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Item 2.02                                           Results of Operations and Financial Condition.
 

The information contained in Item 7.01 of this Report is incorporated into this Item 2.02 by reference.
 
Item 7.01                                           Regulation FD Disclosure.
 

On October 25, 2016, Collegium Pharmaceutical, Inc. (the “Company”), issued a press release announcing that it has commenced an underwritten
public offering of shares of its common stock. In connection with this offering, the Company will also grant to the underwriters a 30-day option to purchase
up to an additional 15% of the shares of its common stock offered in the public offering. Jefferies LLC and Piper Jaffray & Co. are acting as the joint book-
running managers in the offering. A copy of the press release is furnished herewith as Exhibit 99.1 to this Current Report.
 

Based upon preliminary estimates, the Company had revenues of approximately $400,000 for the three months ended September 30, 2016 and cash and
cash equivalents of approximately $90.9 million as of September 30, 2016.  This financial information has been prepared by and is the responsibility of the
Company’s management and has not been reviewed by the Company’s independent registered public accounting firm, and, accordingly, the Company’s
independent registered public accounting firm does not express an opinion on, or provide any other form of assurance with respect to, this preliminary data.
This financial information is subject to completion of the Company’s quarterly financial closing procedures, the preparation of the Company’s consolidated
financial statements, and the performance of a review of the Company’s consolidated financial statements by the Company’s independent registered public
accounting firm as of and for the three- and nine-month periods ended September 30, 2016. The Company’s actual results may differ from these estimates.
 
Item 8.01                                           Other Information.
 

This Current Report on Form 8-K updates the Annual Report on Form 10-K of Collegium for the year ended December 31, 2015 and its most recent
Quarterly Report on Form 10-Q for the quarter ended June 30, 2016 to reflect the following:

 
We are a specialty pharmaceutical company developing and commercializing next-generation abuse-deterrent products that incorporate our patented

DETERx 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. On April 26, 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 through feeding tubes. On June 20, 2016, we announced the commercial launch of Xtampza, and on



October 3, 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 $2.3 billion in U.S. sales in 2015. 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. On October 5, 2016, we
announced the submission of a Supplemental New Drug Application to the FDA to enhance the label 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
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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. 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 during the second half of
2017.
 

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.
 

Based on our current cash resources, expected revenue contributions from Xtampza (which expectations are based, in part, on negotiations with payors
and pharmacy benefit managers, including UnitedHealth and Cigna) and after taking into account the expected proceeds of this offering, we believe that we
will have adequate cash resources to fund our operations into 2019.
 
Forward-Looking Statements
 

This report contains forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. We may, in some cases,
use terms such as “predicts,” “believes,” “potential,” “proposed,” “continue,” “estimates,” “anticipates,” “expects,” “plans,” “intends,” “may,” “could,”
“might,” “should” or other words that convey uncertainty of future events or outcomes to identify these forward-looking statements. Such statements are
subject to numerous important factors, risks and uncertainties that may cause actual events or results to differ materially from the company’s current
expectations. Management’s expectations and, therefore, any forward-looking statements in this press release could also be affected by risks and uncertainties
relating to a number of other factors, including the following: 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 size 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; 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.
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These and other risks are described under the heading “Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2015, as

revised and supplemented by our Quarterly Reports on Form 10-Q filed since the filing of our most recent Annual Report on Form 10-K, and those risks
described from time to time in other reports which we file with the SEC. Any forward-looking statements that we make in this report speak only as of the date
of this press release. We assume no obligation to update our forward-looking statements whether as a result of new information, future events or otherwise,
after the date of this press release.
 
Item 9.01                                           Financial Statements and Exhibits.
 
(d)                                 Exhibits:
 



Exhibit No. Description
99.1

 

Press Release dated October 25, 2016.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the

undersigned hereunto duly authorized.
 

 

COLLEGIUM PHARMACEUTICAL, INC.
   
   
Date: October 25, 2016 By: /s/ Paul Brannelly
  

Name: Paul Brannelly
  

Title: Executive Vice President and Chief 
Financial Officer

 
5

 
EXHIBIT INDEX

 
Exhibit No.

 
Description

99.1
 

Press Release dated October 25, 2016.
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Exhibit 99.1
 

 
NEWS RELEASE
FOR IMMEDIATE RELEASE
 
Collegium Announces Proposed Public Offering of Common Stock
 
CANTON, Mass., October 25, 2016 (GLOBE NEWSWIRE) — Collegium Pharmaceutical, Inc. (Nasdaq:COLL) today announced that it has commenced
an underwritten public offering of shares of its common stock. All of the shares in the offering are being sold by Collegium.  In addition, Collegium has
granted the underwriters a 30-day option to purchase up to an additional 15% of the shares of its common stock offered in the public offering.
 
Jefferies LLC and Piper Jaffray & Co. are acting as joint book-running managers.
 
Collegium intends to use the net proceeds from this offering for the continued commercialization of Xtampza; to fund research and development efforts of its
other product candidates; and for working capital and general corporate purposes, which may include the acquisition or licensing of product candidates,
technologies, compounds, other assets or complementary businesses.
 
The securities described above are being offered by Collegium pursuant to an effective shelf registration statement (including a base prospectus) filed with the
Securities and Exchange Commission (“SEC”). Before you invest, you should read the base prospectus in the registration statement and related preliminary
prospectus supplement that Collegium has filed with the SEC for more complete information about Collegium and this offering. The preliminary prospectus
supplement and accompanying base prospectus are available for free by visiting EDGAR on the SEC’s website located at www.sec.gov. Copies of the
preliminary prospectus supplement and accompanying base prospectus, when available, may also be obtained by contacting: Jefferies LLC, Attn: Equity
Syndicate Prospectus Department, 520 Madison Ave, 2nd Floor, New York, NY 10022, by telephone at (877) 821-7388 or by email at
Prospectus_Department@Jefferies.com; or Piper Jaffray & Co., Attention: Prospectus Department, 800 Nicollet Mall, J12S03, Minneapolis, MN 55402, or by
telephone at 800-747-3924 or by email at prospectus@pjc.com.
 
This press release does not constitute an offer to sell, or the solicitation of an offer to buy these securities, nor will there be any sale of these securities in any
state or other jurisdiction in which such offer, solicitation or sale would be unlawful prior to registration or qualification under the securities laws of any such
state or jurisdiction.
 
About Collegium Pharmaceutical, Inc.
 
Collegium is a specialty pharmaceutical company focused on developing a portfolio of products that incorporate its patent-protected DETERx technology
platform for the treatment of chronic pain. The DETERx oral drug delivery technology is designed to provide extended-release delivery, unique abuse-
deterrent properties, and flexible dose administration options.
 

###
 
Investor Contact:
Collegium Pharmaceutical, Inc.
Doug Carlson
Vice President, Corporate Development
 


