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Our vision is that all patients around the world will have access to quality treatment for the chronic
relapsing conditions and anorbidities of addiction
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NOTICE

This presentation contains certain statements that are foralaaking and which should be considered, amongst other statutomjgons, in

light of the safe harbour provisions of the United States Private Securities Litigation Reform Act of 1995. By thdormetrd4¢ooking

statements involve risk and uncertainty as they relate to events or circumstances that may or may not occur in thetiusilireséles may

differ materially from those expressed or implied in such statements because they relate to future events-IBokivaydtatenents include,
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operational goals, its product development pipeline and statements regarding ongoing litigation.

Various factors may cause differences between Indivior's expectations and actual results, including: factors affeaiiig gaed @A 2 NJ D NJ
products; the outcome of research and development activities; decisions by regulatory authorities regarding the Indi@digou

applications; the speed with which regulatory authorizations, pricing approvals and product launches may be achievexntbeobpbst

approval clinical trials; competitive developments; difficulties or delays in manufacturing; the impact of existing angdigiation and

regulatory provisions on product exclusivity; trends toward managed care and healthcare cost containment; legislatidatoryregtion

affecting pharmaceutical product pricing, reimbursement or access; claims and concerns that may arise regarding thee§efaty of the
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lawsuits; changes in governmental laws and regulations; issues related to the outsourcing of certain operational andtsia# fa third

parties; uncertainties related to general economic, political, business, industry, regulatory and market conditionsinapaictef

acquisitions, divestitures, restructurings, internal reorganizations, product recalls and withdrawals and other unusual items

RBPR6000 IS AN INVESTIGATIONAL PRODUCT THAT HAS NOT BEEN APPROVED BY THE U.S. FOOD AND DRUG ADMINISTRAFION
SAFETY AND EFFICACY AN
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RBP6000 [(EVELOPMENWIILESTONES

A Pre IND submissionDecember 18, 2009
A Pre IND meeting with FDAApril 27, 2010
A IND submissionSeptember 1%, 2010

A Type C meetingMay 14", 2013

A Endof-Phase Il meetingSeptember 30,
2014

A PreNDA meeting December 18, 2016
A NDA submissionMay 3@, 2017
A NDA filing by FDAJuly 29, 2017

ﬁ Firstin-Man study (20 mg) \

A Single Ascending Dose (SAf)dy
(50, 100, 200 mg)

A Multiple Ascending Dose (MADStudy
(50, 100, 200, 300 mg)

A Opioid blockadestudy

A Phase IIl doublélind placebe
controlled study

A Phase Ill open labdbngterm safety
extension study

RBP6000 Investor Event June 29th, 201Rroprietary to INDIVIORRBP6000 is an investigational product that has not beenrappd by the U.S. FDA or any other health authority




QUMMARY

A

A

Both dosage regimens of RBB00 show statistically significant differencegercentage abstinencand
treatment succesys. placebo.

Treatment outcomes are consistent across other clinical endpoints including contraivirigand
withdrawal symptoms

Results from the@xposureresponse analysepredict a relationship between buprenorphine plasma
concentration, whole brain mopioid receptor occupancy, abstinence, withdrawal and opioid craving.

s
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thresholdto achieve blockade of drug liking and is delivered consistémathy the first dose of RBE000
treatment across the entire monthly dosing interval.

Thesafety profileof RBF6000 is consistent with the knowprofile oftransmucosabuprenorphine, with
no unexpected safety findings. Injection site reactions are not treatdiemting.
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Brain>-OPIOIDRECEPTORSOR ARERELEVANTOTREATIN®UD

A [iCCarfentanilPET has been successfully used to

concentrations demonstrated thatpioid
blockade requires buprenorphine plasma

Bup 32 concentrations of® ng/mL

MRI % ¢ () reliably measurén vivobrain> h awvailability
- ' ' following buprenorphine administration in opioid
Bup O !'t‘ E . . dependent patients.

- A At least 70% brairr-opioid receptor & h w
Bup 2 occupancyby buprenorphine is required to block
the subjective drudiking effect (opioid blockade)
of full agonistinduced responses. An analysis of
o-# Bupl6 brain> h waccupancy and buprenorphine plasma

Parametric images of brain h availability as assessed BiFICarfentanilPET from a representative opieitépendent volunteer during daily maintenance with placebo or buprenorphié éhg.
Anatomical MRI images are shown on top. Placebo images showwailability, whereas buprenorphine 32 mg significantly decreasédavailability by >94%.

Adapted fromGreenwald MKJohansorCE, Moody DEYoods JHKilbournMR,KoeppeRA, Schuster CRjbietaJK(2003)Effects of Buprenorphine Maintenance Dose on®fioid Receptor &]&
Availability, Plasma Concentrations, and Antagonist Blockade in Heepandent Volunteefdeuropsychopharmacolod@8: 20062009. -74'\‘-
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PHARMACODYNAMIEGCTIONDFBUPRENORPHINIECREASEETHA
DECREASH PLASMACONCENTRATIOBSBRAIN>OROCCUPANCY

Post 76
18% BEGENES

>hw 200dzLJ Yy

Post 52
Hours

33%

Post 28
46% Hours

70%

t N YSGNRO AYI 3Sa

A Acute sublingual (SL) buprenorphine duration of

pharmacodynamic actiorestimated by abstinence,
suppression of withdrawal and craving, and blockade
of the effects of an opioid agonist such as
hydromorphong decreases over time and is highly
correlated with plasma concentrations of
buprenorphine and> h accupancy.

Agonist symptoms produced by hydromorphone
were blocked at 4 hours after acute SL BUP 16 mg,
but recovered increasingly as time elapsed together
with withdrawal symptoms and craving as plasma
concentrations of buprenorphine arwl h accupancy
progressively decreased.

6 NJ HqCarferttanil PEEforh 4 repoeaehtativiedopidiependentivaldntedr St Riffetert times (4, 28, 52, and 76 hours) after the sulalingu

administration of a maintenance dose of buprenorphine 16 mg. Anatomical MRI images are shown on top. Images show a-d&adii&k Sy & Ay ONBI &S Ay >hw | @ Afl
>hw 2 OO0 dzLdbugréndrphind d@iriristration that was associated with a progressive increase in withdrawal symptoms scaadragyonist effects produced by an opioid agonist. .gl VL
Adapted fromGreenwald MK, Johanson CE, Bueller J, Chang Y, Moody DE, Kilbourn MR, Koeppe RA, Zubieta JK (2007) Buprenorphacéotunstiiespafid receptor availability, TN
pharmacokinetic and behavioral indices. Biological Psychiatry 64t 1M1 4'\
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BUPRENORPHINEASMACONCENTRATIGN2NG ML (O70%> h @CCUPANGYSTHE
MINIMUM THRESHOLDDACHIEVBBLOCKADBFDRUGLIKING

RBPR6000 300mg vs. RBPR6000 300mg vs.
Hydromorphone 18mg Hydromorphone 6mg

Completeblockade of Clinically-relevant — @® VASScore (observation) A  pORO% (prediction)
drugliking drug liking Completeblockade of I Clinically-relevant
Woaks in Study drugliking drug liking VASScots (prediction) HORO% (prediction)
———

BASELINE (Week-3) | BASELINE (Week-3) | .
l —_
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[PP— ° » “© mean buprenorphine concentration (ng/mL)

LS Mean Diiferences

tft2id 2F YSIYy RAFTFSNBYOS yR ¢pp: O2yFARSYOS Ay(SHDIt 7T Mmelwgoﬁgﬁﬁjela[iqn_s{wiaZ,pfg/%en Rlasma cenesatiRiens of) 2 v Ly
pane) and 6 mgright pane) hydromorphone. Blockade was achieved for weeks on study if plots wholly lies left-of non ~ Puprenorphine, drug liking VAS, and predicted whole braim w

inferiority bound (dashed line). occupancy.

Nasser AF, Greenwald MK, Vince B, Fudala PJ, Twlinkaah P, Liu Y, Jones JP llI, Heidbreder C (2016) SuRelieask A\“’L
Buprenorphine (RB6000) Blocks the Effects of Opioid Challenge with Hydromorphone in Subjects with Opioid Use Disorder. J TN
ClinPsychopharmacoB6(1):1826. 4“
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PHASHII EFFICACE SAFETYSTUDY(RBUS13-0001)

A RandomizedDoubleblind, PlacebeControlled, Multicenter Study to Assess the Efficacy, Safety, and

Tolerability of Multiple Subcutaneous Injections of REBB00 [100 mg and 300 mg] Over 24 Weeks in
TreatmentSeeking Subjects with Opioid Use Disorder

Study Phase

Phase Il

Design

Multi-center, Multtdose, Randomized, Doubldind, Placebecontrolled, 24week efficacy, safety, and
tolerability study

# of patients

N =504

Primary endpoints

Abstinence Rate (CDF of theo%arine samples combined with setports negative for illicit opioid use
collected froAmVWeek §through WeekA24). o o L
YSé {SO2YRINEY wSalLRyRSNIIylfeaira O6RSTFAYSR I a

Status

Complete

NCT ref.

NCT02357901

Ky
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https://clinicaltrials.gov/ct2/show/NCT02357901

RBP6000: PiASHII sTUDYRBUS13-0001)DESIGN

Treatment Period
A 6 doubleblind subcutaneous injections
A Weekly urine drug screens and sedports

A Weekly individualized counseling (IDC) Follow Up
o (option to roll into
(n=504) 100 mg x 4 months + ID@94 subjects)
Induction Stabilization
Screening 3 days 4c 11 days N RBP6000 3;)9())6mgbfr IE)C X 6 months
2-24mg SL 8-24mg SL (196 subjects)
N Placebo + IDC x 6 months ]
(99 subijects, volumenatched equivalent)
Primary endpoint: Key Secondary Endpoint:

The CDF (Cumulative Distribution Function) of the % ofurine ¢ NBF G YSy i &dz00S&dax RSTAYSR la Fyeé &ac
samples negative for opioids combined with selports negative  urine samples negative for opioids combined with self
for illicit opioid use collected from Week 5 through Week 24. reports negative for illicit opioid use between Weelk4. gll',_
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RBP6000: RIMARYE& SECONDAREBNDPOINTS

Primary: CDF of % urine samples negative Key secondaryxy /2 2+ dzNR Y S
for opioids + negative setéports of illicit negative for opioids + negative sedports
opioid use (Weeks 5 to 24) of illicit opioid use (Weeks 5 to 24)
100 - ——RBP-6000 300/100 mg + IBC 40 1
o ——RBP-6000 300/300 mg + IBC 3 e
& 801 ——Placebo + IDC 2 304 28.44* 29.1%
2 2
S 60 - ©
o 5
2 40 - c
[¢D) [¢D)
o S 10 -
() 20 4 )
o o 2.0%
0 . . . . . . . - - —_— 0 -
0 10 20 30 40 50 60 70 80 90 100 RBP-6000 ~ RBP-6000  Placebo

300/100 mg  300/300 mg N

50 : .
Yo Abstinence (opioidree weeks) +P<0.0001 vs. placebo AN
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RBP6000:;: RRIMARYSECONDARMNDPOINTS: EXPOSURIRESPONSE

Percentage Abstinent Weeks
42.7% (38.50%) 41.3% (39.66%) 5.0% (16.98%) gr

< 0.0001 < 0.0001 -

R B PGOOO R B P6000 Place bo Study arms: — Both RBP-6000 arms —— RBP-6000 100 mg —— RBP-6000 300 mg — Placebo
300mg/100mg | 300mg/300mg -

2 ng/mL

I

3 a
TreatmentSuccess* 28.4% 29.1% 2.0% N e e e e et e e s e e e
15
10
p-value < 0.0001 < 0.0001 - s
:
0.0,50‘5 051 115 152 1’5‘5 253 33‘5' 3‘54 4-45 455 %55 5.‘5;5 665 6.78 8—175’.\7

FOCNBFGYSY(d adz00Saa 6Fa RSTAYSR a Fye 2d02S00 Subiekebomobibmmtrnigsi s S 3 L v S 38 vSIL (ADGS T3
combined with selfeports negative for illicit opioid use between Week 5 and Week 24.

A 64% and 61% of patients completed therapy over the course of study in each of tie0BBBrms (300 mg/300 mg
and 300 mg/100 mg, respectively) vs. 33.3% for patients taking placebo.

>

47% of patients on 300 mg/300 mg dosing regimen were drug free in the last four weeks ahthalé study

An exposuraesponse relationship confirmed the 2ng/mL threshold to deliver significant levels of abstinence N,
ANz

AN
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CQLINICAIOPIATEWITHDRAWAISCALH COWS) +HAVINGVAS

Mean COWS (LOCF) Mean Opiate Craving VAS (LOCF)
k)
g 407 T 25
9 ) e
g 5 3.5 - ;
g3 < o ]
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= 2o
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=0 o9
2= 20 - o=
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6 10 T T T T T T T T T T T T 5 T T T T T T T T T T T
0,2 4 6 8 10 12 14 16 18 20 22 24 0, 4 6 8 10 12 14 16 18 20 22 24
Baseline Baseline

- RBP6000 300/100 mg + IDC (n=194)
= RBP6000 300/300 mg + IDC (n=196)
Placebo + IDC (n=99)

201Rroprietary to INDIVIORRBPG0 a 4 nrappd by the U.S. F N authority



RBP6000: SCONDARENDPOINTSUMMARY

_ RBP6000 B300mg/100mg + IDC) vs. RBP6000(300mg/300mg + IDC) vs.
placebo + IDQN=194) placebo + IDQN=196)
9.4 (2.62) -12.4 (2.61)
-14.56,-4.30 -17.51,7.28
0.0003 0.0101
0.4.(0.38) -1.0 (0.38)
-1.13,0.36 -1.72,-0.23
0.3143 0.0101
-1.6 (0.87) 2.6 (0.87)
-3.29,0.14 -4.32,-0.90
0.0726 0.0028
NI72
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RBP6000;: NG ML THRESHOL& WITHDRAWAREDUCTION

SOWS groups: — no withdrawal (score 0) —— mild withdrawal (1-10) —— moderate withdrawal (11-20) COWS groups: — no withdrawal (score 0) — no active withdrawal (1-4) — mild withdrawal (5-12)
100- 100-
m SOWS 2 ng/m COWS
2 ng/mL ng/mL
85- 85-
80- 80-
75- 75-
70- 70-
65- 65-

Proportion of patients with
no to moderate withdrawal score [%]

Proportion of patients with
no to moderate withdrawal score [%]

0.05-0.30.3-0.5 051 115 152 1225 253 335 354 445 455 555 556 6-65 678 8197 0.05-0.30.3-0.5 0.5-1 115 152 225 253 335 354 445 455 555 556 6-65 67-8 8197
Concentrations [ng/mL] Concentrations [ng/mL]
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RBP6000;: AAG MLTHRESHOL®& CRAVINGREDUCTION

100
I

I Ny GAYy3 X Hn
I Ny GAy3 X p

80

Craving=0

Cumulative Proportion of Subjects (%))

Buprenarphine Plasma Concentration (ng/mL)

N
A




ASSOCIATIOBETWEENPLASMACONCENTRATIONS BUPRENORPHINE
PREDICTEPOROCCUPANCE (LINICAIENDPOINTS

100
\

5.0 1
3 L
> 87 ] 4.0 A
S 3 — < 3.0 -
4 ] — 2
o o _| \'g
-~ = 2.0
g L] - < 1.2
o) LORO (%)
% & - . —— Negative Opioid Use 1.0 4
= : —— Craving =0
:2 hg/mL .
| : —— Craving =0 - 20 i
2 T : r | | T | 0.0 o .
0 5 10 15 20 By Non-injectable By Injectable
Buprenorphine plasma concentration (ng/mL) Route Route
postnence Rate (0396
in Users by Injectable Route
300 mg/100 mg 194  2.74 4.11 @ 75
300 mg /100 mg 53%
s00mgaoome 196 511 868  (6.32) 83
. . o _ 300 mg/300 mg 69%
* Predicted whole brairr-Opioid Receptor Occupancy correspondingo A\“’A
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