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(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  ☒   No  ☐

Indicate by check mark whether the registrant has submitted electronically every Interactive Data File required to be
submitted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for
such shorter period that the registrant was required to submit such files).   Yes  ☒   No  ☐

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

Large accelerated filer ☒ Accelerated filer ☐

Non-accelerated filer ☐  Smaller reporting company ☐

Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition
period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the
Exchange Act. ☐

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

At October 31, 2018, the registrant had 101,030,358 shares of Common Stock, $0.01 par value per share, outstanding.
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ALNYLAM PHARMACEUTICALS, INC.

CONDENSED CONSOLIDATED BALANCE SHEETS

(In thousands, except share and per share amounts)

(Unaudited)

September 30, 2018 December 31, 2017
ASSETS
Current assets:
Cash and cash equivalents $ 316,608 $ 645,361
Marketable debt securities 905,222 1,045,257
Marketable equity securities 15,004 —
Accounts receivable, net 3,362 34,002
Inventory 11,081 —
Prepaid expenses and other current assets 90,843 40,120
Total current assets 1,342,120 1,764,740
Marketable debt securities — 13,919
Property, plant and equipment, net 272,652 181,900
Restricted investments 44,825 30,000
Other assets 16,057 4,171
Total assets $ 1,675,654 $ 1,994,730
LIABILITIES AND STOCKHOLDERS’ EQUITY
Current liabilities:
Accounts payable $ 21,772 $ 28,355
Accrued expenses 93,564 72,203
Deferred rent 2,723 1,988
Deferred revenue 3,444 41,705
Total current liabilities 121,503 144,251
Deferred rent, net of current portion 40,074 6,626
Deferred revenue, net of current portion 1,623 43,075
Long-term debt 30,000 30,000
Other liabilities 4,335 4,347
Total liabilities 197,535 228,299
Commitments and contingencies (Note 7)
Stockholders’ equity:
Preferred stock, $0.01 par value per share, 5,000,000 shares authorized and
no shares

   issued and outstanding at September 30, 2018 and December 31, 2017 — —
Common stock, $0.01 par value per share, 125,000,000 shares authorized;

   100,968,096 shares issued and outstanding at September 30, 2018;
99,666,549

   shares issued and outstanding at December 31, 2017 1,009 997
Additional paid-in capital 4,140,033 3,947,552
Accumulated other comprehensive loss (33,392 ) (34,433 )
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Accumulated deficit (2,629,531 ) (2,147,685 )
Total stockholders’ equity 1,478,119 1,766,431
Total liabilities and stockholders’ equity $ 1,675,654 $ 1,994,730

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ALNYLAM PHARMACEUTICALS, INC.

CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS

(In thousands, except per share amounts)

(Unaudited)

Three Months Ended

September 30,

Nine Months Ended

September 30,
2018 2017 2018 2017

Revenues:
Product revenues, net $460 $— $460 $—
Net revenues from collaborators 1,609 17,096 53,415 51,988
Total revenues 2,069 17,096 53,875 51,988
Costs and expenses:
Cost of goods sold 137 — 137 —
Research and development (1) 139,945 95,252 374,384 272,863
Selling, general and administrative (1) 116,545 47,644 273,671 131,910
Total costs and expenses 256,627 142,896 648,192 404,773
Loss from operations (254,558) (125,800) (594,317) (352,785)
Other income (expense):
Interest income 6,796 3,296 18,691 8,001
Other income (expense) 2,925 (433 ) 5,468 (3,863 )
Gain on litigation settlement — — 20,564 —
Total other income 9,721 2,863 44,723 4,138
Loss before income taxes (244,837) (122,937) (549,594) (348,647)
Provision for income taxes (445 ) — (462 ) —
Net loss $(245,282) $(122,937) $(550,056) $(348,647)
Net loss per common share - basic and diluted $(2.43 ) $(1.34 ) $(5.48 ) $(3.93 )
Weighted-average common shares used to compute basic and

   diluted net loss per common share 100,783 91,828 100,430 88,672
Comprehensive loss:
Net loss $(245,282) $(122,937) $(550,056) $(348,647)
Unrealized gain (loss) on marketable securities, net of tax 415 218 1,041 (2,194 )
Reclassification adjustment for realized loss on marketable

   securities included in net loss — — — 1,894
Comprehensive loss $(244,867) $(122,719) $(549,015) $(348,947)

(1)Stock-based compensation expenses included in operating costs and expenses are as follows:

Research and development $45,784 $15,090 $67,537 $37,035
Selling, general and administrative 42,170 10,865 62,242 28,667

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ALNYLAM PHARMACEUTICALS, INC.

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(In thousands)

(Unaudited)

Nine Months Ended
September 30,
2018 2017

Cash flows from operating activities:
Net loss $(550,056 ) $(348,647)
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation, amortization and accretion, net 8,663 9,653
Stock-based compensation 129,779 65,702
Non-cash gain on litigation settlement (10,000 ) —
Charge for 401(k) company stock match 3,612 1,735
Unrealized gain on marketable equity securities (5,004 ) —
Realized loss on sale of marketable equity securities — 1,894
Other — 608
Changes in operating assets and liabilities:
Proceeds from landlord lease incentive for tenant improvements 11,597 —
Accounts receivable, net 30,640 8,690
Inventory (10,354 ) —
Prepaid expenses and other assets (34,125 ) (2,052 )
Accounts payable (650 ) (17,271 )
Accrued expenses and other 25,242 5,990
Deferred revenue (11,503 ) (6,044 )
Net cash used in operating activities (412,159 ) (279,742)
Cash flows from investing activities:
Purchases of property, plant and equipment (89,374 ) (83,481 )
Purchases of restricted investments (14,825 ) —
Purchases of marketable debt securities (992,385 ) (512,026)
Sales and maturities of marketable securities 1,120,565 465,734
Net cash provided by (used in) investing activities 23,981 (129,773)
Cash flows from financing activities:
Proceeds from exercise of stock options and other types of equity 61,268 41,600
Proceeds from issuance of common stock, net of offering costs — 355,150
Proceeds from issuance of common stock to Sanofi Genzyme — 21,381
Payments for repurchase of common stock for employee tax withholding (1,176 ) (188 )
Net cash provided by financing activities 60,092 417,943
Net (decrease) increase in cash, cash equivalents and restricted cash (328,086 ) 8,428
Cash, cash equivalents and restricted cash, beginning of period 646,832 195,088
Cash, cash equivalents and restricted cash, end of period $318,746 $203,516

The following table provides a reconciliation of cash, cash equivalents and restricted cash reported within our
condensed consolidated balance sheets that sum to the total of the same such amounts shown in the condensed

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

8



consolidated statements of cash flows:

At September 30,
2018 2017

Cash and cash equivalents $316,608 $202,045
Restricted cash included in long-term other assets 2,138 1,471
Total cash, cash equivalents, and restricted cash shown in the

   condensed consolidated statements of cash flows $318,746 $203,516

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ALNYLAM PHARMACEUTICALS, INC.

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS

(Unaudited)

1. NATURE OF BUSINESS

We commenced operations on June 14, 2002 as a biopharmaceutical company seeking to develop and commercialize
novel therapeutics based on RNA interference, or RNAi. We are focused on discovering, developing and
commercializing RNAi therapeutics by establishing and maintaining a strong intellectual property position in the
RNAi field, establishing strategic alliances with leading pharmaceutical and life sciences companies, generating
revenues through licensing agreements, and ultimately developing and commercializing RNAi therapeutics globally,
either independently or with our strategic partners. We have devoted substantially all of our efforts to business
planning, research, development and early commercial efforts, acquiring, filing and expanding intellectual property
rights, recruiting management and technical staff, and raising capital. In late 2017, we filed a new drug application, or
NDA, and a marketing authorisation application, or MAA, seeking regulatory approval of ONPATTROTM (patisiran),
our first product, in the United States and Europe, respectively. We received approval of ONPATTRO from the
United States Food and Drug Administration, or FDA, on August 10, 2018 and began commercializing and generating
product revenues in the United States in August 2018. On August 30, 2018, we received approval of ONPATTRO
from the European Commission, or EC, and began commercializing and generating product revenues outside of the
United States in October 2018 following the launch of ONPATTRO in Germany.

We are subject to risks common to companies in our industry including, but not limited to, uncertainties relating to
conducting clinical research and development, the manufacture and supply of products for clinical and commercial
use, obtaining and maintaining regulatory approvals and pricing and reimbursement for our products, market
acceptance, managing global growth and operating expenses, availability of additional capital, competition, obtaining
and enforcing patents, stock price volatility, dependence on collaborative relationships and third-party service
providers, dependence on key personnel, potential litigation, product liability claims and government investigations.

2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

Basis of Presentation and Principles of Consolidation

The accompanying condensed consolidated financial statements of Alnylam Pharmaceuticals, Inc. are unaudited and
have been prepared in accordance with accounting principles generally accepted in the United States of America, or
GAAP, applicable to interim periods and, in the opinion of management, include all normal and recurring adjustments
that are necessary to state fairly the results of operations for the reported periods. Our condensed consolidated
financial statements have also been prepared on a basis substantially consistent with, and should be read in
conjunction with, our audited consolidated financial statements for the year ended December 31, 2017, which were
included in our Annual Report on Form 10-K that was filed with the Securities and Exchange Commission, or SEC,
on February 15, 2018. The year-end condensed consolidated balance sheet data was derived from our audited financial
statements, but does not include all disclosures required by GAAP.  The results of our operations for any interim
period are not necessarily indicative of the results of our operations for any other interim period or for a full fiscal
year.
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The accompanying condensed consolidated financial statements reflect the operations of Alnylam and our
wholly-owned subsidiaries. All intercompany accounts and transactions have been eliminated.

Use of Estimates

The preparation of financial statements in conformity with GAAP requires management to make estimates and
assumptions that affect the reported amounts of assets and liabilities and the disclosure of contingent assets and
liabilities at the date of the condensed consolidated financial statements and the reported amounts of revenues and
expenses during the reporting period. In our condensed consolidated financial statements, there are significant
estimates and assumptions related to our inventory valuation and related reserves, income taxes, revenue recognition,
research and development expenses, and stock-based compensation.  We base our estimates on historical experience
and on various other assumptions that we believe to be reasonable. Actual results could differ from those estimates.

Liquidity

Based on our current operating plan, we believe that our cash, cash equivalents and marketable debt securities at
September 30, 2018, together with the cash we expect to generate from product sales and under our current alliances,
will be sufficient to enable us to advance our Alnylam 2020 strategy for at least the next 12 months from the filing of
this Quarterly Report on Form 10-Q.

5
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Net Loss Per Common Share

We compute basic net loss per common share by dividing net loss by the weighted-average number of common shares
outstanding. We compute diluted net loss per common share by dividing net loss by the weighted-average number of
common shares and dilutive potential common share equivalents then outstanding. Potential common shares consist of
shares issuable upon the exercise of stock options (the proceeds of which are then assumed to have been used to
repurchase outstanding shares using the treasury stock method). Because the inclusion of potential common shares
would be anti-dilutive for all periods presented, diluted net loss per common share is the same as basic net loss per
common share.

The following table sets forth for the periods presented the potential common shares (prior to consideration of the
treasury stock method) excluded from the calculation of net loss per common share because their inclusion would be
anti-dilutive, in thousands:

At September 30,
2018 2017

Options to purchase common stock 12,676 11,905
Unvested restricted common stock 16 159

12,692 12,064
Public Offerings

In November 2017, we sold an aggregate of 6,440,000 shares of our common stock through an underwritten public
offering at a price to the public of $125.00 per share. As a result of the offering, which included the full exercise of the
underwriters’ option to purchase additional shares, we received aggregate net proceeds of $784.5 million, after
deducting underwriting discounts and commissions and other offering expenses of $20.5 million.

In May 2017, we sold an aggregate of 5,000,000 shares of our common stock through an underwritten public offering
at a price to the public of $71.87 per share. As a result of the offering, we received aggregate net proceeds of $355.2
million after deducting underwriting discounts and commissions and other offering expenses of $4.2 million.

Equity

Total stockholders’ equity at September 30, 2018 decreased by $288.3 million compared to December 31, 2017. This
decrease was related primarily to our net loss, partially offset during the nine months ended September 30, 2018 by an
adjustment to the opening balance of our accumulated deficit related to the adoption of the new revenue standard on
January 1, 2018, described below under the heading “Recent Accounting Pronouncements,” as well as increases to
additional paid-in capital due to proceeds from the exercise of stock options and stock-based compensation.

Fair Value Measurements

The fair value is the price that would be received to sell an asset or paid to transfer a liability in an orderly transaction
between market participants at the measurement date. In general, fair values determined by Level 1 inputs utilize
quoted prices (unadjusted) in active markets for identical assets or liabilities. Fair values determined by Level 2 inputs
utilize data points that are observable, such as quoted prices (adjusted), interest rates and yield curves. Fair values
determined by Level 3 inputs utilize unobservable data points for the asset or liability, and include situations where
there is little, if any, market activity for the asset or liability.  The fair value hierarchy level is determined by the
lowest level of significant input.

Investments in Marketable Securities and Cash Equivalents

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

12



We invest our excess cash balances in short-term and long-term marketable debt securities. We classify our
investments in marketable debt securities as either held-to-maturity or available-for-sale based on facts and
circumstances present at the time we purchased the securities. At each balance sheet date presented, we classified all
of our investments in debt securities as available-for-sale. We report available-for-sale debt securities at fair value at
each balance sheet date and include any unrealized holding gains and losses (the adjustment to fair value) in
accumulated other comprehensive income (loss), a component of stockholders’ equity. At September 30, 2018, the
balance in our accumulated other comprehensive loss was composed solely of activity related to our marketable debt
securities and our investment in equity securities of Regulus Therapeutics Inc., or Regulus. Realized gains and losses
are determined using the specific identification method and are included in other income (expense). We did not
recognize any realized gains or losses from sales of our available-for-sale debt securities during the nine months ended
September 30, 2018 or 2017, and as a result, did not reclassify any amount out of accumulated other comprehensive
loss for the respective period related to our available-for-sale debt securities. If any adjustment to fair value reflects a
decline in the value of the marketable debt securities, we consider all available evidence to evaluate the extent to
which the decline is “other than temporary,” including our intention to sell and, if so, mark

6
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the investment to market through a charge to our condensed consolidated statements of comprehensive loss. We did
not record any impairment charges related to our marketable debt securities during the nine months ended September
30, 2018 or 2017. Our marketable debt securities are classified as cash equivalents if the original maturity, from the
date of purchase, is 90 days or less, and as marketable debt securities if the original maturity, from the date of
purchase, is in excess of 90 days. Our cash equivalents are composed of commercial paper, corporate notes, U.S.
government-sponsored enterprise securities, U.S. treasury securities and money market funds.

Upon the adoption of the new accounting standard, discussed below under the heading “Recent Accounting
Pronouncements,” effective January 1, 2018, we measure marketable equity investments (except those accounted for
under the equity method of accounting or those that result in consolidation of an investee), which have readily
available prices, at fair value with changes in fair value recognized in other income (expense) on our condensed
consolidated statements of comprehensive loss. Prior to January 1, 2018, we recognized unrealized gains and losses on
our marketable equity securities through accumulated other comprehensive income (loss) on our condensed
consolidated balance sheets. At September 30, 2018, our marketable equity securities were comprised solely of
983,208 shares of Dicerna Pharmaceuticals, Inc., or Dicerna, common stock that we received under a Settlement
Agreement and General Release entered into in April 2018, referred to as the Settlement Agreement, described more
fully below at Note 7. During the three and nine months ended September 30, 2018, we recorded an unrealized gain of
$3.0 million and $5.0 million, respectively, for the change in the fair value of the Dicerna common stock as other
income on our condensed consolidated statements of comprehensive loss. At December 31, 2017, there were no
marketable equity securities on our condensed consolidated balance sheet.

During the second quarter of 2017, we sold all our remaining holdings in Regulus. We accounted for our investment
in Regulus as an available-for-sale marketable equity security. We recognized $1.9 million of realized losses from
sales of our Regulus available-for-sale securities as other expense in our condensed consolidated statement of
comprehensive loss during the nine months ended September 30, 2017. Intraperiod tax allocation rules require us to
allocate our provision for income taxes between continuing operations and other categories of earnings, such as other
comprehensive income. In periods in which we have a year-to-date pre-tax loss from continuing operations and
pre-tax income in other categories of earnings, such as other comprehensive income, we must allocate the tax
provision to the other categories of earnings. We then record a related tax benefit in continuing operations. Upon sales
of our marketable equity securities, we apply the aggregate portfolio approach to recognize the related tax provision or
benefit into income (loss) from continuing operations. As a result, the disproportionate tax effect remains in
accumulated other comprehensive income (loss) as long as we maintain an investment portfolio. At September 30,
2018 and December 31, 2017, there was $32.8 million of accumulated other comprehensive loss, net of tax, recorded
on our condensed consolidated balance sheets related to our investment in Regulus.

Accounts Receivable

We record accounts receivable net of customer allowances for distribution services, prompt payment discounts and
chargebacks based on contractual terms. As of September 30, 2018, we determined an allowance for doubtful
accounts was not required based upon our review of contractual payment terms and individual customer
circumstances.  We have standard payment terms that generally require payment within approximately 30 to 40 days.
Accounts receivable, net on our condensed consolidated balance sheets also includes billed and unbilled collaboration
receivables.

Inventory  

Prior to initial regulatory approval, we expense costs relating to the production of inventory as research and
development expenses on our condensed consolidated statements of comprehensive loss in the period incurred, unless
we believe regulatory approval and subsequent commercialization of the product candidate is probable and we expect
the future economic benefit from sales of the product to be realized, at which point we capitalize the costs as
inventory.
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Inventory is measured at the lower of cost or estimated net realizable value. We use a standard cost basis, which
approximates average cost determined on a first-in, first-out basis. Inventory costs include all raw materials, direct
conversion costs and overhead. Raw and intermediate materials that may be used for either research and development
or commercial purposes are classified as inventory until the material is consumed or otherwise allocated for research
and development. If the material is used for research and development, it is expensed as research and development
once that determination is made.

We capitalize inventory costs that are expected to be sold commercially once we determine there is a high probability
that the inventory costs will be recovered through commercial sale based on the review of several factors, including (i)
the likelihood that all required regulatory approvals will be obtained, (ii) the expected timing of validation (if not yet
completed) of manufacturing processes in the associated facility, (iii) the expected expiration of the inventory, (iv)
logistical or commercial constraints that may impede the timely distribution and sale of the product, including
transport requirements and reimbursement status, (v) history of approvals of similar products or formulations and (vi)
potential legal challenges.

7
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We reduce our inventory to net realizable value for potentially excess, dated or obsolete inventory based on our
quarterly assessment of the recoverability of our capitalized inventory. Through September 30, 2018, we have not
identified any impairment of our capitalized inventory.

Revenue Recognition

We began to record revenues from product sales in the third quarter of 2018 subsequent to the approval of
ONPATTRO by the FDA in August 2018. Prior to the third quarter of 2018, all of our revenues were derived from
collaboration agreements that we have entered into with leading pharmaceutical and life sciences companies,
including Sanofi Genzyme, the specialty care global business unit of Sanofi, and The Medicines Company, or MDCO.
The terms of our collaboration agreements may include consideration such as non-refundable license fees, funding of
research and development services, payments due upon the achievement of clinical and pre-clinical
performance-based development milestones, regulatory milestones, manufacturing services, sales-based milestones
and royalties on product sales.

On January 1, 2018, we adopted the new revenue standard, discussed below under the heading “Recent Accounting
Pronouncements,” which amended revenue recognition principles and provides a single, comprehensive set of criteria
for revenue recognition within and across all industries. Our adoption of the new revenue standard had a material
impact on our condensed consolidated financial statements, as discussed below under the heading “Recent Accounting
Pronouncements.” This new revenue standard applies to all contracts with customers, except for contracts that are
within the scope of other standards, such as leases, insurance, collaboration arrangements and financial
instruments. The new revenue standard provides a five-step framework whereby revenue is recognized when control
of promised goods or services is transferred to a customer at an amount that reflects the consideration to which the
entity expects to be entitled in exchange for those goods or services. To determine revenue recognition for
arrangements that we determine are within the scope of the new revenue standard, we perform the following five
steps: (i) identify the contract(s) with a customer; (ii) identify the performance obligations in the contract; (iii)
determine the transaction price; (iv) allocate the transaction price to the performance obligations in the contract; and
(v) recognize revenue when (or as) we satisfy a performance obligation.  We only apply the five-step model to
contracts when collectability of the consideration to which we are entitled in exchange for the goods or services we
transfer to the customer is determined to be probable.  At contract inception, once the contract is determined to be
within the scope of the new revenue standard, we assess whether the goods or services promised within each contract
are distinct and, therefore, represent a separate performance obligation.  Goods and services that are determined not to
be distinct are combined with other promised goods and services until a distinct bundle is identified. We then allocate
the transaction price (the amount of consideration we expect to be entitled to from a customer in exchange for the
promised goods or services) to each performance obligation and recognize the associated revenue when (or as) each
performance obligation is satisfied. Our estimate of the transaction price for each contract includes all variable
consideration to which we expect to be entitled.

Amounts are recorded as accounts receivable when our right to consideration is unconditional. We do not assess
whether a contract has a significant financing component if the expectation at contract inception is that the period
between payment by the customer and the transfer of the promised goods or services to the customer will be one year
or less. We expense incremental costs of obtaining a contract as and when incurred if the expected amortization period
of the asset that we would have recognized is one year or less or the amount is immaterial. At September 30, 2018, we
have not capitalized any costs to obtain any of our contracts.

During the nine months ended September 30, 2018 and 2017, all of our revenues were attributed to the United States.

Product revenues, net

In the third quarter of 2018, subsequent to FDA approval in August 2018, we began to ship ONPATTRO in the
United States to specialty pharmacies, or SPs, and a specialty distributor, or SD, collectively referred to as our

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

16



customers. Our customers subsequently resell ONPATTRO to health care providers. We recognize product revenues,
net of variable consideration related to certain allowances and accruals, in our condensed consolidated financial
statements at the time of sale.  In the event the variable consideration is constrained, we include an amount to the
extent it is probable that a significant reversal in the amount of cumulative revenue recognized will not occur in a
future reporting period. We use the expected value method to estimate variable consideration related to ONPATTRO
sales. We do not have any material constraints on our variable consideration included within the transaction price of
our ONPATTRO revenue arrangements. Each unit of ONPATTRO that is ordered by our customers represents a
separate performance obligation that is completed when control of the product is transferred to our customer, which
occurs upon delivery of the product to the customer. We record revenues, net of variable consideration and any
applicable constraint, at that point in time.  We record shipping and handling costs within cost of goods sold on our
condensed consolidated statements of comprehensive loss. We classify payments to distributors and other customers
in the distribution channel for services that have a separate benefit and fair value as selling, general and administrative
expenses on our condensed consolidated statements of comprehensive loss. We have elected to exclude taxes collected
from our customers and remitted to governmental authorities from the measurement of the transaction price. We
periodically evaluate the creditworthiness of our customers.

8
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The following are the components of variable consideration related to product revenues:

Chargebacks: We estimate obligations resulting from contractual commitments with the government and other entities
to sell products to qualified healthcare providers at prices lower than the list prices charged to the SD who purchases
ONPATTRO from us.  The SD charges us for the difference between what the SD pays to us for the product and the
selling price to the qualified healthcare providers. We record reserves, based on contractual terms, for these
chargebacks related to product sold to SDs during the reporting period, as well as our estimate of product that remains
in the SD distribution channel inventory at the end of the reporting period that we expect will be sold to qualified
healthcare providers.

Government rebates: We are subject to discount obligations under government programs, including Medicaid in the
United States. We record reserves for government rebates in the same period the related product revenue is
recognized, resulting in a reduction of ONPATTRO product revenues and a current liability that is included in accrued
expenses on our condensed consolidated balance sheet.  Our estimate for government rebates is based on statutory
discount rates and expected utilization. On a quarterly basis, we will update our estimates and record any needed
adjustments in the period the we identify the adjustments.

Trade discounts and allowances: We provide customary invoice discounts on ONPATTRO sales to our customers for
prompt payment and we pay fees for distribution services that are not for a distinct good or service and for which we
can reasonably estimate the fair value, such as fees for certain data that customers provide to us. We estimate our
customers will earn these discounts and fees, and deduct these discounts and fees in full from gross ONPATTRO
revenues and accounts receivable at the time we recognize the related revenues.

Product Returns: ONPATTRO may be returned if it is damaged, defective or expired, with “expired” defined as having
three months or less to expiry or within three months past expiry.  We estimate the amount of product that will be
returned using a probability-weighted estimate, initially calculated based on a portfolio of data from similar products
and industry experience for specialty pharmacy products.  Based on the distribution model for ONPATTRO,
contractual inventory limits with our customers, the price of ONPATTRO and limited contractual return rights, we
believe there will be minimal ONPATTRO returns. We have recorded an initial refund liability for our estimate of
ONPATTRO returns related to sales during the three months ended September 30, 2018. We will update our estimated
refund liability, on at least a quarterly basis, based on actual shipments of ONPATTRO subject to contractual return
rights, changes in expectations about the amount of estimated refunds or actual returns as data is known.

Other incentives: Other incentives include co-payment assistance we provide to patients with commercial insurance
that have coverage and reside in states that allow co-payment assistance. We estimate the average co-payment
assistance amounts for ONPATTRO based on experience with similar products and programs at other pharmaceutical
companies and record any such amounts within accrued expenses on our condensed consolidated balance sheet.

During the three and nine months ended September 30, 2018, we recorded product revenues, net, of $0.5 million,
which consist of commercial sales of ONPATTRO in the United States.

Revenues from Collaborators

We recognize the transaction price allocated to upfront license payments as revenue upon delivery of the license to the
customer and resulting ability of the customer to use and benefit from the license, if the license is determined to be
distinct from the other performance obligations identified in the contract.  If the license is considered to not be distinct
from other performance obligations, we utilize judgment to assess the nature of the combined performance obligation
to determine whether the combined performance obligation is satisfied (i) at a point in time, but only for licenses
determined to be distinct from other performance obligations in the contract, or (ii) over time; and, if over time, the
appropriate method of measuring progress for purposes of recognizing revenue from license payments.  We evaluate
the measure of progress each reporting period and, if necessary, adjust the measure of performance and related
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revenue recognition.

Many of our collaboration agreements entitle us to additional payments upon the achievement of performance-based
milestones. These milestones are generally categorized into three types: development milestones, generally based on
the advancement of our pipeline and initiation of clinical trials; regulatory milestones, generally based on the
submission, filing or approval of regulatory applications such as a NDA in the United States; and sales-based
milestones, generally based on meeting specific thresholds of sales in certain geographic areas. For each collaboration
that includes development milestone payments, we evaluate whether it is probable that the consideration associated
with each milestone will not be subject to a significant reversal in the cumulative amount of revenue recognized.
Amounts that meet this threshold are included in the transaction price using the most likely amount method, whereas
amounts that do not meet this threshold are considered constrained and excluded from the transaction price until they
meet this threshold. Milestones tied to regulatory approval, and therefore not within our control, are considered
constrained until such approval is received. Upfront and ongoing development milestones per our collaboration
agreements are not subject to refund if the development activities are not successful. At the end of each subsequent
reporting period, we re-evaluate the probability of a

9
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significant reversal of the cumulative revenue recognized for our milestones, and, if necessary, adjust our estimate of
the overall transaction price.  Any such adjustments are recorded on a cumulative catch-up basis, which would affect
revenues from collaborators and loss in the period of adjustment. We exclude sales-based royalties and milestone
payments from the transaction price until the sale occurs (or, if later, the underlying performance obligation to which
some or all of the royalty has been allocated has been satisfied, or partially satisfied), because the license to our
intellectual property is deemed to be the predominant item to which the royalties relate as it is the primary driver of
value. Currently, we have not recognized any royalty revenue resulting from any of our agreements.

The new revenue standard requires us to allocate the arrangement consideration on a relative standalone selling price
basis for each performance obligation after determining the transaction price of the contract and identifying the
performance obligations to which that amount should be allocated. The relative standalone selling price is defined in
the new revenue standard as the price at which an entity would sell a promised good or service separately to a
customer. If other observable transactions in which we have sold the same performance obligation separately are not
available, we are required to estimate the standalone selling price of each performance obligation. Key assumptions to
determine the standalone selling price may include forecasted revenues, development timelines, reimbursement rates
for personnel costs, discount rates and probabilities of technical and regulatory success.

Whenever we determine that a contract should be accounted for as a combined performance obligation over time, we
determine the period over which the performance obligations will be performed and revenue will be recognized.
Revenue is recognized using the proportional performance method. Direct labor hours or full-time equivalents are
typically used as the measure of performance. Significant management judgment is required in determining the level
of effort required under an arrangement and the period over which we are expected to complete our performance
obligations under an arrangement.

We evaluate our collaborative agreements for proper classification in our consolidated statements of comprehensive
loss based on the nature of the underlying activity. Transactions between collaborators recorded in our consolidated
statements of comprehensive loss are recorded on either a gross or net basis, depending on the characteristics of the
collaborative relationship. We generally reflect amounts due under our collaborative agreements related to
cost-sharing of development activities as revenue if we have a vendor-customer relationship with our collaborator.
Costs incurred or shared with our collaboration partners that are deemed to be joint-risk sharing activities are recorded
as an adjustment to the related operating expense captions.

For revenue generating arrangements where we, as a vendor, provide consideration to a licensor or collaborator, as a
customer, we apply the accounting standard that governs such transactions. This standard addresses the accounting for
revenue arrangements where both the vendor and the customer make cash payments to each other for services and/or
products. A payment to a customer is presumed to be a reduction of the transaction price unless we receive an
identifiable benefit for the payment and we can reasonably estimate the fair value of the benefit received. Payments to
a customer that are deemed a reduction of the transaction price are recorded first as a reduction of revenue, to the
extent of both cumulative revenue recorded to date and probable future revenues, which include any unamortized
deferred revenue balances, under all arrangements with such customer, and then as an expense. Payments that are not
deemed to be a reduction of the transaction price are recorded as an expense.

Consideration that does not meet the requirements to satisfy the above revenue recognition criteria is recorded as
deferred revenue in the accompanying condensed consolidated balance sheets. Although we follow detailed guidelines
in measuring revenue, certain judgments affect the application of our revenue policy. For example, in connection with
our existing collaboration agreements, we have recorded on our condensed consolidated balance sheets short-term and
long-term deferred revenue based on our best estimate of when such revenue will be recognized. Short-term deferred
revenue consists of amounts that are expected to be recognized as revenue in the next 12 months. Amounts that we
expect will not be recognized within the next 12 months are classified as long-term deferred revenue. However, this
estimate is based on our current operating plan and, if our operating plan should change in the future, we may
recognize a different amount of deferred revenue over the next 12-month period.
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The estimate of deferred revenue also reflects management’s estimate of the periods of our involvement in certain of
our collaborations. Our performance obligations under these collaborations consist of participation on steering
committees and the performance of other research and development services. In certain instances, the timing of
satisfying these obligations can be difficult to estimate. Accordingly, our estimates may change in the future. Such
changes to estimates would result in a change in revenue recognition amounts. If these estimates and judgments
change over the course of these agreements, it may affect the timing and amount of revenue that we recognize and
record in future periods. At September 30, 2018, we had short-term and long-term deferred revenue of $3.4 million
and $1.6 million, respectively, all related to our collaboration with Vir Biotechnology, Inc.

Cost of Goods Sold

Cost of goods sold includes the cost of producing and distributing inventories that are related to product revenues
during the respective period (including salary-related and stock-based compensation expenses for employees involved
with production and distribution, freight and indirect overhead costs), third-party royalties payable on our net product
revenues and amortization of intangible assets associated with ONPATTRO. Cost of goods sold may also include
costs related to excess or obsolete inventory adjustment charges, abnormal costs, unabsorbed manufacturing and
overhead costs, and manufacturing variances.

10
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Other Income

As described more fully below at Note 7, in April 2018, we and Dicerna entered into the Settlement Agreement
resolving all ongoing litigation between the companies. As a result, during the second quarter of 2018, we recorded
$20.6 million as a gain on litigation settlement that is classified as other income on our condensed consolidated
statements of comprehensive loss that includes the $10.0 million valuation of Dicerna common stock received at the
settlement date, the $2.0 million upfront cash payment received in the second quarter of 2018, and $8.6 million, which
represented the discounted present value of the $13.0 million cash payment due from Dicerna by April 18, 2022 under
the terms of the Settlement Agreement. Total other income on our condensed consolidated statements of
comprehensive loss also includes interest income related to our interest-bearing cash equivalents and marketable debt
securities.

Recent Accounting Pronouncements

In May 2014, the Financial Accounting Standards Board, or FASB, issued a new revenue recognition standard, which
we refer to as the new revenue standard, which amends revenue recognition principles and provides a single,
comprehensive set of criteria for revenue recognition within and across all industries. The new revenue standard
provides a five-step framework whereby revenue is recognized when control of promised goods or services are
transferred to a customer at an amount that reflects the consideration to which the entity expects to be entitled in
exchange for those goods or services. The new revenue standard also requires enhanced disclosures pertaining to
revenue recognition in both interim and annual periods. In August 2015, the FASB deferred the effective date of the
new revenue standard from January 1, 2017 to January 1, 2018. In March 2016, the FASB issued amendments to
clarify the implementation standard on principal versus agent considerations. In April 2016, the FASB issued
amendments to clarify the standard on accounting for licenses of intellectual property and identifying performance
obligations. In May 2016, the FASB issued amendments related to collectibility, non-cash consideration, the
presentation of sales and other similar taxes collected from customers and transition. The new revenue standard allows
for adoption using a full retrospective method or a modified retrospective method. On January 1, 2018, we adopted the
new revenue standard by applying the modified retrospective method to all contracts that were not completed as of
January 1, 2018. As a result, while reporting periods beginning on our adoption of the new revenue standard are
presented under the new revenue standard, prior period amounts have not been adjusted and continue to be presented
under the revenue standard in effect prior to January 1, 2018. For contracts that were modified prior to our adoption of
the new revenue standard, we reflected the aggregate effect of all modifications that occurred before the beginning of
the earliest period presented when identifying performance obligations and allocating the transaction price in
accordance with an available practical expedient. Our implementation approach included performing a detailed review
of our collaboration agreements not completed as of the transition date. In addition, we designed internal controls to
enable the preparation of financial information and have reached conclusions on key accounting assessments related to
the new revenue standard, including our assessment that the impact of accounting for costs incurred to obtain a
contract is immaterial. There was no impact to cash from or used in operating, financing or investing activities on our
condensed consolidated statement of cash flows as a result of the adoption of the new revenue standard.

The following table summarizes the cumulative effect to our condensed consolidated balance sheet upon the adoption
of the new revenue standard on January 1, 2018, in thousands:

Condensed Consolidated Balance Sheet

Balance at

December
31,

2017 Adjustments

Balance at

January 1,

2018
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Deferred revenue, current portion $41,705 $ (34,463 ) $7,242
Deferred revenue, net of current portion $43,075 $ (33,747 ) $9,328
Accumulated deficit $(2,147,685) $ 68,210 $(2,079,475)

The adoption of the new revenue standard resulted in a cumulative reduction of $68.2 million of deferred revenue with
a corresponding adjustment to the opening balance of accumulated deficit recorded in the first quarter of 2018. This
adjustment is due primarily to the application of the new revenue standard to our collaboration agreements with Sanofi
Genzyme, MDCO and Kyowa Hakko Kirin Co., Ltd., or Kyowa Hakko Kirin. In addition, as a result of the
cumulative reduction in deferred revenue, our corresponding deferred tax asset was reduced by $13.6 million, which
was offset by a corresponding decrease to our valuation allowance. These offsetting adjustments were recorded to our
accumulated deficit in the first quarter of 2018.  

A substantial portion of the incremental $68.2 million adjustment is the result of the application of the new revenue
standard regarding how entities should measure progress in satisfying performance obligations and the contract’s
transaction price. In particular, for Sanofi Genzyme and MDCO, the adoption of the new revenue standard resulted in
the recognition of previously deferred revenue of $45.7 million and $4.5 million, respectively, due to the change in the
way we measure our performance under each agreement, from a straight-line method to a proportional performance
model. As a result, at January 1, 2018, the balance of remaining deferred revenues was $3.5 million and $1.2 million,
respectively, related to Sanofi Genzyme and MDCO. In addition, the adoption of the new revenue standard resulted in
the recognition of $15.5 million of previously deferred revenue related to our Kyowa Hakko Kirin agreement. Under
the revenue standard in effect at the time this agreement was executed, we had been unable to reasonably estimate our
period of performance under the Kyowa Hakko Kirin agreement as we were unable to estimate the timeline of
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our deliverables related to the fixed-price option granted to Kyowa Hakko Kirin for any additional compounds, an
obligation that was bundled with all other deliverables into a single unit of accounting. Under the new revenue
standard, two distinct performance obligations were identified. The first distinct performance obligation included a
license to our program targeting respiratory syncytial virus, or RSV, infection, related know-how and updates,
manufacturing supply services and joint steering committee services. The second distinct performance obligation
included the fixed-price option to a future follow-on compound. We allocated all consideration to the first
performance obligation because the second performance obligation was deemed to have a de minimis relative selling
price due to its low likelihood of occurring, in part due to our discontinuation of our RSV program. Given this fact
pattern, because we do not expect to incur any future costs related to our RSV program, we concluded our
performance obligations were complete in the period prior to our adoption of the new revenue standard and therefore,
there would not be a future significant reversal of revenue. As a result, we recorded the $15.5 million of deferred
revenue as of December 31, 2017 as an adjustment to the opening balance of our accumulated deficit on January 1,
2018.

In accordance with the new revenue standard requirements, the following tables summarize the impact of adoption on
our condensed consolidated balance sheet and condensed consolidated statement of comprehensive loss, in thousands:

At September 30, 2018

Condensed Consolidated Balance Sheet
As
Reported

Balances

Without

Adoption of

New
Revenue

Standard

Effect of

Change

Higher/(Lower)
Deferred revenue, current portion $3,444 $3,444 $ —
Deferred revenue, net of current portion $1,623 $19,615 $ (17,992 )
Accumulated deficit $(2,629,531) $(2,647,608) $ (18,077 )

Three Months Ended September 30,
2018

Condensed Consolidated Statement of Comprehensive Loss
As
Reported

Balances

Without

Adoption
of

New
Revenue

Standard

Effect of

Change

Higher/(Lower)
Net revenues from collaborators $1,609 $2,307 $ (698 )
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Net loss $(245,282) $(244,584) $ 698
Net loss per common share - basic and diluted $(2.43 ) $(2.43 ) $ —

Nine Months Ended September 30, 2018

Condensed Consolidated Statement of Comprehensive Loss
As
Reported

Balances

Without

Adoption
of

New
Revenue

Standard

Effect of

Change

Higher/(Lower)
Net revenues from collaborators $53,415 $103,548 $ (50,133 )
Net loss $(550,056) $(499,923) $ 50,133
Net loss per common share - basic and diluted $(5.48 ) $(4.98 ) $ 0.50

The impact of our adoption of the new revenue standard did not have a material impact on the amount of net product
revenues recognized during the three and nine months ended September 30, 2018.

In addition to the reduction to deferred revenues recorded and corresponding offset to the accumulated deficit
described above, on January 6, 2018, we and Sanofi Genzyme entered into an amendment to our 2014 Sanofi
Genzyme collaboration. In connection and simultaneously with entering into the amendment to the 2014 Sanofi
Genzyme collaboration, we and Sanofi Genzyme also entered into an Exclusive License Agreement with respect to all
transthyretin, or TTR, products, including ONPATTRO, ALN-TTRsc02 and any back-up products, referred to as the
Exclusive TTR License, and the ALN-AT3 Global License Terms with respect to fitusiran and any back-up products,
referred to as the AT3 License Terms. Please read Note 3 for a discussion of our accounting related to the 2014 Sanofi
Genzyme collaboration, as amended in January 2018, together with the Exclusive TTR License and the AT3 License
Terms.
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In January 2016, the FASB issued a new standard on recognition and measurement of financial assets and financial
liabilities. The new standard impacts the accounting for equity investments, financial liabilities under the fair value
option, and the presentation and disclosure requirements for financial instruments. All equity investments in
unconsolidated entities (other than those accounted for under the equity method of accounting) will generally be
measured at fair value with changes in fair value recognized through earnings. There is no longer an available-for-sale
classification (changes in fair value reported in other comprehensive income (loss)) for equity securities with readily
determinable fair values. For equity investments that do not have readily determinable fair values, such as privately
issued corporate equity securities, we have elected the measurement alternative. As a result, we will record these
investments at cost, less any impairment, and adjust for observable price changes in orderly transactions for identical
or similar investments of the same issuer. At September 30, 2018 and December 31, 2017, we did not have material
equity investments without readily determinable fair values.  In addition, the FASB clarified the need for a valuation
allowance on deferred tax assets resulting from unrealized losses on available-for-sale debt securities. In general, the
new standard requires modified retrospective application to all outstanding instruments, with a cumulative effect
adjustment recorded to opening retained earnings. This standard became effective for us on January 1, 2018. This
standard had an impact on our condensed consolidated financial statements and related disclosures beginning in the
second quarter of 2018 as a result of the 983,208 shares of common stock of Dicerna, a publicly traded company, that
we received in April 2018, described more fully above. During the three and nine months ended September 30, 2018,
we recorded an unrealized gain of $3.0 million and $5.0 million, respectively, for the change in the fair value of such
shares of Dicerna common stock as other income on our condensed consolidated statements of comprehensive loss as
a result of the application of this new standard.

In February 2016, the FASB issued a new leasing standard that requires that all lessees recognize the assets and
liabilities that arise from leases on the condensed consolidated balance sheet and disclose qualitative and quantitative
information about its leasing arrangements. We will adopt this standard using a modified retrospective transition
approach to be applied to leases existing as of, or entered into after, January 1, 2019. We expect that our adoption of
this standard will result in the recognition of material right-of-use assets and lease liabilities on our condensed
consolidated balance sheets. While we are continuing to assess all potential impacts of this standard on our condensed
consolidated financial statements and related disclosures, upon adoption we expect that the most significant impact of
this standard on our condensed consolidated balance sheets will relate to the accounting for our lease agreement for
laboratory and office space located at 675 West Kendall Street, Cambridge, Massachusetts, and our lease agreement,
as amended, for laboratory and office space located at 300 Third Street, Cambridge, Massachusetts.

In November 2016, the FASB issued a new standard that requires restricted cash and restricted cash equivalents be
included with cash and cash equivalents when reconciling the total beginning and ending amounts for the periods
shown on the condensed consolidated statements of cash flows. The new standard became effective for us on January
1, 2018 using a retrospective transition method for each period presented. For the years ended December 31, 2017 and
2016, our restricted cash and restricted cash equivalents were not significant. This standard did not have a significant
impact on our condensed consolidated financial statements and related disclosures.

In March 2017, the FASB issued a new standard that amends the amortization period for certain purchased callable
debt securities held at a premium by shortening the amortization period for the premium to the earliest call date.  The
new standard will be effective for us on January 1, 2019. Early adoption is permitted. We are currently evaluating the
timing of our adoption and the expected impact that this standard could have on our condensed consolidated financial
statements and related disclosures.

In March 2018, the FASB issued a new standard to incorporate SEC Staff Accounting Bulletin No. 118, or SAB 118,
which addresses the accounting implications of the Tax Cuts and Jobs Act, or TCJA, enacted on December 22, 2017.
SAB 118 allows a company to record provisional amounts during a measurement period not to extend beyond one
year of the enactment date and was effective upon issuance. We continue to assess the TCJA, and in certain areas,
have made reasonable estimates of the effects on our condensed consolidated financial statements and tax disclosures,
described more fully below at Note 8.
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In June 2018, the FASB issued amendments to simplify the accounting for share-based payment awards to
nonemployees by aligning the measurement and classification guidance, with certain exceptions, to that for
share-based payment awards to employees. The amendments expand the scope of the accounting standard for
share-based payment awards to include share-based payment awards granted to nonemployees in exchange for goods
or services used or consumed in an entity’s own operations and supersedes the guidance related to equity-based
payments to non-employees. We elected to early adopt these amendments on July 1, 2018. The adoption of these
amendments did not have a significant impact on our condensed consolidated financial statements and related
disclosures.

In August 2018, the FASB issued amendments that eliminate, add and modify certain disclosure requirements on fair
value measurements. The amendments become effective for our fiscal year, including interim periods, beginning
January 1, 2020. Early adoption, of the amendments in full or only the provisions that eliminate or modify the
disclosure requirements for fair value measurements, is permitted. We are currently evaluating the timing of our
adoption and the expected impact that these amendments could have on our disclosures.
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In August 2018, the SEC issued a final rule amending certain disclosure requirements that were redundant,
duplicative, overlapping, outdated or superseded. In addition, the amendments expanded the disclosure requirements
on the analysis of stockholders' equity for interim financial statements. Under the amendments, an analysis of changes
in each caption of stockholders' equity presented in the condensed consolidated balance sheet must be provided in a
note or separate statement. This analysis should present a reconciliation of the beginning balance to the ending
balance of each caption in stockholders’ equity for each period for which a condensed consolidated statement of
comprehensive loss is required to be filed. This final rule became effective on November 5, 2018. However, the SEC
has issued guidance that the SEC will not object if a company initially presents the changes in stockholders’ equity in
its first quarterly report for the quarter that begins after the effective date of the final rule.  We are currently evaluating
the impact of the final rule on our condensed consolidated financial statements and related disclosures.

In November 2018, the FASB issued guidance to clarify the interaction between the accounting guidance for
collaborative arrangements and revenue from contracts with customers. The amendments become effective for our
fiscal year, including interim periods, beginning January 1, 2020. Early adoption, including adoption in any interim
period, is permitted. This guidance is required to be applied retrospectively as of the date of our adoption of the new
revenue standard on January 1, 2018. We are currently evaluating the timing of our adoption and the expected impact
this guidance could have on our condensed consolidated financial statements and related disclosures.

3. COLLABORATION AGREEMENTS

The following table summarizes our total consolidated net revenues from collaborators, for the periods indicated, in
thousands:

Three Months
Ended
September 30,

Nine Months
Ended
September 30,

Description 2018 2017 2018 2017
Sanofi Genzyme $(1,560) $14,603 $40,370 $41,255
Vir Biotechnology 2,957 — 10,313 —
MDCO — 2,255 1,957 10,141
Other 212 238 775 592
Total net revenues from collaborators $1,609 $17,096 $53,415 $51,988

The following table summarizes our total consolidated net revenues from collaborators, using the prior revenue
standard, for the periods indicated, in thousands:

Three Months
Ended

September 30,

Nine Months
Ended

September 30,
Description 2018 2017 2018 2017
Sanofi Genzyme $(862 ) $14,603 $86,107 $41,255
Vir Biotechnology 2,957 — 10,313 —
MDCO — 2,255 6,353 10,141

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

28



Other 212 238 775 592
Total net revenues from collaborators $2,307 $17,096 $103,548 $51,988

The following table presents the balance of our contract liabilities related to our collaboration agreements at
September 30, 2018 and January 1, 2018, in thousands:

At
September
30,

2018

At
January
1,

2018
Contract liabilities:
Deferred revenues $ 5,067 $16,570

During the nine months ended September 30, 2018, we recognized the following revenues as a result of the change in
the contract liability balances related to our collaboration agreements, in thousands:

Revenue recognized
in the period from:

Nine Months Ended

September 30, 2018
Amounts included in
contract liability at
the beginning of the
period $ 14,953

In order to determine revenue recognized in the period from contract liabilities, we first allocate revenue to the
individual contract liability balance outstanding at the beginning of the period until the revenue exceeds that balance.
If additional consideration is received on those contracts in subsequent periods, we assume all revenue recognized in
the reporting period first applies to the beginning contract liability as opposed to a portion applying to the new
consideration for the period.
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The following table provides the research and development expenses incurred by type that are directly attributable to
each agreement for the periods indicated, in thousands:

Three Months Ended September 30, Nine Months Ended September 30,
2018 2017 2018 2017
Sanofi

GenzymeVir MDCO

Sanofi

Genzyme Vir MDCO

Sanofi

Genzyme Vir MDCO

Sanofi

Genzyme Vir MDCO
Research and

   development
Clinical trial and

   manufacturing $4,308 $800 $937 $42,772 $—$307 $32,403 $6,851 $1,578 $127,127 $—$5,402
External services 588 1,023 1 1,502 — 67 5,095 7,374 1 2,998 — 67
Other 395 — 2 1,394 — — 1,145 980 2 4,384 — 24
Total research

and development

   expenses $5,291 $1,823 $940 $45,668 $—$374 $38,643 $15,205 $1,581 $134,509 $—$5,493

The research and development expenses incurred for each agreement listed in the table above consist of costs incurred
for external development and manufacturing services for which we are reimbursed, licensing payments made to the
counterparty to such agreement and costs directly attributable to Sanofi Genzyme transition services. In addition, these
expenses include a reasonable estimate of compensation and related costs as billed to our counterparties. As part of
our revenue recognition policy, the costs in the above table are considered as an input in our determination of
transaction price when they relate to consideration received for the delivery of goods or services. For the three and
nine months ended September 30, 2018 and 2017, we did not incur material selling, general and administrative
expenses related to our significant agreements.

Product Alliances

Sanofi Genzyme Collaboration

In January 2014, we entered into a global, strategic collaboration with Sanofi Genzyme to discover, develop and
commercialize RNAi therapeutics as Genetic Medicines to treat orphan diseases, referred to as the 2014 Sanofi
Genzyme collaboration. The 2014 Sanofi Genzyme collaboration superseded and replaced the previous collaboration
between us and Sanofi Genzyme entered into in October 2012 to develop and commercialize RNAi therapeutics
targeting TTR for the treatment of hereditary ATTR amyloidosis, including patisiran and revusiran, in Japan and the
Asia-Pacific region.

On January 6, 2018, we and Sanofi Genzyme entered into an amendment to our 2014 Sanofi Genzyme collaboration.
In connection and simultaneously with entering into the amendment to the 2014 Sanofi Genzyme collaboration, we
and Sanofi Genzyme also entered into the Exclusive TTR License and the AT3 License Terms. As a result, we have
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the exclusive right to pursue the further global development and commercialization of all TTR products, including
ONPATTRO, ALN-TTRsc02 and any back-up products, and Sanofi Genzyme has the exclusive right to pursue the
further global development and commercialization of fitusiran and any back-up products. The January 2018
transaction was subject to customary closing conditions and clearances, including clearance under the
Hart-Scott-Rodino Antitrust Improvements Act, and closed during the first quarter of 2018.

2012 Sanofi Genzyme Agreement

Under the 2012 Sanofi Genzyme agreement, Sanofi Genzyme paid us an upfront cash payment of $22.5 million. We
were also entitled to receive certain milestone payments under the 2012 Sanofi Genzyme agreement. In the fourth
quarter of 2013, we earned $11.0 million in patisiran development milestones under the 2012 Sanofi Genzyme
agreement.

We determined that the deliverables under the 2012 Sanofi Genzyme agreement included the license, a joint steering
committee and any additional TTR-specific RNAi therapeutic compounds that comprised the ALN-TTR program. We
also determined that, pursuant to the accounting guidance governing revenue recognition on multiple element
arrangements, the license and undelivered joint steering committee and any additional TTR-specific RNAi therapeutic
compounds did not have standalone value due to the specialized nature of the services to be provided by us. In
addition, while Sanofi Genzyme had the ability to grant sublicenses, it could not sublicense all or substantially all of
its rights under the 2012 Sanofi Genzyme agreement. The uniqueness of our services and the limited sublicense right
were indicators that standalone value was not present in the arrangement. Therefore, the deliverables were not
separable and, accordingly, the license and undelivered services were treated as a single unit of accounting. We were
unable to reasonably estimate the period of performance under the 2012 Sanofi Genzyme agreement, as we were
unable to estimate the timeline of our deliverables related to the deliverable for any additional TTR-specific RNAi
therapeutic compounds.
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Through December 31, 2013, under the prior revenue standard, we had deferred all revenue, or $33.5 million, under
the 2012 Sanofi Genzyme agreement.

2014 Sanofi Genzyme Collaboration, as amended in January 2018

In January 2014, we entered into the 2014 Sanofi Genzyme collaboration. As noted above, the 2014 Sanofi Genzyme
collaboration superseded and replaced the 2012 Sanofi Genzyme agreement and was amended in January 2018, at
which time we also entered into the Exclusive TTR License and the AT3 License Terms.

The 2014 Sanofi Genzyme collaboration is structured as an exclusive relationship for the worldwide development and
commercialization of RNAi therapeutics in the field of Genetic Medicines, which includes our current and future
Genetic Medicine programs that reach Human Proof-of-Principle Study Completion (as defined in the Sanofi
Genzyme master agreement), or Human POP, by the end of 2019, subject to extension to the end of 2021 in various
circumstances. We will retain product rights in the United States, Canada and Western Europe, referred to as the
Alnylam Territory, while Sanofi Genzyme will obtain exclusive rights to develop and commercialize collaboration
products in the rest of the world, referred to as the Sanofi Genzyme Territory, together with worldwide rights for one
product. Sanofi Genzyme’s rights under the 2014 Sanofi Genzyme collaboration, described in detail below, are
structured as an opt-in that is triggered upon achievement of Human POP. We maintain development control for all
programs prior to Sanofi Genzyme’s opt-in and maintain development and commercialization control after Sanofi
Genzyme’s opt-in for all programs in the Alnylam Territory. We will retain global rights to any RNAi therapeutic
Genetic Medicine program that does not reach Human POP by the end of 2019, subject to certain limited exceptions.
We retain full rights to all current and future RNAi therapeutic programs outside of the field of Genetic Medicines,
including the right to form new collaborations.

Under the 2014 Sanofi Genzyme collaboration, Sanofi Genzyme’s specific license rights and the programs which
Sanofi Genzyme opted into prior to the 2018 amendment include the following:

•Regional license terms and programs — Upon opt-in, we will retain product rights in the Alnylam Territory, while
Sanofi Genzyme will obtain exclusive rights to develop and commercialize the product in the Sanofi Genzyme
Territory. Sanofi Genzyme can elect this license for any of our current and future Genetic Medicine programs that
complete Human POP by the end of 2019, subject to limited extension. Development costs for products once Sanofi
Genzyme exercises an option will be shared between Sanofi Genzyme and us, with Sanofi Genzyme responsible for
twenty percent of the global development costs. Sanofi Genzyme will be required to make payments totaling up to
$75.0 million per regional product, consisting of up to $55.0 million in development milestones and $20.0 million in
commercial milestones. Sanofi Genzyme will also be required to pay tiered double-digit royalties up to twenty
percent for each regional product based on annual net sales, if any, of such regional product by Sanofi Genzyme, its
affiliates and sublicensees. Upon the effective date of the 2014 Sanofi Genzyme collaboration, Sanofi Genzyme
expanded the scope of its regional license and collaboration for patisiran, which was originally established under the
2012 Sanofi Genzyme agreement. In September 2015, Sanofi Genzyme elected to opt into our fitusiran clinical
development program for the treatment of hemophilia and other rare bleeding disorders under the regional license
terms. Cost-sharing for the fitusiran program began in January 2016 under the regional license terms. Sanofi
Genzyme also had the right to elect to co-develop and co-commercialize fitusiran in the Alnylam Territory pursuant
to the co-development/co-commercialize license terms described below. In November 2016, Sanofi Genzyme
exercised this right and elected to co-develop and co-commercialize fitusiran in the Alnylam Territory. In addition,
during 2016, Sanofi Genzyme elected not to opt into the development and commercialization of givosiran or
cemdisiran in the Sanofi Genzyme Territory.

Sanofi Genzyme’s rights with respect to patisiran and fitusiran were modified in connection with the 2018 amendment,
the Exclusive TTR License and the AT3 License Terms, as described below. Sanofi Genzyme continues to have the
right to opt into our future rare genetic disease programs for development and commercialization in the Sanofi

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

32



Genzyme Territory under the regional license terms.

•Co-development/co-commercialize license terms and programs — Upon opt-in, we retained product rights in the
Alnylam Territory, while Sanofi Genzyme obtained exclusive rights to develop and commercialize the product in the
Sanofi Genzyme Territory, and to co-commercialize the product in the Alnylam Territory. Upon the effective date of
the 2014 Sanofi Genzyme collaboration, Sanofi Genzyme expanded its regional rights for revusiran, which were
originally granted under the 2012 Sanofi Genzyme agreement, to include a co-development/co-commercialize license
and collaboration. In October 2016, we decided to discontinue development of revusiran. In our TTR program, we
are also developing ALN-TTRsc02.  Sanofi Genzyme had a right to elect a co-development/co-commercialize
license for ALN-TTRsc02. As noted above, in November 2016, Sanofi Genzyme exercised its right to elect a
co-development/co-commercialize license for fitusiran. Development costs for co-development/co-commercialize
products, once Sanofi Genzyme exercised an option, were shared between Sanofi Genzyme and us, with Sanofi
Genzyme responsible for fifty percent of the global development costs. In connection with the exercise of its
co-development/co-commercialize rights for fitusiran, Sanofi Genzyme paid us approximately $6.0 million in
January 2017 for its incremental share of co-development costs incurred
16
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from January 2016 through September 2016. Sanofi Genzyme was required to make certain milestone payments for
fitusiran, and, prior to the discontinuation of the revusiran program, was required to make certain milestone payments
for revusiran. In December 2014, we earned a development milestone payment of $25.0 million based upon the
initiation of the first global Phase 3 clinical trial for revusiran.  Sanofi Genzyme was also obligated to pay us a
milestone of $25.0 million upon the dosing of the first patient in our ATLAS Phase 3 program for fitusiran.  In
addition, Sanofi Genzyme was required to pay tiered double-digit royalties up to twenty percent for each
co-development/co-commercialize product based on annual net sales, if any, in the Sanofi Genzyme Territory for
such co-development/co-commercialize product by Sanofi Genzyme, its affiliates and sublicensees. The parties were
to share profits equally and we expected to book product sales in the Alnylam Territory.
In connection with the 2018 amendment, the Exclusive TTR License and the AT3 License Terms, as described below,
we and Sanofi Genzyme agreed to terminate the co-development and co-commercialization rights related to revusiran,
ALN-TTRsc02 and fitusiran under the 2014 Sanofi Genzyme collaboration. No future rights will be granted to Sanofi
Genzyme for co-development and co-commercialization under the 2014 Sanofi Genzyme collaboration, as amended
by the 2018 amendment.

•Global license terms and programs — Sanofi Genzyme continues to have one right to a global license through 2019,
subject to limited extension, for a future Genetic Medicine program that was not one of our defined Genetic
Medicine programs as of the effective date of the 2014 Sanofi Genzyme collaboration. Upon opt-in, Sanofi Genzyme
will obtain a worldwide license to develop and commercialize the product. Sanofi Genzyme shall be responsible for
one hundred percent of global development costs for a global license product. Sanofi Genzyme will be required to
make payments totaling up to $200.0 million for such global product, including up to $100.0 million in development
milestones and $100.0 million in commercial milestones. Sanofi Genzyme will also be required to pay tiered
double-digit royalties up to twenty percent for such global product based on annual net sales, if any, of each global
product by Sanofi Genzyme, its affiliates and sublicensees.  During the first quarter of 2018, Sanofi Genzyme elected
not to exercise its global option for our lumasiran program.
Exclusive TTR License and AT3 License Terms

As noted above, the 2018 amendment, together with the Exclusive TTR License and the AT3 License Terms, revise
the terms and conditions of the 2014 Sanofi Genzyme collaboration to (i) provide us the exclusive right to pursue the
further global development and commercialization of all TTR products, including ONPATTRO, ALN-TTRsc02 and
any back-up products, (ii) provide Sanofi Genzyme the exclusive right to pursue the further global development and
commercialization of fitusiran and any back-up products and (iii) terminate the previous co-development and
co-commercialization rights related to revusiran, ALN-TTRsc02 and fitusiran under the 2014 Sanofi Genzyme
collaboration. Going forward, we are funding all development and commercialization costs for ONPATTRO and
ALN-TTRsc02.  We are also funding development and commercialization costs for fitusiran through the transition
period, up to a cap of $50.0 million, after which Sanofi Genzyme will fund all development and commercialization
costs for fitusiran. We substantially completed the transition of the fitusiran program to Sanofi Genzyme in the third
quarter of 2018. Each party is responsible for its costs associated with the transfer of the respective program to the
other party.

Under the 2018 amendment and the Exclusive TTR License, Sanofi Genzyme will be eligible to receive (i) royalties
up to twenty-five percent, increasing over time, based on annual net sales of ONPATTRO in territories excluding the
United States, Canada and Western Europe, provided royalties on annual net sales of ONPATTRO in Japan will be
twenty-five percent beginning as of the effective date of the Exclusive TTR License, (ii) tiered royalties of fifteen to
thirty percent based on global annual net sales of ALN-TTRsc02 (consistent with the royalties due to us from Sanofi
Genzyme on fitusiran), and (iii) tiered royalties of up to fifteen percent based on global annual net sales of any
back-up products, in each case by us, our affiliates and our sublicensees.  Except as described below, there will be no
additional milestones due to either party with respect to ONPATTRO, ALN-TTRsc02 or fitusiran.

In consideration for the rights granted to Sanofi Genzyme under the 2018 amendment and the AT3 License Terms,
Sanofi Genzyme was required to make one milestone payment of $50.0 million following the dosing of the first
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patient in the ATLAS Phase 3 program for fitusiran. This milestone was achieved in the first quarter of 2018. In
addition, we will be eligible to receive tiered royalties of fifteen to thirty percent based on global annual net sales of
fitusiran and up to fifteen percent based on global annual net sales of any back-up products, in each case by Sanofi
Genzyme, its affiliates and its sublicensees. We intend to continue to work with Sanofi Genzyme to ensure continuity
for the supply of fitusiran for ongoing clinical studies, and, at Sanofi Genzyme’s request, commercial sales. Sanofi
Genzyme also has the right to manufacture fitusiran.

Due to the uncertainty of pharmaceutical development and the high historical failure rates generally associated with
drug development, we may not receive any additional milestone payments or any royalty payments from Sanofi
Genzyme under the 2014 Sanofi Genzyme collaboration, as amended, or any royalty payments under the AT3 License
Terms.

17
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The 2014 Sanofi Genzyme collaboration, as amended, will continue to be governed by an alliance joint steering
committee that is comprised of an equal number of representatives from each party. Additional committees manage
various aspects of each regional and global program and oversee certain matters, including transition planning, that
may arise under the Exclusive TTR License and the AT3 License Terms.

As noted above, the Sanofi Genzyme collaboration originally entered into in 2012 was materially modified during its
term when the agreement was amended in 2014, prior to our adoption of the new revenue standard on January 1, 2018.
In accordance with the new revenue standard, we evaluated the Sanofi Genzyme collaboration with the aggregate
effect of all modifications when identifying performance obligations, determining the transaction price and allocating
the transaction price. We determined that certain promises included in these agreements are within the scope of the
new revenue standard since Sanofi Genzyme is a customer with respect to the license of the rights to its territories. We
also determined, however, that certain aspects of these agreements are within the scope of the collaboration
accounting guidance with respect to co-commercialization activities as these activities are joint risk-sharing and are
not reflective of a vendor-customer relationship. We apply the new revenue standard to all promises associated with
the transfer of goods and services to a customer.

We concluded that Sanofi Genzyme meets the definition of a customer as we are delivering intellectual property and
know-how rights as well as research and development activities for the TTR programs and fitusiran programs in
support of territories in which we are not jointly sharing the risks and rewards. We concluded that the accounting for
the original 2014 Sanofi Genzyme collaboration, and the collaboration, as amended, should be assessed as separate
contracts for (i) the patisiran and revusiran (TTR) programs, upon the initiation of the 2014 Sanofi Genzyme
collaboration, and (ii) the subsequent opt-in by Sanofi Genzyme for the fitusiran program. In addition, we determined
that the Sanofi Genzyme collaboration met the requirements to be accounted for as a contract, including that it is
probable that we will collect the consideration to which we are entitled in exchange for the goods or services that will
be delivered to Sanofi Genzyme. We identified contract promises or deliverables for licenses to our intellectual
property and know-how rights, associated development activities, joint steering committee participation and
information exchange. We determined that, pursuant to the new revenue standard (and consistent with our accounting
prior to the adoption of the new revenue standard), the performance obligations were not separately identifiable and
were not distinct (and did not have standalone value) due to the specialized nature of the services to be provided by us
and the dependent relationship between the performance obligations. Given this fact pattern, we have concluded each
of the TTR and fitusiran contracts have a single identified or combined performance obligation.

When applying the previous revenue standard, we determined that the co-commercialization activities prior to the
2018 amendment were within the scope of the collaboration accounting standard since both parties would actively
participate in the co-commercialization and be subject to significant risks and rewards. As a result of this
determination, we recorded any payments or cash receipts for these joint risk-sharing activities as an adjustment to the
related operations expense captions. The amounts recorded as a reduction of our selling, general and administrative
activities were not material.

The transaction price as of January 1, 2018 of $127.6 million for the 2014 Sanofi Genzyme collaboration related to the
license to the TTR programs included the $22.5 million upfront payment and $11.0 million of development milestone
payments earned under the now superseded 2012 Sanofi Genzyme agreement, a $25.0 million development milestone
payment for revusiran achieved in 2014, the estimated patisiran and revusiran cost-share reimbursements of $63.6
million and $57.0 million, net of payments to Sanofi Genzyme, respectively, and the $51.5 million equity discount
related to the stock purchase agreement, described below. Since the fair value of the stock at the time of closing was
more than the consideration received by us by $51.5 million, we reduced the transaction price of the license and
collaboration contract, treating the equity discount in a manner consistent with a payment to the customer. The
transaction price related to our license to the fitusiran program as of January 1, 2018, accounted for as a separate
agreement, included estimated fitusiran development cost-share reimbursements of $147.3 million, net of payments to
Sanofi Genzyme. There are no refund provisions in the agreement and, therefore, none of the consideration received to
date has been excluded from the transaction price calculation. None of the unearned milestones as of January 1, 2018
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were included in the transaction price, as all unearned milestone amounts were determined to be fully constrained. We
considered several factors, including that achievement of the milestones is outside our control and contingent upon
success in clinical trials and regulatory decisions and the licensee’s efforts. Any consideration related to sales-based
royalties (including milestones) will be recognized when the related sales occur as they were determined to relate
predominantly to the license granted to Sanofi Genzyme and as a result have also been excluded from the transaction
price.  We will re-evaluate the transaction price in each reporting period and as uncertain events are resolved or other
changes in circumstances occur.
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We allocated the transaction price to the combined performance obligation. We have determined that this combined
performance obligation is satisfied over time based on our performance that is creating or enhancing an asset that
Sanofi Genzyme controls. In this instance, Sanofi Genzyme received control over the asset, or the licensed intellectual
property, and know-how, at the time the contract was executed since the licensed intellectual property and know-how
meet the definition of functional intellectual property per the new revenue standard, which defines functional
intellectual property as intellectual property that derives a substantial portion of its utility from its standalone
functionality rather than the entity’s ongoing activities (thus, once the asset is fully developed, our ongoing
involvement is not required for the licensee to derive value). The other promises included in the performance
obligation, however, are enhancing the controlled asset, and thus the combined performance obligation is being
satisfied over time.

The new revenue standard requires a single method of measuring performance for each performance obligation
satisfied over time. Since we do not have a reliable method of estimating progress based upon its outputs, it was
determined that the most reliable method of estimating progress would be using a cost-to-cost input method. We have
determined that our completion of certain clinical and regulatory development tasks is relevant and directly related to
our progress in completing the combined performance obligation. As such, we measured our progress upon adoption
and will continue to measure our progress during each reporting period based upon the amount of development costs
incurred divided by the total amount of development costs expected to be incurred over the course of the agreement.
We exclude costs that are not related to our completion of this performance obligation, such as the completion of tasks
(and incurring of costs) associated with the marketing and commercialization of the drug. We estimated our internal
costs during the last three years, excluding non-reimbursable costs that were not deemed to directly relate to the
delivery of the development services to Sanofi Genzyme. Historically, we have been unable to reliably measure our
performance based upon our lack of historical experience in completing the development of a drug candidate and
have, as a result, defaulted to straight-line attribution for many of our licensing agreements. At the time of adoption of
the new revenue standard, however, we have completed a substantial portion of our development obligations and
determined we have sufficient information to estimate the remaining development costs for the fitusiran program and
sufficient experience to reasonably estimate our development costs.

We determined that the 2018 amendment, together with the Exclusive TTR License and the AT3 License Terms,
referred to as the 2018 restructured agreement, are included in the scope of the modification provisions of the new
revenue standard. We had identified that the agreement for the TTR programs under the 2014 Sanofi Genzyme
collaboration should be accounted for separately from any subsequent option exercises, including with respect to
fitusiran. Therefore, we concluded it is appropriate to account for the 2018 restructured agreement as two separate
modifications to the 2014 Sanofi Genzyme collaboration: one related to the TTR programs and one related to the
fitusiran program. Our conclusions related to scoping under the prior revenue standard are consistent with the new
revenue standard.

As noted above, the 2018 amendment, together with the Exclusive TTR License, provide us with the exclusive right to
pursue the further global development and commercialization of all TTR products, including ONPATTRO. We are
responsible for all development and commercialization costs for ONPATTRO and ALN-TTRsc02. As of the 2018
restructured agreement, we are no longer required to complete the delivery of any of the performance obligations
under the agreement related to the TTR programs. As a result, the transaction price prior to the 2018 amendment has
been reduced as we are no longer entitled to cost-share reimbursements or any of the previously constrained
consideration, such as milestones and royalties. Since the 2018 amendment affected the transaction price but did not
add any incremental and distinct performance obligations, we concluded this amendment should be accounted for as a
change to the existing agreement and recorded the revenue on a cumulative catch-up basis. At the time of the 2018
amendment, we had $2.9 million in revenue deferred as a contract liability on our condensed consolidated balance
sheet related to this contract for TTR programs, all of which we recognized in the first quarter of 2018 under the
proportional performance model as we no longer expected to incur costs associated with the delivery of goods or
services. If we had not adopted the new revenue standard, at the time of the 2018 restructured agreement, we would
have had $25.8 million of deferred revenues on our condensed consolidated balance sheet that would have been

Edgar Filing: ALNYLAM PHARMACEUTICALS, INC. - Form 10-Q

38



recognized in full upon the date of the 2018 restructured agreement as we would have similarly concluded there were
no ongoing deliverables under the 2018 restructured agreement related to the TTR programs. We expect to record
future royalties payable to Sanofi Genzyme with respect to any sales of ONPATTRO within cost of goods sold on our
condensed consolidated statements of comprehensive loss as Sanofi Genzyme is no longer considered our customer
after the 2018 restructured agreement for sales of all TTR products, including ONPATTRO, and as such, these royalty
payments are outside of the scope of the new revenue standard, including with respect to principal versus agent
guidance.

The 2018 amendment, together with the AT3 License Terms, as noted above, provide Sanofi Genzyme the exclusive
right to pursue the further global development and commercialization of fitusiran and any back-up products and
terminates the previous co-development and co-commercialization rights related to fitusiran under the 2014 Sanofi
Genzyme collaboration. The 2018 restructured agreement provides a broader license that permits global development,
manufacturing and commercialization, and we are required to facilitate the transfer of all ongoing activities, contracts,
intellectual property, know-how and other materials and information related to fitusiran to Sanofi Genzyme.  

19
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In connection with the 2018 restructured agreement for fitusiran, we funded development and commercialization costs
for fitusiran through the transition period, which was substantially completed in the third quarter of 2018, up to a limit
of $50.0 million. The only milestone under the 2018 restructured agreement, which was achieved in the first quarter of
2018 following the dosing of the first patient in the ATLAS Phase 3 program for fitusiran, is considered variable
consideration for the license and transition services related to the fitusiran program. We have agreed to reimburse
Sanofi Genzyme for certain transition activities that are reflected as a reduction in the transaction price. As a result,
the transaction price has been reduced as we are no longer entitled to cost-share reimbursements or any of the
previously constrained consideration, such as milestones and royalties.

We concluded that the modification that resulted from the 2018 restructured agreement related to fitusiran would be
treated as a termination and replacement of the 2014 Sanofi Genzyme collaboration and accounted for prospectively
as the remaining license and transition services are considered distinct from that under the agreement prior to this
modification. However, the incremental consideration under the 2018 restructured agreement does not directly reflect
the standalone selling price of the incremental performance obligation. Therefore, we concluded the 2018 restructured
agreement for fitusiran should be accounted for on a prospective basis. At the time of the 2018 amendment, we had
$0.6 million in revenue deferred as a contract liability on our condensed consolidated balance sheet related to the 2014
Sanofi Genzyme collaboration for the fitusiran program. The transaction price of the 2018 restructured agreement for
fitusiran is $37.6 million, primarily related to the $50.0 million milestone that was achieved in the first quarter of
2018. Consistent with our accounting prior to this 2018 modification, we are applying the sales-based royalty under
the new revenue standard to exclude from the transaction price the royalties earned on Sanofi Genzyme’s sales of
fitusiran as we have determined in the context of all the performance obligations, including those delivered prior to the
2018 modification, that the value of the broader license will continue to represent a substantial portion of the value
provided to Sanofi Genzyme; and therefore the license to the intellectual property is the predominant item to which
the royalty relates.

We have determined that Sanofi Genzyme’s right to purchase additional clinical and commercial material from us
reflects optional purchases that are distinct from other performance obligations. Revenues associated with these
purchases will be recognized as Sanofi Genzyme obtains control of any purchased material.

We are recognizing the transaction price of the 2018 restructured agreement related to fitusiran under a separate
proportional performance model as we perform transition services over the transition period, which was substantially
completed in the third quarter of 2018. We measured our performance based on a percentage of our costs expected to
be incurred in connection with the transition. During the transition, we incurred a total cost of $38.0 million. In the
three and nine months ended September 30, 2018, under the proportional performance model, we recognized an
adjustment to decrease revenues of $1.6 million and recognized revenues of $37.6 million, respectively, related to the
2018 restructured agreement for fitusiran. If we had not adopted the new revenue standard, at the time of the 2018
restructured agreement, we would have had $23.4 million of deferred revenues on our condensed consolidated balance
sheet, that would have represented an incremental $22.8 million to the transaction price. Similar to under the new
revenue standard, we consider the 2018 restructured agreement related to fitusiran to include a combined performance
obligation. Under the prior revenue standard and our historical practice to account for contract modifications, we
would apply a separate model to the consideration. Historically, we have measured our performance under our models
based on the passage of time due to our inability to estimate performance under another method. However, as a result
of the 2018 restructured agreement related to fitusiran, we have the ability to measure our performance under the prior
revenue standard based on costs expected to be incurred, and therefore measure performance under the prior standard
consistent with that of the new revenue standard. Under the prior revenue standard, we would have recorded an
adjustment to decrease revenues of $0.9 million and recorded revenues of $60.3 million, respectively, in the three and
nine months ended September 30, 2018.    

We determined that the opt-in rights that Sanofi Genzyme continues to have for future Genetic Medicine programs
represent separate and additional optional purchases that Sanofi Genzyme may receive from us in future periods.
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Accounting for Equity Purchases in Connection with our 2014 Sanofi Genzyme Collaboration

Upon the closing of the equity transaction in February 2014, we sold to Sanofi Genzyme 8,766,338 shares of our
common stock and Sanofi Genzyme paid $700.0 million in aggregate cash consideration to us. As a condition to the
closing of the equity transaction, Sanofi Genzyme entered into an investor agreement with us containing provisions
regarding Sanofi Genzyme’s holding and “standstill” obligations, additional purchase, voting and registration rights, as
well as certain other rights and obligations of the parties.

We recorded the issuance of 8,766,338 shares of our common stock under the stock purchase agreement using the
price of our common stock on the date the shares were issued to Sanofi Genzyme. Based on the common stock price
of $85.72, the fair value of the shares issued was $751.5 million, which was $51.5 million in excess of the proceeds
received from Sanofi Genzyme for the issuance of our common stock. This $51.5 million has been reflected as a
reduction of the transaction price for the ALN-TTR programs. In addition, due to intraperiod tax allocation rules, upon
closing of the equity transaction we recorded a benefit from income taxes of $15.2 million due to the Sanofi Genzyme
equity purchase being recorded in additional paid-in capital, net of tax.

20
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In accordance with the investor agreement, as a result of our issuance of shares in connection with our acquisition of
Sirna Therapeutics, Inc. in March 2014, Sanofi Genzyme exercised its right to purchase an additional 344,448 shares
of our common stock for $23.0 million. In addition, in connection with our public offerings, Sanofi Genzyme
exercised its right to purchase directly from us, in concurrent private placements, 744,566 shares of common stock in
January 2015 at the public offering price resulting in $70.7 million in proceeds to us and 297,501 shares of common
stock in May 2017 at the public offering price resulting in $21.4 million in proceeds to us. The sales of common stock
to Sanofi Genzyme were not registered as part of these public offerings, though they were consummated
simultaneously with the public offering.

Sanofi Genzyme also has the right at the beginning of each year to purchase a number of shares of our common stock
based on the number of shares we issued during the previous year for compensation-related purposes. Sanofi
Genzyme exercised this right to purchase directly from us 196,251 shares of our common stock in January 2015 for
$18.3 million and 205,030 shares of our common stock in February 2016 for $14.3 million. The sales of these shares
to Sanofi Genzyme were consummated as private placements.

Sanofi Genzyme currently holds approximately 11 percent of our outstanding common stock.

We applied the guidance in the equity accounting standard for the stock purchase arrangement since the sale of our
equity is not part of our ordinary activities and, therefore, does not qualify as a contract with a customer that is within
the scope of the new revenue standard.

4. INVENTORY

The following table presents our inventory of ONPATTRO at September 30, 2018 and December 31, 2017, in
thousands:

At
September 30,
2018

At
December 31,
2017

Raw materials $ 4,789 $ —
Work in process 6,213 —
Finished goods 79 —
   Total inventory $ 11,081 $ —

At September 30, 2018, all of our inventory was related to ONPATTRO, which was approved by the FDA and the EC
on August 10, 2018 and August 30, 2018, respectively. In the third quarter of 2018, we began to capitalize inventory
costs for ONPATTRO as a result of the approval of ONPATTRO by the FDA and commercial sales forecasts for
ONPATTRO. Prior to the third quarter of 2018, we recorded the costs associated with ONPATTRO raw materials,
work in process and finished goods as research and development expenses on our condensed consolidated statements
of comprehensive loss. At September 30, 2018, we had $21.3 million of this zero-cost ONPATTRO inventory.  At
September 30, 2018, we have determined a reserve related to ONPATTRO inventory is not required based on our
evaluation of factors including commercial sales forecasts for ONPATTRO and the shelf life of ONPATTRO
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inventory.
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5. FAIR VALUE MEASUREMENTS

The following tables present information about our assets that are measured at fair value on a recurring basis at
September 30, 2018 and December 31, 2017, and indicate the fair value hierarchy of the valuation techniques we
utilized to determine such fair value, in thousands:

Description

At
September 30,
2018

Quoted

Prices in

Active

Markets

(Level 1)

Significant

Observable

Inputs

(Level 2)

Significant

Unobservable

Inputs

(Level 3)
Cash equivalents:
Corporate notes $ 2,729 $— $ 2,729 $ —
U.S. government-sponsored enterprise securities 1,985 — 1,985 —
U.S. treasury securities 9,974 — 9,974 —
Money market funds 232,073 232,073 — —
Marketable debt securities:
Certificates of deposit 18,800 — 18,800 —
Commercial paper 101,376 — 101,376 —
Corporate notes 324,379 — 324,379 —
U.S. government-sponsored enterprise securities 111,339 — 111,339 —
U.S. treasury securities 349,328 — 349,328 —
Marketable equity securities 15,004 15,004 — —
Restricted cash (money market funds) 1,476 1,476 — —
Total $ 1,168,463 $248,553 $ 919,910 $ —

Description

At
December 31,
2017

Quoted

Prices in

Active

Markets

(Level 1)

Significant

Observable

Inputs

(Level 2)

Significant

Unobservable

Inputs

(Level 3)
Cash equivalents:
Commercial paper $ 82,262 $— $ 82,262 $ —
Corporate notes 18,116 — 18,116 —
U.S. government-sponsored enterprise securities 231,122 — 231,122 —
U.S. treasury securities 62,855 — 62,855 —
Money market funds 122,986 122,986 — —
Marketable debt securities:
Certificates of deposit 30,200 — 30,200 —
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