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FORWARD-LOOKINGSTATEMENTS

Thispresentationcontainscertainstatementsthat are forward-lookingand whichshouldbe considered,amongstother statutory provisions,in light of the
safeharbourprovisionsof the UnitedStatesPrivateSecuritiesLitigation ReformAct of 1995. By their nature, forward-lookingstatementsinvolverisk and
uncertaintyas they relate to eventsor circumstancesthat will or may occur in the future. Actual resultsmay differ materially from thoseexpressedor
implied in suchstatementsbecausethey relate to future events. Forward-looking statementsinclude,among other things, statementsregarding our
financial guidancefor 2016 and our medium- and long-term growth outlook, our operationalgoals,our product developmentpipelineand statements
regardingongoinglitigation.

VariousfactorsmaycausedifferencesbetweenIndivior'sexpectationsandactualresults,including: factorsaffectingsalesof Indiviorproductsandanyfuture
products; the outcomeof researchanddevelopmentactivities; decisionsby regulatoryauthoritiesregardingthe IndiviorDǊƻǳǇΩǎdrugapplications; the speed
with which regulatoryauthorizations,pricing approvalsand product launchesmay be achieved; the outcomeof post-approvalclinical trials; competitive
developments; difficultiesor delaysin manufacturing; the impact of existingand future legislationand regulatoryprovisionson productexclusivity; trends
toward managedcareandhealthcarecostcontainment; legislationor regulatoryactionaffectingpharmaceuticalproductpricing,reimbursementor access;
claims and concernsthat may arise regarding the safety or efficacy of the Indivior DǊƻǳǇΩǎproducts and product candidates; risks related to legal
proceedings; the IndiviorDǊƻǳǇΩǎability to protect its patentsandother intellectualproperty; the outcomeof patent litigation relating to the ongoingANDA
lawsuits; changesin governmentallaws and regulations; issuesrelated to the outsourcingof certain operational and staff functions to third parties;
uncertaintiesrelated to general economic,political, business,industry, regulatory and market conditions; and the impact of acquisitions,divestitures,
restructurings,internalreorganizations,productrecallsandwithdrawalsandotherunusualitems.

Thispresentationdoesnot constitutean offer to sell,or the solicitationof an offer to subscribefor or otherwiseacquireor disposeof sharesin the Company
to anypersonin anyjurisdictionto whomit isunlawfulto makesuchoffer or solicitation.

Statementsaboutan investigationalproductin developmentare for discussionandplanningpurposesonly.
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OUTLINEOFTHEDAY

Our vision is that all patients around the world will have unrestricted access to high-quality 
treatment services for the chronic relapsing conditions and co-morbidities of addiction



INDIVIOR R&D DAY: AGENDA& OUTLINE

Time (EST) Topic Presenter
7:30 AM - 8:00 AM Coffee ςGet Together

8:00 AM - 9:00 AM

Outline of the day

- Welcome & Agenda

R&D Strategic Drivers

- Architecture;People;Strategic Pipeline;Processes

Christian Heidbreder, Chief Scientific Officer

9:00 AM - 10:30 AM RBP-6000: Once Monthly Buprenorphine

- Vision for RBP-6000: Part I

- Clinical Development

- RBP-6000 through the lens of aclinician

- Vision for RBP-6000: Part II

Glenn Tyson, VPGlobal Therapy Areas 

Susan Learned, SVP GlobalClinical Development

BarbaraHaight, Medicine Development Leader& Brent Boyett,
Boyett Health Services, Hamilton, AL

Glenn Tyson, VPGlobal Therapy Areas

10:30 AM - 10:45 AM Break

10:45 AM - 12:00 PM RBP-7000: Once Monthly Risperidone

- Schizophrenia through the lens of a psychiatrist

- Clinical Development

- Vision for RBP-7000

Anne Andorn, Head, LateStage Clinical Development

Susan Learned, SVP GlobalClinical Development & Jay Graham, 
Medicine Development Leader

Glenn Tyson, VPGlobal Therapy Areas 

12:00 PM - 12:20 PM
Strengthening our global leadership in treatmentof 
addiction

Shaun Thaxter, Chief Executive Officer

12:20 PM - 1:00 PM Q&A
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Our vision is that all patients around the world will have unrestricted access to high-quality 
treatment services for the chronic relapsing conditions and co-morbidities of addiction



Culture

Core Values & 

Guiding 

Principles

Purpose

Vision

INDIVIOR COREVALUES& GUIDINGPRINCIPLES
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Focus on patient needs to drive decisions

Seek the wisdom of the team

.ŜƭƛŜǾŜ ǘƘŀǘ ǇŜƻǇƭŜΩǎ ŀŎǘƛƻƴǎ ŀǊŜ ǿŜƭƭ ƛƴǘŜƴŘŜŘ

Care enough to coach

See it, own it, make it happen

Demonstrate honesty and integrity at all times



A VISIONTOENABLEINDIVIORΩSFUTURE

LƴŘƛǾƛƻǊΩǎFuture Position
ÁExpand core capabilities into new geographies
ÁExpand access to treatment in alcohol use disorder 

and stimulant use disorder
ÁAddress unmet needs in cannabis use disorder
ÁFocus on co-morbidities of addiction
ÁExplore new opportunities

Leadership:
ÁSet and lead access to quality 

treatment options

Create differentiated treatment approaches
ÁStream of sustained innovations
ÁContribute to help shape public policies

LƴŘƛǾƛƻǊΩǎCurrent Position: 
ÁExpand access to treatment in opioid use disorder
ÁOpen access to rescue medications
ÁAddress unmet needs in alcohol use disorder
ÁAddress unmet needs in stimulant use disorder
ÁFocus on psychiatric co-morbidities of addiction

R&D Center of Excellence: 
ÁPioneer breakthrough life-

transforming treatments

Core values:
ÁUnmatched patient focus
ÁTreatment leadership
ÁIncrease patient access to care
ÁSeeking the wisdom of KOLs and patient 

advocacy groups
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R&D STRATEGICDRIVERS2016
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R&D STRATEGICDRIVERS2016: ARCHITECTURE
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BUILDINGA NEWR&D CENTREOFEXCELLENCEIN HULL, UK
OURVISIONBACKIN DECEMBER2015
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Source: BoultingEnvironmental Services (BES), Manchester, UK



DELIVERINGONOURVISION: DECEMBER2016

Á New building (5,000m2/54,000Ft2) to be handed over to 
Indivior within Q2-2017.

Á On track for completion by end of Q4-2017.
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R&D STRATEGICDRIVERS2016: PEOPLE
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EXPERIENCED& TALENTEDTEAM

Christian Heidbreder
Chief Scientific Officer

Susan Learned
SVP Clinical Development

Graham Cairns
Sr Director CMC

Eddie Li
SVP Regulatory Affairs

Ju Yang
VP R&D China

Dan Hutcheson
R&D Liaison Officer

Bill Dewey
Director R&D Training

Barbara Haight
Medicine DvlptLeader

Anne Andorn
Head Late Stage ClinDvlpt

Jay Graham
Medicine DvlptLeader

Vijay Nadipelli
Director HEOR

Glenn Tyson
VP Global Therapy Areas
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Presenting today



CMC40%

Clinical25%

Regulatory32%

Other3%

CMC Clinical Regulatory Other

CURRENTR&D ORGANIZATION(N=155 IN DECEMBER2016)

ÁRegulatory Strategy
ÁRegulatory Operations
ÁRegulatory Affairs (RA) NA
ÁRA EU
ÁRA Australasia

ÁClinical Operations
ÁClinical Pharmacology & TM
ÁLate Clinical Development
ÁEx-US Clinical Development
ÁData and Statistical Sciences
ÁHEOR
ÁPreclinical Sciences
ÁEpidemiology

ÁFormulation Development
ÁAnalytical Development 
ÁChemical Development
ÁProcess Development
ÁTechnology Transfer

ÁR&D China
ÁR&D Training
ÁR&D Liaison
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N=62

N=38

N=50

N=5



R&D STRATEGICDRIVERS2016: PORTFOLIO
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OPIOIDUSEDISORDER
Product Geography Milestone

SUBOXONE®
Tablet

Additional Dosage Strengths 12mg/3 mg and 16 mg/4 mg: sNDSsubmitted to Health Canada 
(HC) Dec 6th, 2016.

NDA preparation:Plan to submit NDA to CFDA by end of Q4-2016

RBP-6000in 
ATRIGEL®

Á Phase 3 efficacy and safety trial (RB-US-13-0001): Positive top line results Aug 17th.

Á Phase 3 long-term safety trial (RB-US-13-0003): Database lock achieved Oct 31st.

Á Extension study (INDV-6000-301): First Patient dosed in Aug 2016.

Á REmissionfrom Chronic Opioid Use: Studying EnVironmentaland socioEconomicfactors 
on Recovery (RECOVER®) study: Logo USPTO-approved registered TM in Jul 2016; >400 
subjects achieving baseline survey; Baseline interim analysis report in Q4-2016.

Á Regulatory: Fast Track Designation May 23rd; REMS meeting Sep 28th; Pre-NDA meeting 
Dec 14th; NDA submission (pending outcome of pre-NDA meeting): Q2-2017.

Meeting with Regulatory Agencies Q4-2016: TGA; HC; ANSM; MHRA; MPA; BfArM
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NDS: New Drug Submission; NDA: New Drug Application; TGA: Therapeutic Goods Administration; HC: Health Canada; ANSM: Agence Nationale de Sécurité du Médicament et des Produits de 
Santé; MHRA: Medicines and Healthcare products Regulatory Agency; MPA: Medical Products Agency; BfArM: Bundesinstitut für Arzneimittel und Medizinprodukte.



PSYCHIATRICCO-MORBIDITIES

Product Geography Milestone

RBP-7000 in 
ATRIGEL®

US

Á Phase 3 efficacy and safety trial (RB-US-09-0010):

V Positive top line results released May 5th, 2015.

Á Phase 3 long-term safety extension trial (RB-US-13-0005):

V Database Lock achieved Oct 21st, 2016.

Á US Health Economics & Outcomes Research (HEOR) studies:

V Analysis of HEOR endpoints in Phase III RB-US-09-0010 and RB-US-13-0005 with 
budget Impact Model & AMCP dossier.

Á Pre-NDA meeting held August 4th, 2016:

V FDA agreement with proposed stability testing timelines & NDA submission 
strategy (Target: Q4-2017).
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ALCOHOLUSEDISORDER

Product Geography Milestone

Arbaclofen 
Placarbil

Á RB-US-14-0001: Final Clinical Study Report Jun29th, 2016.

Á Arbaclofen Placarbil appears to be safe & well tolerated up to a dose of 240mg in 
controlled abstinence setting.

However:

Á Significant inter-individual variability in pharmacokinetics profile as doses increased.

Á In vitro and potential in vivo alcohol interactions require:

τ new formulation development.

τ additional clinical studies (regional absorption and alcohol interaction) to mediate 
safety risk prior to further outpatient studies in AUD patients. 
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RESCUEMEDICATIONSFORDRUGOVERDOSE/I NTOXICATION

Product Geography Milestone

Intranasal 
Naloxone for 
Opioid 
Overdose

France

Á Temporary Authorization for Use (ATU): Approved by French ANSM on Nov 5th, 2015.

Á ANSM approved ATU launch on Jul 26th, 2016 with NALSCUE® launch in France on Jul 
27th, 2016.

Á MAA submitted Nov 28th, 2016.

RBP-8000: 
Cocaine 
Esterase for 
Cocaine 
Intoxication

US

Á Breakthrough Therapy Designation: Granted Oct 17th, 2014.

Á Second Type B meeting with the FDA: Mar 16th, 2016. 

Á Per agreement with FDA, work has continued with the development of a lyophilized 
product and first test batch has been manufactured in October 2016.
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ANSM: Agence Nationale de Sécurité du Médicament et des Produits de Santé; MAA: Marketing AuthorisationApplication 



Unmet Need

Maturity
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EARLYSTAGEASSETDEVELOPMENT
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1

5
Efficacy

Side 
effects

Delivery

Cost

3

Opioid Use Disorder (OUD)Alcohol Use Disorder (AUD)Stimulant Use Disorder (SUD)

Impulse Control Disorder (ICD)
Cannabis Use Disorder (CUD)



EARLYSTAGEASSETDEVELOPMENTOPPORTUNITYMAPPING
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R&D STRATEGICDRIVERS2016: PROCESSES
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EFFECTIVEDECISIONMAKINGPROCESSES

Science & Policy Committee
Composition: Subset of Board Members with scientific background & expertise

Responsibility: Reviews all scientific matters related to R&D and pipeline progress

R&D Leadership Committee
Composition: R&D Function Heads
Responsibility: Manages all matters related to pipeline progression and makes 

recommendations to Portfolio Review Committee

Portfolio Review Committee
Composition: Key stakeholders beyond R&D
Responsibility: Makes recommendations to the Executive Committee and Board on R&D 

strategy, priorities and all major pipeline-related decisions
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Glenn Tyson, VP Global Therapy Areas, Indivior Inc.
Susan Learned, SVP Global Clinical Development, Indivior Inc.
Barbara Haight, Medicine Development Leader, Indivior Inc.
Brent Boyett, Boyett Health Services, Hamilton, AL.
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RBP-6000: ONCEMONTHLYBUPRENORPHINE

Our vision is that all patients around the world will have unrestricted access to high-quality 
treatment services for the chronic relapsing conditions and co-morbidities of addiction



Glenn Tyson
Vice-President, Global Therapy Areas, Indivior Inc.

INDIVIOR R&D DAY

RBP-6000: VISIONFORTHETREATMENTOFOPIOIDUSEDISORDER

Our vision is that all patients around the world will have unrestricted access to high-quality 
treatment services for the chronic relapsing conditions and co-morbidities of addiction



>3 people in the 
US die of opioid 
overdose 
every hour of every day1

1Center for Disease Control and Prevention, National Center for Health Statistics, National Vital Statistics System, MortalityFile. (2015). Number and Age-Adjusted Rates 
of Drug-poisoning Deaths Involving Opioid Analgesics and Heroin: United States, 2000ς2014. Data related to death from the year 2014.
Picture source: http://globalnews.ca/news/2932561/shocking-photos-of-ohio-overdose-victims-problematic-say-addiction-experts/

Images like this one from the shocking 
Ohio overdose story in September are 

becoming all too common
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http://globalnews.ca/news/2932561/shocking-photos-of-ohio-overdose-victims-problematic-say-addiction-experts/


THEDAILYRATEOFOVERDOSEDEATHSIN THEUS ISTHEEQUIVALENTOFAN

80-PASSENGERPLANECRASHINGEVERYDAYWITHNOSURVIVORS1
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1Center for Disease Control and Prevention, National Center for Health Statistics, National Vital Statistics System, MortalityFile. (2015). Number and Age-Adjusted Rates 
of Drug-poisoning Deaths Involving Opioid Analgesics and Heroin: United States, 2000ς2014.
Picture source: http://www.civilaviation.eu/Embraer/EMB-170.htm


