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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

 

FORM 10-Q
 
x
      QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF

1934
 

For the quarterly period ended September 30, 2016
Or

o
o
         TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
1934
 

For the transition period from              to             .
 

Commission File Number 001-35726
 

Radius Health, Inc.
(Exact name of registrant as specified in its charter)

Delaware
 

80-0145732
(State or other jurisdiction of

 

(IRS Employer
Incorporation or organization)

 

Identification Number)
 

950 Winter Street
Waltham, Massachusetts 02451

(Address of Principal Executive Offices and Zip Code)
 

(617) 551-4000
(Registrant’s telephone number, including area code)

 
Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during

the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for the
past 90 days.  Yes x
  No o
 

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Website, if any, every Interactive Data File required to
be submitted and posted pursuant to Rule 405 of Regulation S-T during the preceding 12 months (or for such shorter period that the registrant was required to
submit and post such files).  Yes x
  No o
 

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the
definitions of “large accelerated filer”, “accelerated filer” and “smaller reporting company” in Rule 12b-2 of the Exchange Act. 

Large accelerated filer  x
 

Accelerated filer  o
   

Non-accelerated filer  o
 

Smaller reporting company  o
 

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act).  Yes o
  No x

Number of shares of the registrant’s Common Stock, $.0001 par value per share, outstanding as of October 31, 2016 : 43,111,707 shares
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CURRENCY AND CONVERSIONS
 

In this report, references to “dollar” or “$” are to the legal currency of the United States, references to “euro” or “€” are to the single currency introduced
on January 1, 1999 at the start of the third stage of European Economic and Monetary Union, pursuant to the Treaty establishing the European Communities, as
amended by the Treaty on European Union and the Treaty of Amsterdam and references to "Swiss Francs" or "CHF" are to the legal currency of Switzerland.
Unless otherwise indicated, the financial information in this report has been expressed in U.S. dollars. Unless otherwise stated, the U.S. dollar equivalent
information translating euros and Swiss Francs into U.S. dollars has been made, for convenience purposes, on the basis of the noon buying rate published by the
Board of Governors of the Federal Reserve as of September 30, 2016 , which was €1.00 = 1.1238 and CHF1.00 = $1.0316, respectively. Such translations should
not be construed as a representation that the euro or Swiss Franc, as the case may be, has been, could have been or could be converted into U.S. dollars at the rate
indicated, any particular rate or at all.
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Item 1. Condensed Consolidated Financial Statements

Radius Health, Inc.
Condensed Consolidated Balance Sheets

(In thousands, except share and per share amounts)
 

 
September 30, 

2016  
December 31, 

2015

 

(unaudited)  
 

ASSETS
 

 
 

Current assets:
 

 
 

Cash and cash equivalents $ 198,565  $ 159,678
Marketable securities 171,267  313,661
Prepaid expenses and other current assets 3,661  6,969

Total current assets 373,493  480,308
Property and equipment, net 4,057  1,897
Other assets 551  260

Total assets $ 378,101  $ 482,465

    
LIABILITIES AND STOCKHOLDERS’ EQUITY

 

 
 

Current liabilities:
 

 
 

Accounts payable $ 2,665  $ 6,228
Accrued expenses and other current liabilities 22,642  14,952

Total current liabilities 25,307  21,180
    

Other non-current liabilities 402  —
Total liabilities $ 25,709  $ 21,180

Commitments and contingencies  
Stockholders’ equity:

 

 
 

Common stock, $.0001 par value; 200,000,000 shares authorized, 43,109,927 shares and 42,984,243 shares issued
and outstanding at September 30, 2016 and December 31, 2015, respectively 4  4
Additional paid-in-capital 928,184  907,040
Accumulated other comprehensive income 52  5
Accumulated deficit (575,848)  (445,764)

Total stockholders’ equity 352,392  461,285
Total liabilities and stockholders’ equity $ 378,101  $ 482,465
 

See accompanying notes to unaudited condensed consolidated financial statements.
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Radius Health, Inc.
Condensed Consolidated Statements of Comprehensive Loss
(Unaudited, in thousands, except share and per share amounts)

 

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 

2016  2015  2016  2015
OPERATING EXPENSES:

 

 
 

    
Research and development $ 27,453  $ 18,217  $ 81,827  $ 46,054
General and administrative 19,240  8,456  50,079  19,212

Loss from operations (46,693)  (26,673)  (131,906)  (65,266)
OTHER (EXPENSE) INCOME:

 

 
 

 
 

 
 

Other (expense) income, net (78)  1  (174)  (127)
Loss on retirement of note payable —  (1,572)  —  (1,572)
Interest income 585  274  1,996  564
Interest expense —  (294)  —  (1,885)

NET LOSS $ (46,186)  $ (28,264)  $ (130,084)  $ (68,286)
OTHER COMPREHENSIVE LOSS, NET OF TAX:

 

 
 

 
 

 
 

Unrealized (loss) gain from available-for-sale securities (136)  89  47  120
COMPREHENSIVE LOSS $ (46,322)  $ (28,175)  $ (130,037)  $ (68,166)
LOSS ATTRIBUTABLE TO COMMON STOCKHOLDERS - BASIC AND
DILUTED (Note 10) $ (46,186)  $ (28,264)  $ (130,084)  $ (68,286)
LOSS PER SHARE:

 

 
 

 
 

 
 

Basic and diluted $ (1.07)  $ (0.68)  $ (3.02)  $ (1.77)

        

WEIGHTED AVERAGE SHARES:
 

 
 

 
 

 
 

Basic and diluted 43,092,921  41,331,612  43,049,734  38,525,827
 

See accompanying notes to unaudited condensed consolidated financial statements.
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Radius Health, Inc.
Condensed Consolidated Statements of Cash Flows

(Unaudited, in thousands)
 

 
Nine Months Ended 

September 30,

 

2016  2015
CASH FLOWS USED IN OPERATING ACTIVITIES:

 

 
 

Net loss $ (130,084)  $ (68,286)
Adjustments to reconcile net loss to net cash used in operating activities:

 

 
 

Depreciation and amortization 371  126
Amortization of premium on marketable securities, net 797  1,024
Stock-based compensation 18,702  10,022
Non-cash interest —  183
Loss on retirement of note payable —  1,572
Changes in operating assets and liabilities:

 

 
 

Prepaid expenses and other current assets 3,308  (2,426)
Other long-term assets (291)  (108)
Accounts payable (3,563)  2,218
Accrued expenses and other current liabilities 7,284  (4,391)
Other non-current liabilities 402  —

Net cash used in operating activities (103,074)  (60,066)
CASH FLOWS USED IN INVESTING ACTIVITIES:

 

 
 

Purchases of property and equipment (2,125)  (230)
Purchases of marketable securities (225,497)  (420,734)
Sales and maturities of marketable securities 367,141  164,474

Net cash provided by (used in) investing activities 139,519  (256,490)
CASH FLOWS PROVIDED BY FINANCING ACTIVITIES:

 

 
 

Payments on note payable —  (25,000)
Fee for early prepayment of note payable —  (1,502)
Proceeds from exercise of stock options 2,442  958
Proceeds from issuance of common stock, net —  482,254

Net cash provided by financing activities 2,442  456,710
NET INCREASE IN CASH AND CASH EQUIVALENTS 38,887  140,154
CASH AND CASH EQUIVALENTS AT BEGINNING OF YEAR 159,678  28,518
CASH AND CASH EQUIVALENTS AT END OF PERIOD $ 198,565  $ 168,672
SUPPLEMENTAL DISCLOSURES:

 

 
 

Cash paid for interest $ —  $ 1,490

Property and equipment purchases in accrued expenses at period end $ 406  $ —
 

See accompanying notes to unaudited condensed consolidated financial statements.
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Radius Health, Inc.
Notes to Condensed Consolidated Financial Statements

(Unaudited)
 
1. Organization
 
Radius Health, Inc. (“Radius” or the “Company”) is a science-driven biopharmaceutical company that is committed to developing innovative therapeutics in the
areas of osteoporosis, oncology and endocrine diseases. Radius’ lead product candidate, the investigational drug abaloparatide for subcutaneous injection
(“abaloparatide-SC”), has completed Phase 3 development for potential use in the reduction of fracture risk in postmenopausal women with osteoporosis. Radius’
Marketing Authorisation Application ("MAA") for abaloparatide-SC for the treatment of postmenopausal women with osteoporosis is under regulatory review in
Europe and a New Drug Application (“NDA”) has been accepted for filing by the U.S. Food and Drug Administration (“FDA”) with a Prescription Drug User Fee
Act date of March 30, 2017. The Radius clinical pipeline also includes an investigational abaloparatide transdermal patch for potential use in osteoporosis and the
investigational drug RAD1901 for potential use in hormone-driven and/or hormone-resistant breast cancer, and vasomotor symptoms in postmenopausal women.
Radius’ preclinical pipeline includes RAD140, a non-steroidal, selective androgen receptor modulator under investigation for potential use in cancer.
 
The Company is subject to the risks associated with a limited operating history, including dependence on key individuals, a developing business model, the
necessity of securing regulatory approval to market its investigational product candidates, market acceptance of the Company’s investigational product candidates
following receipt of regulatory approval, competition for its investigational product candidates following receipt of regulatory approval, and the continued ability to
obtain adequate financing to fund the Company’s future operations. The Company has incurred losses and expects to continue to incur additional losses for the
foreseeable future. As of September 30, 2016 , the Company had an accumulated deficit of $ 575.8  million, and total cash, cash equivalents and marketable
securities of $ 369.8  million.
 
Based upon its cash, cash equivalents and marketable securities balance as of September 30, 2016 , the Company believes that, prior to the consideration of revenue
from the potential future sales of any of its investigational products that may receive regulatory approval or proceeds from collaboration activities, it has sufficient
capital to fund its development plans, U.S. commercial scale-up and other operational activities into 2018. The Company expects to finance the future development
costs of its clinical product portfolio with its existing cash and cash equivalents and marketable securities, or through strategic financing opportunities that could
include, but are not limited to collaboration agreements, future offerings of its equity, or the incurrence of debt. However, there is no guarantee that any of these
financing opportunities will be executed or executed on favorable terms, and some could be dilutive to existing stockholders. If the Company fails to obtain
additional future capital, it may be unable to complete its planned preclinical studies and clinical trials and obtain approval of certain investigational product
candidates from the FDA or foreign regulatory authorities.
 
2. Basis of Presentation and Significant Accounting Policies
 
Basis
of
Presentation
—The accompanying unaudited condensed consolidated financial statements and the related disclosures of the Company have been prepared
in accordance with accounting principles generally accepted in the United States (“GAAP”) for interim financial reporting and as required by Regulation S-X,
Rule 10-01. Accordingly, they do not include all of the information and footnotes required by GAAP for complete financial statements. In the opinion of
management, all adjustments (including those which are normal and recurring) considered necessary for a fair presentation of the interim financial information
have been included.
 
When preparing financial statements in conformity with GAAP, the Company must make estimates and assumptions that affect the reported amounts of assets,
liabilities, expenses and related disclosures at the date of the financial statements. Actual results could differ from those estimates. Additionally, operating results
for the nine months ended September 30, 2016 are not necessarily indicative of the results that may be expected for any other interim period or for the fiscal year
ending December 31, 2016 . Subsequent events have been evaluated up to the date of issuance of these financial statements. These interim condensed consolidated
financial statements should be read in conjunction with the audited consolidated financial statements and notes, which are contained in our Annual Report on
Form 10-K for the year ended December 31, 2015 (“2015 Form 10-K”), filed with the Securities and Exchange Commission (“SEC”) on February 25, 2016.
 
Significant
Accounting
Policies
— The significant accounting policies identified in the Company’s 2015 Form 10-K that require the Company to make estimates
and assumptions include: research and development costs, stock-based compensation and fair value measures. There were no changes to significant accounting
policies during the nine months ended September 30, 2016 .
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Accounting
Standards
Updates
— In August 2014, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update No. 2014-15,
Disclosures
of
Uncertainties
about
an
Entity’s
Ability
to
Continue
as
a
Going
Concern
(“ASU 2014-15”). ASU 2014-15 provides guidance in GAAP about
management’s responsibility to evaluate whether there is substantial doubt about an entity’s ability to continue as a going concern and to provide related footnote
disclosures. The amendments under ASU 2014-15 are effective for interim and annual fiscal periods beginning after December 15, 2016, with early adoption
permitted. The Company does not expect the adoption of ASU 2014-15 to have a material impact on its results of operations, financial position or cash flows.
 
In January 2016, the FASB issued Accounting Standards Update No. 2016-01,  Financial
Statements—Overall
(Subtopics
825-10)
(“ASU 2016-01”). ASU 2016-
01 provides updated guidance on the recognition and measurement of financial assets and financial liabilities that will supersede most current guidance. ASU 2016-
01 primarily affects the accounting for equity investments, financial liabilities under the fair value option, and the presentation and disclosure requirements for
financial instruments. The amendments in ASU 2016-01 supersede the guidance to classify equity securities with readily determinable fair values into different
categories and require equity securities to be measured at fair value with changes in the fair value recognized through net income. The amendments under ASU
2016-01 are effective, for public business entities, for periods beginning after December 15, 2017, including interim periods within those fiscal years, and with
early adoption permitted. The Company does not expect the adoption of ASU 2016-01 to have a material impact on its results of operations, financial position or
cash flows.
 
In February 2016, the FASB issued Accounting Standards Update No. 2016-02,  Leases
 (“ASU 2016-02”). ASU 2016-02 supersedes the lease guidance under
FASB Accounting Standards Codification (“ASC”) Topic 840,  Leases
, resulting in the creation of FASB ASC Topic 842,  Leases
. ASU 2016-02 requires a lessee
to recognize in the statement of financial position a liability to make lease payments and a right-of-use asset representing its right to use the underlying asset for the
lease term for both finance and operating leases. ASU 2016-02 is effective for fiscal years, and interim periods within those years, beginning after December 15,
2018. Early adoption is permitted. The Company is currently assessing the potential impact of adopting ASU 2016-02 on its financial statements and related
disclosures.
 
In March 2016, the FASB issued Accounting Standards Update No. 2016-09,  Improvements
to
Employee
Share-Based
Payment
Accounting

(“ASU 2016-09”).
ASU 2016-09 simplifies several aspects of the accounting for share-based payment transactions, including the income tax consequences, classification of awards as
either equity or liabilities and classification on the statement of cash flows. ASU 2016-09 is effective for fiscal years, and interim periods within those years,
beginning after December 15, 2016. Early adoption is permitted. The Company is currently assessing the potential impact of adopting ASU 2016-09 on its financial
statements and related disclosures.

In June 2016, the FASB issued Accounting Standards Update No. 2016-13, Measurement
of
Credit
Losses
on
Financial
Statements
("ASU 2016-13"). ASU 2016-
13 affects entities holding financial assets and net investment in leases that are not accounted for at fair value through net income. ASU 2016-13 affects loans, debt
securities, trade receivables, net investments in leases, off-balance sheet credit exposures, reinsurance receivables, and any other financial assets not excluded from
the scope that have contractual right to receive cash. ASU 2016-13 requires that a financial asset (or a group of financial assets) measured at amortized cost basis
be presented at the net amount expected to be collected using an allowance for credit losses valuation account. ASU 2016-13 requires that credit losses relating to
available-for-sale debt securities should be limited by the amount which the fair value is below amortized cost. ASU 2016-13 is effective for fiscal years, and
interim periods within those years, beginning after December 15, 2019. Early adoption is permitted as of the fiscal years beginning after December 15, 2018,
including interim periods within those fiscal years. The Company is currently assessing the potential impact of adopting ASU 2016-13 on its financial statements
and related disclosures.
 
In August 2016, the FASB issued Accounting Standards Update No. 2016-15, Classification
of
Certain
Cash
Receipts
and
Cash
Payments
(“ASU 2016-15”). ASU
2016-15 addresses eight specific cash flow issues with the objective of reducing the existing diversity in practice. ASU 2016-15 is effective for fiscal years, and
interim periods within those years, beginning after December 15, 2017. Early adoption is permitted. The Company does not expect the adoption of ASU 2016-05 to
have a material impact on its results of operations, financial position or cash flows.

3. Accrued Expenses and Other Current Liabilities
 
Accrued expenses and other current liabilities consist of the following (in thousands):
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September 30, 

2016  
December 31, 

2015
Research costs - Nordic (1) $ 2,224  $ 2,898
Research costs - other 8,491  5,178
Payroll and employee benefits 5,704  3,330
Professional fees 6,152  3,546
Other current liabilities $ 71  $ —
Total accrued expenses and other current liabilities $ 22,642  $ 14,952

     (1)          Includes amounts accrued ratably over the estimated per patient treatment period under the Work Statement NB-3 with Nordic Bioscience Clinical
Development VII A/S (“Nordic”).  Amounts do not include pass-through costs which are expensed as incurred or upon delivery.  See note 8 for additional
information.
 
4.  Loan and Security Agreement
 
On May 30, 2014, the Company entered into a Loan and Security Agreement (the “Credit Facility”), with Solar Capital Ltd. (“Solar”), as collateral agent and a
lender, and Oxford Finance LLC (“Oxford”), as a lender (the “Lenders”), pursuant to which Solar and Oxford agreed to make available to the Company $30.0
million in the aggregate subject to certain conditions to funding. An initial term loan was made on May 30, 2014 in an aggregate principal amount equal to $21.0
million (the “Initial Term Loan”).

On July 10, 2014, the Company entered into a first amendment to the Credit Facility (the “First Amendment”).  The terms of the First Amendment, among other
things, provided the Company with, subject to certain customary funding conditions, additional term loans in an aggregate principal amount of $4.0 million upon
the closing of the First Amendment. The Company borrowed the additional $4.0 million on July 10, 2014.
 
The Initial Term Loan bore interest per annum at 9.85% plus one-month LIBOR (customarily defined).
 
On August 4, 2015, the Company prepaid all amounts owed under the Credit Facility and the First Amendment.  After consideration of relevant fees required under
the Credit Facility and the First Amendment, the total payment amounted to $26.5 million , which resulted in a loss on retirement of $1.6 million during the third
quarter of 2015 .
 
5. Marketable Securities
 
Available-for-sale marketable securities and cash and cash equivalents consist of the following (in thousands):
 

 

September 30, 2016

 

Amortized Cost Value  

Gross 
Unrealized 

Gains  

Gross 
Unrealized 

Losses  Fair Value
Cash and cash equivalents:

 

 
 

 
 

 
 

Cash $ 2,270  $ —  $ —  $ 2,270
Money market funds 196,295  —  —  196,295
Domestic corporate commercial paper —  —  —  —

Total $ 198,565  $ —  $ —  $ 198,565

        

Marketable securities:
 

 
 

 
 

 
 

Domestic corporate debt securities $ 48,402  $ 1  $ (9)  $ 48,394
Domestic corporate commercial paper 51,118  61  —  51,179
Asset-backed securities 71,694  4  (4)  71,694

Total $ 171,214  $ 66  $ (13)  $ 171,267
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December 31, 2015

 

Amortized Cost Value  

Gross 
Unrealized 

Gains  

Gross 
Unrealized 

Losses  Fair Value
Cash and cash equivalents:

 

 
 

 
 

 
 

Cash $ 2,934  $ —  $ —  $ 2,934
Money market funds 83,257  —  —  83,257
Domestic corporate commercial paper 39,984  —  —  39,984
Government-sponsored enterprise debt securities 15,996  —  —  15,996
Domestic corporate debt securities 10,007  —  —  10,007
Asset-backed securities 7,500  —  —  7,500

Total $ 159,678  $ —  $ —  $ 159,678

        

Marketable securities:
 

 
 

 
 

 
 

Domestic corporate debt securities $ 173,142  $ —  $ (107)  $ 173,035
Domestic corporate commercial paper 84,004  154  —  84,158
Asset-backed securities 56,510  1  (43)  56,468

Total $ 313,656  $ 155  $ (150)  $ 313,661
 
There were no debt securities that had been in an unrealized loss position for more than 12 months as of September 30, 2016 or December 31, 2015 . There were 14
debt securities in an unrealized loss position for less than 12 months at September 30, 2016 and there were 57 debt securities that had been in an unrealized loss
position for less than 12 months at December 31, 2015 . The aggregate unrealized loss on these securities as of September 30, 2016 and December 31, 2015 was
approximately $13 thousand and $150 thousand, respectively, and the fair value was $78.5 million and $225.7 million, respectively. The Company considered the
decline in market value for these securities to be primarily attributable to current economic conditions. As it was not more likely than not that the Company would
be required to sell these securities before the recovery of their amortized cost basis, which may be maturity, the Company did not consider these investments to be
other-than-temporarily impaired as of September 30, 2016 .

As of September 30, 2016 , marketable securities consisted of investments that mature within one year.
 
6. Fair Value Measurements
 
The Company determines the fair values of its financial instruments based upon the fair value hierarchy, which requires an entity to maximize the use of observable
inputs and minimize the use of unobservable inputs when measuring fair value. Below are the three levels of inputs that may be used to measure fair value:
 
• Level 1—Quoted prices in active markets for identical assets or liabilities that the Company has the ability to access at the measurement date.
• Level 2—Observable inputs other than Level 1 prices, such as quoted prices for similar assets or liabilities; quoted prices in markets that are not active; or

other inputs that are observable or can be corroborated by observable market data for substantially the full term of the assets or liabilities.
• Level 3—Unobservable inputs that are supported by little or no market activity and that are significant to the fair value of the assets or liabilities.
 
The following table summarizes the financial instruments measured at fair value on a recurring basis in the accompanying condensed consolidated balance sheets
as of September 30, 2016 and December 31, 2015 (in thousands):
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As of September 30, 2016

 

Level 1  Level 2  Level 3  Total
Assets

 

 
 

 
 

 
 

Cash and cash equivalents:
 

 
 

 
 

 
 

Cash $ 2,270  $ —  $ —  $ 2,270
Money market funds (1) 196,295  —  —  196,295
Domestic corporate commercial paper (2) —  —  —  —

Total $ 198,565  $ —  $ —  $ 198,565
Marketable Securities

 

 
 

 
 

 
 

Domestic corporate debt securities (2) $ —  $ 48,394  $ —  48,394
Domestic corporate commercial paper (2) —  51,179  —  51,179
Asset-backed securities (2) —  71,694  —  71,694

Total $ —  $ 171,267  $ —  $ 171,267
 

 

As of December 31, 2015

 

Level 1  Level 2  Level 3  Total
Assets

 

 
 

 
 

 
 

Cash and cash equivalents:
 

 
 

 
 

 
 

Cash $ 2,934  $ —  $ —  $ 2,934
Money market funds (1) 83,257  —  —  83,257
Domestic corporate commercial paper (2) —  39,984  —  39,984
Government-sponsored enterprise debt securities (2) —  15,996  —  15,996
Domestic corporate debt securities (2) —  10,007  —  10,007
Asset-backed securities (2) —  7,500  —  7,500

Total $ 86,191  $ 73,487  $ —  $ 159,678
Marketable Securities

 

 
 

 
 

 
 

Domestic corporate debt securities (2) $ —  $ 173,035  $ —  173,035
Domestic corporate commercial paper (2) —  84,158  —  84,158
Asset-backed securities (2) —  56,468  —  56,468

Total $ —  $ 313,661  $ —  $ 313,661

     (1)                            Fair value is based upon quoted market prices.
(2)                            Fair value is based upon quoted prices for similar instruments in active markets, quoted prices for identical or similar instruments in markets that are not

active and model-based valuation techniques for which all significant assumptions are observable in the market or can be corroborated by observable
market data for substantially the full term of the assets.  Inputs are obtained from various sources, including market participants, dealers and brokers.

 
7. License Agreements
 
Ipsen
 
On September 27, 2005, the Company entered into a license agreement (the “Ipsen Agreement”), as amended, with SCRAS S.A.S, a French corporation on behalf
of itself and its affiliates (collectively, “Ipsen”). Under the Ipsen Agreement, Ipsen granted to the Company an exclusive right and license under certain Ipsen
compound technology and related patents to research, develop, manufacture and commercialize certain compounds and related products, including abaloparatide,
in all countries, except Japan (where the Company does not hold development and commercialization rights) and France (where the Company’s commercialization
rights are subject to certain co-marketing and co-promotion rights exercisable by Ipsen, provided that certain conditions included in the Ipsen Agreement have been
met). Ipsen also granted the Company an exclusive right and license under the Ipsen compound technology and related patents to make and have made compounds
or product in Japan. Ipsen also granted the Company an exclusive right and license under certain Ipsen formulation technology and related patents solely for
purposes of enabling the Company to develop, manufacture and commercialize compounds and
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products covered by the compound technology license in all countries, except Japan (where the Company does not hold commercialization rights) and France
(where the Company’s commercialization rights are subject to certain co-marketing and co-promotion rights exercisable by Ipsen, provided that certain conditions
included in the Ipsen Agreement have been met).
 
In consideration for these licenses, the Company made a nonrefundable, non-creditable payment of $0.25 million to Ipsen, which was expensed during 2005. The
Ipsen Agreement provides for further payments upon the achievement of certain future regulatory and commercial milestones, including upon acceptance of an
NDA submission for review by the FDA. The range of milestone payments that could be paid under the agreement is €10.0 million to €36.0 million ( $11.2 million
to $40.4 million ). Following acceptance of the Company's NDA submission for review by the FDA in the second quarter of 2016, the Company made a milestone
payment of €3.0 million ( $3.3 million ) to Ipsen, which was recognized as research and development expense during the three months ended June 30, 2016. Should
abaloparatide be approved and subsequently commercialized, the Company will be obligated to pay to Ipsen a fixed five percent royalty based on net sales of the
product by the Company or its sublicensees on a country-by-country basis until the later of the last to expire of the licensed patents or for a period of 10  years after
the first commercial sale in such country.
 
If the Company sublicenses the rights licensed from Ipsen, then the Company will also be required to pay Ipsen a percentage of certain payments received from
such sublicensee (in lieu of milestone payments not achieved at the time of such sublicense). The applicable percentage is in the low double digit range. In
addition, if the Company or its sublicensees commercialize a product that includes a compound discovered by it based on or derived from confidential Ipsen know-
how, it will be obligated to pay to Ipsen a fixed low single digit royalty on net sales of such product on a country-by-country basis until the later of the last to
expire of licensed patents that cover such product or for a period of 10  years after the first commercial sale of such product in such country.
 
Eisai
Co.
Ltd.
 
In June 2006, the Company entered into a license agreement (the “Eisai Agreement”), with Eisai Co. Ltd. (“Eisai”). Under the Eisai Agreement, Eisai granted to
the Company an exclusive right and license to research, develop, manufacture and commercialize RAD1901 and related products from Eisai in all countries, except
Japan. In consideration for the rights to RAD1901, the Company paid Eisai an initial license fee of $0.5 million , which was expensed during 2006. The Eisai
Agreement provides for further payments in the range of $1.0 million to $20.0 million (inclusive of the $0.5 million initial license fee), payable upon the
achievement of certain clinical and regulatory milestones.
 
On March 9, 2015, the Company entered into an amendment to the Eisai Agreement (the “Eisai Amendment”) in which Eisai granted to the Company the exclusive
right and license to research, develop, manufacture and commercialize RAD1901 in Japan. In consideration for the rights to RAD1901 in Japan, the Company paid
Eisai an initial license fee of $0.4 million upon execution of the Eisai Amendment, which was recognized as research and development expense in 2015 . The Eisai
Amendment also provides for additional payments, payable upon the achievement of certain clinical and regulatory milestones in Japan.
 
Under the Eisai Agreement, as amended, should a product covered by the licensed technology be commercialized, the Company will be obligated to pay to Eisai
royalties in a variable mid-single digit range based on net sales of the product on a country-by-country basis. The royalty rate will be reduced, on a country-by-
country basis, at such time as the last remaining valid claim in the licensed patents expires, lapses or is invalidated and the product is not covered by data protection
clauses. In addition, the royalty rate will be reduced further, on a country-by-country basis, at such time as sales of lawful generic versions of the product account
for more than a specified minimum percentage of the total sales of all products that contain the licensed compound. The latest valid claim to expire, barring any
extension thereof, is expected on August 18, 2026.
 
The Eisai Agreement, as amended, also grants the Company the right to grant sublicenses with prior written approval from Eisai. If the Company sublicenses the
licensed technology to a third party, the Company will be obligated to pay Eisai, in addition to the milestones referenced above, a fixed low double digit percentage
of certain fees received from such sublicensee and royalties in the low single digit range based on net sales of the sublicensee. The license agreement expires on a
country-by-country basis on the later of (1) the date the last remaining valid claim in the licensed patents expires, lapses or is invalidated in that country, the
product is not covered by data protection clauses, and the sales of a lawful generic version of the product account for more than a specified percentage of the total
sales of all pharmaceutical products containing the licensed compound in that country; or (2) a period of 10  years after the first commercial sale of the licensed
products in such country, unless it is sooner terminated.
 
8. Research Agreements
 
Abaloparatide-SC
Phase
3
Clinical
Extension
Study
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The Company entered into agreements with Nordic to conduct its Phase 3 clinical trial of abaloparatide-SC (the "Phase 3 Clinical Trial"). On February 21, 2013,
the Company entered into a Work Statement NB-3 with Nordic, as amended on February 28, 2014, March 23, 2015, July 8, 2015, October 21, 2015 and
January 15, 2016 (the “Work Statement NB-3”). Pursuant to the Work Statement NB-3, Nordic performed an extension study to evaluate six months of standard-
of-care osteoporosis management following the completion of the Phase 3 Clinical Trial (the “Extension Study”), and, upon completion of the Extension Study, an
additional period of 18  months of standard-of-care osteoporosis management (the “Second Extension Period”).
 
In April 2015, the Company entered into an amendment to the Work Statement NB-3 (the “NB-3 Amendment”). The NB-3 Amendment was effective as of
March 23, 2015 and provides that Nordic will perform additional services, including additional monitoring of patients enrolled in the Second Extension Period.
Payments in cash to be made to Nordic under the NB-3 Amendment are denominated in euros and total up to approximately € 4.1  million ($ 4.6  million).
 
Payments in cash to be made to Nordic under the Work Statement NB-3 are denominated in both euros and U.S. dollars and total up to € 11.9  million ($ 13.3
 million) and $ 1.1  million, respectively. In addition, payments were due to Nordic in connection with the Work Statement NB-3 pursuant to the Stock Issuance
Agreement entered into between the Company and Nordic, as amended and restated on May 16, 2011, and as further amended on February 21, 2013, March 28,
2014, and May 19, 2014. As of September 30, 2016 , services related to the Second Extension Period are ongoing. All obligations due to Nordic in relation to the
Extension Study were paid as of September 30, 2015.
 
The Company recognizes research and development expense for the amounts due to Nordic under the Extension Study and the Second Extension Period ratably
over the estimated per patient treatment periods beginning upon enrollment, or over a nine -month and 19 -month period, respectively. The Company recorded $
0.7 million and $ 1.5 million for the three months ended September 30, 2016 and 2015 , respectively, and $ 2.6  million and $ 4.1  million for the nine months
ended September 30, 2016 and 2015 , respectively, for per patient costs incurred.
 
As of September 30, 2016 , the Company had a liability of $ 2.2  million reflected in accrued expenses and other current liabilities on the condensed consolidated
balance sheet resulting from services provided by Nordic under the Second Extension Period, which are payable in cash.
 
9. Stock-Based Compensation
 
Stock
Options
 
A summary of stock option activity during the nine months ended September 30, 2016 is as follows (in thousands, except for per share amounts):

 Shares  

Weighted-
Average
Exercise
Price (in

dollars per
share)  

Weighted-
Average

Contractual
Life (In
Years)  

Aggregate
Intrinsic

Value
Options outstanding at December 31, 2015 4,408  $ 28.75  

 

 
 

Granted 2,095  36.10  
 

 
 

Exercised (126)  19.36  
 

 
 

Cancelled (102)  42.12  
 

 
 

Expired (1)  79.90  
 

 
 

Options outstanding at September 30, 2016 6,274  $ 31.17  8.16  $ 156,384
Options exercisable at September 30, 2016 2,469  $ 19.77  6.86  $ 87,873
Options vested or expected to vest at September 30, 2016 6,153  $ 30.98  8.14  $ 154,436
 
The weighted-average grant-date fair value per share of options granted during the three and nine months ended September 30, 2016 was $ 27.19 and $ 19.25 ,
respectively. As of September 30, 2016 , there was approximately $70.0 million of total unrecognized compensation expense related to unvested stock options,
which is expected to be recognized over a weighted-average period of approximately three years.

11



Table of Contents

Restricted
Stock
Units

In April 2016, the Company awarded 58,500 restricted stock units ("RSUs") to employees at an average grant date fair value of $ 33.03 per RSU. Each RSU
entitles the holder to receive one share of the Company's common stock if and when the RSU vests. The RSUs vest in four substantially equal installments on each
of the first four anniversaries of the vesting commencement date, subject to the employee's continued employment on such vesting date. Compensation expense is
recognized over the vesting period.

A summary of RSU activity during the nine months ended September 30, 2016 is as follows (in thousands, except for per share amounts):

 RSUs  

Weighted-
Average

Grant Date
Fair Value 
(in dollars 
per share)

RSUs Outstanding at December 31, 2015 —  $ —
Granted 59  33.03
Vested —  —
Forfeited (2)  33.03

RSUs Outstanding at September 30, 2016 57  $ 33.03

As of September 30, 2016 , there was approximately $1.6 million of total unrecognized compensation expense related to unvested RSUs, which is expected to be
recognized over a weighted-average period of approximately four  years.

Employee
Stock
Purchase
Plan

In September 2016, the Company initiated the first offering period for an employee stock purchase plan (“ESPP”) pursuant to which eligible employees may
purchase shares of the Company’s common stock on the last day of each bi-annual offering period at  85%  of the fair market value per share on the enrollment
date or purchase date, whichever is lower. The offering periods run from March 1 through August 31 and from September 1 through February 28 (or 29, in a leap
year) of each year.

As of September 30, 2016 , the Company had recorded a liability of $0.2 million related to it's ESPP obligation.
 
10. Net Loss Per Share
 
Basic and diluted net loss per share is calculated as follows (in thousands, except share and per share numbers):
 

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 

2016  2015  2016  2015
Numerator:

 

 
 

    
Net loss $ (46,186)  $ (28,264)  $ (130,084)  $ (68,286)

Loss attributable to common stockholders - basic and diluted $ (46,186)  $ (28,264)  $ (130,084)  $ (68,286)

        

Denominator:
 

 
 

 
 

 
 

Weighted-average number of common shares used in loss per share - basic
and diluted 43,092,921  41,331,612  43,049,734  38,525,827
Loss per share - basic and diluted $ (1.07)  $ (0.68)  $ (3.02)  $ (1.77)
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The following potentially dilutive securities, prior to the use of the treasury stock method, have been excluded from the computation of diluted weighted-average
shares outstanding, as they would be anti-dilutive. For the three and nine months ended September 30, 2016 and 2015 , all of the Company’s options to purchase
common stock, warrants, restricted stock units and performance units outstanding were assumed to be anti-dilutive as earnings attributable to common stockholders
was in a loss position.
 

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 

2016  2015  2016  2015
Options to purchase common stock 6,148,974  4,115,204  5,633,972  3,748,900
Warrants 631,588  703,127  631,588  886,320
Restricted stock units —  —  37,700  —
Performance units —  —  —  —
 
11. Commitments and Contingencies
 
The Company may be exposed, individually or in the aggregate, to certain claims or assessments in the ordinary course of business. In the opinion of management,
the outcome of these matters is not likely to have any material effect on the financial statements of the Company.
Manufacturing
Agreements

On June 23, 2016, the Company entered into a Supply Agreement (the “Ypsomed Supply Agreement”) with Ypsomed AG (“Ypsomed”), effective as of September
30, 2015, pursuant to which Ypsomed agreed to supply to the Company a disposable pen injection device customized for injection of abaloparatide, the Company’s
drug product candidate (the “Device”) for commercial purposes. The Company has agreed to purchase a minimum number of Devices at prices per Device that
decrease with an increase in quantity supplied, subject to adjustment based on actual supply amounts. In addition, the Company has agreed to make milestone
payments for Ypsomed’s capital developments in connection with the initiation of the commercial supply of the Device and to pay a one-time capacity fee. All
costs and payments under the Ypsomed Supply Agreement are delineated in Swiss Francs. The Ypsomed Supply Agreement has an initial term of three years from
the earlier of the date of delivery of the first commercial Devices for regulatory approval and June 1, 2017, after which, it automatically renews for two -year terms
until terminated. The Company will purchase the Device subject to minimum annual quantity requirements over a three-year period, as defined in the Ypsomed
Supply Agreement. In addition, the Company has agreed to make milestone payments for Ypsomed’s capital developments in connection with the initiation of the
commercial supply of the Device and to pay a one-time capacity fee. The Company estimates that it will be obligated to make total minimum payments to
Ypsomed of approximately CHF 3.9 million ($ 4.0 million ) in the aggregate, including the milestone payments and one-time capacity fee.

On June 28, 2016, the Company entered into a Commercial Supply Agreement (the “Vetter Supply Agreement”) with Vetter Pharma International, GmbH
(“Vetter”), effective as of January 1, 2016, pursuant to which Vetter has agreed to formulate the drug product containing the active pharmaceutical ingredient
(“API”) of abaloparatide, to fill cartridges with the drug product, to assemble the pen delivery device, and to package the pen for commercial distribution. Based on
forecasts of demand to be provided by the Company, the Company has agreed to purchase the cartridges and pens in specified batch sizes at a price per unit. For
labeling and packaging services, the Company has agreed to pay a per unit price dependent upon the number of pens loaded with cartridges that are labeled and
packaged. These prices are subject to an annual price adjustment. The Vetter Supply Agreement has an initial term of five years, which began on January 1, 2016,
after which, it automatically renews for two -year terms until terminated. The Company will purchase these services subject to minimum annual quantity
requirements over a five-year period, as defined in the Vetter Supply Agreement.

On July 13, 2016, the Company entered into a Manufacturing Services Agreement (the “Manufacturing Agreement”) with Lonza Sales Ltd (“Lonza”), effective as
of June 28, 2016, pursuant to which Lonza has agreed to manufacture the commercial supply of the API for abaloparatide. In accordance with forecasts provided
by the Company, the Company has agreed to purchase the API in batches at a price per gram in euros, subject to an annual increase by Lonza. The Company is also
required to purchase a minimum number of batches annually. The Manufacturing Agreement has an initial term of a six years, after which, it automatically renews
for three -year terms until terminated

12. Stockholders’ Equity
 
On January 28, 2015, the Company completed a public offering of 4,000,000 shares of its common stock at a price of $ 36.75 per share, for aggregate estimated
proceeds, net of underwriting discounts, commissions and offering costs, of approximately
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$ 137.8 million. Also, on January 28, 2015, the underwriters purchased an additional 600,000 shares in the aggregate by exercising an option to purchase additional
shares that was granted to them in connection with the offering. As a result of the public offering and subsequent exercise of the underwriters’ option, the Company
received aggregate proceeds, net of underwriting discounts, commissions and offering costs of approximately $ 158.4 million.
 
On July 28, 2015, the Company completed a public offering of 4,054,054 shares of its common stock at a price of $ 74.00 per share, for aggregate proceeds, net of
underwriting discounts, commissions and offering costs, of approximately $ 281.5  million. Also, on July 28, 2015, the underwriters purchased an additional
608,108 shares by exercising an option to purchase additional shares that was granted to them in connection with the offering. As a result of the public offering and
subsequent exercise of the underwriters’ option, the Company received aggregate proceeds, net of underwriting discounts, commissions and estimated offering
costs of approximately $ 323.8  million.

Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations.
 
Cautionary Statement
 
This
Quarterly
Report
on
Form
10-Q,
including
the
information
incorporated
by
reference
herein,
contains,
in
addition
to
historical
information,
forward-looking
statements.
We
may,
in
some
cases,
use
words
such
as
“project,”
“believe,”
“anticipate,”
“plan,”
“expect,”
“estimate,”
“intend,”
“continue,”
“should,”
“would,”
“could,”
“potentially,”
“will,”
“may”
or
similar
words
and
expressions
that
convey
uncertainty
of
future
events
or
outcomes
to
identify
these
forward-
looking
statements.
Forward-looking
statements
in
this
Quarterly
Report
on
Form
10-Q
may
include,
among
other
things,
statements
about:
 

• the
progress
of,
timing
of
and
amount
of
expenses
associated
with
our
research,
development
and
commercialization
activities;
 
• the
success
of
our
clinical
studies
for
our
investigational
product
candidates;
• our
ability
to
obtain
U.S.
and
foreign
regulatory
approval
for
our
product
candidates
and
the
ability
of
our
product
candidates
to
meet
existing
or
future

regulatory
standards;
• our
expectations
regarding
federal,
state
and
foreign
regulatory
requirements;
• the
therapeutic
benefits
and
effectiveness
of
our
product
candidates;
• the
safety
profile
and
related
adverse
events
of
our
product
candidates;
• our
ability
to
manufacture
sufficient
amounts
of
abaloparatide,
RAD1901,
and
RAD140
for
commercialization
activities
with
target
characteristics

following
regulatory
approvals;
• our
plans
with
respect
to
collaborations
and
licenses
related
to
the
development,
manufacture,
commercialization
or
sale
of
our
product
candidates;
• our
expectations
as
to
future
financial
performance,
anticipated
expenses
and
liquidity
sources;
• our
ability
to
compete
with
other
companies
that
are
or
may
be
developing
or
selling
products
that
are
competitive
with
our
product
candidates;
 
• anticipated
trends
and
challenges
in
our
potential
markets;
and
• our
ability
to
attract
and
retain
key
personnel.

 
The
outcome
of
the
events
described
in
these
forward-looking
statements
is
subject
to
known
and
unknown
risks,
uncertainties
and
other
important
factors
that
could
cause
actual
results
to
differ
materially
from
the
results
anticipated
by
these
forward-looking
statements.
These
important
factors
include
our
financial
performance,
our
ability
to
attract
and
retain
customers,
our
development
activities
and
those
factors
we
discuss
in
this
Quarterly
Report
on
Form
10-Q
and
in
our
Annual
Report
on
Form
10-K
filed
with
the
Securities
and
Exchange
Commission,
or
the
SEC,
on
February
25,
2016
under
the
caption
“Risk
Factors.”
You
should
read
these
factors
and
the
other
cautionary
statements
made
in
this
Quarterly
Report
on
Form
10-Q
as
being
applicable
to
all
related
forward-looking
statements
wherever
they
appear
in
this
Quarterly
Report
on
Form
10-Q.
These
important
factors
are
not
exhaustive
and
other
sections
of
this
Quarterly
Report
on
Form
10-
Q
may
include
additional
factors
which
could
adversely
impact
our
business
and
financial
performance.
 
You should read the following discussion of our financial condition and results of operations in conjunction with our financial statements and related notes set forth
in this report. Unless the context otherwise requires, “we,” “our,” “us” and similar expressions used in this Management’s Discussion and Analysis of Financial
Condition and Results of Operations section refer to Radius Health, Inc., a Delaware corporation.
 
Executive Overview
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We are a science-driven biopharmaceutical company that is committed to developing innovative therapeutics in the areas of osteoporosis, oncology and endocrine
diseases. Our lead product candidate, the investigational drug abaloparatide for subcutaneous injection, or abaloparatide-SC, has completed Phase 3 development
for potential use in postmenopausal women with osteoporosis. Our Marketing Authorisation Application, or MAA, for abaloparatide-SC for the treatment of
postmenopausal women with osteoporosis is under regulatory review by the European Medicines Agency, or EMA, in Europe and a New Drug Application, or
NDA, has been accepted for filing by the U.S. Food and Drug Administration, or FDA, with a Prescription Drug User Fee Act, or PDUFA, date of March 30, 2017.
Our clinical pipeline also includes an investigational abaloparatide transdermal patch for potential use in postmenopausal women with osteoporosis and the
investigational drug RAD1901 for potential use in hormone-driven and/or hormone-resistant breast cancer, and vasomotor symptoms in postmenopausal women.
Our preclinical pipeline includes RAD140, a non-steroidal, selective androgen receptor modulator under investigation for potential use in cancer.
 
Abaloparatide
 
Abaloparatide is an investigational therapy for the potential treatment of women with postmenopausal osteoporosis who are at an increased risk for a fracture.
Abaloparatide is a novel synthetic peptide analog that engages the parathyroid hormone receptor, or PTH1 receptor, and was selected for clinical development
based on its favorable bone building activity. Abaloparatide was created to have a unique mechanism of action with the goal of stimulating enhanced bone building
activity including bone formation, increasing bone mineral density, restoring bone microarchitecture and augmenting bone strength. We are developing two
formulations of abaloparatide:
 

• Abaloparatide-SC
—Abaloparatide has completed Phase 3 development for potential use as a daily self-administered injection. We hold worldwide
commercialization rights to abaloparatide-SC, except for Japan. In December 2014, we announced positive 18-month top-line data from our Phase 3
ACTIVE clinical trial. These results were published in the Journal of the American Medical Association, or JAMA, on August 16, 2016. In June 2015 we
announced the positive top-line data from the first six months of the ACTIVExtend clinical trial and the 25-month combined fracture data from the
ACTIVE and ACTIVExtend clinical trials. These data has been accepted for publication in a leading medical journal. The combined 25-month fracture
data from our Phase 3 clinical trial program for abaloparatide-SC formed the basis of our regulatory submissions. In November 2015, we submitted an
MAA to the EMA which was validated and is currently undergoing active regulatory assessment by the Committee for Medicinal Products for Human
Use of the EMA, or CHMP. The EMA has granted us an additional 3-month extension to the procedural timetable for response in the ongoing MAA
assessment. As a result of this extension to the procedural timetable, we now anticipate that the CHMP may adopt an Opinion regarding the MAA in late
2016 or in 2017. In March 2016, we submitted an NDA to the FDA, which has been accepted for filing by the FDA with a PDUFA date of March 30,
2017. We intend to enter into one or more collaborations for the potential commercialization of abaloparatide-SC prior to a commercial launch. Subject to
regulatory review and a favorable regulatory outcome, we anticipate the first commercial sales of abaloparatide-SC will take place in 2017.

• Abaloparatide-TD
—We are also developing abaloparatide-transdermal, which we refer to as abaloparatide-TD, based on 3M’s patented Microstructured
Transdermal System technology for potential use as a short wear-time transdermal patch. We hold worldwide commercialization rights to the
abaloparatide-TD technology. During 2014, we reported progress toward the development of an optimized transdermal patch that may be capable of
demonstrating comparability to abaloparatide-SC. In preliminary, nonhuman primate pharmacokinetic studies, we achieved a desirable pharmacokinetic
profile, with comparable AUC, Cmax, Tmax and T1/2 relative to abaloparatide-SC. We believe that these results support continued clinical development
of abaloparatide-TD toward future global regulatory submissions as a potential post-approval line extension of the investigational drug abaloparatide-SC.
We commenced a human replicative clinical evaluation of the optimized abaloparatide-TD patch in December 2015, with the goal of achieving
comparability to abaloparatide-SC. In September 2016, we announced that data from this evaluation showed that the pharmacokinetic profile of an
optimized abaloparatide-TD patch with respect to Tmax, T1/2, and AUC was successfully modified so as to improve comparability to abaloparatide-SC.
The results of this clinical evaluation will inform the design of a formal bioequivalence study that will be initiated following completion of activities
related to manufacturing scale-up, production, and other activities required for the initiation of that study.

 
RAD1901
 
RAD1901 is a selective estrogen receptor down-regulator/degrader, or SERD, that at high doses has a potential for use as an oral non-steroidal treatment for
hormone-driven, or hormone-resistant, breast cancer. RAD1901 is currently being investigated in postmenopausal women with advanced estrogen receptor
positive, or ER-positive, HER2-negative breast cancer, the most
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common form of the disease. The compound has the potential for use as a single agent or in combination with other therapies to overcome endocrine resistance in
breast cancer.
 
In September 2015, we announced results from a Phase 1 maximum tolerated dose, or MTD, study of RAD1901 in 52 healthy volunteers. In the study, RAD1901
was administered to healthy postmenopausal women in doses ranging from 200mg to 1000mg, and the data showed that RAD1901 was well-tolerated and the
overall safety was supportive of continued development. In addition, a subset of subjects that received 18F estradiol positron emission tomography, or FES-PET,
imaging demonstrated suppression of the FES-PET signal to background levels after six days of dosing.
 
In December 2014, we commenced a Phase 1, multicenter, open-label, two-part, dose-escalation study of RAD1901 in postmenopausal women with advanced ER-
positive and HER2-negative breast cancer in the United States to determine the recommended dose for a Phase 2 clinical trial and to make a preliminary evaluation
of the potential anti-tumor effect of RAD1901. The Phase 1 study is designed to evaluate escalating doses of RAD1901 in Part A. The Part B expansion cohort was
initiated in March 2016 to allow for an evaluation of additional safety, tolerability and preliminary efficacy. The Phase I Part B expansion cohort has completed
enrollment with 20 patients at 400 mg daily. An abstract regarding this study has been accepted for presentation at the San Antonio Breast Cancer Symposium, or
SABCS, in December 2016.
 
In December 2015, we commenced a Phase 1 FES-PET study in patients with metastatic breast cancer in the European Union which includes the use of FES-PET
imaging to assess estrogen receptor occupancy in tumor lesions following RAD1901 treatment. We continue to enroll patients in the European Phase I FES-PET
trial - the first three patient dosing cohort at 400 mg has been enrolled and these patients have achieved a reduction equal to or greater than 75% in FES-PET signal
intensity. An abstract regarding this study has been accepted for presentation at the SABCS in December 2016.
 
Radius has disclosed that multiple confirmed clinical responses have been reported from the patients dosed with 400 mg of RAD1901. To date, no dose limiting
toxicities have been reported in the RAD1901 program.

In July 2015, we announced that early but promising preclinical data showed that our investigational drug RAD1901, in combination with Pfizer’s palbociclib, a
cyclin-dependent kinase, or CDK 4/6 inhibitor, or Novartis’ everolimus, an mTOR inhibitor, was effective in shrinking tumors. In patient-derived xenograft breast
cancer models with either wild type or mutant ESR1, treatment with RAD1901 resulted in marked tumor growth inhibition, and the combination of RAD1901 with
either agent, palbociclib or everolimus, showed anti-tumor activity that was significantly greater than either agent alone. We believe that this preclinical data
suggest that RAD1901 has the potential to overcome endocrine resistance, is well-tolerated, and has a profile that is well suited for use in combination therapy. An
abstract on preclinical data has been accepted for presentation at the SABCS in December 2016.

In July 2016, the Company entered into a pre-clinical collaboration with Takeda Pharmaceutical Company Limited to evaluate the combination of investigational
drug RAD1901 with investigational drug TAK-228, an oral mTORC 1/2 inhibitor in Phase 2b development for the treatment of breast, endometrial and renal
cancer, with the goal of potentially exploring such combination in a clinical study. As previously reported, RAD1901 has demonstrated encouraging pre-clinical
results in combination with Novartis’ mTOR inhibitor, everolimus. Under the agreement, the Company and Takeda Oncology will each contribute resources and
supply compound material necessary for studies to be conducted under the collaboration and will share third party out of pocket research and development
expenses.
 
In January 2016 we entered into a worldwide clinical collaboration with Novartis Pharmaceuticals to evaluate the safety and efficacy of combining RAD1901, with
Novartis’ investigational agent LEE011 (ribociclib), a CDK 4/6 inhibitor, and BYL719 (alpelisib), an investigational phosphoinositide 3-kinase inhibitor.
 
RAD1901 is also being evaluated at low doses as an estrogen receptor ligand for the potential relief of the frequency and severity of moderate to severe hot flashes
in postmenopausal women with vasomotor symptoms. We commenced a Phase 2b clinical study of RAD1901 for the potential treatment of postmenopausal
vasomotor symptoms in December 2015. When the study is completed, we plan to submit the results to an appropriate scientific meeting for presentation.

RAD140

RAD140 is a nonsteroidal selective androgen receptor modulator, or SARM. The androgen receptor, or AR, is highly expressed in many ER-positive, ER-negative,
and triple-negative receptor breast cancers. Due to its receptor and tissue selectivity, potent activity, oral bioavailability, and long half-life, we believe RAD140
could have clinical potential in the treatment of breast cancer.
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In July 2016 we reported that RAD140 in preclinical xenograft models of breast cancer has demonstrated potent tumor growth inhibition when administered alone
or in combinations with CDK4/6 inhibitors. It is estimated that 77% of breast cancers show expression of the androgen receptor. Our data suggest that RAD140
activity at the androgen receptor stimulates up-regulation of a tumor suppression pathway. An abstract on RAD140 has been accepted for presentation at the
meeting Molecular Targets and Cancer Therapeutics Symposium of the European Organization for Research and Treatment of Cancer - National Cancer Institute -
American Association for Cancer Research in November 2016. The Company expects to initiate a phase 1 study of RAD140 in women with AR-positive/ER-
positive breast cancer in the first half of 2017.

Financial Overview
 
Research
and
Development
Expenses
 
Research and development expenses consist primarily of clinical testing costs made to contract research organizations, salaries and related personnel costs, fees
paid to consultants and outside service providers for regulatory and quality assurance support, licensing of drug compounds and other expenses relating to the
manufacture, development, testing and enhancement of our product candidates. We expense our research and development costs as they are incurred.
 
No significant amount of the research and development expenses in relation to our product candidates is borne by third parties. Our lead product candidate is the
investigational drug abaloparatide, and it represents the largest portion of our research and development expenses for our product candidates. We began tracking
program expenses for abaloparatide-SC in 2005, and program expenses from inception to September 30, 2016 were approximately $ 210.7 million . We began
tracking program expenses for abaloparatide-TD in 2007, and program expenses from inception to September 30, 2016 were approximately $ 38.2 million . We
began tracking program expenses for RAD1901 in 2006, and program expenses from inception to September 30, 2016 were approximately $ 49.5 million . We
began tracking program expenses for RAD140 in 2008, and program expenses from inception to September 30, 2016 were approximately $ 7.6 million . These
expenses relate primarily to external costs associated with manufacturing, preclinical studies and clinical trial costs.
 
Costs related to facilities, depreciation, stock-based compensation and research and development support services are not directly charged to programs as they
benefit multiple research programs that share resources.
 
The following table sets forth our research and development expenses that are directly attributable to the programs listed below for the three and nine months ended
September 30, 2016 and 2015 (in thousands):
 

 Three Months Ended September 30,  Nine Months Ended September 30,

 

2016  2015  2016  2015
Abaloparatide-SC $ 2,358  $ 4,993  $ 14,748  $ 15,468
Abaloparatide-TD 855  585  4,545  1,287
RAD1901 8,605  1,607  21,865  5,047
RAD140 699  26  1,826  26

General
and
Administrative
Expenses
 
General and administrative expenses consist primarily of salaries and related expenses for executive, finance and other administrative personnel, professional fees,
business insurance, rent, general legal activities, including the cost of maintaining our intellectual property portfolio, and other corporate expenses.
 
Our results also include stock-based compensation expense as a result of the issuance of stock option grants to employees, directors and consultants. The stock-
based compensation expense is included in the respective categories of expense in the statement of operations (research and development versus general and
administrative expenses). We expect to record additional non-cash stock-based compensation expense in the future, which may be significant as we expand our
commercial team.
 
Interest
Income
and
Interest
Expense
 
Interest income reflects interest earned on our cash, cash equivalents and marketable securities.
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Interest expense for the three and nine months ended September 30, 2015 reflects interest due under our loan and security agreement, entered into on May 30, 2014
and amended on July 10, 2014, February 13, 2015 and April 8, 2015, or the Credit Facility, with Solar Capital Ltd., or Solar, as agent and lender, and Oxford
Finance LLC, or Oxford, as lender. Under the Credit Facility, we drew $ 21.0 million under an initial term loan on May 30, 2014 and $ 4.0 million under a second
term loan on July 10, 2014. On August, 4, 2015, we paid all amounts owed under the Credit Facility.  After consideration of relevant fees required under the Credit
Facility, the total payment amounted to $ 26.5 million .
 
Critical Accounting Policies and Estimates
 
Management’s discussion and analysis of financial condition and results of operations is based upon our condensed consolidated financial statements, which have
been prepared in accordance with accounting principles generally accepted in the United States. The preparation of these financial statements requires us to make
estimates and judgments that affect the reported amounts of assets, liabilities and expenses, as well as related disclosures. We evaluate our policies and estimates
on an ongoing basis, including those related to accrued clinical expenses, research and development expenses, stock-based compensation and fair value measures,
which we discussed in our Annual Report on Form 10-K for the year ended December 31, 2015 . Management bases its estimates on historical experience and
other various assumptions that are believed to be reasonable under the circumstances.  Actual results may differ from these estimates under different assumptions
or conditions.
 
We have reviewed our policies and estimates to determine our critical accounting policies for the three and nine months ended September 30, 2016 . We have made
no material changes to the critical accounting policies described in our Annual Report on Form 10-K for the year ended December 31, 2015 .
 
Results of Operations
 
Three Months Ended September 30, 2016 and September 30, 2015 (in thousands, except percentages)
 

 

Three Months Ended  
 

 
 

 

September 30,  Change

 

2016  2015  $  %
Operating expenses:

 

 
 

 
 

 
 

Research and development $ 27,453  $ 18,217  $ 9,236  51 %
General and administrative 19,240  8,456  10,784  128 %

Loss from operations (46,693)  (26,673)  20,020  75 %
Other (expense) income:

 

 
 

 
 

 
 

Other (expense) income, net (78)  1  79  7,900 %
Loss on retirement of note payable —  (1,572)  (1,572)  (100)%
Interest income (expense), net 585  (20)  605  3,025 %

Net loss $ (46,186)  $ (28,264)  17,922  63 %
 
Research
and
development
expenses
— For the three months ended September 30, 2016 , research and development expense was $ 27.5 million compared to $ 18.2
million for the three months ended September 30, 2015 , an increase of $ 9.2 million , or 51% . This increase was primarily driven by higher professional contract
services costs associated with the development of RAD1901 to support a Phase 1 study in metastatic breast cancer that commenced in late 2014 and a Phase 2b
study in postmenopausal vasomotor symptoms that commenced in December 2015. This increase was also a result of an increase in compensation expense,
including stock-based compensation, due to an increase in headcount from 42 research and development employees as of September 30, 2015 to 101 research and
development employees as of September 30, 2016 .
 
General
and
administrative
expenses
— For the three months ended September 30, 2016 , general and administrative expense was $ 19.2 million compared to $ 8.5
million for the three months ended September 30, 2015 , an increase of $ 10.8 million , or 128% . This increase was primarily the result of an increase of
approximately $3.8 million in professional support costs and legal fees during the three months ended September 30, 2016 , including the costs associated with
increasing headcount and preparing for the potential commercialization of abaloparatide-SC, subject to a favorable regulatory review. This increase was also driven
by an increase in compensation expense, including stock-based compensation, due to an increase in headcount from
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21 general and administrative employees as of September 30, 2015 to 90 general and administrative employees as of September 30, 2016 .
 
Interest
income
(expense),
net
—For the three months ended September 30, 2016 , interest income, net of interest expense , was $ 0.6 million  compared to interest
expense, net of interest income , of $ 20 thousand for the three months ended September 30, 2015 , a change of $ 0.6 million , or 3,025% . This change was
primarily a result of no interest expense recorded for the three months ended September 30, 2016 due to repayment of our Credit Facility on August 4, 2015.
 
Nine Months Ended September 30, 2016 and September 30, 2015 (in thousands, except percentages)
 

 

Nine Months Ended  
 

 
 

 

September 30,  Change

 

2016  2015  $  %
Operating expenses:

 

 
 

 
 

 
 

Research and development $ 81,827  $ 46,054  $ 35,773  78 %
General and administrative 50,079  19,212  30,867  161 %

Loss from operations (131,906)  (65,266)  66,640  102 %
Other (expense) income:

 

 
 

 
 

  
Other (expense) income, net (174)  (127)  47  37 %
Loss on retirement of note payable —  (1,572)  (1,572)  (100)%
Interest income (expense), net 1,996  (1,321)  3,317  251 %

Net loss $ (130,084)  $ (68,286)  61,798  90 %
 
Research
and
development
expenses
— For the nine months ended September 30, 2016 , research and development expense was $ 81.8 million compared to $ 46.1
million for the nine months ended September 30, 2015 , an increase of $35.8 million , or 78% . This increase was primarily driven by higher professional contract
services costs associated with the development of RAD1901 to support a Phase 1 study in metastatic breast cancer that commenced in late 2014 and a Phase 2b
study in postmenopausal vasomotor symptoms that commenced in December 2015. This increase was also a result of an increase in compensation expense,
including stock-based compensation, due to an increase in headcount from 42 research and development employees as of September 30, 2015 to 101 research and
development employees as of September 30, 2016 .

General
and
administrative
expenses
— For the nine months ended September 30, 2016 , general and administrative expense was $ 50.1 million compared to $
19.2 million for the nine months ended September 30, 2015 , an increase of $ 30.9 million , or 161% . This increase was primarily the result of an increase of
approximately $9.1 million in professional support costs and legal fees during the nine months ended September 30, 2016 , including the costs associated with
increasing headcount and preparing for the potential commercialization of abaloparatide-SC, subject to a favorable regulatory review. This increase was also driven
by an increase in compensation expense, including stock-based compensation, due to an increase in headcount from 21 general and administrative employees as of
September 30, 2015 to 90 general and administrative employees as of September 30, 2016 .
 
Interest
income
(expense),
net
— For the nine months ended September 30, 2016 , interest income, net of interest expense , was $ 2.0 million  compared to interest
expense, net of interest income , of $ 1.3 million for the nine months ended September 30, 2015 , a change of $ 3.3 million , or 251% . This change was primarily a
result of no interest expense recorded for the nine months ended September 30, 2016 due to repayment of our Credit Facility on August 4, 2015.

Liquidity and Capital Resources
 
From inception to September 30, 2016 , we have incurred an accumulated deficit of $ 575.8 million , primarily as a result of expenses incurred through a
combination of research and development activities related to our various product candidates and expenses supporting those activities. Our total cash, cash
equivalents and short-term marketable securities balance as of September 30, 2016 was $ 369.8 million .  We have financed our operations since inception
primarily through the public offerings of our common stock, private sales of preferred stock, and borrowings under credit facilities.
 
Based upon our cash, cash equivalents and marketable securities balance, we believe that, prior to the consideration of revenue from the potential future sales of
any of our investigational products or proceeds from collaboration activities, we have
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sufficient capital to fund our development plans, U.S. commercial scale-up and other operational activities into 2018. We expect to finance the future commercial
launch preparations and development costs of our clinical product portfolio with our existing cash, cash equivalents and marketable securities, or through strategic
financing opportunities, that could include, but are not limited to collaboration agreements, future offerings of equity, the incurrence of debt or other alternative
financing arrangements.  However, there is no guarantee that any of these financing opportunities will be available to us on favorable terms, and some could be
dilutive to existing stockholders. Our future capital requirements will depend on many factors, including the scope and progress made in our research and
development and commercialization activities, the results of our clinical trials, and the review and potential approval of our products by the FDA and the EMA.
The successful development of our investigational product candidates is subject to numerous risks and uncertainties associated with developing drugs, which could
have a significant impact on the cost and timing associated with the development of our product candidates. If we fail to obtain additional future capital, we may be
unable to complete our planned preclinical and clinical trials and obtain approval of any investigational product candidates from the FDA and foreign regulatory
authorities.
 
Abaloparatide-SC is our only product candidate in late stage development, and our business currently depends heavily on its successful development, regulatory
approval and commercialization. Obtaining approval of a product candidate is an extensive, lengthy, expensive and uncertain process, and any approval of
abaloparatide-SC may be delayed, limited or denied for many reasons. See “Risk Factors — Risks Related to the Discovery, Development and Commercialization
of Our Product Candidates” set forth under Item 1A. in our Annual Report on Form 10-K for the year ended December 31, 2015 , filed with the SEC on February
25, 2016.
 
The following table sets forth the major sources and uses of cash for each of the periods set forth below (in thousands):
 

 

Nine Months Ended  
 

 
 

 

September 30,  Change

 

2016  2015  $  %
Net cash (used in) provided by:

 

 
 

 
 

 
 

Operating activities $ (103,074)  $ (60,066)  $ 43,008  72 %
Investing activities 139,519  (256,490)  396,009  154 %
Financing activities 2,442  456,710  (454,268)  (99)%

Net increase in cash and cash equivalents $ 38,887  $ 140,154  $ (101,267)  (72)%

Cash
Flows
from
Operating
Activities
 
Net cash used in operating activities during the nine months ended September 30, 2016 was $ 103.1 million , which was primarily the result of a net loss of $ 130.1
million , partially offset by $ 19.9 million of net non-cash adjustments to reconcile net loss to net cash used in operations and net changes in working capital of $
7.0 million . The $ 130.1 million net loss was primarily due to abaloparatide-SC and RAD1901 program development expenses along with employee compensation
and consulting costs incurred to support regulatory submissions and preparation for the potential commercial launch of abaloparatide-SC. The $ 19.9 million net
non-cash adjustments to reconcile net loss to net cash used in operations included stock-based compensation expense of $ 18.7 million and amortization of
premiums (discounts) on marketable securities of $ 0.8 million .
 
Net cash used in operating activities during the nine months ended September 30, 2015 was $ 60.1 million , which was primarily the result of a net loss of $ 68.3
million and net changes in working capital of $ 4.7 million , partially offset by $ 12.9 million of net non-cash adjustments to reconcile net loss to net cash used in
operations. The $ 68.3 million net loss was primarily due to abaloparatide-SC program development expenses, including clinical and manufacturing costs, along
with employee compensation and consulting costs incurred to support future regulatory submissions and preparation for the potential commercial launch of
abaloparatide-SC. The $ 12.9 million net non-cash adjustments to reconcile net loss to net cash used in operations included stock-based compensation expense of $
10.0 million , loss on retirement of note payable of $1.6 million and amortization of premiums (discounts) on marketable securities of $ 1.0 million .
 
Cash
Flows
from
Investing
Activities
 
Net cash provided by investing activities during the nine months ended September 30, 2016 was $ 139.5 million , which was primarily the result of $ 367.1 million
of net proceeds received from the sale or maturity of marketable securities, partially offset by $ 225.5 million of purchases of marketable securities.
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Net cash used in investing activities during the nine months ended September 30, 2015 was $ 256.5 million , which was primarily the result of $ 420.7 million of
purchases of marketable securities, partially offset by $ 164.5 million of net proceeds received from the sale or maturity of marketable securities.
 
Our investing cash flows will be impacted by the timing of purchases and sales of marketable securities. Because our marketable securities are primarily short-term
in duration, we would not expect our operational results or cash flows to be significantly affected by a change in market interest rates.
 
Cash
Flows
from
Financing
Activities
 
Net cash provided by financing activities during the nine months ended September 30, 2016 was $ 2.4 million , as compared to $ 456.7 million net cash provided
by financing activities during the nine months ended September 30, 2015 . Net cash provided by financing activities during the nine months ended September 30,
2016 consisted of $ 2.4 million of proceeds received from exercises of stock options.
 
Net cash provided by financing activities during the nine months ended September 30, 2015 consisted of $ 482.3 million of net proceeds received from a public
offering in January and July of 2015 and $1.0 million of proceeds received from the exercise of stock options, partially offset by the repayment of our credit
facility.
 
Contractual Obligations
 
Supply and Manufacturing Agreements

On June 23, 2016, we entered into a Supply Agreement, or the Ypsomed Supply Agreement, with Ypsomed AG, or Ypsomed, effective as of September 30, 2015,
pursuant to which Ypsomed agreed to supply a disposable pen injection device customized for injection of abaloparatide, or the Device, for commercial purposes.
We agreed to purchase a minimum number of Devices at prices per Device that decrease with an increase in quantity supplied, subject to adjustment based on
actual supply amounts. In addition, we agreed to make milestone payments for Ypsomed’s capital developments in connection with the initiation of the commercial
supply of the Device and to pay a one-time capacity fee. All costs and payments under the Ypsomed Supply Agreement are delineated in Swiss Francs. The
Ypsomed Supply Agreement has an initial term of three years from the earlier of the date of delivery of the first commercial Devices for regulatory approval and
June 1, 2017, after which, it automatically renews for two-year terms until terminated. During the initial term of the Ypsomed Supply Agreement, we estimate that
we will be obligated to make total minimum payments to Ypsomed of approximately CHF 3.9 million ($ 4.0 million ) in the aggregate, including the milestone
payments and one-time capacity fee.
On June 28, 2016, we entered into a Commercial Supply Agreement, or the Vetter Supply Agreement, with Vetter Pharma International, GmbH, or Vetter,
effective as of January 1, 2016, pursuant to which Vetter has agreed to formulate the drug product containing the active pharmaceutical ingredient, or API, of
abaloparatide, to fill cartridges with the drug product, to assemble the pen delivery device, and to package the pen for commercial distribution. Based on forecasts
of demand to be provided by us, we agreed to purchase the cartridges and pens in specified batch sizes at a price per unit. For labeling and packaging services, we
agreed to pay a per unit price dependent upon the number of pens loaded with cartridges that are labeled and packaged. These prices are subject to an annual price
adjustment. The Vetter Supply Agreement has an initial term of five years, which began on January 1, 2016, after which, it automatically renews for two-year
terms until terminated.
On July 13, 2016, we entered into a Manufacturing Services Agreement, or the Manufacturing Agreement, with Lonza Sales Ltd, or Lonza, effective as of June 28,
2016, pursuant to which Lonza has agreed to manufacture the commercial supply of the API for abaloparatide. In accordance with forecasts provided by us, we
agreed to purchase the API in batches at a price per gram in euros, subject to an annual increase by Lonza. We are also required to purchase a minimum number of
batches annually. The Manufacturing Agreement has an initial term of six years, after which, it automatically renews for three-year terms until terminated.

Research and Development Agreements
 
Abaloparatide-SC
Phase
3
Clinical
Extension
Study
 
We entered into agreements with Nordic Bioscience Clinical Development VII A/S, or Nordic, to conduct our Phase 3 clinical trial of abaloparatide-SC, or the
Phase 3 Clinical Trial. On February 21, 2013, we entered into the Work Statement NB-3, as amended on February 28, 2014, March 23, 2015, July 8, 2015,
October 21, 2015 and January 15, 2016, or the Work Statement NB-3. Pursuant to the Work Statement NB-3, Nordic performed an extension study to evaluate six
months of standard-of-care
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osteoporosis management following the completion of the Phase 3 Clinical Trial, or the Extension Study, and, upon completion of this initial six months, an
additional period of 18 months of standard-of-care osteoporosis management, or the Second Extension Period.

In April 2015, we entered into an amendment to the Work Statement NB-3, or the NB-3 Amendment. The NB-3 Amendment was effective as of March 23, 2015
and provides that Nordic will perform additional services, including monitoring of patients enrolled in the Second Extension Period. Payments in cash to be made
to Nordic under the NB-3 Amendment are denominated in euros and total up to approximately € 4.1 million ($ 4.6 million ).
 
Payments in cash to be made to Nordic under the Work Statement NB-3 are denominated in both euros and U.S. dollars and total up to € 11.9 million ($ 13.3
million ) and $ 1.1 million , respectively. In addition, payments were due to Nordic in connection with the Work Statement NB-3 pursuant to the Stock Issuance
Agreement we entered into with Nordic, as amended and restated on May 16, 2011, and as further amended on February 21, 2013, March 28, 2014, and May 19,
2014. As of September 30, 2016 , services related to the Second Extension Period are ongoing. All obligations due to Nordic in relation to the Extension Study
were paid as of September 30, 2015.
 
We recognize research and development expense for the amounts due to Nordic under the Extension Study and the Second Extension Period ratably over the
estimated per patient treatment periods beginning upon enrollment or over a nine-month and nineteen-month period, respectively. We recorded $ 0.7 million and $
1.5 million for the three months ended September 30, 2016 and 2015 , respectively, and $ 2.6  million and $ 4.1  million for the nine months ended September 30,
2016 and 2015 , respectively, for per patient costs incurred.
 
As of September 30, 2016 , we had a liability of $ 2.2 million reflected in accrued expenses and other current liabilities on the balance sheet resulting from services
provided by Nordic under the Second Extension Period, which are payable in cash.
 
License Agreement Obligations
 
Abaloparatide
 
In September 2005, we exclusively licensed the worldwide rights (except for development and commercial rights in Japan) to abaloparatide and analogs from an
affiliate of Ipsen Pharma SAS, or Ipsen.
 
In consideration for the rights to abaloparatide and in recognition of certain milestones having been met to date, we have paid to Ipsen an aggregate amount of $ 4.4
million . The license agreement further requires us to make payments upon the achievement of certain future regulatory and commercial milestones, including upon
acceptance of an NDA submission for review by the FDA, FDA approval for our NDA and EMA approval of our MAA. The range of milestone payments that
could be paid under the agreement is € 10.0 million to € 36.0 million ($ 11.2 million to $ 40.4 million ). Should abaloparatide be approved and subsequently
commercialized, we will be obligated to pay to Ipsen a fixed five percent royalty based on net sales of the product by us or our sublicensees on a country-by-
country basis until the later of the last to expire of the licensed patents or for a period of 10 years after the first commercial sale in such country. The date of the last
to expire of the abaloparatide patents licensed from or co-owned with Ipsen, barring any extension thereof, is expected to be March 26, 2028. In the event that we
sublicense abaloparatide to a third party, we are obligated to pay a percentage of certain payments received from such sublicensee (in lieu of milestone payments
not achieved at the time of such sublicense). The applicable percentage is in the low double digit range. In addition, if we or our sublicensees commercialize a
product that includes a compound discovered by us based on or derived from confidential Ipsen know-how, we will be obligated to pay to Ipsen a fixed low single
digit royalty on net sales of such product on a country-by-country basis until the later of the last to expire of licensed patents that cover such product or for a period
of 10 years after the first commercial sale of such product in such country. The license agreement with Ipsen contains other customary clauses and terms as are
common in similar agreements in the industry.
 
Prior to executing the license agreement for abaloparatide with us, Ipsen licensed the Japanese rights for abaloparatide to Teijin Limited, or Teijin, a Japanese
pharmaceutical company. Teijin has completed a Phase 2 clinical study of abaloparatide in Japan for the treatment of postmenopausal osteoporosis.
 
RAD1901
 
We exclusively licensed the worldwide rights to RAD1901 from Eisai Co. Ltd., or Eisai. Our license with Eisai did not originally include rights for Japan, however,
on March 9, 2015, we entered into an amendment to the Eisai Agreement in which Eisai granted us an exclusive right and license to research, develop, manufacture
and commercialize RAD1901 in Japan. In
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consideration for the rights to RAD1901 in Japan, we paid Eisai an initial license fee of $ 0.4 million upon execution of the amendment, which was expensed
during the three months ended March 31, 2015.
 
In consideration for the rights to RAD1901 and in recognition of certain milestones having been met to date, we have paid to Eisai an aggregate amount of
$1.9 million. The range of milestone payments that could be paid under the agreement is $ 1.0 million to $ 20.0 million . The license agreement further requires us
to make payments upon the achievement of certain future clinical and regulatory milestones. Should RAD1901 be approved and subsequently become
commercialized, we will be obligated to pay to Eisai a royalty in a variable mid-single digit range based on net sales of the product on a country-by-country basis,
subject to reduction based on the expiration or lapse of the licensed patents, no data protection coverage for the commercial product, and sales of generic products.
Unless sooner terminated, our license with Eisai expires on a country-by-country basis upon (1) the date the last remaining valid claim in the licensed patents
expires, lapses or is invalidated in that country, the product is not covered by data protection clauses, and the sales of lawful generic version of the product account
for more than a specified percentage of the total sales of all pharmaceutical products containing the licensed compound in that country; or (2) a period of 10 years
after the first commercial sale of the licensed products in such country. The latest valid claim is expected to expire, barring any extension thereof, on August 18,
2026. We were also granted the right to grant sublicenses with prior written approval from Eisai. If we sublicense RAD1901 to a third party, we will be obligated to
pay Eisai, in addition to the milestones referenced above, a fixed low double digit percentage of certain fees we receive from such sublicensee and royalties in a
variable mid-single digit range based on net sales of the sublicensee. The license agreement with Eisai contains other customary clauses and terms as are common
in similar agreements in the industry.
 
Net Operating Loss Carryforwards
 
As of December 31, 2015 , we had federal and state net operating loss carryforwards of approximately $ 419.5 million and $ 323.0 million , respectively, subject to
limitation, as described below. If not utilized, the net operating loss carryforwards will expire at various dates through 2035.
 
Under Section 382 of the Internal Revenue Code of 1986, or Section 382, substantial changes in our ownership may limit the amount of net operating loss
carryforwards that could be used annually in the future to offset taxable income. We have completed studies through December 31, 2015, to determine whether any
ownership change has occurred since our formation and have determined that transactions have resulted in two ownership changes, as defined under Section 382.
There could be additional ownership changes in the future that could further limit the amount of net operating loss and tax credit carryforwards that we can utilize.

A full valuation allowance has been provided against our net operating loss carryforwards and other deferred tax assets, as the realization of the deferred tax asset
is uncertain. As a result, we have not recorded any federal or state income tax benefit in our statement of operations.

 
Off-Balance Sheet Arrangements
 
We do not have any off-balance sheet arrangements or any relationships with unconsolidated entities of financial partnerships, such as entities often referred to as
structured finance or special purpose entities.
 
New Accounting Standards
 
See note 2, Basis
of
Presentation
and
Significant
Accounting
Policies
—
Accounting
Standards
Updates
and Basis
of
Presentation
and
Significant
Accounting
Policies,
in “Notes to Condensed Consolidated Financial Statements,” for a discussion of new accounting standards.
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Item 3.    Quantitative and Qualitative Disclosure about Market Risk.
 
We are exposed to market risk related to changes in the dollar/euro exchange rate because a portion of our development costs are denominated in foreign
currencies.  We do not hedge our foreign currency exchange rate risk.  However, an immediate 10% adverse change in the dollar/euro or dollar/Swiss Franc
exchange rate would not have a material effect on financial results.
 
We are exposed to market risk related to changes in interest rates. As of September 30, 2016 , we had cash, cash equivalents and short-term marketable securities of
$ 369.8 million , consisting of cash, money market funds, domestic corporate debt securities, domestic corporate commercial paper, and asset-backed securities.
This exposure to market risk is interest rate sensitivity, which is affected by changes in the general level of U.S. interest rates, particularly because our investments
are in marketable securities. Because our marketable securities are short-term in duration, and have a low risk profile, an immediate 10% change in interest rates
would not have a material effect on the fair market value of our portfolio. We generally have the ability to hold our investments until maturity, and therefore we
would not expect our operating results or cash flows to be affected to any significant degree by a change in market interest rates on our investments. We carry our
investments based on publicly available information. As of September 30, 2016 , we do not have any hard-to-value investment securities or securities for which a
market is not readily available or active.
 
We are not subject to significant credit risk as this risk does not have the potential to materially impact the value of assets and liabilities.

24



Table of Contents

Item 4.    Controls and Procedures.
 
Disclosure Controls and Procedures
 
Our management, with the participation of our principal executive officer and principal financial officer, evaluated the effectiveness of our disclosure controls and
procedures as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended, as of the end of the period covered by this
Quarterly Report on Form 10-Q. Based on this evaluation, our principal executive officer and principal financial officer concluded that our disclosure controls and
procedures were effective as of September 30, 2016 .
 
Changes in Internal Control over Financial Reporting
 
During the three months ended September 30, 2016 , we implemented a new enterprise resource planning (“ERP”) system. As appropriate, we are modifying the
design and documentation of internal control processes and procedures relating to the new system and interfaces to simplify and synchronize our existing internal
control over financial reporting.

With the exception of the ERP implementation described above, there were no changes in our internal control over financial reporting during the third quarter of
2016, which were identified in connection with management’s evaluation required by paragraph (d) of Rules 13a-15 and 15d-15 under the Exchange Act, that have
materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.

25



Table of Contents

PART II— OTHER INFORMATION
 
Item 1.                                                          Legal Proceedings.
 
None.

Item 1A.                                                 Risk Factors.
 
In addition to the other information set forth in this report, you should carefully consider the risk factors discussed in Part I, “Item 1A. Risk Factors” in our Annual
Report on Form 10-K for the year ended December 31, 2015 , which could materially affect our business, financial condition or future results.
 
There were no material changes to the risk factors previously disclosed in our Annual Report on Form 10-K filed with the Securities and Exchange Commission on
February 25, 2016 although we may disclose changes to such factors or disclose additional factors from time to time in our future filings with the Securities and
Exchange Commission.
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Item 2.                             Unregistered Sales of Equity Securities and Use of Proceeds.
 
None.

Item 3.                             Defaults Upon Senior Securities.
 
None.

Item 4.                             Mine Safety Disclosures.
 
None.

Item 5.                             Other Information.
 
None.

Item 6.                             Exhibits.
 
A list of exhibits is set forth on the Exhibit Index immediately following the signature page of this Quarterly Report on Form 10-Q, and is incorporated herein by
reference.
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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
thereunto duly authorized.
 
 

 

RADIUS HEALTH, INC.
   
 

By: /s/ Robert E. Ward
  

Robert E. Ward
  

President and Chief Executive Officer
  

(Principal Executive Officer)
   
Date: November 3, 2016

  

   
   
 

By: /s/ B. Nicholas Harvey
  

B. Nicholas Harvey
  

Chief Financial Officer
  

(Principal Accounting and Financial Officer)
   
Date: November 3, 2016
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EXHIBIT INDEX

    Incorporated by Reference  Filed/

Exhibit          Filing  Furnished

Number  Exhibit Description  Form  File No.  Exhibit  Date  Herewith

             
3.1  Restated Certificate of Incorporation, filed on June 11, 2014  8-K  001-35726  3.1  6/13/2014   

             
3.2  Amended and Restated By-Laws  8-K  001-35726  3.2  6/13/2014   

             
10.1 †

 
Manufacturing Services Agreement, dated July 13, 2016, by and
between the Company and Lonza Sales Ltd          

*

             
31.1  Certification of Chief Executive Officer pursuant to Exchange Act

Rule 13a-14(a)/15d-14(a)
         *

             
31.2  Certification of Chief Financial Officer pursuant to Exchange Act

Rule 13a-14(a)/15d-14(a)
         *

             
32.1  Certification of Chief Executive Officer and Chief Financial Officer

Pursuant to 18 U.S.C. Section 1350, as adopted pursuant to
Section 906 of the Sarbanes-Oxley Act of 2002

         **

             
101.INS  XBRL Instance Document  10-Q  001-35726  101.INS  11/3/2016   
             
101.SCH  XBRL Taxonomy Extension Schema Document  10-Q  001-35726  101.SCH  11/3/2016   
             
101.CAL  XBRL Taxonomy Extension Calculation Linkbase Document  10-Q  001-35726  101.CAL  11/3/2016   
             
101.DEF  XBRL Taxonomy Extension Definition Linkbase Document  10-Q  001-35726  101.DEF  11/3/2016   
             
101.LAB  XBRL Taxonomy Extension Label Linkbase Document  10-Q  001-35726  101.LAB  11/3/2016   
             
101.PRE  XBRL Taxonomy Extension Presentation Linkbase Document  10-Q  001-35726  101.PRE  11/3/2016   

     *                                          Filed herewith.
**                                   Furnished herewith.
†                                          Confidential treatment has been requested with respect to certain portions of this exhibit, which portions have been filed separately with the Securities
and Exchange Commission.
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Exhibit 10.1

Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Manufacturing Services Agreement

(the “Agreement”)

by and between

Lonza Sales Ltd 
Münchensteinerstrasse 38 
CH-4002 Basel 
Switzerland

- hereinafter “Lonza” -

and

Radius Health, Inc.
950 Winter Street
Waltham, MA 02451
USA

- hereinafter “Radius” -

Effective as of [June 28, 2016] (the “Effective Date”)

[*] Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission.
Confidential treatment has been requested with respect to the omitted portions.
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Recitals

WHEREAS, Radius is engaged in the pharmaceutical business and is the owner or licensee of rights to certain proprietary
technical information, patents and/or patent applications relating to the Product (as defined below) and requires assistance in the
development and manufacture of Product;

WHEREAS, Lonza and its Affiliates have expertise in the evaluation, development and commercial manufacture of products;

WHEREAS, the Parties are each party to those certain Mutual Confidentiality Agreements dated April 18, 2007 and December 5,
2014 respectively (the “CDAs”);

WHEREAS, the Parties are each party to that certain Development and Manufacturing Services Agreement dated October 16,
2007, as amended on May 19, 2011, January 30, 2014, and December 31, 2015 (the “DMSA”);

WHEREAS, Radius wishes to engage Lonza for Services (as defined below) relating to the commercial manufacture of the
Product as described in this Agreement; and

WHEREAS, Lonza, or its Affiliate, is prepared to perform such Services for Radius on the terms and subject to the conditions set
out herein.



NOW, THEREFORE, in consideration of the mutual promises contained herein, and for other good and valuable consideration,
the parties intending to be legally bound, agree as follows:

1 Definitions and Interpretation

“Affiliate” means any company, partnership or other entity which directly or indirectly Controls,
is Controlled by or is under common Control with the relevant Party. “Control” means
the ownership of more than fifty percent (50%) of the issued share capital or the legal
power to direct or cause the direction of the general management and policies of the
relevant Party.

“Acceptance” means the acceptance by Radius of Lonza’s Release.

“Agreement” means this  agreement  incorporating all  Appendices,  as amended from time to time
by written agreement of the Parties.

“Applicable Laws” means all  relevant  U.S.  and European Union national/federal,  state  and local  laws,
statutes, rules, and regulations which are applicable to a Party’s activities hereunder,
including,  without  limitation,  the  applicable  regulations  and  guidelines  of  any
Governmental Authority and all applicable cGMP together with amendments thereto
and those concerning anti-corruption and anti-bribery.

“Approval” means the first  marketing approval by the FDA or EMA of Product from the Facility
for commercial supply.

“Background IP” means  any  Intellectual  Property  (i)  owned  or  controlled  by  a  Party  prior  to  the
Effective  Date  or  (ii)  developed  or  acquired  by  a  Party  independently  from  the
performance of the Services hereunder during the Term of this Agreement.

“Batch” means  the  Product  derived  from  a  single  run  of  the  Manufacturing  Process  with  a
target yield as set forth in Appendix A.

“Batch Price” means the Price of each Batch.

“Campaign” means a series of no less than one (1) cGMP Batch manufactured consecutively.

“Cancellation Fee” has the meaning given in Clause 6.6.

“Capital Equipment“ means  those  certain  pieces  of  equipment  used  to  produce  the  Product  that  are
purchased  by  Radius  or  for  which  Radius  reimburses  Lonza,  including,  without
limitation,  the  related  documentation  regarding  the  design,  validation,  operation,
calibration and maintenance of such equipment.

“Certificate of Analysis” means a document prepared by Lonza listing tests performed by Lonza or approved
External Laboratories, the Specifications and test results.

“Certificate of Compliance” means  a  document  prepared  by  Lonza:  (i)  listing  the  manufacturing  date,  unique
Batch  number,  and  concentration  of  Product  in  such  Batch,  (ii)  certifying  that  such
Batch was manufactured in accordance with the Master Batch Record and cGMP, if
applicable.

“cGMP” means those laws and regulations applicable in the U.S. and Europe, relating to the
manufacture  of  medicinal  products  for  human  use,  including,  without  limitation,
current  good  manufacturing  practices  as  specified  in  the  ICH  guidelines,  including
without  limitation,  ICH  Q7A  “ICH  Good  Manufacturing  Practice  Guide  for  Active
Pharmaceutical  Ingredients”,  US  Federal  Food  Drug  and  Cosmetic  Act  at  21CFR
(Chapters 210,  211,  600 and 610) and the Guide to Good Manufacturing Practices
for  Medicinal  Products  as  promulgated  under  European  Directive  91/356/EEC.  For
the avoidance of doubt, Lonza’s operational quality standards are defined in internal
cGMP policy documents.

“cGMP Batches” means any Batches which are to be manufactured in accordance with cGMP, which
is every Batch unless the Parties mutually agree otherwise.



“Commencement Date” means the date of commencement of manufacturing activities for a Batch hereunder.

“Confidential Information” means Radius Information and Lonza Information, as the context requires.

“EMA” means the European Medicines Agency, or any successor agency thereto.

“Engineering Batches” means a Batch that is intended to demonstrate the functionality of the Manufacturing
Process in the Facility.

“External Laboratories” means  any  Third  Party  laboratory  subcontracted  by  Lonza,  with  Radius’  prior
consent, which is to conduct testing activities required to complete the Services.

“Facility” means  Lonza’s  manufacturing  facilities  in  Braine,  Belgium or  such  other  Lonza
facility as may be agreed upon by the Parties.

“FDA” means  the  United  States  Food  and  Drug  Administration,  or  any  successor  agency
thereto.

“Governmental Authority” means  any  Regulatory  Authority  and  any  national,  multi-national,  regional,  state  or
local  regulatory  agency,  department,  bureau,  or  other  governmental  entity  having
oversight over a Party’s activities hereunder.

“Intellectual Property” or “IP” means (i)  inventions (whether or not patentable),  patents, trade secrets, copyrights,
trademarks,  trade  names  and  domain  names,  rights  in  designs,  rights  in  computer
software, database rights, rights in confidential information (including know-how) and
any  other  intellectual  property  rights,  in  each  case  whether  registered  or
unregistered, (ii)  all  applications (or rights to apply) for,  and renewals or extensions
of,  any of  the rights described in the foregoing clause (i)  and (iii)  and all  rights and
applications that  are  similar  or  equivalent  to  the rights  and application  described in
the  foregoing  clauses  (i)  and  (ii),  which  exist  now,  or  which  come  to  exist  in  the
future, in any part of the world.

“Joint New General Application IP” has the meaning given in Clause 10.3.

“Lonza Information” means all information that is proprietary to Lonza or any Affiliate of Lonza and that is
maintained  in  confidence  by  Lonza  or  any  Affiliate  of  Lonza  and  that  is  or  was
disclosed  by  Lonza  or  any  Affiliate  of  Lonza  to  Radius  under  or  in  connection  with
this Agreement, the CDAs and/or the DMSA, including without limitation, any and all
Lonza know-how and trade secrets.

“Manufacturing Process” means the production process for the manufacture of Product, as such process may
be improved or modified from time to time by agreement of the Parties in writing.

“Master Batch Record” means  the  document,  proposed  by  Lonza  and  approved  by  Radius,  which  defines
the  manufacturing  methods,  test  methods  and  other  procedures,  directions  and
controls associated with the manufacture and testing of Product.

“New Radius IP” means Intellectual Property that (i) [*] or (ii) is an [*].

“New General Application IP” means Intellectual Property that (i) is generally and broadly applicable to [*] or (ii) is
an  [*].  For  avoidance  of  doubt,  “New  General  Application  IP”  shall  include  [*]  that
embody, or that are claimed or covered by, any of the foregoing Intellectual Property.

“Party” means each of Lonza and Radius and, together, the “Parties”.

“Price” means the price for the Services and Products as set out in Appendix A.

“Process Validation Batch” means a cGMP Batch that is produced with the intent to show reproducibility of the
Manufacturing Process and is required to complete process validation studies.

“Product” means the proprietary molecule identified by Radius as Abaloparatide (former name
BA058) to be manufactured using the Manufacturing Process by Lonza for Radius.



“Purchase Order” means,  with  respect  to  a  cGMP Batch,  a  document  submitted  by  Radius  to  Lonza
which must include the quantity, price and the estimated Release date(s).

“Quality Agreement” means  the  quality  agreement  dated  November  27,  2015,  setting  out  the
responsibilities  of  the  Parties  in  relation  to  quality  as  required  for  compliance  with
cGMP, as may be amended from time to time.

“Radius Information” means all technical and other information that is proprietary to Radius or any Affiliate
of Radius and that is maintained in confidence by Radius or any Affiliate of  Radius
and that  is  or  was  (i)  disclosed by  Radius  to  Lonza and/or  its  Affiliates  under  or  in
connection  with  this  Agreement,  the  CDAs  and/or  the  DMSA,  or  (ii)  developed  by
Lonza under the DMSA or this  Agreement and owned by Radius,  including without
limitation,  any  and  all  Radius  know-how  and  trade  secrets  relating  to  the
Manufacturing Process and the Product, including any materials supplied by Radius
to Lonza and/or its Affiliates.

“Radius Materials” means any Raw Materials, components of Product, or other materials of any nature
provided by Radius.

“Raw Materials” means  all  ingredients,  solvents  and  other  components  of  the  Product  required  to
perform  the  Manufacturing  Process  or  Services  set  forth  in  the  bill  of  materials
detailing the same (but excluding any consumables or wearables).

“Regulatory Authority” means the FDA, EMA and any other similar regulatory authorities as may be agreed
upon in writing by the Parties.

“Release” means,  with  respect  to  cGMP  Batches,  the  delivery  by  Lonza  to  Radius  of  the
Certificate of Analysis, the Certificate of Compliance and such other documentation
as  is  reasonably  required  to  meet  all  applicable  regulatory  requirements  of  the
Governmental Authorities not later than the date of delivery of Batches.

“Services” means all or any part of the services to be performed by Lonza under this Agreement
(including, without limitation, process and analytical method transfer, stability storage
and  testing,  process  development,  process  optimization,  validation,  clinical  and
commercial  manufacturing, storage as well  as quality control and quality assurance
activities, and manufacture of reference standards and working reference standards),
particulars of which are set out in the Specifications and/or a Purchase Order.

“Specifications” means  the  specifications  of  the  Product  as  specified  in  Appendix  B,  which  may  be
amended from time to time in accordance with this Agreement.

“Term” has the meaning given in Section 14.1.

“Third Party” means any party other than Radius, Lonza and their respective Affiliates.

In this Agreement references to the Parties are to the Parties to this Agreement, headings are used for convenience only and do
not  affect  its  interpretation,  references to  a  statutory  provision  include references to  the  statutory  provision  as  modified  or  re-
enacted  or  both  from  time  to  time  and  to  any  subordinate  legislation  made  under  the  statutory  provision,  references  to  the
singular include the plural and vice versa, and references to the word “including” are to be construed without limitation.

2      Performance of Services

2.1 Performance of Services . Subject to the terms of this Agreement, Lonza shall  itself and through its Affiliates, diligently
carry out the Services as provided in Purchase Order(s) and use commercially reasonable efforts to perform the Services
without any material defect and according to the estimated timelines as set forth in the applicable Purchase Order. Lonza
shall  retain  appropriately  qualified  and  trained  personnel  with  the  requisite  knowledge  and  experience  to  perform  the
Services in accordance with this Agreement. Lonza may not subcontract or delegate any of its rights or obligations under
this  Agreement  to  any  Third  Party  without  the  prior  written  consent  of  Radius.  Any  permitted  subcontractor  shall  be
subject  to  the  same  obligations  and  other  provisions  contained  in  this  Agreement  or  any  applicable  Purchase  Order.
Lonza  shall  be  responsible  for  [*],  provided  however  that  Lonza  shall  not  be  responsible  for  analytical  lab  services
performed by External Laboratories. [*].

2.2 Engineering Batches . Lonza shall manufacture Engineering Batches in accordance with the applicable Purchase Order.



Radius shall  have the right  to make whatever further  use of  the non-cGMP Engineering Batches as it  shall  determine,
provided that Radius pays for such Batches, such use is not for human use and does not violate any Applicable Laws.
Lonza makes no warranty that Engineering Batches will  meet cGMP or the Specifications. If  Lonza determines that an
Engineering Batch does meet cGMP and the Specifications, it  will  Release such Engineering Batch as a cGMP Batch.
Regardless of whether any Engineering Batch meets cGMP or the Specifications, Radius shall pay to Lonza the Price for
such Engineering Batch plus the Raw Materials Fee associated with such Engineering Batches, [*].

2.3 cGMP Batches . Lonza will, in accordance with the terms of this Agreement and Quality Agreement, manufacture at the
Facility  and  Release  to  Radius,  cGMP  Batches  that  comply  with  the  Manufacturing  Process,  cGMP  and  the
Specifications,  together  with  a  Certificate  of  Analysis;  provided,  however,  that  [*]  cGMP  manufacture  [*]  shall  not
commence until  at  least  [*] successful  [*]  been manufactured in  compliance with  cGMP and Specifications [*].  Prior  to
commencement  of  cGMP  manufacturing,  Lonza  shall  review  the  process  assumptions.  In  the  event  that  there  is  a
material  difference  in  the  process  assumptions  as  compared  with  the  process  results  demonstrated  during  the
manufacture of Engineering Batches, the Parties shall meet to discuss in good faith a revision to the Batch Price to reflect
such difference.

2.4 Process  Validation  Batches .  Lonza  shall  manufacture  and  deliver  Process  Validation  Batches  as  mutually  agreed  by
Parties sufficient to document the operability and reproducibility of the Manufacturing Process and permit the Parties to
complete and file the necessary regulatory documents.

2.4.1 Prior  to  commencement  of  Process  Validation  Batches,  Lonza  and  Radius  shall  agree  on  a  process  validation
plan identifying the validation requirements of the Manufacturing Process. All process validation activities that are
excluded from the Price of Process Validation Batches shall be approved by Radius in advance and shall be paid
for by Radius at the Price set out in the applicable Purchase Order.

2.4.2 Any regulatory support activities (including pre-Approval inspection) required and agreed to by Radius to support
the Approval of the Product from the Facility shall be performed and supported by Lonza as reasonably requested
by Radius. All such regulatory support activities are excluded from the Price of Process Validation Batches, shall
be approved by Radius in advance, and shall be paid for by Radius at the Price set out in the applicable Purchase
Order.

2.5 Supply  of  Radius  Information  and  Radius  Materials .  Radius  shall  supply  to  Lonza  all  Radius  Information  and  Radius
Materials and other information or materials that may be reasonably required by Lonza to perform the Services. Lonza
shall not be responsible for any delays arising out of Radius’ failure to provide such Radius Information, Radius Materials,
or other information or materials reasonably required to perform the Services to Lonza, and Radius shall be responsible
for all additional costs and expenses arising out of such delay, including, if applicable, any idle Facility capacity costs.

2.6 Raw Materials . Lonza shall procure all required Raw Materials as well as consumables other than those Raw Materials
that  are Radius Materials.  Radius shall  be responsible  for  payment  for  all  consumables and Raw Materials  ordered or
irrevocably  committed  to  be  procured  by  Lonza  hereunder.  Upon  cancellation  of  any  Batch  or  termination  of  the
Agreement, all unused Raw Materials shall be paid for by Radius within thirty (30) days of Radius’s receipt invoice and at
Radius’ option will either be (a) held by Lonza for future use for the production of Product, (b) delivered to Radius, or (c)
disposed of by Lonza.

3      Intentionally Omitted.

4      Quality

4.1 Responsibility for quality assurance and quality control of Product shall be allocated between Radius and Lonza as set
forth in the Quality Agreement and in Lonza standard operating procedures. If there is a conflict between the terms and
conditions of this Agreement and the Quality Agreement, the terms and conditions of this Agreement shall prevail.

4.2 Provisions regarding inspections by Regulatory Authorities and audits shall be set out in the Quality Agreement.

4.3 Person in Plant . Radius shall be permitted to have, at no additional cost, one (1) employee or contracted representative
at  the  Facility  as  reasonably  requested  by  Radius,  at  any  time  during  the  Manufacturing  Process  for  the  purpose  of
observing,  reporting  on,  and  consulting  as  to  the  performance  of  the  Services.  Such  employee  or  contracted
representative shall be subject to abide by confidentiality obligations as set forth herein and Lonza’s customary practices
and  operating  procedures  regarding  persons  in  plant,  and  such  employee  agrees  to  comply  with  all  instructions  of
Lonza’s employees at the Facility.

5      Insurance



5.1 Each  Party  shall,  during  the  Term  and  for  five  (5)  years  after  delivery  of  the  last  Product  manufactured  or  Services
provided under this  Agreement,  obtain and maintain at  its  own cost  and expense from a qualified insurance company,
comprehensive general liability insurance including, but not limited to product liability coverage in the amount of at least
[*]  per  claim.  Each Party  shall  provide  the  respective  other  Party  with  a  certificate  of  such insurance upon reasonable
request.

6      Forecasting, Ordering and Cancellation

6.1 Forecasting and Ordering . No later than the [*] day of each calendar [*], Radius shall supply Lonza with a written forecast
showing Radius’ good faith estimated [*] requirements for [*] Batches for the following [*] period (the “Forecast”). No later
than [*] following Lonza’s receipt of a Forecast, Lonza shall provide written notice to Radius of whether it has (as of the
date of receipt of the Forecast) capacity available to manufacture the number of [*] Batches forecasted therein and shall
provide Radius with an estimated production schedule showing the estimated [*] date of each cGMP Batch [*]. The first [*]
of  any Forecast  shall  be binding (“Binding Forecast”).  Binding Purchase Orders for  the entire  [*]  shall  be submitted by
Radius on the basis of the Binding Forecast within [*] days of [*] of the [*] Radius’ Forecast [*]. No Forecast shall amend
any previous Binding Forecast. In order to ensure optimal production planning Radius will use commercially reasonable
efforts to reach an accuracy of [*] of the non-binding portion of any Forecast.

6.2 Order  Confirmation .  Lonza  shall  confirm  the [*] date(s)  and  quantity  of  Product  to  be  delivered  as  set  out  in  each
Purchase  Order  within  [*]  of  receipt  from  Radius  of  the  relevant  Purchase  Order.  Upon  confirmation,  each  Purchase
Order  will  be regarded by the Parties  as a  binding commitment  by  Lonza to  manufacture and to  deliver  to  Radius the
relevant quantity of Product according to the requirements set out in such Purchase Order. Any Commencement Date or
Release  date  set  forth  in  Lonza’s  written  confirmation  of  a  purchase  order  shall  be  an  estimate  only.  All  ordered  [*]
Batches shall be scheduled in a single Campaign in each [*] period unless otherwise agreed by Lonza [*]. Any additional
or inconsistent terms or conditions of any Radius Purchase Order, acknowledgement or similar standardized form given
or received pursuant to this Agreement shall have no effect and such terms and conditions are hereby rejected.

6.3 Rescheduling .  Lonza  shall  have  the  right  to  reschedule  [*]  Commencement  Date  and  Release  date  of  any  Batch  or
Campaign  upon  reasonable  prior  written  notice  to  Radius,  provided  that  the  rescheduled  Commencment  Date  and
Release date is no earlier or no later than [*] days from the Commencement Date and Release date originally estimated
at the time of Lonza’s acceptance of the binding Purchase Order. If Radius requests to change the Commencement Date
and Release date, Lonza will make all reasonable attempts to accommodate the request; provided, however, in the event
that this change would impact other projects scheduled for occupancy in the designated suite or suites, manufacture of
Radius’ Batch or Campaign may be delayed until an adequate time period is available in the Facility schedule. Any such
change requested by Radius may result in a rescheduling fee. Any delay requested by Customer of more than [*] shall be
considered a cancellation pursuant to Section 6.6.

6.4 Minimum Quantity .     Radius undertakes to purchase from Lonza [*] of [*], (i) approximately [*] of net Product (minimally
[*]  Batches)  during  the  calendar  year  [*],  and  (ii)  approximately  [*]  of  net  Product  (minimally  [*]  Batches)  during  each
calendar  year  thereafter  [*]  of  the  [*]  (together,  the  “Minimum  Quantities”).  If  Radius  fails  to  purchase  such  Minimum
Quantities [*], Radius shall pay the Price per [*] for the [*] number of [*] below the Minimum Quantities within thirty (30)
days following the applicable calendar year end [*].

6.5 Product Quantities . Quantities of Product arising from a Campaign [*] percent ([*]%) [*] will be invoiced according to the
per gram Price as set forth in Appendix A or as outlined in a Purchase Order. In case of additional surplus quantities or
quantities below [*] percent ([*]%) of the target quantity, the Parties will  negotiate in good faith a reasonable price. The
Purchase Order shall be fulfilled if at least [*]% of the target quantity is delivered.

6.6 Cancellation of a Binding Purchase Order . Radius may cancel a binding Purchase Order upon written notice to Lonza,
subject to the payment of a cancellation fee as calculated below (the “Cancellation Fee”):

6.6.1 In  the  event  that  Radius  provides  written  notice  of  cancellation  to  Lonza  less  than  or  equal  to  [*]  prior  to  the
estimated Commencement Date of one or more Batches, then [*] of the Batch Price of each such Batch cancelled
is payable [*];

6.6.2 In the event that Radius provides written notice of cancellation to Lonza more than [*] but less than or equal to [*]
prior  to  the  estimated  Commencement  Date  of  one  or  more  Batches,  then  [*]  of  the  Batch  Price  of  each  such
Batch cancelled is payable [*]; or

6.6.3 In  the  event  that  Radius  provides  written  notice  of  cancellation  to  Lonza  more  than [*]  prior  to  the  estimated
Commencement Date of a Batch, then [*] is payable.

[*].



6.7 Payment of Cancellation Fee . Any Cancellation Fee shall be payable within [*] following [*] thirty (30) days [*].

6.8 Replacement Project . Notwithstanding the foregoing, Lonza will [*], and then, in such case, the Cancellation Fee for each
Batch cancelled [*] shall be reduced by an amount equal to [*] percent ([*]%) of the [*].

6.9 [*] .  Upon  the  reasonable  request  of  Radius  [*],  Lonza  shall  [*]  assist  [*],  subject  to  payment  of  Lonza’s  then  current
standard rates for such assistance.

7      Delivery and Acceptance

7.1 Title and Risk of Loss . With respect to any Radius Materials, title and risk of loss shall remain with the Radius and shall
not transfer to Lonza. With respect to Product, title and risk of loss shall transfer to Radius upon Release.

7.2 Storage  and  Shipping .  All  Product  shall  be  delivered  FCA  (as  defined  by  Incoterms®  2010)  the  Facility.  Lonza  shall
arrange for  shipment of  Batch(es)  from the Facility  upon instruction from Radius,  at  Radius’  expense,  within thirty  (30)
days  after  Release  or  pay  applicable  storage  costs.  Lonza  shall  provide  storage  on  a  bill  and  hold  basis  for  such
Batch(es)  at  no  charge  for  up  to  thirty  (30)  days;  provided  that  any  additional  storage  beyond  thirty  (30)  days  will  be
subject to availability and, if available, will be charged to Radius. In addition to Section 8.2, Radius shall be responsible
for all value added tax (VAT) and any other applicable taxes, levies, import, duties and fees of whatever nature imposed
as a result of any storage. Within five (5) days following a written request from Lonza, Radius shall provide Lonza with a
letter in form mutually satisfactory to the Parties confirming the bill and hold status of each stored Batch.

7.3 [*] Reports . During the [*], Lonza shall provide Radius with [*] reports as of the [*] of the [*] for all [*] and for all [*].

7.4 Acceptance/Rejection of Product .

7.4.1 With  respect  to  [*],  Lonza  shall  deliver  to  Radius  the  [*].  With  respect  to  [*]  or  [*],  Lonza  shall  deliver  the  [*]  to
Radius in accordance with the provisions of the applicable Purchase Order.

7.4.2 Promptly following Release of  Batches,  Radius shall  have the right  to inspect  such Batches and/or to test  such
Batches to determine compliance with the Specifications. Radius shall notify Lonza in writing of any rejection of a
Batch based on any claim that it fails to meet Specifications [*] within [*] of Release, after which time all unrejected
Batches shall be deemed accepted.

7.4.3 In  the  event  that  Lonza believes  that  a  Batch  has  been incorrectly  rejected  by  Radius,  Lonza  may require  that
Radius provide to it Batch samples for testing. Lonza may retain and test the samples of such Batch. In the event
of  a  discrepancy  between  Radius’  and  Lonza’s  test  results  such  that  Lonza’s  test  results  fall  within  relevant
Specifications, or there exists a dispute between the Parties over the extent to which such failure is attributable to
a given Party, the Parties shall cause an independent laboratory promptly to review records, test data and perform
comparative  tests  and  analyses  on  samples  of  the  Product  that  allegedly  fails  to  conform  to  Specifications  or
cGMP. Such independent laboratory shall be mutually agreed upon by the Parties. The independent laboratory’s
results shall be in writing and shall be final and binding save for manifest error. Unless otherwise agreed to by the
Parties in writing, the costs associated with such testing and review shall be borne by the Party against whom the
independent laboratory rules.

7.4.4 Lonza shall  [*]  reprocess any Batch or,  if  reprocessing is not possible,  replace any Batch that failed to conform
with  the  Specifications  (a  “Failed  Batch”),  in  the  event  that  it  is  determined  (by  the  Parties  or  the  independent
laboratory) that such failure was solely due to Lonza’s material breach of its obligations hereunder, negligence or
intentional  misconduct.  Reprocessing  or  replacement  [*]  shall  be  made  as  promptly  as  practicable,  in  light  of
available manufacturing capacity. [*] and, where possible, [*] any replacement Batch shall be manufactured with
the next scheduled cGMP Batch or Campaign. Radius acknowledges and agrees that its sole remedy with respect
to a Failed Batch is as set forth in this Clause 7.4.4, and in furtherance thereof, Radius hereby waives all  other
remedies at law or in equity regarding the foregoing claims. Lonza shall be responsible for [*].

8      Price and Payment

8.1 Pricing for the Services provided by Lonza are set out in Appendix A. In the event of changes to the Services based on
Radius’ request, [*].

8.2 Unless otherwise indicated in writing by Lonza, all Prices and charges are exclusive of value added tax (VAT) and of any
other  applicable  taxes,  levies,  import,  duties  and  fees  of  whatever  nature  imposed  by  or  under  the  authority  of  any
Governmental Authority and all such charges applicable to the Services shall be paid by Radius.



8.3 Lonza shall  issue invoices to Radius for [*]  percent ([*]%) of the Price for Products or Services upon [*]  and [*],  unless
otherwise  agreed  by  the  Parties  in  the  applicable  Purchase  Order  in  an  applicable  Purchase  Order.  All  invoices  are
strictly net and payment [*]  must be made within thirty (30) days of date of  invoice [*].  Payment shall  be made without
deduction, deferment, set-off, lien or counterclaim.

8.4 If in default of payment of any undisputed invoice on the due date, interest shall accrue on any amount overdue at the
lesser of (i) rate of two percent (2%) per month above the London Interbank Offered Rate (LIBOR) or (ii) the maximum
rate allowable by applicable law, interest to accrue on a day to day basis until full payment; and Lonza shall, at its sole
discretion, and without prejudice to any other of its accrued rights, be entitled to suspend the provision of the Services
and or delivery of Product until all overdue amounts have been paid in full including interest for late payments.

8.5 Price adjustments .

8.5.1 Not more than [*] per [*], Lonza may adjust the Price in accordance with [*]. The new Price reflecting such Batch
Price  adjustment  shall  be  effective  for  any  Batch  for  which  the  Commencement  Date  is  on  or  after  the  date  of
Lonza’s notice to Radius of the Price adjustment.

8.5.2 In addition to adjustments under Section 8.5.1, but without duplication of costs or expenses covered therein, the
Price may be changed by Lonza,  upon reasonable prior  written notice to Radius (providing reasonable detail  in
support  thereof),  to  reflect  (i)  [*],  or  for  [*]  process  adjustment  or  assumption  changes,  and  (ii)  [*].  Any  such
increase or decrease in Price shall be effective [*].

9      Capital Equipment

9.1 Any  Capital  Equipment  required  for  the  performance  of  the  Services  shall  be  acquired  on  terms  to  be  agreed  by  the
Parties prior to commencement of the relevant Services.

10      Intellectual Property

10.1 Except as expressly otherwise provided herein, neither Party will, as a result of this Agreement, acquire any right, title, or
interest in any Background IP of the other Party.

10.2 Subject to Clause 10.3, Radius shall own all right, title, and interest in and to any and all New Radius IP that Lonza and
its Affiliates, the External Laboratories or other contractors or agents of Lonza develops, conceives, invents, first reduces
to practice or makes, solely or jointly with Radius or others. For avoidance of doubt, “New Radius IP” shall include [*].

10.3 Notwithstanding [*], and subject to [*] shall own all right, title and interest in [*] that [*].

10.4 Lonza hereby assigns to Radius all  of  its  right,  title  and interest  in  any New Radius IP.  Lonza shall  execute,  and shall
require  its  personnel  as  well  as  its  Affiliates,  External  Laboratories  or  other  contractors  or  agents  and  their  personnel
involved in the performance of the Services to execute, any documents reasonably required to confirm Radius’ ownership
of the New Radius IP, and any documents required to apply for, prosecute, maintain, defend and enforce any patent or
other right in the New Radius IP.

10.5 Lonza hereby grants to Radius a [*], under the [*] to the extent necessary for the [*] under this Agreement.

10.6 Radius  hereby  grants  Lonza  the  non-exclusive  right  to  use  the  Radius  Information,  Radius  Background  IP  and  New
Radius IP during the Term solely for the purpose of fulfilling its obligations under this Agreement.

10.7 Radius will have [*] right to transfer the Manufacturing Process to itself [*] and any Third Party for the manufacture of that
Product;  provided,  however,  to  the  extent  such  technology  transfer  [*]  includes  Lonza  Background  IP  or  New General
Application IP [*], such technology transfer shall be subject to [*] reasonable licensing fee and terms [*] to be agreed upon
by  the  Parties  [*].  [*]  Lonza  shall  provide  reasonably  necessary  documents  to  complete  such  technology  transfer  and
Radius shall reimburse Lonza for any [*] costs (based on a full-time employee rate for such support) and expenses [*].

11      Warranties

11.1 Lonza represents, warrants, and covenants that:

11.1.1 the Services shall be performed in accordance with all Applicable Laws;

11.1.2 except with respect to any development services and Engineering Batches, the manufacture of Product shall be
performed in accordance with cGMP and will meet the Specifications at the date of delivery;



11.1.3 it or its Affiliate holds all necessary permits, approvals, consents and licenses to enable it to perform the Services
at the Facility;

11.1.4 [*]

11.1.1 it has the necessary corporate authorizations to enter into and perform this Agreement.

11.2 Radius represents, warrants, and covenants that:

11.2.1 [*] Radius has all  the rights necessary to permit Lonza to perform the Services without infringing the Intellectual
Property rights of any Third Party;

11.2.2 Radius will promptly notify Lonza in writing if it receives or is notified of a formal written claim from a Third Party
that Radius Information and Radius Intellectual Property or that the use by Lonza thereof for the provision of the
Services infringes any Intellectual Property or other rights of any Third Party; and

11.2.3 Radius has the necessary corporate authorizations to enter into this Agreement.

11.3 Ethical Business Practices : Lonza agrees to conduct the business contemplated herein in a manner which is consistent
with both Applicable Laws and good business ethics. In performing the Services for Radius, Lonza and its employees and
agents (i) will not offer to make, make, promise, authorize or accept any payment or giving anything of value, including,
without  limitation,  bribes,  either  directly  or  indirectly  to  any  public  official,  Regulatory  Authority  or  anyone  else  for  the
purpose of influencing, inducing or rewarding any act, omission or decision in order to secure an improper advantage, or
obtain or retain business and (ii) will  comply with all  applicable anti-corruption and anti-bribery laws and regulations. [*]
and  its  employees  and  agents  will  not  [*]  in  connection  with  [*]  performance  of  this  Agreement  except  as  may  be
expressly permitted in this Agreement without [*] and obtaining [*]. [*] will notify [*] promptly upon becoming aware of any
breach of [*] obligations under this Section.

11.4 DISCLAIMER :  THE WARRANTIES EXPRESSLY SET FORTH IN THIS AGREEMENT ARE IN LIEU OF ALL OTHER
WARRANTIES, AND ALL OTHER WARRANTIES, BOTH EXPRESS AND IMPLIED, ARE EXPRESSLY DISCLAIMED,
INCLUDING WITHOUT LIMITATION ANY WARRANTY OF MERCHANTABILITY  OR FITNESS FOR A  PARTICULAR
PURPOSE.

12      Indemnification and Liability

12.1 Indemnification  by  Lonza . Lonza  shall  indemnify,  defend,  and  hold  harmless  Radius,  its  Affiliates,  and  its  and  their
respective  officers,  employees  and  agents  (“Radius  Indemnitees”)  from  and  against  any  loss,  damage,  costs  and
expenses (including reasonable attorney fees) that Radius Indemnitees may suffer as a result  of any Third Party claim
arising directly  out  of  (i)  any  material  breach of  the  warranties  given [*]  by  Lonza in  this  Agreement;  (ii)  [*]  any  claims
alleging  that  the  Services  (excluding  use  by  Lonza  of  Radius  Information  and  Radius  Background  IP)  infringe  any
Intellectual  Property  rights  of  a  Third  Party  except,  in  each  case,  to  the  extent  that  such  claims  resulted  from  the
negligence, intentional misconduct or breach of this Agreement by any Radius Indemnitees.

12.2 Indemnification  by  Radius . Radius  shall  indemnify,  defend,  and  hold  harmless  Lonza,  its  Affiliates,  and  its  and  their
respective  officers,  employees  and  agents  (“Lonza  Indemnitees”)  from  and  against  any  loss,  damage,  costs  and
expenses (including reasonable  attorney fees)  that  Lonza Indemnitees may suffer  as a  result  of  any Third  Party  claim
arising directly out of (i) any material breach of the warranties given [*] by Radius in this Agreement; (ii) [*]; (iii) any claims
alleging that [*] by Lonza of [*] infringes any Intellectual Property rights of a Third Party; or (iv) the manufacture, use, sale,
or distribution of any Product, including any claims of product liability; except, in each case, to the extent that such claims
resulted from the negligence, intentional misconduct or breach of this Agreement by any Lonza Indemnitees.

12.3 Indemnification Procedure . If  the Party to be indemnified intends to claim indemnification under this Clause 12, it  shall
promptly notify the indemnifying Party in writing of such claim. The indemnitor shall have the right to control the defense
and settlement thereof; provided, however, that any indemnitee shall have the right to retain its own counsel at its own
expense. The indemnitee, its employees and agents, shall reasonably cooperate with the indemnitor in the investigation
of any liability covered by this Clause 12. The failure to deliver prompt written notice to the indemnitor of any claim, to the
extent prejudicial to its ability to defend such claim, shall relieve the indemnitor of any obligation to the indemnitee under
this Clause 12.

12.4 DISCLAIMER OF CONSEQUENTIAL DAMAGES . IN NO EVENT SHALL EITHER PARTY BE LIABLE TO THE OTHER
PARTY FOR INCIDENTAL, INDIRECT, SPECIAL, PUNITIVE OR CONSEQUENTIAL DAMAGES, LOST PROFITS OR
LOST REVENUES ARISING FROM OR RELATED TO THIS AGREEMENT, EXCEPT TO THE EXTENT RESULTING



FROM FRAUD, GROSS NEGLIGENCE OR INTENTIONAL MISCONDUCT [*] .

12.5 LIMITATION OF LIABILITY .

12.5.1 LONZA’S  LIABILITY  TO  RADIUS  UNDER  THIS  AGREEMENT  SHALL  IN  NO  EVENT  EXCEED,  IN  THE
AGGREGATE, THE GREATER OF (A) THE TOTAL AMOUNTS PAID BY RADIUS TO LONZA IN THE TWELVE
(12) MONTH PERIOD PRECEDING THE LAST CLAIM FOR DAMAGES, OR (B) $2,000,000, EXCEPT TO THE
EXTENT RESULTING FROM LONZA’S FRAUD, GROSS NEGLIGENCE OR INTENTIONAL MISCONDUCT, OR
A BREACH BY LONZA OF CONFIDENTIALITY OBLIGATIONS UNDER SECTION 13.

12.5.2 RADIUS’  LIABILITY  TO  LONZA  UNDER  THIS  AGREEMENT  SHALL  IN  NO  EVENT  EXCEED,  IN  THE
AGGREGATE,  THE  GREATER  OF  (A)  THE  TOTAL  AMOUNTS  PAID  BY  RADIUS  TO  LONZA  IN  THE
TWELVE(12) MONTH PERIOD PRECEDING THE LAST CLAIM FOR DAMAGES, OR (B) $2,000,000, EXCEPT
TO  THE  EXTENT  RESULTING  FROM  (I)  RADIUS’  FRAUD,  GROSS  NEGLIGENCE  OR  INTENTIONAL
MISCONDUCT,  (II)  RADIUS’  INDEMNIFICATION UNDER SECTION 12.2  AGAINST  A  THIRD  PARTY CLAIM,
(III)  RADIUS’  PAYMENT  OBLIGATIONS  UNDER  THIS  AGREEMENT,  OR  (IV)  A  BREACH  BY  RADIUS  OF
CONFIDENTIALITY OBLIGATIONS UNDER SECTION 13.

13      Confidentiality

13.1 A Party receiving Confidential Information (the “Receiving Party”) agrees to strictly keep secret any and all Confidential
Information received during the Term from or on behalf of the other Party (the “Disclosing Party”) using at least the same
level of measures as it uses to protect its own Confidential Information, but in any case at least commercially reasonable
and customary efforts. Confidential Information shall include information disclosed in any form including but not limited to
in writing, orally, graphically or in electronic or other form to the Receiving Party, observed by the Receiving Party or its
employees, agents, consultants, or representatives, or otherwise learned by the Receiving Party under this Agreement,
which the Receiving Party knows or reasonably should know is confidential or proprietary.

13.2 Notwithstanding  the  foregoing,  Receiving  Party  may  disclose  Confidential  Information  which  is  or  will  be  required
pursuant to a court  order or applicable governmental  or  administrative or public law, rule,  regulation or order,  provided
that  the  Receiving  Party  will,  to  the  extent  not  legally  prohibited,  inform  the  Disclosing  Party  promptly  in  writing  and
cooperate  with  the  Disclosing  Party  in  seeking  to  minimize  the  extent  of,  and  obtain  confidential  treatment  for,  that
Confidential Information which is required to be disclosed to the courts and/or authorities. [*].

13.3 The  obligation  to  maintain  confidentiality  under  this  Agreement  does  not  apply  to  Confidential  Information,  which  the
Receiving Party demonstrates:

13.3.1 at the time of disclosure was publicly available; or

13.3.2 is or becomes publicly available other than as a result of a breach of this Agreement by the Receiving Party; or

13.3.3 as the Receiving Party can establish by competent proof, was rightfully in its possession at the time of disclosure
by the Disclosing Party and had not been received from or on behalf  of  Disclosing Party or otherwise under an
obligation of confidentiality; or

13.3.4 is supplied to the Receiving Party by a Third Party which was not in breach of an obligation of confidentiality to
Disclosing Party or any other party; or

13.3.5 is  developed  by  the  Receiving  Party  independently  from  and  without  use  of  or  reference  to  the  Confidential
Information, as evidenced by contemporaneous written records.

13.4 The Receiving Party will use Confidential Information only for the purposes of this Agreement and will not make any use
of the Confidential Information for its own separate benefit or the benefit of any Third Party including, without limitation,
with  respect  to  research  or  product  development  or  any  reverse  engineering  or  similar  testing.  The  Receiving  Party
agrees to return or  destroy promptly  (and certify  such destruction)  on Disclosing Party’s  request,  all  written or  tangible
Confidential Information of the Disclosing Party, except that one copy of such Confidential Information may be kept by the
Receiving Party in its confidential files for record keeping purposes only.

13.5 Each  Party  will  restrict  the  disclosure  of  Confidential  Information  to  such  officers,  employees,  consultants  and
representatives of itself and its Affiliates who have been informed of the confidential nature of the Confidential Information
and who have a need to know such Confidential Information for the purpose of this Agreement. Prior to disclosure to such
persons,  the  Receiving  Party  shall  bind  its  and  its  Affiliates’  officers,  employees,  consultants  and  representatives  to



confidentiality and non-use obligations no less stringent than those set forth herein. The Receiving Party shall notify the
Disclosing Party as promptly as practicable of any unauthorized use or disclosure of the Confidential Information.

13.6 The  Receiving  Party  shall  at  any  time  be  fully  liable  for  any  and  all  breaches  of  the  confidentiality  obligations  in  this
Clause 13 by any of its Affiliates or the employees, consultants and representatives of itself or its Affiliates.

13.7 Each Party hereto expressly agrees that any breach or threatened breach of the undertakings of confidentiality provided
under this Clause 13 by a Party may cause irreparable harm to the other Party and that money damages may not provide
a sufficient remedy to the non-breaching Party for any breach or threatened breach. In the event of any breach and/or
threatened breach, then, in addition to all other remedies available at law or in equity, the non-breaching Party shall be
entitled to seek injunctive relief and any other relief deemed appropriate by the non-breaching Party.

14      Term and Termination

14.1 Term .  This  Agreement  shall  commence  on  the  Effective  Date  and  shall  end  on  the sixth 
(6
 th
 )
anniversary  of  the
Effective Date unless terminated earlier  as provided herein (the “Term”).  This Agreement shall  automatically  renew for
successive periods of three (3) years each (each a “Renewal Term”) unless a Party provides written notice to the other
Party twenty-four (24) months prior to the end of the Term or Renewal Term of its intent not to renew. Notwithstanding the
foregoing, each Purchase Order may have separate term and termination provisions so long as the term of any Purchase
Order does not extend beyond the Term or Renewal Term.

14.2 Termination . This Agreement may be terminated as follows:

14.2.1 by Lonza for any reason upon thirty (30) months prior written notice to Radius, or by Radius for any reason upon
twenty-four (24) months prior written notice to Lonza;

14.2.2 by either Party if the other Party breaches a material provision [*] of this Agreement and fails to cure such breach
to the reasonable satisfaction of  the non-breaching Party within [*]  ([*]  for  non-payment of  undisputed amounts)
following  written  notification  of  such  breach  from  the  non-breaching  party  to  the  breaching  party;  provided,
however,  that such [*]  period shall  be extended as agreed by the Parties if  the identified breach is incapable of
cure  within  [*]  and  if  the  breaching  Party  provides  a  plan  and  timeline  to  cure  the  breach  within  such  period,
promptly commences efforts to cure the breach and diligently prosecutes such cure (it being understood that this
extended period shall be unavailable for any breach regarding non-payment);

14.2.3 by  either  Party,  immediately,  if  the  other  Party  becomes  insolvent,  is  dissolved  or  liquidated,  makes  a  general
assignment for the benefit of its creditors, or files or has filed against it, a petition in bankruptcy or has a receiver
appointed for a substantial part of its assets;

14.2.4 by either Party pursuant to Clause 15;

14.2.5 by Radius if Radius fails to obtain Approval upon twelve (12) months prior written notice to Lonza; or

14.2.6 by Radius, if the Product is withdrawn from the market, upon twelve (12) months prior written notice to Lonza.

14.3 Consequences of Termination . In the event of termination hereunder:

14.3.1 Lonza shall be compensated for (i) Services rendered up to the [*] date of termination, including in respect of any
Product  in-process;  (ii)  all  [*]  costs  incurred  through the  date  of  termination,  including  Raw Materials  costs  and
Raw Materials  Fees  for  Raw Materials  used  or  [*]  purchased  for  use  in  connection  with  the  Agreement;  (iii)  all
unreimbursed  Capital  Equipment  and  related  decommissioning  charges  incurred  pursuant  to  Clause  9;  (iv)  all
amounts due under Clause 6.4 [*], and (v) any applicable Cancellation Fees. In the case of termination by Lonza
for  Customer’s  material  breach,  Cancellation  Fees  shall  be  calculated  as  of  the  date  of  written  notice  of
termination [*].

14.3.2 [*].

14.4 Survival .  The  rights  and  obligations  of  each  Party  which  by  their  nature  survive  the  termination  or  expiration  of  this
Agreement shall survive the termination or expiration of this Agreement, including Clauses 1, 5, 10-13, 14.4 and 16 (to
the extent relevant).

15      Force Majeure

15.1 If a Party is prevented or delayed in the performance of any of its obligations under the Agreement by Force Majeure and
gives  written  notice  thereof  to  the  other  Party  specifying  the  matters  constituting  Force  Majeure  together  with  such



evidence as such Party reasonably can give and specifying the period for which it  is estimated that such prevention or
delay will continue, such Party shall be excused from the performance or the punctual performance of such obligations as
the case may be from the date of such notice for so long as such cause of prevention or delay shall continue. Provided
that,  if  such  Force  Majeure  persists  for  a  period  of  three  (3)  months  or  more,  the  other  Party  may  terminate  this
Agreement by delivering written notice to Party claiming Force Majeure.

15.2 “Force  Majeure”  shall  be  deemed  to  include  any  reason  or  cause  beyond  a  Party’s  reasonable  control  affecting  the
performance by such Party of its obligations under the Agreement, including, but not limited to, any cause arising from or
attributable to acts of God, strike, lockouts, labor troubles (except not strike, lockouts, or labor troubles in connection with
labor  employed  by  the  affected  party),  shortages,  restrictive  governmental  orders  or  decrees,  riots,  insurrection,  war,
terrorist acts.

15.3 With regard to Lonza, any such event of Force Majeure affecting services or production at its Affiliates or suppliers shall
be regarded as an event of Force Majeure.

16      Miscellaneous

16.1 Severability . If any provision hereof is or becomes at any time illegal, invalid or unenforceable in any respect, neither the
legality, validity nor enforceability of the remaining provisions hereof shall in any way be affected or impaired thereby. The
Parties  hereto  undertake  to  substitute  any  illegal,  invalid  or  unenforceable  provision  by  a  provision  which  is  as  far  as
possible commercially equivalent considering the legal interests and the Purpose.

16.2 Amendments/Assignment .  Modifications  and/or  amendments  to  this  Agreement  must  be  in  writing  and  signed  by  the
Parties. Lonza shall be entitled to instruct one or more of its Affiliates to perform any of Lonza’s obligations contained in
this Agreement provided that, [*] Lonza shall remain fully responsible in respect of those obligations [*]. Subject thereto,
neither  Party  may  assign  its  interest  under  this  Agreement  without  the  prior  written  consent  of  the  other  Party,  such
consent not to be unreasonably withheld, conditioned or delayed, provided, however that [*] may assign this Agreement
[*]  to  (i)  any  Affiliate  or  (ii)  any  Third  Party  in  connection  with  the  sale  [*]  or  transfer  (by  whatever  method)  of  all  or
substantially all of the assets of the business [*]. For purposes of this Clause 16.2, the terms “assign” and “assignment”
shall  include,  without  limitation  (i)  the  sale  of  fifty  percent  (50%)  or  more  of  the  outstanding  stock  of  such  Party  to  an
Affiliate  of  such  Party  or  an  unrelated  entity  or  natural  person,  (ii)  the  sale  or  transfer  or  other  assignment  of  all  or
substantially all of the assets of the Party or the line of business or Product to which this Agreement relates, and (iii) a
merger,  consolidation,  acquisition or other form of business combination.  Any purported assignment without a required
consent shall be void. No assignment shall relieve any Party of responsibility for the performance of any obligation that
accrued prior to the effective date of such assignment.

16.3 Notice . All notices must be written and sent to the address of the Party first set forth above. All notices must be given (a)
by personal delivery, with receipt acknowledged, (b) by facsimile followed by hard copy delivered by the methods under
(c) or (d), (c) by prepaid certified or registered mail, return receipt requested, or (d) by prepaid recognized next business
day delivery service. Notices will be effective upon receipt or at a later date stated in the notice.

16.4 Governing  Law/Jurisdiction .  This  Agreement  is  governed  in  all  respects  by  the  laws  of  the  State  of  New  York.  The
Parties agree to submit to the jurisdiction of the courts of State of New York. The Parties expressly reject any application
to this Agreement of (a) the United Nations Convention on Contracts for the International Sale of Goods; and (b) the 1974
Convention  on  the  Limitation  Period  in  the  International  Sale  of  Goods,  as  amended  by  that  certain  Protocol,  done  at
Vienna on April 11, 1980.

16.5 Public  Statements .  Except  to  the  extent  required  by  Applicable  Laws  or  the  rules  of  any  stock  exchange  or  listing
agency, in which case Section 13.2 shall apply, neither party will make any public statement or press release concerning
this  Agreement  or  the  transactions  contemplated  by  this  Agreement,  or  use  the  other  Party’s  name  in  any  form  of
advertising, promotion or publicity, without obtaining the prior written consent of the other party.

16.6 No Benefit to Third Parties . The representations, warranties, covenants and agreements set forth in this Agreement are
for the sole benefit of the Parties hereto and their successors and permitted assigns, and they will not be construed as
conferring any rights on any other persons.

16.7 Entire Agreement . This Agreement, together with the Appendices, contains the entire agreement between the Parties as
to  the  subject  matter  hereof  and  supersedes  all  prior  and  contemporaneous  agreements  with  respect  to  the  subject
matter  hereof,  including the DMSA. Upon execution of  this  Agreement,  any outstanding purchase orders placed under
the  DMSA  shall  become  Purchase  Orders  under  this  Agreement  and  the  DMSA  shall  automatically  terminate.  This
Agreement may be executed in any number of counterparts, each of which shall be deemed to be an original, and all of
which  together  shall  constitute  one  and  the  same document.  Each  party  acknowledges  that  an  original  signature  or  a
copy thereof transmitted by facsimile or by .pdf shall constitute an original signature for purposes of this Agreement.



IN WITNESS WHEREOF , each of the Parties hereto has caused this Manufacturing Services Agreement to be executed
by its duly authorized representative effective as of the date written above.

LONZA SALES LTD 

By:    
Name
Title

By:    
Name
Title

RADIUS HEALTH, INC.

By:    
Name
Title

APPENDIX A

Prices for the GMP manufacturing of Product (Abaloparatide; BA058) by Manufacturing Process reaching
Specifications as detailed in Appendix B.
The target yield per batch is approximately [*].

 Price (Euro)
Price per gram [*] [*]€/g

Minimum quantities and number of batches to be produced by Lonza and sold to Radius in the calendar [*].

 No. of Batches Quantity
First calendar year [*] [*] [*]
Each calendar year after the first year [*] [*] [*]

[*] Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission.
Confidential treatment has been requested with respect to the omitted portions.
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APPENDIX B
Specifications

APPENDIX B:

SPECIFICATIONS

MLP ID    B0-40066PA
MLP Version    12
Modified on    07-JUL-2016 13:44
Modified by    XXX
Description    555321 RDS-001 Abaloparatide
Product code    CR413768 [*]
Product group    
Version comment    
Test schedule    B0-40066PA.12
Substance    555321
Document    
Document Version    
Modifiable    TRUE
Group    B0

3
[*] Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission.
Confidential treatment has been requested with respect to the omitted portions.
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B0M030405A 
Masse
monoisotopic

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*]   
[*]
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

DA 1 3 * 1 0 Y Y

B0M030405A 
Identity
(LC/MS)

T Text 
Phrase
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

Complies 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

 

0 4 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0L026571C 
Total impurities
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 5 * 1 0 Y Y

B0L026571C 
Any
unspecified
impurity
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 6 * 1 0 Y Y

B0L026571C 
Purity (HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 7 * 1 0 Y Y

B0L026571B 
Imp. Unknown,
[*] area
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

 

2 8 * 1 0 Y Y

5
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0L026571B 
Impurity
Unknown,
RRT, [*] area
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 9 * 1 0 Y Y

B0L027311I   
[*]

(HPLC)

T Text 
Phrase
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

Complies 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

 

0 10 * 1 0 Y Y

B0L027311I 
Total impurities
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 11 * 1 0 Y Y

B0L027311I 
Any
unspecified
impurity
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 12 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0L027311I 
Purity (HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 13 * 1 0 Y Y

B0L027311I 
API content
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

%w/w 1 14 * 1 0 Y Y

B0L027311I 
Sum of
[*]
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 15 * 1 0 Y Y

B0L027311I
[*]

(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 16 * 1 0 Y Y

7
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0L027311B 
Imp. Unknown,
RRT, >0.1%
area (HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

 

2 17 * 1 0 Y Y

B0L027311B 
Impurity
unknown,
>0.1% area
(HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

% 1 18 * 1 0 Y Y

B0L022057A   
[*]
(IEX-HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

%w/w 1 19 * 1 0 Y Y

B0L022057B   
[*]

(IEX-HPLC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

%w/w 1 20 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0N024072A 
Water (KF,
coulom.)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

%w/w 1 21 * 1 0 Y Y

B0G024588A 
[*] (GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 22 * 1 0 Y Y

B0G024588A   
[*]
(GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 23 * 1 0 Y Y

B0G024588A   
[*]
(GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 24 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0G024588A   
[*]
(GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 25 * 1 0 Y Y

B0G024588A   
[*]
(GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 26 * 1 0 Y Y

B0G024635A   
[*]
(GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 27 * 1 0 Y Y

B0G012082A 
Total residual
solvents (GC)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

μg/g 0 28 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0O023196A 
Specific
Optical
Rotation (on
AFB)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*]
[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

* 1 29 * 1 0 Y Y

B0K011068W 
Endotoxins
kin.-
turbidimetric
(USP/EP)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

EU/mg 0 30 * 1 0 Y Y

B0K011091J 
Total aerobic
microbial count
(USP/EP)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

CFU/100mg 0 31 * 1 0 Y Y

B0K011091J 
Total comb.
Molds+yeasts
count
(USP/EP)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

CFU/100mg 0 32 * 1 0 Y Y
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Confidential Treatment Requested Under 17 C.F.R.§§ 200.80(b)(4) and 240-24b-2

Component Type  Intern Extern Warning Unit DP
CoA
Pos Short

Repl.
Cnt

Dyn
Lvl

Part
Samp Std

B0A022698A 
Mass balance
(calculated)

N Min 
Max 
Calc 
AQL

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

[*]
[*] 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒ 
‒ ‒ ‒ ‒ ‒

%w/w 0 33 * 1 0 Y Y
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Exhibit 31.1
 

CERTIFICATIONS
 
I, Robert E. Ward, certify that:
 
1.               I have reviewed this Quarterly Report on Form 10-Q of Radius Health, Inc.;
 
2.               Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements
made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 
3.               Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial
condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 
4.               The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange
Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and
have:
 

a.               Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly
during the period in which this report is being prepared;
 

b.               Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles;
 

c.                Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 

d.               Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the
registrant’s internal control over financial reporting.
 
5.               The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s Board of Directors (or persons performing the equivalent functions):
 

a.               All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and
 

b.               Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.
 
Date: November 3, 2016
 

 

/s/ Robert E. Ward
 

Robert E. Ward
 

President and Chief Executive Officer



Exhibit 31.2
 

CERTIFICATIONS
 
I, B. Nicholas Harvey, certify that:
 
1.               I have reviewed this Quarterly Report on Form 10-Q of Radius Health, Inc.;
 
2.               Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements
made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 
3.               Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial
condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 
4.               The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange
Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and
have:
 

a.               Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly
during the period in which this report is being prepared;
 

b.               Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles;
 

c.                Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 

d.               Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the
registrant’s internal control over financial reporting.
 
5.               The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s Board of Directors (or persons performing the equivalent functions):
 

a.               All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and
 

b.               Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.
 
Date: November 3, 2016
 

 

/s/ B. Nicholas Harvey
 

B. Nicholas Harvey
 

Chief Financial Officer



Exhibit 32.1
 

CERTIFICATION OF CHIEF EXECUTIVE OFFICER AND
CHIEF FINANCIAL OFFICER PURSUANT TO

18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

 
Each of Robert E. Ward and B. Nicholas Harvey hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002, in his capacity as President and Chief Executive Officer (principal executive officer) and Chief Financial Officer (principal financial officer),
respectively, of Radius Health, Inc. (the “Company”), that, to his knowledge, the Quarterly Report of the Company on Form 10-Q for the period ended September
30, 2016 as filed with the Securities and Exchange Commission (the “Report”) fully complies with the requirements of Section 13(a) or 15(d) of the Securities
Exchange Act of 1934 and that the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of
the Company.
 

Date: November 3, 2016
 

  
 

By: /s/ Robert E. Ward
 

Robert E. Ward
 

President and Chief Executive Officer
  
Date: November 3, 2016

 

  
 

By: /s/ B. Nicholas Harvey
 

B. Nicholas Harvey
 

Chief Financial Officer
 
This written statement is being furnished to the Securities and Exchange Commission as an exhibit to the Report, and “accompanies” such Report to which it
relates, is not deemed filed with the Securities and Exchange Commission and is not to be incorporated by reference into any filing of the Company under the
Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended (whether made before or after the date of the Report to which it relates),
notwithstanding any general incorporation language contained in such filing. A signed original of this statement has been provided to the Company and will be
retained by the Company and furnished to the Securities and Exchange Commission or its staff upon request.


