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Forward Looking Statements

This announcementcontains certain statements that are ŦƻǊǿŀǊŘπƭƻƻƪƛƴƎand which should be considered,amongst other statutory
provisions,in light of the safe harbour provisionsof the United StatesPrivateSecuritiesLitigation ReformAct of 1995. By their nature,
ŦƻǊǿŀǊŘπƭƻƻƪƛƴƎstatements involve risk and uncertainty as they relate to events or circumstancesthat will or may occur in the
future. Actual results may differ materially from those expressedor implied in such statements becausethey relate to future
events. CƻǊǿŀǊŘπƭƻƻƪƛƴƎstatementsinclude,amongother things,statementsregardingthe IndiviorDǊƻǳǇΩǎfinancialguidancefor 2016
and its ƳŜŘƛǳƳπandƭƻƴƎπǘŜǊƳgrowth outlook, its operationalgoals,its productdevelopmentpipelineand statementsregardingongoing
litigation. Variousfactors may causedifferencesbetweenIndivior'sexpectationsand actual results, including: factors affecting salesof
SUBOXONE®(buprenorphineand naloxone)SublingualTablets(CIII),SUBOXONE®Film(buprenorphineand naloxone)SublingualFilm(CIII),
SUBUTEX®(buprenorphine)SublingualTablets(CIII)andanyfuture products; the outcomeof researchanddevelopmentactivities; decisions
by regulatoryauthoritiesregardingthe IndiviorDǊƻǳǇΩǎdrugapplications; the speedwith whichregulatoryauthorizations,pricingapprovals
and product launchesmay be achieved; the outcomeof ǇƻǎǘπŀǇǇǊƻǾŀƭclinical trials; competitivedevelopments; difficulties or delaysin
manufacturing; the impactof existingand future legislationand regulatoryprovisionson productexclusivity; trendstoward managedcare
andhealthcarecostcontainment; legislationor regulatoryactionaffectingpharmaceuticalproductpricing,reimbursementor access; claims
and concernsthat mayariseregardingthe safetyor efficacyof the IndiviorDǊƻǳǇΩǎproductsand productcandidates; risksrelatedto legal
proceedings; the IndiviorDǊƻǳǇΩǎability to protect its patentsand other intellectualproperty; the outcomeof the SUBOXONEFilm patent
litigation relatingto the ongoingANDAlawsuits; changesin governmentallawsandregulations; issuesrelatedto the outsourcingof certain
operational and staff functions to third parties; uncertaintiesrelated to general economic,political, business,industry, regulatory and
marketconditions; andthe impactof acquisitions,divestitures,restructurings,internal reorganizations,productrecallsandwithdrawalsand
otherunusualitems.

Thispresentationdoesnot constitutean offer to sell,or the solicitationof an offer to subscribefor or otherwiseacquireor disposeof shares
in the Companyto anypersonin anyjurisdictionto whomit isunlawfulto makesuchoffer or solicitation.
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Indivior PLC

Global Leader in Treatment of 
Opioid Dependence
Å 2016 Sales >$1bn
Å Mainly SUBOXONE® brand

Public Company since December 
2014
ÅUK Domiciled
ÅLondon Listed

US Based Business
Å80% of sales in US
ÅHQ in Richmond, Va.

Experienced management team
Å Built business from c.$35m (£21m) sales in 

2003.
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Scale of the problem

Addiction



Addiction ςA Global Epidemic affecting many millions

Å c.250m people worldwide used illicit drugs

Å We are global leaders in treatment of opioid use disorder:

Å 27m people aged 15-64 suffer from drug use disorders 
or drug dependence globally 

Å We are expanding our portfolio into other substance use 
disorders (e.g. Alcohol) and diseases associated with 
higher rates of substance use disorder (Schizophrenia).

Å There are 124m people worldwide dependant on 
alcohol 

Å 3.3 m deaths per annum due to harmful use of alcohol 

Å 21m people worldwide affected by schizophrenia
Indivior PLC annual report 2015 p.13.    Full details of sources on p.137 but primarily UNODC World Drug Report 2015 & 2016; UNODC Executive Director 
Statement June 26, 2015; WHO Global Status on Alcohol & Health 2014.  WHO Schizophrenia :  access  
http://www.who.int/mental_health/management/schizophrenia/en/
Drug use and dependence from World Drug Report refers to opiates, cocaine, cannabis, amphetamines, and psychoactive substances 5

http://www.who.int/mental_health/management/schizophrenia/en/


>3 people in the US die of
opioid overdoseeveryhour of
everyday1

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 Sources:http://globalnews.ca/news/2932561/shocking-photos-of-ohio-overdose-victims-problematic-say-addiction-experts/;  http://www.civilaviation.eu/Embraer/EMB-170.htm

THEDAILYRATEOF OVERDOSEDEATHSIN THE

USIS THEEQUIVALENTOF AN 80-PASSENGER

PLANE CRASHING EVERY DAY WITH NO

SURVIVORS

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

becoming all too common
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OUR VISION

That all patients around theworld will 
have unrestricted accessto high quality 
treatment services for the chronic 
relapsing conditions and co-morbidities of 
addiction



Improving 
treatment access

>2.5m <50%

52% 69%

patients diagnosed with
OUD in the US1

of diagnosed patients 
receive any MAT2

of BMAT patients
leave treatment
within 2 months2

of patients who leave
treatment are asked to 
leave by their physician as 
assessed in quantitative 
market research3

RBP-6000 GOALS
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Improving 
treatment retention

1SAMHSA, Results from the 2014 National Survey on Drug Use and Health. Rockville, MD: Substance Abuse and Mental Health Services Administration, 
2NSDUH survey 2014 and INDV analytics, 3INDV quantitative market research, 2015, n=123
MAT: Medication-Assisted Treatment; BMAT: Buprenorphine Medication-Assisted Treatment



Opioid Dependence 
Medication assisted treatment market is very US-based currently

Å US accounts for substantial majority (80%+) of 
buprenorphine based medication assisted treatment for 
opioid dependency by value

Å Approximately 2.3m potential patients, the majority of 
whom (1.9m) abuse or are dependent on prescription 
painkillers.1

Å Supportive government policy: treatment under the DATA 
нллл ŀŎǘ ŀƭƭƻǿŜŘ ƛƴ 5ƻŎǘƻǊΩǎ ǎǳǊƎŜǊȅ ōȅ ŎŜǊǘƛŦƛŜŘ 
physicians.  Covered by health plans and Affordable Care 
Act.  Treatment access increased in 2016 with CARA Act 
and increase in patient cap to 275.

Å Net sales of buprenorphine based treatment in US 
estimated >$1bn p.a.2  - US will, therefore, remain the key 
ŘŜǘŜǊƳƛƴŀƴǘ ƻŦ LƴŘƛǾƛƻǊΩǎ ǇǊƻǎǇŜŎǘǎ ƛƴ ǘƘŜ ǎƘƻǊǘ ǘƻ 
medium term.

1. 2014 National Survey on Drug Use and Health, Substance Abuse and Mental Health Services Administration (SAMSHA)
2. Based on $855m Indivior Revenues in USA in 2014, and share of 59%. 9



Ex-US markets in earlier stage of development

Å EU (>1m problem opioid users) differs from US as opioid-
dependence mainly heroin addiction1

Å Policy focused more on harm reduction for society than on patient 
recovery

Å Methadone clinics, strict supervision prevail

Å Volume growing slowly, value in decline due to austerity pressures

Å Scope to grow by building recognition of painkiller dependence 
(estimated up to 0.45m patients)

Å ROW (~23m people with drug use disorders) opioid drug use 
almost exclusively heroin addiction1

Å Under-developed or adversarial policy regimes (penal sentences for 
possession) in many countries

Å China (c.7m  opioid dependent including 1.4m registered drug users) 
the largest potential market ςa strategic target for Indivior

Å Australia a well developed market on US model

Å Scope for growth in ex-US markets in the medium to long-term.

1. 2015 World Drug Report.  European Drug Report 2015 (EMCDDA): China Narcotics Control Report, 205-2014, NNCC Office
Drug use and dependence from World Drug Report refers to opiates, cocaine, cannabis, amphetamines, and psychoactive substances  - Indivior PLC 
annual report 2015 p.13.    Full details of sources on p.137 
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Progress in 2016

Indivior PLC



YTD Q3 Highlights
Financials Above Plan

Å NR $799m

Å Op Profit* $315m

Å Net Income* $205m

Å EPS * 28c

Å Cash $586m

Å Net Cash $11m

* Adjusted to exclude $237m of exceptional items.

Operationally Strong 

Å US market growth in mid to high 
single digits

Å Third consecutive quarter of net 
revenue growth in USA

Å SUBOXONE® Film share at 
60.5% slightly ahead year to 
date.

Å Separation virtually complete 
with no disruption.

Pipeline Continuing Progress

Å Buprenorphine Monthly Depot 
positive Phase 3 trial efficacy top-
line results ςin line to meet both 
primary and secondary endpoints 
vs placebo.

Å Risperidone Monthly Depot ς
successful Pre-NDA meeting.

Å Arbaclofen Placarbil for alcohol 
use disorder ςcap target dose 
well tolerated but some individual 
variability in PK levels observed

Guidance for Full Year Raised 
NR guidance $1,060m to $1,075m

Net Income guidance $250m to $265m 12



Guidance for 2016

Guidance was based on 

ÅNo material change in current market 
conditions; 

V no deterioration in generic tablet pricing; 

V limited impact of branded competition  

V no generic film entry in 2016.

V modest loss of US share due to formulary changes & managed 
Medicaid accounts lost in 2015

Initial Guidance Half Year Guidance New Guidance

Net Revenue $945m -$975m 1,000m - $1,030m $1,060m-$1,075m

Net Income (adjusted) $155m - $180m $180m - $200m $250m-$265m

ÅReinvestment of <$35m of the gross profit above 
original assumptions in driving innovations:-

V Buprenorphine Monthly Depot

ÅExcluding Exceptional Items ($237m year to 
date)
ÅAt constant exchange rates (to estimated 2015 

averages)

ÅEstimated tax charge of 25% plus exceptional 
tax charges 13



Preserve leadership 
position in USA against 5 
(now 7) generic and 3 
branded competitors

INDIVIORPLC ςPRIORITIESFOR2016 (ASSHOWNIN FEBRUARY& JULY)

1.SUBOXONE® Film 
Resilience

ÅNew treatment areas of 
addiction and related 
morbidities

ÅExpand treatment 
access in USA

ÅOpioid painkiller 
dependence in Europe

ÅFile NDA in China

4. Expand Global 
treatment

ÅTransformational 
lifecycle products for 
Buprenorphine

ÅTreatments for other 
addictions and 
addiction rescue

2. Develop the 
pipeline

ÅExpand business 

ÅDiversify risk 

through targeted business 
development

US Listing process

3. Finance ready for 
BD / M&A

Resolve litigation & investigations and secure long-term certainty for Company

BD/M&A and US listing on hold
until litigation/investigation is 

clarified / resolved
14



Competition is intensifying, but Film share has been resilient
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ANDA litigation update

Å 5 Generic companiespursuing ANDAs
seeking to commercialise generic
versionsof SUBOXONE®Filmin US

Å Indivior has asserted patents (both
formulation and process patents) in
litigation againsttheseANDAfilers

Å District court decision announced
FridayJune3rd, 2016found that Actavis
& Par infringed the Ψ514 patent which
expires2024.
Å Ψ514patent validity upheldand infringed

Å Ψ150patent validity upheldbut not infringed.

Å Ψ832 patent claims invalid but would have been
infringed if valid.

Å Actavis and Par enjoined from launching generic
productsuntil April 2024.

Timetable

16

ANDA Applicant Patentsasserted 
against Filer

Trial Date 30 Month Stay 
Expires

Actavis 
Par

3 Orange Book Nov/Dec
2015

28 Feb 2016 (Actavis)
25 Sept 2016 (Par)

5Ǌ wŜŘŘȅΩǎ ό5w[ύ2 Orange Book Nov2016 17 April 2017
(DRL has challenged the

applicability of the 30-
month stay as to one of its
two ANDAs)

Actavis,Par, DRL 1 ProcessPatent Nov2016 n/a

Alvogen 2 OrangeBook 
1 Process

Sept 2017
(tentative)

29 Oct 2017

Mylan 2 Orange Book
1 Process 

Sept 2017 24 March 2018



A federal criminal grand jury investigation of Indivior
initiated in Dec2013is continuingand includesmarketing
and promotion practices, pediatric safety claims and
overprescribingof medicationbycertainphysicians.

Other Legal Proceedings
(see detailed disclosures in back-up)

Department of Justice

In Q4 2016, two StatesservedIndiviorwith subpoenasfor
records relating to the /ƻƳǇŀƴȅΩǎmarketing and
promotion of SUBOXONE®products and other formerly
marketedproducts.

State Subpoenas

A non-public investigation of Indivior initiated in June
2013 is continuing and is focusedon businesspractices
related to SUBOXONE®,including those that are the
subjectof the allegationsin the Antitrust litigation.

Federal Trade Commission

Antitrust Litigation

The lawsuitsconcerningallegationsthat Indivior violated
federal and state antitrust laws in attempting to delay
genericentry of alternativesto SUBOXONE®tablets, and
that Indivior unlawfully acted to lower the market share
of theseproducts,arecontinuing.
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Å RBP-6000 ςPhase III efficacy and 
safety trials concluded

Å Achieved all primary and secondary 
endpoints

Å RBP-7000 ςPhase III efficacy and 
safety trials concluded

Å Achieved all primary and secondary 
endpoints

Å Arbaclofen Placarbil ςreformulating 
and plan for next steps in 2017

Product Potential Peak NR

RBP-6000 $400m - $700m

RBP-7000 $100m - $200m

Arbaclofen Placarbil $500m - $900m

Å 2014 estimates ςmarkets have grown since 
then and our knowledge base has increased

Å Will revisit peak NR estimates in 2017

R&D Pipeline Delivery

Success with the major projects Scale of Market Opportunity
as indicated on demerger 1

181 Indivior PLC investor day November 21, 2014, slide 184



More on key asset ςRBP-6000

ÅProven ATRIGEL® sub-cutaneous system

ÅPhase III efficacy and safety trial: Top Line 
Results published August 17th, 2016.

ÅPhase III long-term safety trial: Database 
lock achieved October 31st, 2016. 

ÅFast Track Designation granted May 23rd, 
2016. Pre-NDA meeting in December 2016.

Monthly Depot Buprenorphine

19

001 (Efficacy 
Study) Interim 
TLFs Aug 2016

NDA Submission
Q2 2017

FDA Approval
Q4 2017 (if FDA 
Priority Review 

granted)

Promotional 
Launch 

End 2017

Objectives of development

ÅTo enhance compliance and adherence to 
treatment

ÅTo reduce risk of diversion & misuse

ÅTo assess  association of sustained plasma 
levels of buprenorphine/ high µOR 
occupancy with  suppression of withdrawal 
symptoms and  blockade of subjective and 
objective effects of opioid agonists



Medical education

Healthcare professional & patient preparation

Development of distribution channels

Salesforce training

First priority is always to invest in organic growth
Lower risk, investing in what we know. 

Pre-commercialisation for RBP-6000

NDA submission completed

Investing in pre-commercial infrastructure

SUBOXONE® Tablet in China

Significant investment in driving patients into treatment

Opportunities arising from regulatory change

- Nurse practitioners and physician assistants

- Patient cap raised for certain qualified, waivered doctors

Accelerating growth in treatment USA

Still open minded on route forward ςinternal or external 
ςand there is no rush to resolve this, NDA not filed until 
H2 2017

However time to start education, marketing and medical 
affairs investment is 2017 whichever route is taken

RBP-7000 strategy
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2014-2016 Building fit-for-purpose as PLC

First priority was to get it right
Åseparation from RB

Åstandalone PLC functions

Åappropriate compliance and regulatory 
infrastructure for a company selling a 
schedule III drug

ÅSAP implementation, 

Åtaking control of supply / Fine Chemical 
Plant

Now optimising what we have

Å We have initiated a project in H2 2016

Å We have already achieved some savings in 
indirect costs in 2016 

Å We are benchmarking costs against 
appropriate comparators

Å We are looking at optimizing our 
structure

We will report more at Full Year in February

Cost Saving Initiative 2016

2016 forward: Optimizing the Organisation
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Agenda for 2017 ςH1
Date Activity Event

Q1

Jan 9-11 JP Morgan Conference San Francisco

Feb 22 Full Year 2016 Financial Results Presentation in London (webcast live)

End Q1 RBP-6000 Long-term safety extension Top Line results

End Q1 RBP-7000 long-term safety extension Top Line results

Q2

May 3 Q1 2017 results Conference Call

May 4 Deutsche Bank Boston Conference

June 6-7 Jefferies New York Conference

Q2 RBP-6000 NDA filing
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We face the 
future with 
confidence

We are making 
progress in 

managing the 
risks to the 
business

We look forward 
to continuing our 

progress

Summary
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Indication
SUBOXONE®(buprenorphine and naloxone) Sublingual Film (CIII) is a prescription medicine indicated for treatment of opioid dependence and should be used as part of a complete treatment plan to include counseling and 
psychosocial support.
Treatment should be initiated under the direction of physicians qualified under the Drug Addiction Treatment Act.
IMPORTANT SAFETY INFORMATION
Indication
SUBOXONE®(buprenorphine and naloxone) Sublingual Film (CIII) is a prescription medicine indicated for treatment of opioid dependence and should be used as part of a complete treatment plan to include counseling and 
psychosocial support. 
Treatment should be initiated under the direction of physicians qualified under the Drug Addiction Treatment Act.
Important Safety Information
Do not take SUBOXONE Film if you are allergic to buprenorphine or naloxone as serious negative effects, including anaphylactic shock, have been reported.
SUBOXONE Film can be abused in a manner similar to other opioids, legal or illicit.
SUBOXONE Film contains buprenorphine, an opioid that can cause physical dependence with chronic use. Physical dependence is not the same as addiction. Your doctor can tell you more about the difference between physical 
dependence and drug addiction. Do not stop taking SUBOXONE Film suddenly without talking to your doctor. You could become sick with uncomfortable withdrawal symptoms because your body has become used to this 
medicine.  
SUBOXONE Film can cause serious life-threatening breathing problems, overdose and death, particularly when taken by the intravenous (IV) route in combination with benzodiazepines or other medications that act on the 
nervous system (ie, sedatives, tranquilizers, or alcohol). It is extremely dangerous to take nonprescribedbenzodiazepines or other medications that act on the nervous system while taking SUBOXONE Film. 
You should not drink alcohol while taking SUBOXONE Film, as this can lead to loss of consciousness or even death.
Death has been reported in those who are not opioid dependent.
Your doctor may monitor liver function before and during treatment.
SUBOXONE Film is not recommended in patients with severe hepatic impairment and may not be appropriate for patients with moderate hepatic impairment.  However, SUBOXONE Filmmay be used with caution for 
maintenance treatment in patients with moderate hepatic impairment who have initiated treatment on a buprenorphine product without naloxone.
Keep SUBOXONE Film out of the sight and reach of children. Accidental or deliberate ingestion of SUBOXONE Film by a child cancause severe breathing problems and death. 
Do not take SUBOXONE Film before the effects of other opioids (eg, heroin, hydrocodone, methadone, morphine, oxycodone) have subsided as you may experience withdrawal symptoms.
Injecting the SUBOXONE Film product may cause serious withdrawal symptoms such as pain, cramps, vomiting, diarrhea, anxiety, sleep problems, and cravings.
Before taking SUBOXONE Film, tell your doctor if you are pregnant or plan to become pregnant. If you are pregnant or become pregnant while taking SUBOXONE Film, alert your doctor immediately and you should report it 
using the contact information provided below.*
Neonatal opioid withdrawal syndrome (NOWS) is an expected and treatable outcome of prolonged use of opioids during pregnancy,whether that use is medically-authorized or illicit. Unlike opioid withdrawal syndrome in 
adults, NOWS may be life-threatening if not recognized and treated in the neonate. Healthcare professionals should observe newborns for signs of NOWS and manage accordingly.
Before taking SUBOXONE Film, talk to your doctor if you are breastfeeding or plan to breastfeed your baby. The active ingredients of SUBOXONE Film can pass into your breast milk. You and your doctor should consider the 
development and health benefits of breastfeeding along with your clinical need for SUBOXONE Film and should also consider anypotential adverse effects on the breastfed child from the drug or from the underlying maternal 
condition. 
Do not drive, operate heavy machinery, or perform any other dangerous activities until you know how SUBOXONE Film affects you. Buprenorphine in SUBOXONE Film can cause drowsiness and slow reaction times during dose-
adjustment periods.
Common side effects of SUBOXONE Film include nausea, vomiting, drug withdrawal syndrome, headache, sweating, numb mouth, constipation, painful tongue, redness of the mouth, intoxication (feeling lightheaded or drunk), 
disturbance in attention, irregular heartbeat, decrease in sleep, blurred vision, back pain, fainting, dizziness, and sleepiness.
This is not a complete list of potential adverse events associated with SUBOXONE Film. Please see full Prescribing Informationfor a complete list.
*To report negative side effects associated with taking SUBOXONE Film, please call 1-877-782-6966. You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatchor call 1-
800-FDA-1088.
For more information about SUBOXONE Film, SUBOXONE®(buprenorphine and naloxone) Sublingual Tablets (CIII), or SUBUTEX®(buprenorphine) Sublingual Tablets (CIII), please see the respective full Prescribing Informationand 
Medication Guide at www.suboxoneREMS.com.
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Strengthening our global leadership in Addiction Treatment



- Litigation update
- Pipeline update (at Q3)

Back Up



LITIGATIONUPDATE

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



TheCompanyhasrecordeda chargeof $220m in the third
quarter of 2016for the investigativeand antitrust litigation
mattersnoted below. Becausethesemattersare in various
stages,the Companycannotpredict with any certainty the
ultimate resolution or cost of all of the matters. Thefinal
amountmightbemateriallydifferent from this reserve.

$220m Litigation provision 
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Department of Justice Investigation

A federal criminal grand jury investigation of Indivior
initiated in December2013 is continuing, and includes
marketing and promotion practices, pediatric safety
claims, and overprescribingof medication by certain
physicians. The U.S. Attorney's Office for the Western
District of Virginia has served a number of subpoenas
relating to SUBOXONE®Film, SUBOXONE®Tablet,
SUBUTEX®Tablet, buprenorphineand our competitors,
amongother issues. We are in the processof responding
by producing documents and other information in
connection with this on-going investigation, and in
preliminarydiscussionabout a possibleresolutionof the
investigation. It is not possibleat this time to predict
with any certainty the potential impact of this
investigationon us or to quantify the ultimate cost of a
resolution. We are cooperatingfully with the relevant
agenciesandprosecutorsandwill continueto do so.

State Subpoenas

OnOctober12, 2016, the Companywasservedwith a subpoena
for recordsfrom the state of ConnecticutOfficeof the Attorney
Generalunder its Connecticutcivil false claims act authority.
The subpoenarequests documents related to the /ƻƳǇŀƴȅΩǎ
marketing and promotion of SUBOXONE®products and its
interactions with a non-profit third party organization. On
November16, 2016, the Companywasservedwith a subpoena
for recordsfrom the state of CaliforniaDepartmentof Insurance
under its California insurance code authority. The subpoena
requestsdocumentsrelated to SUBOXONE®Film, SUBOXONE®
Tablet,and SUBUTEX®Tablet. The Companyis cooperatingin
theseinvestigations.
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