Bearer

40
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Goals and Objectives – Market Access

41

Goals and Objectives

1. Develop and communicate an effective value proposition for 

payers and policymakers

2. Develop contracting strategy and appropriate tools to support 

engagement with payers to ensure favorable reimbursement 

access

3. Maximize contribution through an effective pricing strategy

41
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Recent Accomplishments – Market Access

42

Recent Accomplishments 

▪ Kicked off Value Proposition Testing

➢ Reviewed discussion guide development; screener 

development and recruitment for refined value proposition

▪ Conducted initial market access landscape assessment

▪ Developed initial access projections assessment

▪ Conducted access scenario working session for pricing sensitivity 

assessment

▪ Collaborated with Government Affairs and kicked-off planning 

Summit to define and establish Gov’t Affairs strategies and 

messaging 

42
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VANTRELA™ ER Payer Value Proposition Development

43

Develop a Payer Value Proposition (value deck) for VANTRELA™ ER

▪ Conducted two (2) payer ad-

board to understand payer 

management and value 

perception of long acting opioids 

and abuse deterrent formulations 

(July & Oct. 2013)

▪ Conducted payer 

landscape/value driver 

assessment (primary research) 

to understand current payer 

management of opioids and 

drivers that influence payer 

access decisions (Jan. 2014)

▪ Developed and align on value 

proposition statement (internal 

working session) based on value 

driver research (Mar. 2014)

What has already been 

completed?

▪ Conduct claims database analysis 

to understand HRU* associated with 

high-risk opioid users to support 

value message development 

(Deliverable: Budget Impact Model)

▪ Develop initial value messages 

based on the aligned value 

proposition and additional evidence 

generated through claims analysis 

(Deliverable: initial value messages 

as input for Agency finalization)

▪ Coordinate with the Agency to 

transition value message 

finalization based on initial draft 

messages (Agency Deliverable: 

finalized value messages for payer 

testing)

What is planned/already in 

progress?

Objective

▪ Begin value message/initial 

value story testing by end of 

year 2014

▪ Begin initial draft of value story 

as input for Agency finalization by 

end of year 2014

When will results be 

available?

*Health Resource Utilization
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Hydro ADF’s value proposition includes three key benefit categories that 

should remain fluid to adapt to payer sensitivity.

Lowers costs by reducing potential 

for AEs

Reduced potential for addiction

Effective chronic pain relief

Tolerability equivalent to schedule 
II hydrocodones

Same warnings as other long 

acting opioids

Competitive net pricing

Resistant to crushing and breakage 
through chewing

Retains full controlled release if 
broken

If crushed, forms hard matrix that 
avoids uncontrolled release

Resists drug extraction, in alcohol 
and other media

Hydro ADF Benefits

“Hydro ADF offers the 

ability to (1) reduce 

adverse risk in your 

patient population (2) with 

cost-effective opioid relief 

(3) without OxyContin

abuse risk.” 

(1)

Reduces Adverse Risk

(2)
Cost-Effective Opioid Relief

(3)

Abuse Deterrence

Key Benefit CategoriesHydro ADF Value Proposition

The value story must depict all of these benefits but 

remain fluid enough to adapt to each payer’s sensitivity 

to adverse risk and opioid abuse.

Abuse deterrence formulation

Source: Teva hydro Value Prop Status Update 4.3.214. Presented by ISA.

44
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VANTRELA™ ER Contracting Strategy Development

45

Develop the aligned VANTRELA™ ER Contract Strategy that results in meeting 

Access Objectives for the appropriate level of investment via payer rebates

▪ Initial research to begin by the 

end of September, however, 

prior research from payer 

landscape assessment, 

pricing/forecasting support, and 

government affairs strategy has 

laid initial groundwork for key 

contracting considerations.

Learnings:

▪ LAO not highly managed

▪ Commercial > 60% of TRx

▪ Contracting needed for 

Preferred Access

▪ All products have Co-pay 

programs 

▪ Legislative opportunity based 

on level of activity/support for 

AD products

What has already been 

completed?

▪ Conduct an Access Scenario Work 

Session (internal) to align on 

hypothesized access and channel 

strategies based on hypothesized 

market scenarios for VANTRELA™

ER (Deliverable: summary of 

internally aligned access/channel 

strategies)

▪ Conduct payer contracting 

research (primary – qualitative & 

secondary data analytics) to develop 

a Contracting Strategy for 

VANTRELA™ ER that takes into 

account state by state differences in 

opioid policy (Deliverable: 

Contracting Strategy for 

VANTRELA™ ER*)

What is planned/already in 

progress?

Objective

▪ Provide preliminary Access 

Projections by mid-November 

2014

▪ Provide a finalized Contracting 

Strategy & executive summary

by mid-January 2015

▪ Provide a Contingency 

Planning Tool & Account-

specific Dashboards by late-

January 2015

When will results be 

available?

*The finalized Contracting Strategy will include (not exhaustive): Access Projection, high level Payer Segmentation, Contingency Planning Tool, 

Geographic Heatmap, Account-Specific Dashboards, and a Contracting Strategy executive summary.
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VANTRELA™ ER Market Access Government Affairs Strategy

46

Develop a multi-layer strategy fro Teva to support key stakeholders in addressing 

opioid abuse

▪ Conducted primary and 

secondary opioid policy 

research (policy KOLs, PDMP 

experts, and payers) to 

understand the current opioid 

policy landscape and state 

segmentation based on 

management of opioid abuse 

(Jun. 2014)

▪ Prioritized states for targeted 

pull through based on tiers and 

developed strategic approach 

for each tier* (Jun. 2014)

What has already been 

completed?

▪ Conduct due diligence with 

internal Teva stakeholders (e.g., 

Federal/State Govt Affairs, 

Advocacy) to align on current 

government affairs initiatives and 

gaps to inform the government affairs 

summit work session (Deliverable: 

summary of current government 

affairs initiatives)

▪ Conduct a government affairs joint 

planning work session to align on 

strategic/tactical priorities and 

implementation logistics for Teva’s 

government affairs strategy 

(Deliverable: summary of internally 

aligned government affairs strategy 

priorities and next steps for 

implementation)

What is planned/already in 

progress?

Objective

▪ Provide summary of internal 

alignment on government 

affairs strategy priorities by 

mid-October 2014

When will results be 

available?

*States were segmented into 3 tiers based on the current opioid abuse management policy. Strategic recommendations and preliminary tactics were 

developed for each tier.
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VANTRELA™ ER Pricing Analytics

47

Evaluate payer price sensitivity, provider willingness to prescribe, and patient 

willingness to pay for VANTRELA™ ER to ensure appropriate “access”

▪ Conducted analog payer 

research based on a Zohydro ER 

and a hypothetical Zohydro ADF 

profile to gauge initial payer price 

sensitivity and evaluated account-

specific share shift projections to 

inform VANTRELA™ ER 

forecasting (Jun. 2013)

▪ Equal analgesic

▪ $511/TRx WAC pricing (10% 

premium to Oxy)

What has already been 

completed?

▪ Conduct payer pricing sensitivity 

research (primary – qualitative) to 

understand the impact of price on payer 

access given the market landscape* 

(Deliverable: payer price sensitivity for 

VANTRELA™ ER)

▪ Conduct provider research (primary –

qualitative & quantitative) to 

characterize provider willingness to 

prescribe given the market landscape* 

(Deliverable: provider willingness to 

prescribe VANTRELA™ ER)

▪ Conduct patient research (primary –

quantitative) to characterize patient out 

of pocket sensitivity given the market 

landscape* (Deliverable: patient out of 

pocket sensitivity for VANTRELA™ ER)

What is planned/already in 

progress?

Objective

▪ Provide recommendation for 

VANTRELA™ ER launch price

and pricing strategy by end of 

year 2014

▪ Provide a Pricing Decision 

Support Tool that considers 

possible profitability (e.g., payer 

mix, coverage, contracting, best 

price implications) and market 

access objectives by end of year 

2014

When will results be 

available?

*An internal working session will be conducted in September 2014 to align on different market landscape scenarios that may impact pricing.

Company Product WAC Pricing

Purdue OxyContin $464.71/TRx

Purdue Targeniq N/A

Zogenix Zohydro $411/TRx
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Education

Funding for Infrastructure

Help Connecting the Dots

Legislative Focused

Payer Focused

Provide access to education how key stakeholders want 

to receive it (one size doesn’t fit all)

Demonstrate investment in progressive states by 

providing grants to enhance PDMP capabilities

Provide resources to help bring stakeholders together

Provide support for legislative advocacy initiatives that 

are aligned with state stakeholder needs

Strengthen Teva’s pull-through capability with payers in 

select states

ISA recommends a holistic approach focused on education, financial support, and advocacy to help 
Teva become a trusted partner in the battle against opioid abuse.

VANTRELA™ ER Market Access Government Affairs Strategy

48
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Prioritized Targets to Support Pull-Through of Vantrela ER

Strategic
Segments

Description/Evidence
Rationale

States
Recommended

ApproachActive Supportive

Tier 1 States
▪ States that are active and 

supportive of opioid abuse 
initiatives

High High
12 States: DE, FL, KY, LA, MA, 
NM, NV, NY, TN, UT, WA, and 

WV

Targeted Legislative 
and Regulatory 

Advocacy 

Tier 2 States
▪ States that are supportive of 

opioid abuse initiatives, but 
minimal action taken to date

Moderate High
9 States: IN, MI, MS, NC, NJ, OH, 

PA, ND, and RI

Empower the 
Supportive 
Community

Tier 3 States

▪ States with a history that 
suggests lack of strong advocacy
or significant hurdles in in passing 
legislation or programs to 
address opioid abuse

Low

State-Low, 
Community-

Low/ 
Moderate 

5 States: CA, GA, IL, TX, and VA Focus on the Payer 

Tactical Segments Organizations

Health 
Advocacy 
Organizations

▪ HAO’s with a national presence, 
vested interest in addressing 
opioid abuse, and past 
partnerships with manufacturers

High High
APS, ASTHO, FSMB, PCF, NABP, 

NAMSDL

Build Relationships 
with Key Health 

Advocacy 
Organizations

Payers
▪ PART OF PAYER STRATEGY and 

VALUE PROPOSITION STRATEGY
Low Low

Key Payers in Tier 3 States* (see 
Tier 3 Blueprint)

Value Proposition**

VANTRELA™ ER Market Access Strategy = Integrated Approach of 
Contracting and Government Affairs  

VANTRELA™ ER Market Access Government Affairs Strategy

Tier 2

Tier 1

Tier 3

No Rank

Preliminary State Segmentation

CONFIDENTIAL CONTINGENCY/SCENARIO PLANNING DOCUMENT. FOR INTERNAL DISCUSSION PURPOSES ONLY.
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Immediate Priorities – Market Access

50

Immediate Priorities (Next 3 Months)

▪ Kickoff payer segmentation

▪ Finalize and approve value proposition

▪ Finalize reports for market access landscape & access projections

▪ Finalize pricing & contracting strategy recommendations for 

leadership approval

▪ Update payer presentations to include HEOR findings

50
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Launch Key Performance Indicators – Market Access

51

Launch Key Performance Indicators

KPI 1:  Finalize Payer Strategic Planning tools prior to launch

KPI 2:  Achieve projected monthly target access goals as defined within the payer  

access strategy 

KPI 3:  Limit non-coverage to yet-defined percentage of covered lives

51
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Tactical Timeline – Market Access

52

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Value Prop Workshop

Value Prop Assess
Message Assess

Develop/Test Value Story

Strategic Planning Workshop

Landscape Assessments

HEOR

Payer Segmentation and TargetingState Gov’t Assess 

Competitive Assessment

Payer Segmentation Refresh

List of prioritized payers

Reporting and monitoring of competitive products

Pricing Assess Price on Various Scenarios

Patient Copay Sensitivity

Pricing Strategy Dev

Market Access Landscape

Pricing Committee Approval

Set WAC

Contracting

Access Projections Assessment.

Contracting Strategy Dev

Contract Imp. Planning

MSL  Requests

Value Prop Promo Deck

Payer Playbook

Field payer requests for information on dossier/burden of illness upon request

TrainingPayer Dashboards

AMCP Dossier

SAO vs. LAO costs study

Concomitant Opioid and Alcohol Abuse Study

Budget Impact Model

SAOvLAO Primary Publications

Opioid and Alcohol Abuse Study Primary Pubs

Value Proposition and Strategy

Gov’t Affairs Summit

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission
Positive 3103 Study

VANTRELA ER

Branded Launch
VANTRELA ER

APPROVAL
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FRANCHISE 

DEVELOPMENT/ADVOCACY

Karen Hill

53
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Goals and Objectives – Government Affairs & Advocacy

54

Goals and Objectives

1. To establish Teva as a strategic, ethical, and reliable partner with 

key pain organizations in order to optimize brand and franchise 

objectives.

2. Support initiatives, partnerships, and conferences in the pain 

market that bring awareness to:
➢ Abuse deterrence and responsible care

➢ Need for patient access to medication

➢ Teva CNS’s position as a committed, responsible pain care company

➢ Policy issues affecting access to medication

54
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Recent Accomplishments – Franchise Dev & Advocacy

55

Recent Accomplishments 

▪ Met with CLAAD and Alliance for Patient Access in DC

▪ Policy focused groups

▪ 2014 Advocacy Advisory Board Meeting planning

▪ Nov. 11 meeting in KC with PAINS and SPPAN

55
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Key Selected Organizations

56

Tier 1
Priority Group

Tier 2
Engagement

Tier 3
Awareness

• American Pain Society

• American Academy of Pain Medicine

• American Academy of Pain Management

• PAIN Week

• State Pain Policy Advocacy Network

• Pain Action Alliance

• Center for Lawful Access and Abuse Deterrence

• American Academy of Family Physicians

• American Chronic Pain Association

• US Pain Foundation

• American Society for Pain Management Nursing

• American Academy of Nurse Practitioners

• American Academy of Hospice and Palliative Medicine
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VANTRELA™ ER 2015 Conference Schedule

57

2015

J F M A M J J A S O N D

American Academy of Pain Medicine

March 19 – 22

National Harbor, MD

American Pain Society Annual Meeting

May 13 – 16

Palm Springs, CA

APS: PCPC Joint Meeting

July 2015

Orlando, FL

PainWeek

September 9 – 12

Las Vegas, NV 

American Academy of Pain Management

September 2015

Phoenix, AZ

AAFP

September 29 – October 3

Denver, CO

Tier 1 Conference: Priority conference for 

brand and/or franchise

Tier 2 Conference: Brand and/or 

franchise may yield potential benefits
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2015 Conventions

58

Approved:  Annual Membership

Platinum Sponsorship

Under Review:  Corporate Showcases

58

Under Review:  Platinum Level Support

Anticipated Platinum Level Support, 

aligning on any additional support

American Pain Society

American Academy of 
Pain Medicine

Pain Week
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2015 Conventions and Memberships

59

Prospectus expected early December

59

Anticipated booth and corporate 

symposium only

• APS, approved

• AAPManagement

• US Pain Foundation

American Pain Society 
PCPC

American Academy of 
Pain Management

Memberships
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Immediate Priorities – Franchise Dev & Advocacy

60

Immediate Priorities (Next 3 Months)

▪ Continue to secure sponsorships for 2015 conventions and 2015 

memberships

▪ Continue to meet with advocacy groups

▪ Approval of communication templates

▪ Planning of Dec. Advocacy Ad Board

▪ “Pain Matters” screening program events for Q1 2015

60
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Launch Key Performance Indicators – Franchise Dev & Advocacy

61

Launch Key Performance Indicators

KPI 1: Raise the profile of the opioid abuse epidemic among advocacy groups and 

policymakers as measured by an ATU

KPI 2: Conduct up to 3 screenings of “Pain Matters” video in Q1 2015 at state 

legislatures

KPI 3: Execution of Dec. Advocacy Advisory Board and resulting action items

61
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GOVERNMENT AFFAIRS

Rob Falb

62
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Government Affairs Perspective

▪ It’s The Public Policy Position 

Not The Product

▪ Keep Your Friends Close 

And Your Enemies Closer

▪ It’s A Marathon Not A Sprint 

▪ Establish Teva As The Trusted,

Go-To Resource for Policymakers

63
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What Have We Done For You Lately?

▪ State

▪ DAW model legislation

▪ Working with Purdue, Pfizer, Endo etc.

▪ State Legislative Briefings

▪ CA, PA, WA

▪ NCSL Briefing

▪ Meeting, Monitoring and Acting

▪ Federal

▪ Federal Legislative Initiatives

▪ Senate Rx Abuse Working Group Meeting

▪ Alliance to Prevent the Abuse of Medicines

▪ CVS Health, AMA, Prime Therapeutics, Cardinal Health

▪ Hill briefings, Administration Outreach, Chamber of Commerce Event 

▪ Pain Care Forum

▪ Meeting, Monitoring and Acting

▪ MM-GA Summit

▪ Alignment on Priority States

▪ Consistent Messaging 

▪ Tools We Need 
64
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Public Affairs 

Landscape Review

Overview:

▪ Policy Media 

▪ Assessment of how opioids and abuse 

issues are reported, specifically as it relates 

to public policy issues

▪ Key reporters driving policy discussion

▪ Stakeholders

▪ Leading stakeholders represented in and 

driving policy reporting

▪ Policy

▪ Identify key federal legislators on opioid 

issues and their positions

▪ Leadership / Committee Jurisdiction

▪ Personal interest in opioid issues

▪ Identify Opportunities

▪ Thought leadership

▪ Stakeholder alignment

• Golin is conducting a review 

of the federal public affairs 

and policy landscape as it 

relates to opioids, abuse, 

and abuse deterrence.

• Help determine public 

affairs needs for 2015

• Inform an upcoming Public 

Affairs working session

65

Public Affairs Landscape Review
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Immediate Priorities – Government Affairs

66

Immediate Priorities (Next 3 Months)

▪ Prep Teva leadership for Senate Prescription Drug Abuse Task 

Force meeting

▪ Develop legislative briefings for California, Washington, & 

Pennsylvania legislatures

▪ Receive CARE approval of “Pain Matters” screening program 

events for Q1 2015

▪ Develop program content for Alliance-U.S. Chamber of Commerce 

briefing

66
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Tactical Timeline – Government Affairs & Advocacy

67

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Gov’t Affairs

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission

Advocacy

Positive 3103 Study

Franchise Dev

Public Affairs Landscape Review and Tool Kit Development 

VANTRELA ER

Branded Launch

Advocacy 

Summit

PainWeek “Pain Matters” 

Program

Finalize 2015 Conference 

Schedule

Prioritize Key Advocacy Groups

State Legislative Briefings in PA, WA, CA

Continued Advocacy Organization Support 

State Government Assessment and Heat Map

Government Affairs Summit

Finalize Sponsorships for 2015

VANTRELA ER

APPROVAL

Meeting with CMS

Ongoing Federal/State monitoring

Dev Pain Matters Educational initiative 

Senate Task Force  Briefing

Alliance Chamber of 

Commerce Briefing

Alliance Senate Staff Briefing
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MANUFACTURING

Derek Moe

68
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VANTRELA™ ER – Manufacturing & Supply

69

▪ Manufacturing & Supply Plan for Launch
⚫ Aligned with PDUFA approval – June 2015

⚫ 3 Validation batches will manufactured for each strength to support the launch

⚫ Intermediate validation to be completed - November 2014

⚫ Manufacturing of first strength completed  (15mg) – December 2014 

⚫ Manufacturing of last strength completed (90mg) – April 2015

⚫ Bottling to be completed in Forest, VA – April/May 2015

⚫ Final packaging to be completed upon approved label – 2-3 weeks to print; 2-3 week to ship

Eden Prairie, MN

Salt Lake City, UT

Forest, VA
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Launch Key Performance Indicators – Manufacturing

70

Launch Key Performance Indicators

KPI 1: Successful production of 5 doses by April 2015

KPI 2: Product availability/capacity: Inventory and Production of safety stock for 

launch

70
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Tactical Timeline – Manufacturing

71

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission

Packaging

Positive 3103 Study

Manufacturing

Intermediate Validation

VANTRELA ER

Branded Launch

15mg Product Validation

30mg Product Validation

45mg Product Validation

60mg Product Validation

90mg Product Validation

Finalize 

Primary/Secondary 

Packaging (bundles)Print PI

Final Packaging

Ship to North Wales

VANTRELA ER

APPROVAL
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TRADE

Jason Jones

72
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Goals and Objectives – Trade

73

Goals and Objectives

1. Develop trade & distribution strategy to ensure 100% availability to 

retail and patients

2. Develop/recommend Trade launch, engagement, and awareness 

programs

73

P-22526 _ 00074

Goals and Object ves 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

Immediate Priorities –Trade

74

Immediate Priorities (Next 3 Months)

▪ Provide Cll market dynamics overview for Brand and Commercial 

considerations

▪ Finalize Go-to Retail/Wholesaler Trade strategy

74
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Launch Key Performance Indicators –Trade

75

Launch Key Performance Indicators

KPI 1: Finalized Retail Pharmacy/Wholesaler strategy approved by Feb 2015

KPI 2: Finalized Launch /Engagement plan by April 2015

75
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Tactical Timeline – Trade

76

2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

Trade

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission
Positive 3103 Study

Finalize Trade Plan Wholesaler/Retail Pharm Advertising

VANTRELA ER

Branded Launch

Finalize Launch Engagement Plan

Finalize Pharmacy Stocking 

Sheet

Initial Orders and Stocking

Ship to Wholesalers

VANTRELA ER

APPROVAL
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MARKETING

Matt Day

77
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VANTRELA ER Strategic Imperatives 

Develop a differentiated 
brand

Educate on Appropriate 
Use, Abuse Potential and 

Deterrence technology

Ensure reimbursement 
access for HCPs and 
appropriate patients

Strategic 
Imperatives

1

2

3

Objectives 

• Establish and differentiate Teva AD technology 

• Integrate AD technology branding into VANTRELA™ profile

• Build differentiated, ownable and unique positioning, message platform 

• Clearly define appropriate patient 

• Collaborate with clinical team to optimize data to align with unmet 
market needs

• Educate marketplace about appropriate opioid prescribing, abuse 
potential

• Educate marketplace about AD technology, FDA guidelines

• Help to shape, establish AD industry & market standards

• Differentiate brand through clinical profile, compelling value 
proposition, optimal pricing and contracting platform

• Partner with key constituents to strengthen access landscape 

78
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Recent Accomplishments - Marketing 

79

Recent Accomplishments 

▪ Pain Week, September 3-6

➢ Pain Matters Screening & Panel Discussion

➢ Evolving roles, Same Goals Symposium

▪ AAPM, September 18-20

➢ Evolving roles, Same Goals Symposium

▪ Positioning Statement and Research

• Logo Development

• HCP Patient Segmentation & Pharmacy  Research

79
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235+ attendees

“Film did a great job of showing the many 

dimensions of how pain affects not only the patient 

but also the caregiver.”

Pain Matters Screening

80
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PAIN MATTERS Trailer

81
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Average Evaluation Scores*:

4.62 The event was relevant to my 

work as a health care provider

4.49 The panel discussion provided 

valuable insight into the film and the 
issues explored

4.6 Overall, I found the event to be 

valuable, educational, and time well 
spent

“It gives hope to people at the beginning 

of the journey.”

“I’m learning how to be a 

better provider by 

understanding the patient's 

perspective on pain …..”

*Scale of 1 to 5

Pain Matters Screening Evaluation Results

82
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Evolving roles, Same Goals: PainWEEK & AAPM

PainWEEK (Sept 6):

• Drs. Gudin, Argoff, & Brennan

• 210 attendees

• Several requests for slides

• Positive feedback…

AAPM (Sept 19):

• Drs. Simon, Gharibo, and Gudin

• 384 attendees

• Several requests for slides

• Positive feedback…

83
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DATE/TIME: 
Friday, September 19, 2014 
11 :45AM-1 :15 PM 

LOCATION: 
JW Marriott Desert Ridge 
Phoenix , Arizona 

Lunch will be served Grand Saguaro North & South Ballroom 

~ n management continues to evolve In response to patient, provider, and societal needs. J l Please Join us as thrH experts In pain management discuss then de~loplng perspectlvH. 

Michael Brennan, MD 
0..fMedlCalOffic:er 
The Pain Center of Fairfield 
Fairfield. CT 

Christopher Gharlbo, MD 
Associate Professor of Anesthesiology 
and Orthopedics 
NYU School of Medicine 

Associate Medical Direck>f 
Ctvonic Pain and Recovery Center 
SilverHil Hospital 

Medical Oirector of Pain Medicine 
NYU-Hospital 

New Canaan, CT 

Tiaitnol a CI.Ep,og,r-

New York, NY 

Steven Simon, MO, RPh 
Assistan1 Qinical Profess« of Physical 
Medicine and Rehabilitation 
Kansas Unive<sity Medtcal Cenler 
Kansas City, KS 
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Evaluation Feedback: PAIN WEEK 

84

3% 0% 1%

12%

84%

The three faculty were effective 
and knowledgeable presenters.

1% 1% 3%

23%

72%

I found the program 
educational and informative.

1%
1%

4%

22%

72%

The presentation was clear and 
relevant to my clinical practice.

Strongly AgreeAgreeStrongly Disagree Disagree Neither disagree 
nor agree
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Evaluation Feedback: AAPM

85

1% 1%

5%

31%

62%

The presentation was clear and 
relevant to my clinical practice.

1%
0%

4%

21%

74%

The three faculty were effective 
and knowledgeable presenters.

1% 2%

5%

27%

65%

I found the program 
educational and informative.

Strongly AgreeAgreeStrongly Disagree Disagree Neither disagree 
nor agree
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Objectives: 

▪ Provide overview of pain and the role of opioids
in appropriate pain management

▪ Review the societal implications of prescription 
drug abuse and FDA guidance

▪ Increase knowledge of ongoing initiatives to help 
deter abuse and Abuse Deterrent Technologies 

KPIs:

▪ Measure traffic/engagement to Pain Matters microsite, 
including number of inbound links from external sites 

▪ Downloads and views of materials/assets

▪ Track overall media impressions/audience reach 

HCPs (PS, PCPs, 
NPs/PAs, 
Pharmacists)

Related 
Professional 
Organizations

Policymakers & 
Payers

Patients, 
Caregivers & 
Advocacy

Media

Educational Initiative Overview

86
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Building A Strong CRM

Educational 
Initiative

Public 
Affairs 
Tool Kit

Social 
Media 

(e.g. Face 
Book)

HCP & 
Patient 

Materials

Media & 
Advocacy 
Outreach

Unbranded 
Web Site

87
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I digital network 

Family Practice News 
News and Views that Matter to Family Physicians 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

Sirius XM “Aches & Gains” Radio Sponsorship

• Weekly program (Saturdays 

8-9 a.m. ET)

• Airs on Family Talk Channel 

131 on SIRIUS XM

• 13 million estimated 

listeners (Consumer/HCP 

split)

• Focuses on pain and pain 

relief with interviews with 

patients, celebrities, 

specialists and authors

• More than 5,100 followers 

on Twitter and 740 

Facebook Likes

• More than 89,000 podcast 

downloads

• 120,000 website page 

views and over 51,000 

visits from 108 countries

88

Sponsorship Request: $50,000 (level 1)
• 15 second company descriptions at the top of 

each hour

• Company description during commercial breaks

• Company logo on program website

• Five other pharma companies currently provide 

financial support, including: DC2 Healthcare, 

Medtronic, Purdue Pharma, Depomed and 

Millennium Labs

• Teva was a level 1 sponsor last year 

Opportunities to Maximize Sponsorship

• Leverage to promote the educational 

initiative to a targeted audience and drive 

microsite traffic 
✓ Feature “Pain Matters” documentary with panel 

discussion of those featured in film 

✓ Feature content from “Evolving Roles; Same Goals” 

presentation with on-air faculty interviews

✓ Introduce the educational initiative on air and direct 

listeners to website (on air, a tweet, Facebook post)
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VANTRELA ER Media Plan

89

Drive Awareness & Action

Unbranded Campaign

Unbranded Campaign
• Audience Display

• Print

• Search

Launch unbranded effort in 

January with media driving 

to “coming soon” opt-in 

web page; re-direct HCPs to 

fully launched website 

through relevant medical 

publisher partnerships and 

digital vehicles starting in 

February to encourage 

education  

Opioid Use & Abuse Education

• Search

• Audience Display

• Contextual Display

• Print

Emphasize HCP registration and data 

collection in prep for brand launch 

with data driven display and paid 

search, continue to support opioid 

education leading into brand launch

• Search

• Print

• Contextual Display

• Audience Display

• EMR

Implement a balanced approach between 

promotion of Vantrela & Unbranded 

campaign with a 50/50 creative split in 

September in order to support dual 

objectives of new product launch and opioid 

education/database collection; prioritize 

Vantrela product launch starting October 

and onwards with a new creative rotation of 

70/30 (branded/unbranded)

NDA AAPM Label 

Approval
APS PAINWeek

Brand Campaign 

Launch

HCP Capture & Convert

Branded & Unbranded Campaign

Site 

Launch

Q1 2015 Q2 2015 Q3 2015 Q4 2015

P-22526 _ 00090

lli2.J 

• 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

Unbranded Media Campaign

Search,  Display, Print

▪ Display: Utilize advanced targeting solutions with 

data partnerships (i.e. IMS) to reach HCPs across 

the web at scale and with greater efficiency for both 

unbranded and branded initiatives

▪ Search: Implement paid search coverage across 

tiered search structure to reach HCPs looking for 

relevant LAO/Abuse Deterrent & branded terms; 

focus coverage on core branded keywords and 

conquest competitive brands with branded campaign 

launch 

▪ Print: Develop strong branded presence with high 

impact units (e.g. cover tips, bellybands, cover 

positions) in key pain & PCP publications at Vantrela 

launch to reach key specialties

▪ Utilize target list to ensure limited waste and 

messaging to qualified HCPs
90

P-22526 _ 00091

lli2.J 

C/\D~EON 

haymarket® 



DRAFT - CONFIDENTIAL – FOR INTERNAL DISCUSSION PURPOSES ONLY – NOT FOR USE IN PROMOTION

2014-2015 Advisory Boards

Pre-Launch
▪ Three pre-launch advisory boards with 

local/regional HCPs:

▪ Pain Specialists /Primary Care Physicians 

/ILPs

▪ Meeting Objectives:

▪ Gain  understanding of the impact of recent 

regulatory changes and competitive launches 

on the pain market

▪ Explore current knowledge and perceived 

strengths/limitations of abuse deterrent 

technologies

▪ Evaluate initial HCP reaction to Hydrocodone 

ER product profile for use in developing 

launch slide deck

▪ Programs start in late 2014 and are 

completed early 2015

Post-Launch
▪ A series of 6 RABs (one for each Region) to 

ascertain the effectiveness of our launch 

efforts and to identify any course corrections 

that might be needed

▪ Each meeting will be 2 hours from 7-9pm

▪ 15 HCPs to attend each meeting

▪ Programs to feature both a professional 

moderator and a KOL presenter

▪ Each meeting will be multi-disciplinary 

(Pain Specialists, PCPs, ILPs)

▪ Total reach approximately 90 HCPs

PROGRAM SEP OCT NOV DEC JAN FEB MAR APR MAY JUN JUL AUG SEP OCT NOV DEC

HYDROCODONE ER 
ADVISORY

2014 2015

Pain Specialists (10-15 HCPs)

PCPs (10-15 HCPs)

NP/PAs (10-15 HCPs)

Regional Ad Boards (6)
15 – 20 HCPs per

91
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Next Meeting:
Educational Module Development, November 2014

▪ Follow-up to our success with the Pain Week/AAPM Disease 

Awareness programs

▪ Convene meeting of 10 Experts to develop additional Disease 

Awareness Modules for 2015

▪ Present Strategic Vision and working session to create draft outlines

▪ Meeting scheduled for November 16-17

Attending Experts

Jeff Gudin, MD Sri Nalamachu, MD

Charlie Argoff, MD Penny Tenzer, MD

Mike Brennan, MD Greg Holmquist, PharmD

Chris Gharibo, MD Bonnie Wilensky, NP

Steve Simon, MD, RPh Jen Bolen, Esq

▪ Preliminary modules to be developed include:

▪ FDA Guidance

▪ Abuse Deterrent Technologies

▪ Practical Considerations when prescribing opioids

92
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PR Aligning With Brand Strategic Imperatives

Differentiate VANTRELA™ ER  
and Teva’s Abuse Deterrence 

Technology

Position Teva as a Trusted 
Partner

COMMUNICATIONS 
STRATEGIES

Educate on Appropriate 
Use, Abuse Potential and 
Deterrence Technology

Develop a 
Differentiated  Brand 

BRAND STRATEGIC 
IMPERATIVES

Position VANTRELA™ ER  with Teva’s ADT as the optimal LAO to responsibly 

address unmet needs
COMMUNICATIONS 

GOAL

COMMUNICATIONS 
TACTICS

NDA Communications

PDUFA Communications

Data Support

Communication 

Readiness

Opportunistic Media

Unbranded Educational 

Initiative

Protect & Defend the Brand

Issues Preparedness

Ensure 
Reimbursement   

Access for HCPs &   
Appropriate Patients

Optimize Resource 
Allocation 
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Cold

Neutral

Hot
Qualitative Heat Map 
by Concept

Concept A
“Appropriate 

Pain Care”

Concept T
“The Simple 
Transition”

Concept S
“The Sensible 

Solution”

Concept I
“Intelligent 

Design”

Concept C
Current 

Positioning

“I don't disagree, but it's 

vanilla.  Unmemorable.” 

(PCP on Concept T)

“This is what pain 

management is.  The 

reminder is refreshing.  

‘Built with needs in mind’ 

means ease of use and 

efficacy. Its not just 

getting by. “ 

(PMD on Concept I)

“‘Sensible’ is not how I want to look at pain relief. 

Like sensible shoes being old and comfortable. 

Not an overwhelming endorsement.” 

(PMD on Concept S)

“I don't want ‘appropriate 

pain care.’  I want ‘great pain 

relief.’” 

(PMD on Concept A)

“I don't get it.  Opioids are all 

about side effects and 

tolerability and this won't fix 

that.” 

(ONC on Concept C)

“Intelligent Design is sexy.  

Sensible solution is bland.” 

(ONC on Concept S)

Positioning Research Outcome
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Immediate Priorities - Marketing
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Immediate Priorities (Next 3 Months)

▪ Conduct pain specialist, PCP advisory boards

▪ Design and build “Pain Matters” microsite

▪ Develop disease awareness education modules

▪ Finalize HCP segmentation

▪ Conduct VANTRELA ER logo & message testing

▪ Research VANTRELA ER creative concept
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Launch Key Performance Indicators - Marketing
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Launch Key Performance Indicators
KPI 1: Reach 60% of target HCPs with ‘Pain Matters’ educational program 

touchpoint

KPI 2: Drive aided AD awareness among target physicians > 30% 

D 9-10 > 50%

D 5- 8 > 25%

KPI 3: Quantitative verification  of differentiated profile, patient type 

KPI 4: Exceed industry benchmarks to measure message relevance, believability & 

credibility

KPI 5: Initiation of conversion study by Q1, completion by Q4 2015
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Tactical Timeline – Marketing
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2014 2015

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep

VANTRELA ER

APPROVAL

Branded Campaign

Initiate VANTRELA ER

FDA Rolling Submission

Finalize VANTRELA ER

FDA Rolling Submission

“Pain Matters” Unbranded Initiative/Disease Awareness (DA) 

Speaker Programs

Public Relations

Positive 3103 Study

Advisory Boards

Microsite Development

Pain Matters Screenings

PI Speaker Series

Pain Specialist Ad Board PCP Ad Board

Pain Matters Web Launch and RolloutADT & “Pain Matters” PainWeek Programs

NP/PA Ad 

Board

Regional Ad Boards (x6)

DA Speaker  Programs/WebinarsDA Content Dev.

Dev Positioning and Test

Msg Dev and MR

Concept Dev and MR

OPDP Submission

Vis Aid Dev. and MR

Dev Personal tactics

Branded Launch

Content Dev. Meeting

Finalize Speaker Program

Develop Content Speaker Training

Core Statements Doc.

Dev. Strategic Map 

Logo/Color Testing

White Paper Dev and MR

Dev NPP (Email, Banner, Website) tactics

NDA Communications

Dev Brand ADT/Msg toolkits.

Ongoing Media/Advocacy BriefingsIssues Preparedness Doc Dev.

Media Monitoring and Issues Readiness

PDUFA Material Dev./ Spokesperson Prep

VANTRELA ER

Branded Launch

Pharmacist MR

HCP & Patient Segmentation

DA Content Testing

DA Msg Testing DA ATU

Advocacy Ad Board
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CLOSING THOUGHTS

Matt Day
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THANK YOU ALL FOR YOUR 

CONTINUED DEDICATION AND 

SUPPORT!
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