
 

 

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549

FORM 8-K
CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

   
Date of Report (Date of Earliest Event Reported):  June 15, 2015

Heron Therapeutics, Inc. 
__________________________________________
(Exact name of registrant as specified in its charter)

   
Delaware 001-33221 94-2875566

_____________________
(State or other jurisdiction

_____________
(Commission

______________
(I.R.S. Employer

of incorporation) File Number) Identification No.)
    

123 Saginaw Drive, Redwood City, California  94063
_________________________________
(Address of principal executive offices)

 ___________
(Zip Code)

   
Registrant’s telephone number, including area code:  650-366-2626

Not Applicable 
______________________________________________

Former name or former address, if changed since last report

 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following
provisions:

[  ]  Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
[  ]  Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
[  ]  Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
[  ]  Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
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Item 8.01 Other Events.

On June 15, 2015, Heron Therapeutics, Inc. (the "Company") issued a press release announcing the closing of its underwritten public offering of 5,520,000 shares
of common stock, including 720,000 shares sold pursuant to the full exercise of an option to purchase additional shares previously granted to the underwriters, at
a public offering price of $24.75 per share, as described in the press release furnished herewith as Exhibit 99.1.

On June 16, 2015, the Company issued a press release announcing the initiation of a Phase 2 clinical trial of HTX-011, the Company’s lead product candidate for
the prevention of post-operative pain, following clearance from the U.S. Food and Drug Administration of its investigational new drug application for HTX-011,
as described in the press release furnished herewith as Exhibit 99.2.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits. 

Exhibit No./ Description

99.1 Press Release, dated June 15, 2015
99.2 Press Release, dated June 16, 2015
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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.

     
  Heron Therapeutics, Inc.
      
June 16, 2015  By:  /s/ Esme C. Smith 
    
    Name: Esme C. Smith
    Title: VP, General Counsel & Secretary
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Exhibit Index

   
Exhibit No. Description

 
99.1  Press Release dated June 15, 2015
99.2  Press Release dated June 16, 2015



EXHIBIT 99.1

Heron Therapeutics, Inc. Closes Underwritten Offering of Common Stock

REDWOOD CITY, Calif. – June 15, 2015 – Heron Therapeutics, Inc. (NASDAQ: HRTX), today announced closing of its
underwritten public offering of 5,520,000 shares of common stock, including 720,000 shares sold pursuant to the full exercise of an
option to purchase additional shares previously granted to the underwriters, at a public offering price of $24.75 per share. The gross
offering size was approximately $136.6 million before deducting customary underwriting discounts and commissions and offering
expenses.

Jefferies LLC, Leerink Partners LLC and Cowen and Company, LLC acted as joint book-running managers for the offering. JMP
Securities LLC, Brean Capital, LLC and Noble Life Science Partners acted as co-managers for the offering.

The securities described above were offered pursuant to shelf registration statements (File Nos. 333-195928 and 333-198862),
which were declared effective by the United States Securities and Exchange Commission (“SEC”) on May 23, 2014 and October 6,
2014, respectively. The securities described above have not been qualified under any state blue sky laws. This press release shall
not constitute an offer to sell or the solicitation of an offer to buy these securities, nor shall 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 the registration or qualification
under the securities laws of any such state or other jurisdiction. The offering can be made only by means of a prospectus, copies of
which may be obtained at the SEC’s website at www.sec.gov, or by request at Jefferies LLC, Attention: Equity Syndicate
Prospectus Department, 520 Madison Avenue, 2nd Floor, New York, NY 10022, telephone: (877) 547-6340, e-mail: Prospectus—
Department@Jefferies.com.

This press release includes forward-looking statements, including statements relating to the proceeds of the offering and closing of
the offering. For these statements, Heron Therapeutics, Inc. claims the protection of the safe harbor for forward-looking statements
provided by the Private Securities Litigation Reform Act of 1995. It should be noted that there are risks and uncertainties related to
the public offering. A review of these risks can be found in Heron Therapeutics, Inc.’s Annual Report on Form 10-K for the fiscal
year ended December 31, 2014, the prospectus filed with the SEC in connection with the offering and other reports and documents
filed with the SEC.

Investor Relations Contact: 
Heron Therapeutics, Inc. 
Jennifer Capuzelo, 858-703-6063 
Sr. Manager, Investor Relations 
jcapuzelo@herontx.com

and

Corporate Contact: 
Heron Therapeutics, Inc. 
Brian Drazba, 858-703-6065 
Vice President, Finance and Chief Financial Officer

###



EXHIBIT 99.2

Heron Therapeutics Initiates Phase 2 Clinical Trial of HTX-011 for the Treatment of
Post-Operative Pain

- FDA Clears IND for HTX-011

REDWOOD CITY, Calif. – June 16, 2015 – Heron Therapeutics, Inc. (NASDAQ: HRTX) announced today that it has initiated a
Phase 2 clinical trial of HTX-011, the Company’s lead product candidate for the prevention of post-operative pain, following
clearance from the U.S. Food and Drug Administration (FDA) of its Investigational New Drug (IND) application for HTX-011.
HTX-011, which utilizes Heron’s proprietary Biochronomer® drug delivery technology, is a long-acting formulation of the local
anesthetic bupivacaine in a fixed-dose combination with the anti-inflammatory meloxicam.

The placebo-controlled, dose-finding, Phase 2 clinical trial in approximately 60 patients undergoing bunionectomy will evaluate the
efficacy and safety of HTX-011, containing 200 mg or 400 mg of bupivacaine combined with meloxicam, compared to placebo. In
a previously completed, placebo-controlled, Phase 1 clinical trial of HTX-011 in healthy volunteers, the desired pharmacokinetic
profile for both bupivacaine and meloxicam was achieved, with therapeutically relevant drug levels of bupivacaine sustained for 2-
3 days. Heron anticipates reporting top-line results from this Phase 2 clinical trial in the second half of 2015.

“We are excited to be moving HTX-011, an innovative product candidate targeting the large and growing post-operative pain
management market, into a Phase 2 study in an important surgical indication,” commented Barry D. Quart, Pharm.D., Chief
Executive Officer of Heron. “We believe that HTX-011 has the potential to meet our core goal of developing best-in-class
medicines with the potential to significantly improve the lives of patients.”

About HTX-011 for Post-Operative Pain

HTX-011, which utilizes Heron’s proprietary Biochronomer® drug delivery technology, is a long-acting formulation of the local
anesthetic bupivacaine in a fixed-dose combination with the anti-inflammatory meloxicam for the prevention of post-operative
pain. The effective management of pain with a reduction in the use of opioids remains an important area of unmet medical need,
and HTX-011 could potentially provide a differentiated therapeutic profile with advantages compared to currently available pain
management options. In a Phase 1 clinical trial, HTX-011 achieved the desired pharmacokinetic profile for both bupivacaine and
meloxicam. Therapeutically relevant plasma bupivacaine levels were sustained for 2-3 days in the absence of the large initial peak
that can be observed with commercially available formulations. The anesthetic effects of HTX-011 persisted through 96 hours,
which closely correlated with plasma bupivacaine concentrations, and HTX-011 was well-tolerated with no serious adverse events.
Heron is currently conducting a placebo-controlled, dose-finding, Phase 2 clinical trial of HTX-011 in patients undergoing
bunionectomy.

About Heron Therapeutics, Inc.

Heron Therapeutics, Inc. is a biotechnology company focused on developing and commercializing best-in-class pharmaceutical
products that address major unmet medical needs. The Company has four product candidates in development for patients suffering
from cancer and pain and has retained commercial rights to each of these in all major markets. SUSTOL® is an injectable,
extended-release formulation of granisetron that is being developed for the prevention of both acute and delayed chemotherapy-
induced nausea and vomiting (CINV) following the administration of moderately emetogenic chemotherapy (MEC) or highly
emetogenic chemotherapy (HEC) agents. Affecting 70-80% of patients undergoing chemotherapy, CINV is one of chemotherapy’s
most debilitating side effects and is a leading cause of premature discontinuation of cancer treatment. Heron recently reported
positive, top-line results from its Phase 3 MAGIC study and intends to resubmit its New Drug Application (NDA) for SUSTOL to
the U.S. Food and Drug Administration (FDA) in mid-2015. HTX-019, also being developed for the prevention of CINV, has the
potential to become the first polysorbate 80-free, intravenous formulation of aprepitant, a neurokinin-1 (NK1) receptor antagonist.
Heron intends to file an NDA for HTX-019 using the 505(b)(2) pathway in the second half of 2016. HTX-011, a long-acting
formulation of the local anesthetic bupivacaine in a fixed-dose combination with the anti-inflammatory meloxicam, is in Phase 2
clinical development for the prevention of post-operative pain. HTX-003, a long-acting formulation of buprenorphine, is being
developed for the potential management of chronic pain and opioid addiction. Many of Heron’s product candidates utilize its
proprietary Biochronomer® drug delivery technology, which can deliver therapeutic levels of a wide range of otherwise short-
acting drugs over a period of days to weeks with a single injection.

For more information, visit www.herontx.com.

Forward Looking Statements

This news release contains “forward-looking statements” as defined by the Private Securities Litigation Reform Act of 1995. Heron
cautions readers that forward-looking statements are subject to certain risks and uncertainties that could cause actual results to
differ materially. These risks and uncertainties include, but are not limited to, those associated with: the timing and acceptance of
the Company’s resubmission of its New Drug Application (NDA) for SUSTOL® whether the U.S. Food and Drug Administration
(FDA) approves the SUSTOL NDA as submitted or supports as broad of a labeled indication for SUSTOL as requested, the
progress in the research and development of HTX-019, HTX-011, HTX-003 and our other programs, including the timing of
preclinical, clinical, and manufacturing activities, safety and efficacy results from our studies that may not justify the pursuit of



further development of our product candidates, the launch and acceptance of SUSTOL and new products generally, our financial
position and our ability to raise additional capital to fund operations, if necessary, or to pursue additional business opportunities,
strategic business alliances we may pursue or the potential acquisition of products or technologies, and our ability to grow our
organization to sustain the commercial launch for SUSTOL, and other risks and uncertainties identified in the Company’s filings
with the Securities and Exchange Commission. We caution investors that forward-looking statements reflect our analysis only on
their stated date. We do not intend to update them except as required by law.

Contacts: 
Investor Relations Contact: 
Jennifer Capuzelo, Sr. Manager, Investor Relations 
858-703-6063 
jcapuzelo@herontx.com

Corporate Contact: 
Barry D. Quart, Pharm D., Chief Executive Officer 
650-366-2626
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