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Safe-Harbor Statement

This presentation contains both historical information and forward-looking statements.

Forward-looking statements are based on managementôscurrent expectations and assumptions

as of the date of this presentation, and actual results may differ materially from those in these

forward-looking statements as a result of various factors, including many which are beyond

INSYSôcontrol.

Such factors include, but are not limited to, risks regarding: INSYSôability to commercialize

products successfully; INSYSôability to successfully manage its commercial relationships and

sales infrastructure; INSYSôability to obtain anticipated governmental or regulatory approvals;

INSYSôfailure to comply with post-approval regulatory and governmental requirements; the

actual sales potential and opportunity of identified markets; INSYSôability to manage and

resolve, under acceptable terms and conditions, its ongoing legal proceedings, including

governmental investigations and third-party litigation; and INSYSôability to realize the

expectations of its pipeline and product candidate plans and timelines. For a further description

of these and other risks facing INSYS, please see the risk factors described in the companyôs

filings with the United States Securities and Exchange Commission, including those factors

discussedunder the captionñRiskFactorsòin those filings.

All the information included herein is dated information concerning the company. The company

disclaims and does not undertake any obligation to update or revise any forward-looking

statements or historical information contained herein.
2



Company Background

Á Specialty pharmaceutical company 

Á Based in Arizona near Phoenix

Á Founded in 2002 

Á Two FDA -approved products available in U.S.

Å SUBSYS® (fentanyl sublingual spray) launched in 2012

Å SYNDROS® (dronabinol) oral solution launched in 2017

Á R&D in AZ; state -of - the -art manufacturing in TX

Å ~$250M invested over last 6 years in R&D

Å ~$14M invested over last 2 years in manufacturing

Á ~300 employees

Å 100+ focused on R&D and related manufacturing

30% of R&D staff have MD, PhD or PharmD

Å 100+ employees across commercial organization

Á Deep and well -differentiated pipeline across 2 platforms
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Two Innovative Drug Development Platforms
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Pharmaceutical Cannabinoids

Â SYNDROS® pharmaceutical THC product

ÅOral Solution Delivery (launched Aug ô17)

Å Inhalation Delivery (in development)

Â Emerging Cannabidiol (CBD) product pipeline 

Å Oral Solution Delivery (in development)

Spray Technology

Â Drug delivery via fine mist:

Å Under the tongue (sublingual) ïSUBSYS®

Å In the nasal cavity (intranasal)

Â Targeting patient populations and disease states 

where spray product characteristics add value

Å Clinically beneficial faster speed of onset

Å Ease of use / application



Strategic Roadmap

Improve the quality of patient care by building a specialty pharmaceutical company 
focused on cannabinoids and novel drug delivery systems that address unmet patient needs.

Our Visioné
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Our Prioritiesé

Strong Culture of Compliance 

ÁWorking with DOJ and 

States

ÁBuilding new culture 

of compliance and 

ethics

ÁRecruiting & retaining 

people of character & 

experience

ÁAugmenting 

capabilities & 

optimizing processes

ÁManaged care 

contracts in Jan 18

ÁSales Force talent 

update & realignment

ÁPatient Services

ÁExploring international 

expansion

ÁShifting from opioids 

to cannabinoids

Á8 clinical trials 

completed in 2017 

Á5 ongoing clinical trials 

as of May 2018

Resolve Government 

Investigations & 

Rebuild Reputation
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Advance and 

Develop Diverse 

Pipeline to Drive 

Future Growth
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Stabilize and Grow 

Marketed Portfolio
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Strengthen the 

Foundation & 

Enhance Execution

2



~40% of current employees have less tenure than CEO

Revamping Management and Staff

Key New Hires

Â Chief Financial Officer and Corporate Controller 

Â 4 Vice Presidents : Commercial, Sales, Clinical Development and Human Resources

Â 3 Sr. Directors : Medical Affairs, Commercial Operations and Corporate 

Communications

Â 11 Directors : Distribution, Operations, Training & Development, Government Pricing, 

Managed Care (3), Environmental Health and Safety, Biostatistics, Analytical 

Development, Validation

Â General Manager of Manufacturing for plant operations in Round Rock, TX

~50% of current sales reps joined company in 2017 and 2018
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Reconstituting Board of Directors

Board Members Status

Steve Meyer Chairman (Continuing Director)

Saeed Motahari ïPresident & CEO New Board Member (April 2017)

Rohit Vishnoi New Board Member (May 2017)

Vaseem Mahboob New Board Member (February 2018)

Trudy Vanhove New Board Member (April 2018)

Pierre Lapalme Continuing Director

Two -thirds of companyôs Board is new since April 2017
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Continued Commitment to R&D and Patients

~$250 million invested over past 6 years 

in R&D pipeline to drive future growth
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Focusing Pipeline and Shifting from Opioids
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Company-Sponsored CBD Trials Underway 

Phase 3

Actively Enrolling

55+ Sites (US and ex -US)

% of patients considered complete 

responders, defined as complete 

resolution of spasms and hypsarrhythmia

confirmed by 24-hr video-EEG from 

Day 14 to Day 15.

Phase 2

Actively Enrolling

At Week 4 vs. baseline:

Å% change in absence sz counts 

Å% change in time to absence sz during 

hyperventilation testing 

Å% patients sz free based on sz diary

Å Investigator CGI-I* at Week 4

Phase 2

Actively Enrolling

Change in total score of Hyperphagia 

Questionnaire for Clinical Trials 

(HQ-CT) through study completion or 

early withdrawal.

Á Orphan drug status granted 
July 2015 

Á Onset age: 1ï24 months

Á EEG shows hypsarrhythmia

Á Usually ñstaring spellsò lasting 
10-20 seconds

Á 2%ï8% of people with epilepsy

Á Two-thirds with CAE respond to 
treatment

Prader -Willi Syndrome

Á Mutation in 15q11ï13 (paternal)

Á 25% mortality by age 18

Á Insatiable appetite

Infantile Spasms Child Absence Epilepsy

* CGI-I = Clinical Global ImpressionïImprovement Scale



Collaborative CBD Trials Under Consideration
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Á Autism

Collaborating with University of 
California San Diego School of 
Medicineôs Center for Medicinal 
Cannabis Research

Á Childhood 
Schizophrenia / 
Early Psychosis

Orphan Drug Designation 

Meeting with NIMH for possible 
collaboration and co-funding

Á Addiction
Met with NIDA and NIAAA for 
possible collaboration and funding

Á Post -Traumatic 
Stress Disorder

Letter sent to DOD about possible 
collaboration within VA system
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Epinephrine Nasal Spray

Á Anaphylaxis is acute, life-threatening systemic allergic reaction

Å U.S. incidence: 200,000+ cases per year1

Å Worldwide prevalence: lifetime risk globally per person of 0.5ï2%2

Á ~$1.7 billion U.S. market in 2017 with ~25% CAGR (2012ï17)3

Á Epinephrine is most important medicine to give during life -
threatening anaphylaxis4

Á Current epinephrine products are all invasive

Á Supply shortage of auto-injectors / injectables in U.S.

Á Meaningful clinical opportunity for potential nasal spray

SOURCES:  (1) Mayo Clinic  (2) World Allergy Organization  (3) IQVIA  (4) Symphony Health Solutions

Proof -of -Concept Study 

Fully Enrolled

Topline Results Expected late June 2018



Pipeline Priority and Valuation

1) CBD

2) Epinephrine

3) Dronabinol Inhalation

4) Buprenorphine/Naloxone

5) Naloxone

6) Buprenorphine

Epinephrine

Dronabinol 
Inhalation

CBD

Bup / 
Naloxone

Bup

Naloxone

In
v
e

s
tm

e
n

t 
2

High

Low

Early Late

Pipeline Project Assessment 1

Project Status 3

Market Potential Ranking

Medium to 
high market 
opportunity

Low to 
medium 
market 

opportunity 

NOTES:  (1) Pipeline assets have been prioritized after an assessment of investment, project progress and market attractiveness (represented by 
bubble size).  (2) Investment refers to projected remainder development costs.  (3) Project status as of December 2017. 13



Key R&D Projects and Milestones
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Drug 
Candidate

Targeted 
Indication

Dispensing 
Method

Recent 
Milestones

Upcoming 
Milestone

Buprenorphine
Moderate-to-Severe 

Acute Pain
Sublingual Spray 

ÁFiled NDA (Dec 2017) 

ÁAdvisory Committee (May 2018)

Å Negative outcome

Å Determining next steps

PDUFA date 
Q3 2018

Naloxone Opioid Overdose Nasal Spray

ÁEnd of Phase 2 FDA meeting (Feb 2018)

ÁCompleted PK studies

ÁNonclinical studies to be completed in 2018

NDA filing
Dec 2018

Epinephrine Anaphylaxis Nasal Spray ÁProof-of-concept study enrollment completed
Data read 

end Q2 2018

Cannabidiol 
(CBD)

Childhood Absence
Epilepsy

Oral Solution

Á Initiated and enrolling Phase 2 study
Data read 
Q4 2018

Infantile Spasms Á Initiated and recruiting Phase 3 study
Data read 
Q2 2019

Prader-Willi 
Syndrome

Á Initiated and recruiting proof-of-concept study

ÁReceived óFast Trackô designation (Dec 2017)

Data read 
Q4 2019

Dronabinol 
(THC)

Anorexia in 
Cancer

Inhalation 
Device

ÁFiled IND (March 2018)

Á IND acceptance (April 2018)

Á Initiating proof-of-concept PK study (healthy subjects)

POC study 
initiation 
Q3 2018 

Data read 
Q4 2018

Agitation in 
Alzheimerôs 



Two FDA-Approved Commercial Products

(1) Exit share as of April 2018 (source: IQVIA)

Á Indicated for management of breakthrough 
cancer pain in opioid-tolerant adult cancer 
patients

Á Branded market leader in TIRF class

(TIRF = Transmucosal Immediate Release Fentanyl)

Å Script share 1 ~29%

Å Unit share 1 ~34%

Á Meaningfully differentiated:

Å Better bioavailability

Å Rapid onset of action

Å Simple one -step administration process

Å Widest dose range

Á Proprietary sublingual spray formulation

ÁLaunched 2012 after establishment of FDAôs TIRF 
Risk Evaluation and Mitigation Strategy (REMS)

Á Expand commercial presence internationally 

Å Lunatus in Middle East

Á Indicated for:

1) anorexia associated with weight loss in patients 
with AIDS 

2) chemotherapy - induced nausea and vomiting 
(CINV) in patients with cancer whose response to 
conventional antiemetics is inadequate

Á Small market at ~280k retail and mail order 
prescriptions2

Á Potential addressable population:

Å ~800k in CINV

Å ~90k in AIDS anorexia 

Á Conservative launch August 2017 with slow 
uptake comparable with other CII products

Á Life-cycle management: 

Å novel inhalation device

Å Proof -of -concept study Q3 2018

Å Exploring label expansion 
(anorexia in cancer, agitation in Alzheimerôs)

(2) Health Analytics TRx data; AIDS Drug Assistance Program 15


