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Item 2.02 Results of Operations and Financial Condition.

Although it has not finalized its full financial results for the fourth quarter and fiscal year ended December 31, 2016, Agios Pharmaceuticals, Inc. (the
“Company”) announced on January 9, 2017, that it expects to report that it had approximately $574 million of cash, cash equivalents and marketable
securities as of December 31, 2016.

The information contained in Item 2.02 of this Form 8-K is unaudited and preliminary, and does not present all information necessary for an understanding of
the Company’s financial condition as of December 31, 2016 and its results of operations for the three months and year ended December 31, 2016. The audit
of the Company’s consolidated financial statements for the year ended December 31, 2016 is ongoing and could result in changes to the information set forth
above.

The information in this Item 2.02 shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange
Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities Act of 1933, as
amended (the “Securities Act”), or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Item 7.01 Regulation FD Disclosure.

On January 9, 2017, the Company intends to make a slide presentation at the 35th Annual J.P. Morgan Healthcare Conference. A form of the slide
presentation is being furnished as Exhibit 99.1 to this Current Report on Form 8-K.

The information responsive to Item 7.01 of this Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Exchange Act
or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities Act or the Exchange
Act, except as expressly set forth by specific reference in such a filing.

Item 8.01 Other Events.

On January 9, 2017, the Company issued a press release outlining its 2017 milestones for its development programs and research pipeline, which will be
discussed at the Company’s presentation at the 35th Annual J.P. Morgan Healthcare Conference on January 9, 2017. The full text of the press release issued
in connection with this announcement is filed as Exhibit 99.2 to this Current Report on Form 8-K and is incorporated herein by reference.

Forward Looking Statements

This Current Report on Form 8-K and the exhibits attached hereto contain forward-looking statements of the Company that involve substantial risks and
uncertainties. All statements, other than statements of historical facts, contained in this Current Report on Form 8-K and the exhibits attached hereto, are
forward-looking statements. The words “anticipate,” “believe,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “project,” “target,” “potential,”
“will,” “would,” “could,” “should,” “continue,” “contemplate,” or the negative of these terms or other similar expressions are intended to identify forward-
looking statements, although not all forward-looking statements contain these identifying words. These forward-looking statements include, among others,
statements about: the Company’s estimates regarding its balance of cash, cash equivalents and marketable securities for the year ended December 31, 2016
and other expectations regarding its business, plans, prospects and strategies. Actual results or events could differ materially from the plans, intentions and
expectations disclosed in the forward-looking statements that the Company makes due to a number of important factors, including those Risk Factors
discussed in the Company’s Quarterly Report on Form 10-Q for the quarter ended September 30, 2016, and other filings that the Company may make with the
Securities and Exchange Commission in the future. Any forward-looking statements contained in this Current Report on Form 8-K speak only as of the date
hereof, and the Company expressly disclaims any obligation to update any forward-looking statements, whether as a result of new information, future events
or otherwise, except as required by law.

Item 9.01 Financial Statements and Exhibits.

(d) The following exhibits are included in this report:
 
Exhibit No.  Description

99.1   Form of Presentation as of January 9, 2017.

99.2   Press release issued by Agios Pharmaceuticals, Inc. on January 9, 2017.



SIGNATURES

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

  AGIOS PHARMACEUTICALS, INC.

Date: January 9, 2017   By: /s/ David P. Schenkein

   
    David P. Schenkein, M.D.
    President and Chief Executive Officer



EXHIBIT INDEX
 
Exhibit No.  Description

99.1   Form of Presentation as of January 9, 2017.

99.2   Press release issued by Agios Pharmaceuticals, Inc. on January 9, 2017.



A g io s: D eliv erin g  O u r F irst Med icin es to  P atien ts JP Mo rg an  H ealth care C o n feren ce D av id  S ch en k ein , M.D . C h ief E x ecu tiv e O fficer Jan u ary  9 , 2 0 1 7  E x h ib it 9 9 .1



F o rw ard  L o o k in g  S tatem en ts T h is p resen tatio n  an d  v ario u s rem ark s w e m ak e d u rin g  th is p resen tatio n  co n tain  fo rw ard -lo o k in g  statem en ts w ith in  th e m ean in g  o f T h e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5 . S u ch  fo rw ard -lo o k in g  statem en ts in clu d e th o se reg ard in g  th e A g io s’ p lan s, strateg ies an d  ex p ectatio n s fo r its an d  its co llab o rato r’s p reclin ical, clin ical an d  co m m ercial ad v an cem en t o f its d ru g  d ev elo p m en t p ro g ram s in clu d in g  en asid en ib , A G -1 2 0 , an d  A G -3 4 8 ; th e p o ten tial b en efits o f A g io s' p ro d u ct can d id ates; its k ey  m ilesto n es fo r 2 0 1 7 ; its fin an cial g u id an ce reg ard in g  th e p erio d  in  w h ich  it w ill h av e cap ital av ailab le to  fu n d  its o p eratio n s; an d  th e p o ten tial b en efit o f its strateg ic p lan s an d  fo cu s. T h e w o rd s “an ticip ate,” “b eliev e,” “estim ate,” “ex p ect,” “in ten d ,” “m ay ,” “p lan ,” “p red ict,” “p ro ject,” “w o u ld ,” “co u ld ,” “p o ten tial,” “p o ssib le,” “h o p e,” “strateg y ,” “m ilesto n e,” “w ill,” an d  sim ilar ex p ressio n s are in ten d ed  to  id en tify  fo rw ard -lo o k in g  statem en ts, alth o u g h  n o t all fo rw ard -lo o k in g  statem en ts co n tain  th ese id en tify in g  w o rd s. S u ch  statem en ts are su b ject to  n u m ero u s im p o rtan t facto rs, risk s an d  u n certain ties th at m ay  cau se actu al ev en ts o r resu lts to  d iffer m aterially  fro m  A g io s' cu rren t ex p ectatio n s an d  b eliefs. F o r ex am p le, th ere can  b e n o  g u aran tee th at an y  p ro d u ct can d id ate A g io s o r its co llab o rato r, C elg en e, is d ev elo p in g  w ill su ccessfu lly  co m m en ce o r co m p lete n ecessary  p reclin ical an d  clin ical d ev elo p m en t p h ases, o r th at d ev elo p m en t o f an y  o f A g io s' p ro d u ct can d id ates w ill su ccessfu lly  co n tin u e. T h ere can  b e n o  g u aran tee th at an y  p o sitiv e d ev elo p m en ts in  A g io s' b u sin ess w ill resu lt in  sto ck  p rice ap p reciatio n . Man ag em en t's ex p ectatio n s an d , th erefo re, an y  fo rw ard -lo o k in g  statem en ts in  th is p resen tatio n  an d  v ario u s rem ark s w e m ak e d u rin g  th is p resen tatio n  co u ld  also  b e affected  b y  risk s an d  u n certain ties relatin g  to  a n u m b er o f o th er im p o rtan t facto rs, in clu d in g : A g io s' resu lts o f clin ical trials an d  p reclin ical stu d ies, in clu d in g  su b seq u en t an aly sis o f ex istin g  d ata an d  n ew  d ata receiv ed  fro m  o n g o in g  an d  fu tu re stu d ies; th e co n ten t an d  tim in g  o f d ecisio n s m ad e b y  th e U .S . F D A  an d  o th er reg u lato ry  au th o rities, in v estig atio n al rev iew  b o ard s at clin ical trial sites an d  p u b licatio n  rev iew  b o d ies; A g io s' ab ility  to  o b tain  an d  m ain tain  req u isite reg u lato ry  ap p ro v als an d  to  en ro ll p atien ts in  its p lan n ed  clin ical trials; u n p lan n ed  cash  req u irem en ts an d  ex p en d itu res; co m p etitiv e facto rs; A g io s' ab ility  to  o b tain , m ain tain  an d  en fo rce p aten t an d  o th er in tellectu al p ro p erty  p ro tectio n  fo r an y  p ro d u ct can d id ates it is d ev elo p in g ; A g io s' ab ility  to  m ain tain  k ey  co llab o ratio n s, su ch  as its ag reem en tsw ith  C elg en e; an d  g en eral eco n o m ic an d  m ark et co n d itio n s. T h ese an d  o th er risk s are d escrib ed  in  g reater d etail u n d er th e cap tio n  "R isk  F acto rs" in clu d ed  in  A g io s' Q u arterly  R ep o rt o n  F o rm  1 0 -Q  fo r th e q u arter en d ed  S ep tem b er 3 0 , 2 0 1 6 , an d  o th er filin g s th at A g io s m ay  m ak e w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  in  th e fu tu re. A n y  fo rw ard -lo o k in g  statem en ts co n tain ed  in  th is p resen tatio n  an d  v ario u s rem ark s w e m ak e d u rin g  th is p resen tatio n  sp eak  o n ly  as o f th e d ate h ereo f, an d  A g io s ex p ressly  d isclaim s an y  o b lig atio n  to  u p d ate an y  fo rw ard -lo o k in g  statem en ts, w h eth er as a resu lt o f n ew  in fo rm atio n , fu tu re ev en ts o r o th erw ise, ex cep t as req u ired  b y  law .
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Exhibit 99.2
 

Agios Announces Key Upcoming Milestones to Support Evolution to a Commercial Stage Biopharmaceutical Company in 2017

- Enasidenib (AG-221) NDA Submitted for IDH2m Relapsed/Refractory (R/R) Acute Myeloid Leukemia (AML) -

- AG-120 NDA Submission for IDH1m R/R AML Planned by Year End 2017 -

- AG-348 Advancing to Pivotal Development in PK Deficiency -

- Development Candidate for MTAP Pathway Selected; IND Submission Expected by Year End 2017 -

- Company Ends 2016 in a Strong Financial Position with $574M in Cash, Cash Equivalents and Marketable Securities -

SAN FRANCISCO, January 9, 2017 — Agios Pharmaceuticals, Inc. (NASDAQ: AGIO), a leader in the fields of cancer metabolism and rare genetic metabolic
diseases, today outlined key 2017 milestones in conjunction with its presentation at the 35th Annual J.P. Morgan Healthcare Conference in San Francisco.
The presentation will outline important milestones as Agios evolves into a commercial stage company, including potential launches for enasidenib and
AG-120 in R/R AML, pivotal development for its second wholly owned asset, AG-348 in pyruvate kinase (PK) deficiency, and an investigational new drug
(IND) application submission for the company’s next development candidate, focused on MTAP deleted cancers. The company will webcast its presentation
on Monday, January 9, 2017 at 10:00 a.m. PT (1:00 p.m. ET) at www.agios.com.

“This is the year Agios will evolve into a commercial-stage organization with the anticipated launch of enasidenib for patients with R/R AML, followed by
the NDA submission of AG-120 and AG-348 preparing to enter a pivotal trial in PK deficiency,” said David Schenkein, M.D., chief executive officer of Agios.
“We believe these milestones will enable us to achieve our vision of delivering important medicines with the potential to transform patients’ lives.
Additionally, our robust research engine continues to be highly productive with an IND submission for the company’s sixth development candidate in eight
years anticipated by the end of 2017.”

The company expects to achieve the following key milestones by the end of 2017:
 

 •  Potential approval of enasidenib in the United States for IDH2m positive R/R AML in collaboration with Celgene.
 

 •  Submit a new drug application (NDA) to the U.S. FDA for AG-120 by the end of 2017. AG-120 is a wholly owned, first-in-class, oral, selective,
potent inhibitor of IDH1m, in IDH1m positive R/R AML.



 

 •  Initiate a global, registration-enabling Phase 3 study combining AG-120 and VIDAZA® in frontline AML patients with an IDH1 mutation
ineligible for intensive chemotherapy in the first half of 2017.

 

 •  Finalize design and operational activities for a global pivotal trial of AG-348 to initiate in the first half of 2018. AG-348 is a wholly owned,
first-in-class, oral activator of both wild-type (normal) and mutated pyruvate kinase-R (PKR) enzymes, in PK deficiency.

 

 •  File an IND application for the MTAP pathway development candidate by the end of 2017.

The company also provided an update on the following 2016 milestones achieved in December:
 

 •  Supported Celgene’s submission of an NDA for enasidenib in IDH2m positive R/R AML.
 

 
•  Initiated a global, registration-enabling randomized Phase 3 trial for AG-120 in IDH1m positive cholangiocarcinoma. The FDA also granted

AG-120 Fast Track Designation for the treatment of patients with previously treated, unresectable or metastatic cholangiocarcinoma with an
IDH1 mutation.

 

 •  Selected a development candidate focused on the MTAP pathway to enter IND-enabling studies.

2016 Year-End Cash and Guidance

Agios ended 2016 with approximately $574 million of cash, cash equivalents and marketable securities. Based on its current operating plans, the company
expects that its existing cash, cash equivalents and marketable securities as of December 31, 2016, together with anticipated interest income, and anticipated
expense reimbursements under its collaboration agreements with Celgene, but excluding any additional program-specific milestone payments from Celgene,
will enable the company to fund its anticipated operating expenses and capital expenditure requirements through at least the end of 2018.

Presentation at 35th Annual J.P. Morgan Healthcare Conference

Agios will webcast its corporate presentation from the 35th Annual J.P. Morgan Healthcare Conference in San Francisco on Monday, January 9, 2017 at 10:00
a.m. PT (1:00 p.m. ET). A live webcast of the presentation can be accessed under “Events & Presentations” in the Investors and Media section of the
company’s website at agios.com. A replay of the webcast will be archived on the Agios website for at least two weeks following the presentation.

About Agios

Agios is focused on discovering and developing novel investigational medicines to treat cancer and rare genetic metabolic diseases through scientific
leadership in the field of cellular metabolism. In addition to an active research and discovery pipeline across both therapeutic areas, Agios has multiple
first-in-class investigational medicines in clinical and/or preclinical
 



 
development. All Agios programs focus on genetically identified patient populations, leveraging the company’s knowledge of metabolism, biology and
genomics. For more information, please visit the company’s website at www.agios.com.

About Agios/Celgene Collaboration

Enasidenib and AG-881 are part of Agios’ global strategic collaboration with Celgene Corporation focused on cancer metabolism. Under the terms of the
2010 collaboration, Celgene has worldwide development and commercialization rights for enasidenib. Agios continues to conduct clinical development
activities within the enasidenib development program and is eligible to receive up to $120 million in payments assuming achievement of certain milestones
and royalties on net sales. Additionally, Agios and Celgene intend to co-commercialize enasidenib in the U.S. For AG-881, the companies have a joint
worldwide development and 50/50 profit share collaboration, and Agios is eligible to receive regulatory milestone payments of up to $70 million. The
program focused on MTAP (methylthioadenosine phosphorylase) deleted cancers is part of a 2016 global co-development and co-commercialization
agreement with Celgene focused on metabolic immuno-oncology with a worldwide 50/50 cost and profit share between Agios and Celgene, under which
Agios is eligible for up to $169 million in clinical and regulatory milestone payments for the program.

Vidaza® is a registered trademark of Celgene Corporation.

Cautionary Note Regarding Forward-Looking Statements

This press release contains forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. Such forward-looking
statements include those regarding the Agios’ plans, strategies and expectations for its and its collaborator’s preclinical, clinical and commercial
advancement of its drug development programs including enasidenib, AG-120, and AG-348; the potential benefits of Agios’ product candidates; its key
milestones for 2017; its financial guidance regarding the period in which it will have capital available to fund its operations; and the potential benefit of its
strategic plans and focus. The words “anticipate,” “believe,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “project,” “would,” “could,”
“potential,” “possible,” “hope,” “strategy,” “milestone,” “will,” and similar expressions are intended to identify forward-looking statements, although not all
forward-looking statements contain these identifying words. Such statements are subject to numerous important factors, risks and uncertainties that may
cause actual events or results to differ materially from Agios’ current expectations and beliefs. For example, there can be no guarantee that any product
candidate Agios or its collaborator, Celgene, is developing will successfully commence or complete necessary preclinical and clinical development phases,
or that development of any of Agios’ product candidates will successfully continue. There can be no guarantee that any positive developments in Agios’
business will result in stock price appreciation. Management’s expectations and, therefore, any forward-looking statements in this press release could also be
affected by risks and uncertainties relating to a number of other important factors, including: Agios’ results of clinical trials and preclinical studies, including
subsequent analysis of existing
 



 
data and new data received from ongoing and future studies; the content and timing of decisions made by the U.S. FDA and other regulatory authorities,
investigational review boards at clinical trial sites and publication review bodies; Agios’ ability to obtain and maintain requisite regulatory approvals and to
enroll patients in its planned clinical trials; unplanned cash requirements and expenditures; competitive factors; Agios’ ability to obtain, maintain and
enforce patent and other intellectual property protection for any product candidates it is developing; Agios’ ability to maintain key collaborations, such as
its agreements with Celgene; and general economic and market conditions. These and other risks are described in greater detail under the caption “Risk
Factors” included in Agios’ Quarterly Report on Form 10-Q for the quarter ended September 30, 2016, and other filings that Agios may make with the
Securities and Exchange Commission in the future. Any forward-looking statements contained in this press release speak only as of the date hereof, and
Agios expressly disclaims any obligation to update any forward-looking statements, whether as a result of new information, future events or otherwise, except
as required by law.

# # #

Contacts
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Senior Director, Investor & Public Relations
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Renee Leck, 617-649-8299
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