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Forward-Looking Information

This Annual Report on Form 10-K, or this Form 10-K, includes forward-looking statements. These statements relate to future
events or to our future financial performance and involve known and unknown risks, uncertainties and other important factors
which may cause our actual results, performance or achievements to be materially different from any future results, performance
or achievements expressed or implied by the forward-looking statements. Forward-looking statements include, but are not
limited to, statements about:

- our ability to obtain and maintain regulatory approval of our products and product candidates, and any related restrictions,
limitations, and/or warnings in the label of an approved product;

- our plans to commercialize our product candidates and grow sales of our products;

- the iize and growth potential of the markets for our products and product candidates, and our ability to service those
markets;

- the success of competing products that are or become available;

- our ability to obtain reimbursement and third-party payor contracts for our products;

- the costs of commercialization activities, including marketing, sales and distribution;

- our ability to develop sales and marketing capabilities, whether alone or with potential future collaborators;

- the rate and degree of market acceptance of our products and product candidates;

- changing market conditions for our products and product candidates;

- the outcome of any patent infringement or other litigation that may be brought against us, including litigation with Purdue
Pharma, L.P;

- our ability to attract collaborators with development, regulatory and commercialization expertise;

- the success, cost and timing of our product development activities, studies and clinical trials;

our ability to obtain funding for our operations;

- regulatory developments in the United States and foreign countries;

- our expectations regarding our ability to obtain and adequately maintain sufficient intellectual property protection for our
products and product candidates;

- our ability to operate our business without infringing the intellectual property rights of others;

- the performance of our third-party suppliers and manufacturers;

- our ability to comply with stringent U.S. and foreign government regulation in the manufacture of pharmaceutical products,
including U.S. Drug Enforcement Agency, or DEA, compliance;

- the loss of key scientific or management personnel;

- our expectations regarding the period during which we qualify as an emerging growth company under the JOBS Act; and

- the accuracy of our estimates regarding expenses, revenue, capital requirements and need for additional financing.

<«  «  «

In some cases, you can identify these statements by terms such as “aim, estimate,” “expect,”
“forecast,” “intend,” “outlook,” “plan,” “potential,” “project,” “projection,” “seek,” “may,” “could,” “would,” “should,” “can,
“can have,” “likely,” the negatives thereof and other words and terms of similar meaning. These forward-looking statements
reflect our management's beliefs and views with respect to future events and are based on estimates and assumptions as of the
date of this Form 10-K and are subject to risks and uncertainties. We discuss many of these risks in greater detail under the
heading “Risk Factors.” Moreover, we operate in a very competitive and rapidly changing environment. New risks emerge from
time to time. It is not possible for our management to predict all risks, nor can we assess the impact of all factors on our business
or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those contained in
any forward-looking statements we may make. Given these uncertainties, you should not place undue reliance on these forward-
looking statements. Any forward-looking statements that we make in this Form 10-K speak only as of the date of such statement,
and we undertake no obligation to update such statements to reflect events or circumstances after the date of this Form 10-K or to
reflect the occurrence of unanticipated events. Comparisons of results for current and any prior periods are not intended to
express any future trends or indications of future performance, unless expressed as such, and should only be viewed as historical
data.

anticipate,” “believe,

9« »

Except as required by law, we assume no obligation to update these forward-looking statements publicly, or to update the reasons
actual results could differ materially from those anticipated in these forward-looking statements, even if new information
becomes available in the future.
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We obtained the industry, market and competitive position data in this Form 10-K from our own internal estimates and research
as well as from industry and general publications and research surveys and studies conducted by third parties. We believe this
data is accurate in all material respects as of the date of this Form 10-K. In addition, projections, assumptions and estimates of
the future performance of the industry in which we operate and our future performance are necessarily subject to a high degree of
uncertainty and risk due to a variety of factors, including those described in “Risk Factors.”

PART I
Item 1. Business
Overview

We are a specialty pharmaceutical company developing and commercializing next-generation abuse-deterrent products that
incorporate our patented DETERXx platform technology for the treatment of chronic pain and other diseases. Our first product,
Xtampza, is an abuse-deterrent, extended-release, oral formulation of oxycodone, a widely prescribed opioid medication. In
April 2016, the U.S. Food and Drug Administration, or FDA, approved our new drug application, or NDA, filing for Xtampza
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. Certain human abuse potential studies are included in the approved label, as well as
data supporting the administration of the product as a sprinkle or administered through feeding tubes. In June 2016, we
announced the commercial launch of Xtampza. In October 2016, we announced the submission of a New Drug Submission to
Health Canada seeking marketing approval of Xtampza for the same indication for which we obtained approval from the FDA.

Xtampza has the same active ingredient as OxyContin OP, which is the largest selling abuse-deterrent, extended-release opioid in
the United States by dollars, with $2.1 billion in U.S. sales in 2016. We conducted a comprehensive preclinical and clinical
program for Xtampza consistent with FDA guidance on abuse-deterrence. These studies and clinical trials demonstrated that
chewing, crushing and/or dissolving Xtampza, and then taking it orally or smoking, snorting, or injecting it did not meaningfully
change its drug release profile or safety characteristics. By contrast, clinical trials performed by us and others — including head-
to-head clinical trials comparing Xtampza with OxyContin OP — have shown that drug abusers can achieve rapid release and
absorption of the active ingredient by manipulating OxyContin OP using common household tools and methods commonly
available on the Internet. In October 2016, we announced the submission of a Supplemental New Drug Application to the FDA
for Xtampza to include comparative oral pharmacokinetic data from a recently completed clinical study evaluating the effect of
physical manipulation by crushing Xtampza compared with OxyContin OP and a control (oxycodone hydrochloride immediate-
release).

In addition, our preclinical studies and clinical trials have shown that the contents of the Xtampza capsule can be removed from
the capsule and sprinkled on food or into a cup, and then directly into the mouth, or administered through feeding tubes, without
compromising their drug release profile, safety or abuse-deterrent characteristics. By contrast, OxyContin OP, which is
formulated in hard tablets, has a black box warning label stating that crushing, dissolving, or chewing can cause rapid release and
absorption of a potentially fatal dose of the active ingredient. We believe that Xtampza can address the pain management needs
of the approximately 11 million patients in the United States who suffer from chronic pain and have difficulty swallowing.

In May 2016, we entered into a License and Development Agreement with BioDelivery Science International, Inc. which grants
us an exclusive license to make, use, sell, offer for sale, import, develop and commercialize Onsolis in the United States. Onsolis
is a Transmucosal Immediate-Release Fentanyl film indicated for the management of breakthrough pain in cancer patients 18
years of age and older, who are already receiving and who are tolerant to opioid therapy for their underlying persistent cancer
pain. We plan to commercialize Onsolis upon receipt of FDA approval of a Prior Approval Supplement for the manufacturing
transfer. Subject to such approval, we expect to launch Onsolis in the first half of 2018.
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Since 2010, when we divested our former subsidiary, Onset Therapeutics, LLC, to PreCision Dermatology, Inc., we have devoted
substantially all of our resources to the development of our patented DETERx platform technology, the preclinical and clinical
advancement of our product candidates, pre-commercialization activities and the creation and protection of related intellectual
property. Since 2011, we have not generated any significant revenue from product sales and we continue to incur significant
research, development and other expenses related to our ongoing operations. Prior to our initial public offering of common stock,
or IPO, in May 2015, we funded our operations primarily through the private placement of preferred stock, convertible notes and
commercial bank debt. Since our IPO, we have funded our operations primarily through the proceeds of public offerings and sale
of our equity securities.

Background on Chronic Pain and Opioid Abuse
Patients Suffering from Chronic Pain

Chronic pain, typically defined as pain that lasts beyond the healing of an injury or that persists longer than three months, is a
worldwide problem with serious health and economic consequences. According to the National Institutes of Health, or NIH,
chronic pain represents a public health crisis of epidemic proportions affecting approximately 100 million people in the United
States and 20-30% of the population worldwide — more than heart disease, cancer and diabetes combined. Common types of
chronic pain include lower back pain, arthritis, headache, and face and jaw pain. The prevalence of chronic pain is expected to
rise in the future, as the incidence of associated illnesses such as diabetes, arthritis and cancer increases in the aging population.

Chronic pain leads to over $560 billion in healthcare and productivity costs each year according to the Institute of Medicine.
Prescription opioids remain the primary treatment for chronic pain. Chronic pain patients often start treatment with immediate
release opioids, but change to extended-release opioids to achieve more convenient dosing with more consistent blood levels of
the active drug. Extended-release opioids incorporate a large amount of opioid with a time-release mechanism designed to
deliver steady amounts of opioid, typically over 12 to 24 hours.

Annual sales from extended-release and long-acting opioids represent approximately $5.7 billion (24 million prescriptions) of the
approximately $14 billion U.S. opioid market in 2016. OxyContin OP generated U.S. sales of $2.1 billion in 2016, which
represents approximately a 16% U.S. market share of all extended-release and long-acting opioid prescriptions.

Prescription Opioid Abuse is an Epidemic in the United States

Abusers tamper with extended-release opioid drugs to achieve the euphoria that results from rapid increases in the blood
concentration of the active ingredient, a potentially fatal activity known as dose dumping. The U.S. Centers for Disease Control
and Prevention, or CDC, described abuse of prescription drugs in the United States as a growing and deadly epidemic. Deaths in
the United States from prescription opioid overdose have grown from approximately 4,000 in 1999 to approximately 16,000 in
2013.

According to a 2012 study conducted by the CDC, annually there are 144,000 treatment admissions for abuse or misuse of
opioids, 560,000 emergency room visits for misuse or abuse of opioids, over 2.5 million individuals who abuse or are dependent
on opioids and over 7.3 million non-medical users who use opioids without prescriptions or for non-therapeutic effects. The
American Journal of Managed Care estimated in a 2013 report that opioid abuse costs public and private healthcare payors over
$72bllaillion annually in direct healthcare costs, including costs of emergency room visits, rehabilitation and associated health
problems.

The FDA has estimated that nearly 35 million Americans have used prescription pain relievers, including opioid-containing
drugs, for non-prescription purposes at least once in their lifetime. A 2011 research report from the Substance Abuse and Mental
Health Services Administration estimated that between 1999 and 2009 there was a 430% increase in substance-abuse treatment
facility admissions resulting from the use of prescription pain relievers. According to a 2011 study by the University of
Michigan, one in 12 high school seniors reported non-medical use of Vicodin, a combination of acetaminophen and
hydrocodone, and one in 20 high school seniors reported non-medical use of OxyContin.
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Drug abusers find currently approved extended-release opioids desirable because of the large amount of drug payload, which
they attempt to release quickly into the bloodstream to create euphoria. It is difficult for drug abusers to achieve this rapid release
and absorption into the bloodstream by taking multiple intact extended-release opioid tablets or capsules because doing so often
causes sleepiness and/or respiratory distress before euphoria is achieved. Instead, abusers attempt to defeat the extended-release
properties in order to achieve rapid release of the active ingredient.

Despite the introduction of OxyContin OP in 2010 as the first FDA-approved, abuse-deterrent extended-release opioid
formulation, abuse of extended-release opioids, including OxyContin OP, continues to be a major public health issue. OxyContin
OP, even with its abuse-deterrent formulation, remains vulnerable to abuse using common household objects, like pill crushers.
Third party studies found that abusers of OxyContin OP use various routes of abuse — including snorting, injection and oral
abuse — despite its abuse-deterrent features. In a third party study of OxyContin abusers both before and after OxyContin OP
was introduced, researchers found that while the non-oral route of administration of abuse of OxyContin OP (i.e., injection,
snorting and smoking) decreased after its introduction, oral abuse of OxyContin OP increased from approximately 52% to 75%
of OxyContin abusers.

OxyContin OP Tablet + $6.39 Pill Crusher = Abuseable Fine Powder in 16 Seconds

Legislative and Regulatory Actions

In response to widespread prescription opioid abuse, the U.S. government and a number of state legislatures have introduced, and
in some cases have enacted, legislation and regulations intended to encourage the development of abuse-deterrent forms of pain
medications. The FDA has stated that addressing prescription drug abuse is a priority, and the development of abuse-deterrent
opioids is a key part of that strategy.

In 2010, Purdue received approval for a new formulation of OxyContin, named OxyContin OP, designed to make it more
difficult to abuse. In April 2013, the FDA approved new product labeling for OxyContin OP, which, for the first time included
abuse-deterrent product label claims consistent with the FDA’s January 2013 draft abuse-deterrent product label guidance. At the
same time, the FDA withdrew the approval of the original, non-abuse-deterrent OxyContin formulation, thus preventing the
commercialization of generic versions of the original OxyContin that did
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not have abuse-deterrent properties. This decision by the FDA is consistent with its public statement that the development of
abuse-deterrent opioid analgesics is a public health priority.

Recent actions to address the opioid abuse epidemic include:

- STOPP Act: In July 2012, a bipartisan group of Congressional leaders introduced the STOPP (Stop the Tampering of
Prescription Pills) Act. Reintroduced in February 2013, this bill, if approved, would require that non-abuse-deterrent
opioids be removed from the market if an abuse-deterrent formulation of that opioid has already been approved for
marketing by the FDA. Since being reintroduced in 2013, this bill was referred to the U.S. House of Representatives’

Subcommittee on Health and there has been no further action taken. This bill has since been reintroduced in the U.S. House

of Representatives and was referred to the Subcommittee on Health in May 2015, with no further action taken since.

- FDA guidance: In January 2013, the FDA introduced draft guidance regarding studies and clinical trials that should be
conducted to demonstrate that a given formulation has abuse-deterrent properties, how those studies and clinical trials will
be evaluated, and what product labeling claims may be approved based on the results of those studies and clinical trials.

The draft guidance described four categories of abuse-deterrence studies and clinical trials: Categories 1, 2 and 3 consist of

pre-marketing studies and clinical trials designed to evaluate a product candidate’s potentially abuse-deterrent properties
under controlled conditions, while Category 4 post-marketing clinical trials and studies assess the real-world impact of a
potentially abuse-deterrent formulation. These requirements were largely adopted in the April 2015 final FDA guidance,
which also provides examples of product label claims that may be made based on the results of the corresponding studies
and clinical trials.

- 48 state and territorial attorneys general support development of abuse-deterrent opioids: In March 2013, the National
Association of Attorneys General urged the FDA to adopt standards requiring manufacturers and marketers of prescription
opioids to develop abuse-deterrent versions of those products. Their letter, signed by 48 state and territorial attorneys
general, commended the FDA for expeditiously proposing guidance that establishes clear standards for manufacturers who
develop and market abuse-resistant opioid products, while considering incentives for undertaking the research and
development necessary to bring such products to market. It also encouraged the FDA to ensure that generic versions of
such products are designed with similar abuse-resistant features.

- FDA mandated product label changes: On September 10, 2013, the FDA announced its intention to require product label
changes to all approved extended-release and long-acting opioids. In particular, the FDA announced its intention to update
the indications for these opioids so that they will be indicated only 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. On April
16, 2014, the FDA updated these indications. The FDA also requires post-marketing studies and clinical trials for any such
opioids.

- 29 state and territorial attorneys general speak out against the approval of non-abuse-deterrent narcotics: In December
2013, the attorneys general of 29 states and territories urged the FDA to reconsider its approval of Zohydro™ ER, an

extended-release hydrocodone formulation with no abuse-deterrent properties, or alternatively to set a rigorous timeline for
reformulation of Zohydro ER in an abuse-deterrent form, with significant limitations on prescriptions of Zohydro ER in the

interim. In early 2014, members of Congress from three states introduced a bill to revoke FDA approval of Zohydro ER
and prevent the FDA from approving any new opioids that do not have abuse-deterrent features and the governor of

Massachusetts signed an executive order (since overturned by a court) that attempted to ban the dispensing of Zohydro ER
in Massachusetts.
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- Massachusetts and Maine approved laws to mandate that insurers cover abuse-deterrent opioids: In August 2014 and June
2015, the governors of Massachusetts and Maine, respectively, signed laws establishing a drug formulary commission
charged with identifying drugs with a heightened public health risk due to their potential for abuse and formulations of
abuse-deterrent drugs that may be substituted for these drugs that have a heightened public health risk. When a prescriber
writes a prescription for an opioid identified as having a heightened public health risk, the pharmacist must dispense an
interchangeable abuse-deterrent product from the formulary, if one exists, except when the prescriber indicates “no
substitution.” The Massachusetts and Maine laws also require insurers to cover abuse-deterrent opioid drugs on a basis not
less favorable than corresponding non-abuse-deterrent drugs. Several other states have enacted or are in the process of
introducing similar legislation, including Florida, Maryland and West Virginia.

- FDA held public meeting to discuss abuse-deterrent opioid formulations: In September 2014, the FDA announced a public
meeting to discuss the development, assessment and regulation of opioid medications. In its public notice, the FDA stated
that it “looks forward to a future in which all or substantially all opioid medications are less susceptible to abuse than the
conventional formulations that dominate the market today.” In October 2014, the FDA held the public meeting with key
stakeholders to solicit input regarding three primary topics: how to make abuse-deterrent opioid formulations the standard
of care, how to best incentivize the pharmaceutical industry to develop next-generation opioid products, and how to ensure
that patients have access to affordable abuse-deterrent opioids by implementing guidance for the release of generic
abuse-deterrent opioids.

- Industry group letter to the FDA: In January 2015, two major trade associations of the drug industry, Biotechnology
Industry Organization, or BIO, and Pharmaceutical Research and Manufacturers of America, or PhARMA, sent a letter to the
FDA urging the agency to take two actions: decline to approve generic formulations of opioid medications that lack
abuse-deterrent properties comparable to those of already-approved branded formulations, and remove from the market any
generic, non-abuse-deterrent formulations of opioid medications with abuse-deterrent formulations.

- FDA Opioids Action Plan: In February 2016, the FDA released an action plan to address the opioid abuse epidemic and
reassess the FDA’s approach to opioid medications. The plan identifies FDA’s focus on implementing policies to reverse
the opioid abuse epidemic, while maintaining access to effective treatments. The actions set forth in the FDA’s plan include
strengthening postmarketing study requirements to evaluate the benefit of long-term opioid use, changing the REMS
requirements to provide additional funding for physician education courses, releasing a draft guidance setting forth
approval standards for generic abuse-deterrent opioid formulations, and seeking input from the FDA’s Scientific Board to
broaden the understanding of the public risks of opioid abuse. The FDA’s Scientific Advisory Board met to address these
issues on March 1, 2016. The FDA’s plan is part of a broader initiative led by the U.S. Department of Health and Human
Services, or HHS, to address opioid-related overdose, death and dependence. The HHS initiative’s focus is on improving
physician’s use of opioids through education and resources to address opioid over-prescribing, increasing use and
development of improved delivery systems for naloxone, which can reverse overdose from both prescription opioids and
heroin, to reduce overdose-related deaths, and expanding the use of Medication-Assisted Treatment, which couples
counseling and behavioral therapies with medication to address substance abuse. In March 2016, as part of the HHS
initiative, the CDC released a new Guideline for Prescribing Opioids for Chronic Pain. The guideline is intended to assist
primary care providers treating adults for chronic pain in outpatient settings. The guideline provides recommendations to
improve communications between doctors and patients about the risks and benefits of opioid therapy for chronic pain,
improve the safety and effectiveness of pain treatment, and reduce the risks associated with long-term opioid
therapy. Also, in March 2016, the FDA announced required enhanced warnings for immediate-release opioid pain
medications related to risks of misuse, abuse, addiction, overdose, and death. The FDA also required safety labeling
changes across all prescription opioids related to potentially harmful drug interactions. In August 2016, the FDA
announced that it is requiring boxed warnings for prescription opioid analgesics, opioid-containing cough products, and
benzodiazepines.
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- U.S. Senate Passed Comprehensive Addiction and Recovery Act: In March 2016, the U.S. Senate passed the
Comprehensive Addiction and Recovery Act to address the national epidemics of prescription opioid abuse and heroin use.
Consistent with the initiatives of HHS, this legislation would expand the availability of naloxone, which can counter the
effects of opioid overdose, for law enforcement and other first responders. The legislation also calls for HHS to convene an
interagency task force to develop best practices for pain management with opioid medications. The legislation would also
provide resources to improve state monitoring of controlled substances, including opioids. Other initiatives include
resources for treating opioid addiction in incarcerated persons and expanding opioid abuse prevention education and
treatment efforts.

- Passage of 21st Century Cures Act: In December 2016, the 21st Century Cures Act became law. Among its provisions,
the Act provides $1 billion dollars in grants to states for opioid abuse prevention and treatment.

Types of Abuse-Deterrent Technologies

In response to the opioid abuse epidemic, the pharmaceutical industry has created a number of abuse-deterrent products and
product candidates, using a variety of technologies. These strategies generally fall under the following categories:

- Physical/Chemical Barriers: Physical barriers are formulations designed to prevent chewing, crushing, cutting, grating or
grinding for oral or nasal abuse. Physical and chemical barriers can make it difficult to extract the opioid from the
formulation for IV abuse using common solvents such as water. For example, OxyContin OP uses a cured, thermoformed
polymer to make the tablets harder to crush for oral or nasal abuse. When crushed, the product gels in the presence of small
injectable volumes of liquid, making it more difficult to draw into a syringe.

- Agonist/Antagonist Combinations: An opioid antagonist can be co-formulated with an active opioid ingredient, or agonist,
to interfere with or reduce the euphoria associated with abuse.

The antagonist can be physically sequestered in the tablet (e.g., Pfizer’s Embeda®). When taken orally as directed, the
majority of the encapsulated antagonist is eliminated in the gastrointestinal, or GI, tract and not absorbed into the
bloodstream, allowing the active ingredient to work. However, when crushed or dissolved by an abuser or patient, the
antagonist is released with the active ingredient and both are absorbed into the bloodstream, with the intent of blunting
the euphoric effects of the active ingredient. A problem with this approach is that if the tablet is crushed or dissolved,
the antagonist can cause the patient or abuser to experience opioid withdrawal, with potentially serious consequences.

Alternatively, the antagonist can be co-formulated in a fixed ratio with the active ingredient (e.g., Purdue’s
Targiniq™). When taken orally as directed, most of the antagonist is circulated directly to the liver and rendered
ineffective, allowing the active ingredient to work. However, when snorted or injected, the antagonist is distributed in
the bloodstream before it gets to the liver, with the intent of preventing euphoria. A disadvantage with this approach is
that it limits the amount of active ingredient a patient can take, which may make it inadequate to control chronic pain.
Further, the presence of the antagonist in the co-formulated drug may precipitate withdrawal, with potentially serious
consequences.

Market research studies performed for us have shown that some physicians prefer not to use an abuse-deterrent
formulation with an opioid antagonist because such formulations may be less useful in addressing chronic pain and
because their antagonist components may precipitate withdrawal.

Prodrug approaches: A prodrug is a drug administered in an inactive, or less active, form designed to enable more effective
delivery. The prodrug is then converted by the body into the active ingredient through a normal, metabolic process. In a
prodrug opioid, the active ingredient is designed to be released if the drug is taken orally, but if an abuser or patient takes a
large amount of the drug, the prodrug is not broken down or absorbed rapidly enough to create euphoria. If injected or
snorted, the prodrug is not broken down and the active ingredient is not released. No opioids using a prodrug approach are
currently marketed.

We believe Xtampza represents the best-in-class approach to an abuse-deterrent extended-release opioid formulation.
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Xtampza does not incorporate an opioid antagonist, is not a prodrug, and is resistant to abuse through physical or chemical
manipulation.

Chronic Pain with Dysphagia

It is estimated that more than 10% of patients with chronic pain, or approximately 11 million patients, have dysphagia, or
difficulty in swallowing, because they have cancer, are elderly, have other medical problems or have difficulty swallowing
without a known medical cause. The FDA recognized the unmet medical needs of this growing population in issuing draft
guidance in December 2013, in which the FDA cited survey data that suggest that as many as 40% of Americans may have
difficulties swallowing tablets and capsules and noted that these difficulties can precipitate a number of adverse events and
noncompliance with treatment regimens.

Except for Xtampza, all FDA-approved, orally administered extended-release opioids have a black box warning product label
stating that “crushing, dissolving or chewing can cause rapid release and absorption of a potentially fatal dose of the active
drug,” making them unsuitable or unattractive for patients who suffer from chronic pain with dysphagia, or CPD. OxyContin
OP’s product label states that “there have been post-marketing reports of difficulty in swallowing OxyContin tablets. These
reports included choking, gagging, regurgitation and tablets stuck in the throat... Consider use of an alternative analgesic in
patients who have difficulty swallowing.” An external marketing study performed for us in 2013 estimated that Xtampza has a
peak revenue potential for U.S. patients with CPD in excess of $700 million annually.

Our Solution: The DETERx Platform Technology
Overview

DETERX is a novel, proprietary, patented platform technology that is designed to maintain the extended-release and safety
profiles of highly abused drugs in the face of various methods of abuse and tampering, including chewing, crushing and/or
dissolving, and then taking them orally or snorting or injecting them. The DETERx formulation consists of wax-based
microspheres that are filled into a capsule. The microspheres are spherical micron-sized beads that are prepared by combining
the active ingredient (oxycodone, in the case of Xtampza) with inactive ingredients. Each microsphere, whether inside or outside
the capsule, is designed to be abuse-deterrent and extended-release. The active ingredient is solubilized and homogenously
dispersed in each microsphere.

Xtampza microspheres have a median particle size of approximately 300 microns and are comprised of the active ingredient
(oxycodone), a fatty acid, and wax and surfactant excipients which are all Generally Recognized As Safe, or GRAS, by the FDA.
The microspheres are formulated through a proprietary melt process in which the active ingredient, as a free base, is combined
with fatty acid and wax and surfactant excipients to form a molten solution in which the base is solubilized via an ionic
interaction with the fatty acid. The resulting homogenous liquid is spray congealed into small droplets using a proprietary
spinning disk manufacturing process. The droplets rapidly congeal into solid wax-based microspheres, which are then filled into
capsules. Differing product strengths are achieved by varying the weight of the microspheres loaded into a capsule. When
administered orally as directed, the Xtampza formulation is designed to be administered every 12 hours and releases oxycodone
over an extended period of time in the GI tract by diffusion from the microspheres into gastrointestinal fluids.
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DETERXx
Design Elements

Microsphares made of drug,  Microsphares are micron size, Orug is homogeneously  Drug binds chemically with
combined with fatty acid uniform in shape, soft and dispersed within each inactive components

and wax excipients creates insaluble in water rmicrosphere

extended-release properlies

Because of our proprietary DETERx platform technology, each individual microsphere has extended-release and abuse-deterrent
properties. The microspheres are designed to be administered in capsule form, sprinkled on food or into a cup then directly in the
mouth, or administered into the stomach via a gastric or nasogastric tube without compromising their abuse-deterrent,

extended-release profile. These features may make Xtampza uniquely suited to address the needs of patients suffering from CPD.

Abuse-Deterrent Features

Abusers often seek to accelerate the absorption of opioids into the bloodstream by crushing them in order to swallow, snort or
smoke the drug, or dissolving them in order to inject the drug. The wax-based microspheres produced using the DETERx
platform technology have physical and chemical barriers that are intended to reduce the potential for these forms of abuse. We
believe that microspheres made using our proprietary technology deter the most common methods of manipulating opioids for
abuse because of their features described in the table below.
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Abuse-Deterrent Features of DETERx Platform Technology

Method of Abuse Abuse-Deterrent Feature: Advantages
Oral Particle Size, Matrix Composition and The microspheres are small and soft, so chewing or crushing
Fusing Effect them to further reduce the particle size does not meaningfully

reduce the particle size or increase the surface area. The
hydrophobic excipient matrix of each microsphere is composed
of soft, fatty, and wax-based inactive ingredients that tend to
agglomerate and fuse when crushed.

Injection Less Soluble Salt Form We created a novel salt form of the active ingredient, which is
less soluble in aqueous solutions (such as water) but readily
dissolved in fatty excipients, such as those used in our DETERx
formulation.

Matrix Composition The hydrophobic excipient matrix is designed to trap the active
ingredient, making it difficult for abusers to extract the opioid.

High Melting Point Melting the waxy composition of the microspheres results in
quick solidification when heat is removed, clogging a syringe.

Snorting Matrix Composition The hydrophobic excipient matrix is designed to trap the active
ingredient, preventing the release of the opioid in the nose and
causing temporary nasal side effects that make Xtampza
undesirable for nasal abuse.

Pipeline

Preclinical IND Ph I/l Ph IINDA  Approved  Marketed

CoLAv2

oxym orphone

COL-196

COL-171

m ethrd phenidate

We have applied our DETERX platform technology to Xtampza as well as the product candidates in our pipeline, with the
exception of Onsolis. We recently completed formulation development work for our extended-release, abuse-deterrent
hydrocodone program. Based upon an assessment of the market opportunity and the potential to differentiate from currently
marketed hydrocodone products as well as programs in development, we are prioritizing our abuse deterrent hydrocodone
program as our second product in development. We filed an investigational new drug application,
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or IND, with the FDA in December 2015 and initiated a clinical trial in the first quarter of 2016. We also have an
extended-release, abuse-deterrent oxymorphone program for the treatment of chronic pain for which we have filed an IND. This
program has been granted Fast Track status by the FDA. In addition, we have other extended-release, abuse-deterrent product
candidates that have completed preliminary preclinical studies, including morphine for pain and methylphenidate for the
treatment of attention deficit hyperactivity disorder, or ADHD. All of these product candidates share similar abuse-deterrent
qualities as Xtampza and are designed to be suitable for patients with difficulty swallowing. We own all of the rights to Xtampza
and our DETERXx-based product candidates.

Each of our product candidates is being developed to seek FDA approval in accordance with Section 505(b)(2) of the Federal
Food, Drug, and Cosmetic Act, or FD&C Act. Section 505(b)(2) permits an applicant to file an NDA that relies, in part, on data
not developed by or for the applicant and to which the applicant has not received a right of reference, such as the FDA’s findings
of safety and efficacy in the approval of a similar drug, or listed drug, or published literature in support of its application.

Xtampza

Overview

Our first FDA-approved product, Xtampza, is an abuse-deterrent, extended-release, oral formulation of oxycodone, a widely
prescribed opioid medication. In April 2016, the FDA approved our new NDA filing for Xtampza 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. Certain human abuse potential studies are included in the approved label, as well as data supporting the
administration of the product as a sprinkle or administered through feeding tubes. In June 2016, we announced the commercial
launch of Xtampza. In October 2016, we announced the submission of a New Drug Submission to Health Canada seeking
marketing approval of Xtampza for the same indication for which we obtained approval from the FDA.

Xtampza has the same active ingredient as OxyContin OP, which is the largest selling abuse-deterrent, extended-release opioid in
the United States by dollars, with $2.1 billion in U.S. sales in 2016. We conducted a comprehensive preclinical and clinical
program for Xtampza consistent with FDA guidance on abuse-deterrence. These studies and clinical trials demonstrated that
chewing, crushing and/or dissolving Xtampza, and then taking it orally or smoking, snorting, or injecting it did not meaningfully
change its drug release profile or safety characteristics. By contrast, clinical trials performed by us and others — including head-
to-head clinical trials comparing Xtampza with OxyContin OP — have shown that drug abusers can achieve rapid release and
absorption of the active ingredient by manipulating OxyContin OP using common household tools and methods commonly
available on the Internet. In October 2016, we announced the submission of a Supplemental New Drug Application to the FDA
for Xtampza to include comparative oral pharmacokinetic data from a recently completed clinical study evaluating the effect of
physical manipulation by crushing Xtampza compared with OxyContin OP and a control (oxycodone hydrochloride immediate-
release).

In addition, our preclinical studies and clinical trials have shown that the contents of the Xtampza capsule can be removed from
the capsule and sprinkled on food or into a cup, and then directly into the mouth, or administered through feeding tubes, without
compromising their drug release profile, safety or abuse-deterrent characteristics. By contrast, OxyContin OP, which is
formulated in hard tablets, has a black box warning label stating that crushing, dissolving, or chewing can cause rapid release and
absorption of a potentially fatal dose of the active ingredient.

Market Opportunity
We believe that Xtampza can capture a significant share of the $5.7 billion U.S. extended-release opioid market, including a

portion of the existing $2.1 billion OxyContin OP market. In addition, we believe that Xtampza can become a market leader for
treating patients with chronic pain who have difficulty swallowing.

OxyContin OP Extended-Release Market

Purdue launched OxyContin OP in 2010. In April 2013, the FDA determined that Purdue had been successful in demonstrating
OxyContin OP’s abuse-deterrent characteristics and permitted Purdue to amend its product label to include certain
abuse-deterrent claims. Since the launch of OxyContin OP, there has been a reduction in the overall abuse of OxyContin,
primarily in the snorted and injected routes of administration.
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The FDA also concluded that the benefits of the previously-approved non-abuse-deterrent OxyContin no longer outweighed its
risks and removed it from the list of drugs eligible to serve as a reference product for future generic or Section 505(b)(2)
approvals. As a result, we believe that all extended-release oxycodone products, including generic products, may be required to
have abuse-deterrent claims as part of the FDA approval process.

Despite OxyContin OP’s commercial success, it carries with it a well-documented abuse stigma both for physicians who
prescribe it and for patients who use it to treat chronic pain. In a market research study conducted for us in 2013, 35% of patients
surveyed who were taking OxyContin OP indicated concern that their friends or family have a negative perception of OxyContin
OP. Of the 1,021 patients surveyed in the study, 11% of chronic pain patients responded that they have had their opioid
medication stolen, most often from their home, and 76% indicated an interest in switching to a pain medication similar to
OxyContin OP but that was more abuse-deterrent. A market research study of 30 physicians conducted for us in 2015 concluded
that while physicians view OxyContin OP as an effective and valuable option, one third reported prescribing it less often than
they would like because of patients’ reticence to use OxyContin OP because of its reputation for addiction and abuse.

Further, in a third party study of post-marketing data on misuse and diversion of prescription opioid analgesics, the initial decline
in abuse of OxyContin OP by patients who reported abusing the non-abuse-deterrent OxyContin 30 days prior to entering
treatment for opioid abuse disorder, plateaued at 25% to 30%, with no further decreases from 2012 to study conclusion in 2014.
A sub-population of participants was surveyed to investigate their continued abuse of OxyContin. Among the 88 participants
who abused both non-abuse-deterrent OxyContin and OxyContin OP, their continued abuse of OxyContin OP was explained by:
(i) a transition from non-oral routes of administration to oral use (approximately 43%); (ii) successful efforts to defeat the
abuse-deterrent formulation mechanism leading to a continuation of inhaled or injected use (approximately 34%); and (iii)
exclusive use of the oral route independent of formulation type (approximately 23%). Representative comments of participants
who continued to abuse OxyContin OP demonstrated that participants were able to identify methods of circumventing the abuse
deterrent properties using the internet.

Other Extended-Release Opioids

While OxyContin OP is the largest selling extended-release opioid in the United States by dollars in 2016, there are
approximately 20 million additional prescriptions for non-abuse-deterrent extended-release opioids annually in the United States.
Many of these opioids include active ingredients, such as morphine, that are commonly perceived as having greater adverse side
effects than oxycodone-based formulations. Because of the abuse stigma associated with OxyContin OP and non-abuse-deterrent
opioid formulations, we believe that Xtampza offers physicians treating chronic pain an attractive alternative to the existing
options. Our market research also demonstrates that payors recognize the prevalence of opioid abuse and its corresponding
economic burden. This research indicates that “brand” prices would be acceptable for products that are differentiated. As such,
we aim to achieve broad Tier 3 payor coverage on commercial plans and contract with Medicare and Medicaid. In a market
research study conducted for us, 83% of disease specialists (such as oncologists and neurologists) and 67% of pain specialists
surveyed indicated that they would prescribe Xtampza for patients without dysphagia.

Chronic Pain with Dysphagia

In a market research survey conducted for us, of 1,021 patients with chronic pain, 30% of the patients reported that they have
trouble swallowing or do not like to swallow pills, and 65% of the patients did not realize that cutting, crushing or grinding
extended-release opioids can change the drug release profile. Most of the currently approved abuse-deterrent opioid drugs do not
have an FDA product label that permits the sprinkling of the product on food or into a cup, and then directly in the mouth and
administration through feeding tubes for use by patients with CPD, creating an unmet medical need due to the lack of adequate
treatment options. Further, in an effort to make them easier to swallow, some patients with CPD — and 47 of the 1,021 patients
participating in the survey conducted for us — crush their prescribed extended-release opioids and can inadvertently harm
themselves because of the rapid immediate-release of the active ingredient. Because our Xtampza microspheres are designed to
be able to be removed from the capsule and still retain their abuse-deterrent and extended-release properties, we believe that
Xtampza is an effective pain-management solution for
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patients with CPD. An external marketing study performed for us in 2013 estimated that Xtampza has a peak revenue potential
for U.S. patients with CPD in excess of $700 million annually.

Onsolis

In May 2016, we licensed the U.S. rights to develop and commercialize Onsolis from BioDelivery Sciences International, Inc.
Onsolis is a Transmucosal Immediate-Release Fentanyl (TIRF) film indicated for the management of breakthrough pain in
cancer patients 18 years of age and older, who are already receiving and who are tolerant to opioid therapy for their underlying
persistent cancer pain. Onsolis incorporates BioDelivery Sciences’ BioErodible MucoAdhesive (BEMA®) technology for rapid
and controlled delivery of fentanyl, a Schedule II controlled substance, via buccal (inner cheek) administration.

Onsolis was originally approved by the FDA in 2009 and voluntarily removed from the market in 2011 to address appearance-
related issues. A reformulation of Onsolis was approved by the FDA in 2015. We plan to launch Onsolis after the completion of
the transfer of manufacturing and submission to the FDA of a Prior Approval Supplement, which requires approval prior to
launch. We estimate that approval will occur in the first half of 2018.

Manufacturing
Overview

Xtampza and our product candidates created with our DETERx technology platform are manufactured using a proprietary
process. This process is reproducible, scalable and cost-efficient, and we believe that the microsphere formulation — and the
related manufacturing process — is unique in the extended-release opioid market.

To date, we have produced Xtampza at our contract manufacturing organization, Patheon. The existing Patheon facility has the
capacity to support our commercialization of Xtampza during the first several years after commercial launch. We are working
with Patheon to build dedicated manufacturing capacity at Patheon’s existing facility. Patheon has an established record of
manufacturing products approved in the United States, including controlled substances.

We own all of the intellectual property, including know-how and specialized manufacturing equipment, necessary to be able to
replicate the manufacturing equipment currently located at Patheon’s facility at an alternative location (and with an alternative
vendor) if necessary.

Drug Substances

The active ingredient used in Xtampza, oxycodone base, is an odorless white crystalline powder. We currently procure this active
ingredient pursuant to a supply agreement with a single U.S.-based manufacturer. If our current supplier is unable to supply
oxycodone base in the quantities and at the times we require it, we are aware of other suppliers who we would expect to be able
to satisfy our commercial orders.

Oxycodone base is classified as a narcotic controlled substance under U.S. federal law. Xtampza is, and we expect that our
product candidates will be, classified by the U.S. Drug Enforcement Administration, or DEA, as Schedule II controlled
substances, meaning that they have a high potential for abuse and dependence among drugs that are recognized as having an
accepted medical use. Consequently, we expect that the manufacturing, shipping, dispensing and storing of our product
candidates will be subject to a high degree of regulation, as described in more detail under the caption “— Governmental
Regulation — DEA Regulation.”

Marketing and Commercialization

We are in the process of commercializing Xtampza in the United States with a direct sales force. We plan to explore out-licensing
partnerships for Xtampza in other international markets, such as Canada, Australia and Japan, as well as countries in Latin
America and Europe.

The members of our management team who are leading the commercialization of Xtampza have substantial experience in

pharmaceutical sales and marketing. We have a dedicated field sales force, consisting of approximately 120 sales professionals,
to call on the approximately 10,400 physicians who write approximately 60% of the branded
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extended-release oral opioid prescriptions in the United States, with a primary focus on pain specialists. In addition, we deploy a
focused sales force of approximately 25 specialty sales representatives to call on institutions where patients require
extended-release opioids, such as skilled nursing or hospice facilities and hospitals. In addition, we employ medical sales
liaisons, or MSLs, to respond to clinician inquiries about Xtampza. We also employ a market-access team to support our
formulary approval and payor contracting.

We are continuing to execute our commercialization strategy with the input of key opinion leaders in the field of pain
management, as well as healthcare practitioners. We have developed positioning and messaging campaigns, a publication
strategy, initiatives with payor organizations, and distribution and national accounts strategies. Our marketing strategy includes
increasing awareness of the differentiated features of Xtampza, the hazards of opioids that are not abuse-deterrent, and increasing
awareness of solutions for patients with CPD who require or would benefit from extended-release opioids.

Intellectual Property

We regard the protection of patents, designs, trademarks and other proprietary rights that we own or license as critical to our
success and competitive position. Our patent portfolio directed toward Xtampza and our DETERX technology consists of eight
issued patents in the United States (five of which claim compositions of matter, one of which claims both compositions of matter
and methods of use, and two that claim methods of use), two pending applications in the European Union, two issued patents in
Canada, and one issued patent in each of Japan and Australia. Finally, we have six patent applications pending in the United
States, one pending patent application in each of Canada and Japan, and one pending PCT application. Our issued U.S. patents
are projected to expire in 2023 and 2025, and our pending patent applications in the United States, if issued, would be projected
to expire in 2023, 2025, 2030, and 2036. In addition, we use a unique and proprietary process to manufacture our products that
requires significant know-how, which we currently protect as trade secrets.

Our policy is to patent the technology, inventions and improvements that we consider important to the development of our
business, but only in those cases in which we believe that the costs of obtaining patent protection is justified by the commercial
potential of the technology, and typically only in those jurisdictions that we believe present significant commercial opportunities
to us. We have concluded that some of our technology is best protected as proprietary know-how, rather than through obtaining
patents. In some cases, we publish the invention such that it becomes prior art in order for us to secure freedom to operate and to
prevent a third party from patenting the invention before us. Our technology and products are not in-licensed from any third
party, and we own all of the rights to Xtampza and our product candidates. We believe we have freedom to operate in the United
States and other countries, but there can be no assurance that other companies, known and unknown, will not attempt to assert
their intellectual property against us.

We also rely on trademarks and trade designs to develop and maintain our competitive position. We have received trademark
registration for Collegium Pharmaceutical, Inc., DETERX, and Xtampza ER in the United States.

We also depend upon the skills, knowledge and experience of our scientific and technical personnel, as well as that of our
advisors, consultants and other contractors. To help protect our proprietary know-how that is not patentable, we rely on trade
secret protection and confidentiality agreements to protect our interests. To this end, we generally require our employees,
consultants and advisors to enter into confidentiality agreements prohibiting the disclosure of confidential information and, in
some cases, requiring disclosure and assignment to us of the ideas, developments, discoveries and inventions important to our
business. Additionally, these confidentiality agreements require that our employees, consultants and advisors do not bring to us,
or use without proper authorization, any third party’s proprietary technology.

Our Strategy

Our goal is to become the leading marketer of abuse-deterrent extended-release opioids and other commonly abused products.
Key elements of our strategy to achieve this goal are to:

- Commercialize Xtampza in the United States ourselves. We continue to strengthen our commercial organization, including
our sales force and commercial manufacturing capacity for U.S. commercialization of Xtampza. Our management team has
extensive experience commercializing pharmaceutical products, and we are in the process of establishing sales, marketing
and reimbursement functions to commercialize Xtampza in
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the United States. We are detailing Xtampza to approximately 10,400 physicians who write approximately 60% of the
branded extended-release oral opioid prescriptions in the United States with a sales team of approximately 120 sales
representatives. We believe that this physician group also represents a significant portion of the top prescribers of
extended-release and long-acting opioids (including drugs formulated with fentanyl and methadone) currently used to
treat patients with CPD. In addition, we deploy a separate, focused sales team of approximately 25 specialty sales
representatives to detail Xtampza to nursing homes, hospices, and other institutions treating large populations of the
elderly and other patients who need chronic pain relief and have difficulty swallowing.

- Establish Xtampza as the treatment of choice for patients with CPD. Xtampza has been approved with product labeling for
sprinkling Xtampza microspheres on soft foods or into a cup, and then directly into the mouth, or through a gastrostomy or
nasogastric feeding tube.

- Establish strategic collaborations to accelerate and maximize the potential of our products and product candidates
worldwide. We intend to seek strategic collaborations with other pharmaceutical companies to commercialize Xtampza and
our product candidates outside the United States and to develop certain of our product candidates that are outside of our
core therapeutic focus.

- Advance other product candidates that incorporate our DETERx platform technology. We have begun advancing our
development program for COL-195, an abuse-deterrent, extended-release hydrocodone for the treatment of chronic pain.
We initiated clinical trials for our hydrocodone product candidate in the first quarter of 2016. We also have an IND
application on file for COL-172, an abuse-deterrent, extended-release oxymorphone for the treatment of chronic pain,
which has been granted Fast Track status by the FDA. In addition, we have COL-171, a proprietary preclinical DETERx
extended-release, abuse-deterrent methylphenidate formulation for the treatment of ADHD.

- Acquire additional products and product candidates. We may identify and license, co-promote or acquire products or
product candidates being developed for pain indications and other complementary products. In May 2016, we entered into
a License and Development Agreement with BioDelivery Science International, Inc. which grants us an exclusive license
to make, use, sell, offer for sale, import, develop and commercialize Onsolis in the United States. We plan to
commercialize Onsolis upon receipt of FDA approval of a Prior Approval Supplement for the manufacturing
transfer. Subject to such approval, we expect to launch Onsolis in the first half of 2018.

Our commercialization strategy for Xtampza continues to evolve, and as part of that evolution, we are developing positioning
and messaging campaigns, a publication strategy, initiatives with payor organizations, and distribution and national accounts
strategies.

Competition

Our industry is characterized by rapidly advancing technologies, intense competition and a strong emphasis on proprietary
products. We face competition and potential competition from a number of sources, including pharmaceutical and biotechnology
companies, generic drug companies, drug delivery companies and academic and research institutions. Most of the existing and
potential competitors have significantly more financial and other resources than we do.

Currently, the only opioid drugs on the market for chronic pain relief that have an abuse-deterrent product label are OxyContin
OP and Hysingla®, both of which are marketed by Purdue, and Embeda, which is marketed by Pfizer. Hysing