UNITED STATES

SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549
[image: ]


FORM 8-K
[image: ]



CURRENT REPORT

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

Date of Report (Date of Earliest Event Reported): December 5, 2016
[image: ]


Blueprint Medicines Corporation

(Exact name of registrant as specified in its charter)
[image: ]




Delaware

(State or other jurisdiction

of incorporation)




001-37359

(Commission File Number)




26-3632015

(I.R.S. Employer

Identification No.)




38 Sidney Street, Suite 200

Cambridge, Massachusetts

(Address of principal executive offices)





02139

(Zip Code)



Registrant’s telephone number, including area code: (617) 374-7580

(Former name or former address, if changed since last report)
[image: ]



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

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
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Item 7.01	Regulation FD Disclosure.

On December 5, 2016, Blueprint Medicines Corporation hosted an investor conference call and live webcast to discuss initial data from the dose escalation stage of its ongoing Phase 1 clinical trial evaluating BLU-285 for the treatment of advanced systemic mastocytosis. These data were presented in an oral presentation at the 2016 American Society of Hematology Annual Meeting and Exposition in San Diego, California on December 4, 2016. BLU-285 is an orally available, potent and highly selective inhibitor that targets D816V mutant KIT. A copy of the slide presentation from the conference call is attached as Exhibit 99.1 to this Current Report on Form 8-K.

The information in Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.1 attached hereto, is intended to be furnished and 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, or the Exchange Act, except as expressly set forth by specific reference in such filing.

Item 9.01	Financial Statements and Exhibits.

	(d) Exhibits.
	

	Exhibit No.
	Description

	99.1
	
	Slide presentation by Blueprint Medicines Corporation on December 5, 2016
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SIGNATURES

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

	
	BLUEPRINT MEDICINES CORPORATION

	Date: December 5, 2016
	By:  /s/ Jeffrey W. Albers

	
	
	Jeffrey W. Albers

	
	
	Chief Executive Officer
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	Slide presentation by Blueprint Medicines Corporation on December 5, 2016

	
	
	4
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&Kblueprint _

2016 American Society of Hematology (ASH) Annual Meeting
San Diego, CA

Summary of BLU-285 Systemic Mastocytosis Oral Presentation

Blueprint Medicines Corporation
Investor Webcast & Conference Call

December 5, 2016
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Conference Call Participants blueprint

Jeff Albers.
Chief Executive Officer, Blueprint Medicines.

Andy Boral, M.D.
Chief Medical Officer, Blueprint Medicines
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Looking Statements ¢ blueprint

This presentation contains forwardooking statements as defined inthe Private Securies Litgation Reform Act of 1995, as amended. The words ‘may,” il “could,
Would. shoud, “oxpect.” ‘plan, “anfcpete, nfend, “bellev, estimate." ‘prodlct,” ‘project" ‘polontal - continue,” Targel” and simiar expressions are ifended fo
dantt fonwarclooking statemants. athough not 3l forward-loking stalemants conin (hese dentiying words.

In this prosentatin, forward-ooking statements incluce, without imitation, stafements about plans and timeline for the ciical development o BLU-285 BLU-554 andl
BLU-867 and our abilty to implement thoso clical development plans: the potental benefts of ur curron and fuluro g candidales in (reating patens: te timing of
reguiatory submissions o fings; lans and timelines for the development of companion diagnostcs for BLU-285 and BLU.554; plans and timelines fo current or fuure
iscovery programs. the uture financil perormance of Bluepvint Medicines Corporaton (the Company: and the Company's sraeqy, business plans and focus. The
Company has based these forward Joking tatements on managements curent expectatons, assumplions, ostmates and projectons. Wil the Company boleves
ihoss expectations, assumptions, estmates and projections are reasonable, Such forward-ooking satements are only predicions and involve Known and unknown iss,
unceriainties and other imporant factors, many of which are beyond the Company's conirl and may cause actual fesuls, perfomance or achievements (o dffor
materiall from those expressed or implied by any forward-Jooking statemants. These rsks and uncertainties indude, wihout Imtatin, ks and uncertaintes reated
o"the dolay of any curtent or futuro liical trals o the development of the Company's dug canddates, including BLU-285, BLU-554 and BLU-667. the Company's
achvancement of muliple ear-stage efort: the Company's abily o successful demonsirafe the eficacy and safetyof s drg canclale; ihe pecinical and clmical
resuls for the Company's oy candidales. which may not support furiher development of such drug candidates: actions or decisions of reguialory agancies or
Suthortes, which may affect ne iniaton, ming and progress of curent or future cinical trals: the Gompany s abilty to obtain, mainain and enforce patent and othar
ntelloctualproperty profection for any rig candidates 5 devaloping. the Company's abily o develop and commerciaize companion diagnostics fo s curent and
futr drug candidates, including @ companion diagnostc for BLU-554 with Vertana Medical Systoms. inc. and @ companion diagnostc for BLU-285 with QIAGEN
Manchesier Limied, and the succoss of the Company's are genelic disease collboration wih Alexion Pharma Holding and s cancer immunotherapy collaboration wih
F Hoffmann-La Roche Ltd and Hofimann-La Roche Inc.

These and other rsks and uncertaintes are described i greater detail under “Risk Factors i the Company's Quarery Report on Forn 10-Q for the quarter onded
‘September 30, 2016, s fled withthe Securiies and Exchange Commission (-SEC") on November 10. 2016, and any other fings the Company may make wih the SEC
n'the future. The Company cannof guarantes fuure resuls. outcomes. evels of activy, performance, developments, o achievements, and {here can be 1o assurance
ha the Company's expectations, ntanfons, antipatons, belie, or projections wil resul or be achieved or accompished. The forwarcHlooking statements i this
presentation aro made only a5 of the ate hereor, and excepl as requied by law, the Company undertakes no obigation fo updale any forward looking statements
Contained nthis prosentation 85  resul of new information. flure events or iherwise

This presantation aiso contains estmates, pojections and ofher statisical data made by independent parties and by the Company rolatng fo market size and growth
and other dala about the Company's indusiry. These data involve a number of assumplions and imitatons, and you are cautoned ol fo gve Undue WOt o Such
simates. In adton, projections, assumpions and astimalas of the Company' flure performance and the fufure performance of the markets in which the Company
operates are necessaniy subject fo & high degree of uncertainty and risk
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We are Progressing Towards our Goal of Delivering Comenies
Targeted Medicines to Treat Serious Diseases > ROt

Building a Sustainable Company

Broad and dversifed pipeiine of programs.

Gl righs 1o 3 lead cical programs
Achieved Clinical Proof-of-Concept « Swategic colaborations fo up o 6 addional
precinical programs.

Eaty single agont clicalprootof-concept + Maintining srong fiancialpositon

 BLUS54 in hepatoceluar carcinoma.
Validated Scientific Platform

' BLU-285 n PDGFRa-driven GIST

Targeted kinase inhitors for selected patients © BLU285 n KiT-drven GIST

 Propretary compound ibrary ¥ BLU285 nsystemic mastocylosis
Precision target product profles

Advancement o new programs o
contnue pipeine growth
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Preliminary Safety and Activity in a Phase 1 study of
BLU-285, a Potent, Highly-Selective Inhibitor of
KIT D816V in Advanced Systemic Mastocytosis (SM)

Mark Drummond', Daniel DeAngelo?, Michael Deininger3, Deepti Radia?,
Albert Quierys, Elizabeth Hexner®, Hongliang Shi?, Terri Alvarez-Diez’,
Erica Evans’, Mary Ellen Healy’, Beni Wolf7, Srdan Verstovsek®

Bgatson st of Scatand GoncerCerire, 43 Greater lasgow and e, Glsgow, Uned

“Dana.Farber Cancer Instue, Boston, MA. Hemaloogy and Hemaioogc Maignances.
Witnan Canar rabiae, Th Uty f Una: Sal ke Gl . oy -6 umas S Tt
London, Urited Kingdom “Uniersity of Michigan, A Arbor Mi; ‘Abramson Cancer Center of the

Universiy of PennsyWvania, Phiadelpha, PA; Blusprnt Medicines, Cambidge, MA; ‘Department of
Leukemia, The University of Texas MO Anderson Cancer Center, Houston, TX

American Society of Hematology Annual Meeting
San Diego, California, USA,
04 Dec 2016
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Advanced Systemic Mastocytosis

= Mast cell neoplasm with poor prognosis and no effective treatments

— Aggressive Systemic Mastocytosis (ASM); SM with associated hematologic
neoplasm (SM-AHN); mast cell leukemia (MCL)

= KIT mutation D816V is a key driver in ~90-95% of pal

Mast cell accumula

n and orga

Blood* Skin® Bone and bone marrow* Liver a - Gl tract*

@8
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Advanced SM has High Medical Need

Current therapy does not eradicate KIT D816V

Symptomatic
therapy

Anti-histam -
TKI therapy

+ Imatinib

Midostaurin

7 fe s = |Life expectancy with current therapy!
¢ | = Morbidity via C-findings

Asm ~41
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BLU-285: Potent, Highly Selective KIT D816V Inhibition

Biochemical profiles Anti-tumor activity in
KIT-driven mastocytoma model'

KIT D816V
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= Any of the following diagnoses:
= Aggressive Systemic Mastocytosis (ASM)!
= SM with associated hematologic disorder (SM-AHN)' with 2 1 C-finding
= Mast Cell Leukemia (MCL)*
= Relapsed or refractory myeloid malignancy (dose escalation only)?
=Age =18
= ECOG performance status 0-3
= Platelet count = 25 x 10% /L.
=ANC 20.5x 109 /L

= Adequate hepatic and renal function

NG, absc neuopha coun ECO, Easters Cooporave Oncalogy Group
ASH S ARMD, or MCL par WHO <o e Gagnos an esuspacie conrspahogy
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BLU-285 Phase 1 Objectives and Design

Dose expansion
= Response rate per IWG-MRT-ECNM criteria!

- = D816V allele burden
3 + 3 dose escalation * Advanced SM-PRO
= MTD and safety profile
= PK, PD, anti-neoplastic
activity
D816V allele burden

Advanced SM >

4
FPI March 2016 MCL,N=5
BLU-285 continuous once-daily oral dosing
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Demography and Baseline Patient Characteristics

Parameter (all data are preliminary as of 11 November 2016 cutoff) All patients, N = 12

Disease subtype per local assessment, n (%)
ASM

mcL 1(8)
SM-AHN (all AHN are CMML) 325
KIT D816V mutation, n (%) 11 (92)
ECOG performance status, n (%)
0 2(17)
1 10/(83)
Prior anti-neoplastic therapy, n (%) 6 (507
Number of C-findings median (range) 1(1-3)
Cytopenias, n (%) 6(50)
Osteolytic bone lesions 2(17)
Hepatomegaly with liver dysfunction 2(17)
Hypersplenism 5(42)
Malabsorption with weight loss. 4(33)
Uriticaria Pigmentosa/ Other SM-related skin rash, n (%) 8(67)

SH.CHML syt mastocytos whchone mymomonocyie ke, o, ptent
"On o ha i eacaie I D015 dshon o b arTo: 7 4 hdmdostou ot b ccrtin; 1 had Pgasys
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Initial Dose Escalati PK Results
c1p1
g.m
iEmn
g
5.
130 Enrolling T 00 8 4o

Nominal time (hours)

= Dose-dependent increase in exposure
= Rapid absorption: t,,,, 2-4 hours
= Half-life > 19 hours supports QD dosing

C1D1, cycla 1 day 1; DLT, dose kg KA. L, U 8t Which Cos i cbserved; D, once day R B
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Adverse Events

Fatigue 4(33) 0 Anemia 3(25) [

1 Alkaline 3(25) 3(25) Thrombocytopenia 2(17) 1)
Phosphatase Netiropetia 0 0
Diarrhea 2(17) 0

Dizziness 2(17) 0 = Most AEs were CTCAE Grade 1 or 2
Lsuathe 2 0 = No Grade 4 or 5 treatment-related
Nausea 2(17) o events and no dose reductions
Pruritus 2(17) 0 required for toxicity

= 1 DLT : Grade 3 alkaline phosphatase
elevation

= MTD has not been reached

A 50w aoank, CHOA comman temviorioay i Sir sdooose sesnk: NTD, masiuuss Wlomsiod Sone.
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Alkaline Phosphatase Elevation is Likely a PD Effect

on Bone Marrow Mast Cells

oo o~

Alkaline Phosohatase, Value/ULN

SR c1 c2 ¢ c4 ¢ €8 € c8 C clo
Treatment Duration

* Asymptomatic, transient Grade 3 alkaline phosphatase elevation occurred in the
3 patients with highest baseline bone marrow (BM) MC burden

= No associated transaminase or bilirubin elevation
= Confirmed bone origin in 1 patient (2 others not assessed)

* May represent a PD effect on BM MCs.

= Protocol amended to consider only Grade 4 alkaline phosphatase elevation a DLT

I %
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BLU-285 Markedly Reduces Bone Marrow Mast Cells

Aggressive Systemic Mastocytosis Aggressive Systemic Mastocytosis
BLU-285 30 mg PO QD BLU-285 60 mg PO QD*

% = e
seline — 80% mast cells %%, Baseline — 20% mast cells

Cycle 7 -10% mast cells Cycle 7 - 5% mast cells
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Decreased BM Mast Cells in 6 of 8 Patients

Maximum BM Biopsy MC Infiltration
‘Change from Baseline, %

Patient
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Decreased Tryptase in 10 of 12 Patients

40

M Baseline value (ng/mL)

Best percentage change from baseline (%)

Patient
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Molecular Response in Blood and BM

KIT D816V Mutant Allele Fraction

30
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Decreased Malabsorption and Rash

= Maximum weight gain from baseline (n =12):
= Increase median 4.3 kg, range -0.5 — 12.9 kg
= % increase median 4.7%, range -0.5 — 19.2%
= Maximum albumin gain from baseline (n = 12):
= Increase median 0.45 g/dL, range 0 - 1.4 g/dL
= % increase median 10.7%, range 0 — 40.0%

= Rash improved per investigator assessment in all 5 patients with
Uriticaria Pigmentosa for whom data are available

ARG W
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= BLU-285 has demonstrated encouraging clinical activity in
advanced SM with marked decreases in mast cell burden and
improved patient symptoms

= Data support the hypothesis that KIT D816V is a key
disease driverin SM

= Half-life > 19 hours supports QD dosing

= BLU-285 has been well tolerated over a dose range of 30 to 100 mg
- dose escalation (currently at 130 mg QD)

= BLU-285 deserves continued investigation in advanced SM, and
further investigation in other KIT-driven diseases; Phase 1 study of
BLU-285 in GIST is ongoing

GIST, gasioitestiost tromel humor
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Next Steps for BLU-285

Systemic Mastocytosis
= Continue dose escalation to define an MTD and to maximize clinical activity in advanced SM patients

= Initiate expansion upon definition of a recommended dose to evaluate the potential of BLU-285 as a
single agent in advanced SM

Accelerate the evaluation of expanded development options, including opportunities for development in
indolent SM and KIT-driven acute myeloid leukemia

GIST

Continue dose escalation to define an MTD and to maximize clinical activity in KIT-driven patients

Increase the cohort sizes in the expansion to evaluate the potential of BLU-285 as a single agent
therapy in PDGFRa-driven and KIT-driven GIST

= Seek guidance from the FDA on the development path forward, including any possibilities for expedited
clinical development of BLU-285 for the treatment of advanced GIST

= Accelerate the evaluation of expanded development options, including opportunities to move to earlier
lines of therapy and possible combinations
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Next Steps for BLU-! blue,

HCC

= Continue enroliment in the expansion to define the patient population(s), based
on their biomarker status, that may respond to BLU-554 as a single agent therapy

= Accelerate the evaluation of expanded development options, including
opportunities to move to earlier lines of therapy and possible combinations
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Solueprint

Questions & Answers
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