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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))

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

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. ☐

Securities registered pursuant to Section 12(b) of the Exchange Act:

	Title of each class
	Trading symbol(s)
	Name of each exchange on which registered

	Common stock, par value $0.001 per share
	BPMC
	Nasdaq Global Select Market

	
	
	

	
	
	

	
	
	



Item 7.01 Regulation FD.

From time to time, the Company presents and/or distributes to the investment community at various industry and other conferences slide presentations to provide updates and summaries of its business. The Company is posting to the “Investors & Media” portion of its website at http://ir.blueprintmedicines.com/ a copy of its current corporate slide presentation. A copy of the presentation is furnished 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 8.01 Other Events.

On January 10, 2022, the Company issued a press release announcing its corporate goals for 2022 and certain other business updates. A copy of the press release is filed herewith as Exhibit 99.2 to this Current Report on Form 8-K and incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

	(d) Exhibits.
	
	
	

	Exhibit No.
	Description

	99.1
	
	Corporate slide presentation of Blueprint Medicines Corporation dated January 10, 2022
	

	99.2
	
	Press release issued by Blueprint Medicines Corporation on January 10, 2022
	

	104
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document and incorporated as Exhibit 101)

	
	
	
	
	



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: January 10, 2022
	By:  /s/ Jeffrey W. Albers

	
	
	Jeffrey W. Albers

	
	
	Chief Executive Officer
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Exhibit 99.2

Blueprint Medicines Provides 2022 Portfolio Goals Targeting Expanded Precision Therapy Leadership

– Achieved full-year 2021 preliminary global net product revenue for AYVAKIT of approximately $52.9 million, representing an increase of approximately 150% over 2020 based on strong initial U.S. demand in advanced SM –

– Registration-enabling PIONEER trial of AYVAKIT in non-advanced systemic mastocytosis fully enrolled,

with data expected in mid-2022 –

– Plan to report initial SYMPHONY trial data for BLU-945 in EGFR-driven lung cancer in 1H 2022 –

– Initiated HARMONY trial of BLU-701 in EGFR-driven lung cancer, with initial data expected in 2H 2022 –

– Plan to initiate clinical trials of BLU-451 (formerly LNG-451) in EGFR exon 20 insertion positive lung cancer

and BLU-222 in cyclin E aberrant cancers in Q1 2022 –

CAMBRIDGE, Mass., January 10, 2022 – Blueprint Medicines Corporation (NASDAQ: BPMC) today outlined upcoming portfolio milestones that are anticipated to extend its position as a leading precision therapy company.

“With two precision therapies expanding their global reach across multiple approved indications, four INDs filed from our portfolio in 2021, and a range of clinical data inflection points anticipated over the next 12 to 18 months, Blueprint Medicines is entering a new, transformative phase of growth,” said Jeff Albers, Chief Executive Officer of Blueprint Medicines. “As we look ahead to 2022, we have the foundation in place to dramatically expand our opportunity to improve the lives of increasingly broad populations of patients with cancer and blood disorders. We will do this by advancing our systemic mastocytosis franchise to improve treatment across the spectrum of disease, progressing multiple innovative precision therapies for lung cancer and other genomically defined cancers toward registration, and diversifying our scientific platform to maintain unparalleled research productivity. Supported by strong commercial performance for AYVAKIT in advanced systemic mastocytosis and a clear pathway to financial independence, we are well positioned to usher in a new era of leadership and innovation in the field of precision medicine.”

The company’s key strategies and upcoming goals are to:

1. Expand the company’s leadership position in systemic mastocytosis (SM), improving treatment options for patients across the spectrum of the disease.

AYVAKIT®/AYVAKYT® (avapritinib) and BLU-263: SM

· Obtain regulatory approval from the European Medicines Agency and launch AYVAKYT in advanced SM in Europe in the first half of 2022.

· Report topline data from the registration-enabling Part 2 of the PIONEER trial of AYVAKIT in non-advanced SM in mid-2022.

· Submit a supplemental new drug application to the U.S. Food and Drug Administration for AYVAKIT in non-advanced SM in the second half of 2022.

· Present data from the HARBOR trial of BLU-263 in non-advanced SM in the second half of 2022.

2. Advance a robust portfolio of innovative clinical programs towards registration.

BLU-945 and BLU-701: EGFR-driven NSCLC

· Present preclinical data supporting the combination of BLU-945 and BLU-701 in the first quarter of 2022.

· Present initial clinical data from the Phase 1/2 SYMPHONY trial of BLU-945 in the first half of 2022.

· Present initial clinical data from Phase 1/2 HARMONY trial of BLU-701 in the second half of 2022.
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BLU-451 (formerly LNG-451): EGFR exon 20 insertion-positive NSCLC

· Initiate a Phase 1/2 trial of BLU-451 in the first quarter of 2022.

· Present preclinical data for BLU-451 in the first half of 2022. BLU-222: Cyclin-E aberrant cancers

· Initiate the Phase 1/2 VELA trial of BLU-222 in the first quarter of 2022.

· Present preclinical data for BLU-222 in the first half of 2022. GAVRETO® (pralsetinib): RET-altered cancers

· Submit additional marketing applications for GAVRETO for RET-altered NSCLC and thyroid cancers across multiple additional global geographies in 2022, via the company’s ongoing global collaboration with Roche.

3. Grow the R&D pipeline with diverse, high-value programs from company’s prolific scientific platform.

Research

· Expand pipeline with two new development candidates in 2022.

· Share the company’s research vision, including scientific platform expansion plans, at an R&D Day in the second half of 2022.

Financial Guidance

Blueprint Medicines also announced preliminary1 global product revenues for AYVAKIT for full year 2021 and the fourth quarter of 2021 were approximately $52.9 million, and $20.0 million, respectively, representing an increase of approximately 150 percent and 230 percent over the same periods in 2020 based on strong initial U.S. demand in advanced SM. Full year 2021 total revenues, including collaboration revenues, are expected to be at the higher-end of previous guidance of $170-$180 million. Cash, cash equivalents and

investments as of December 31, 2021 were approximately $1.0 billion.1 Based on its current operating plans, Blueprint Medicines continues to expect that its existing cash, cash equivalents and investments, together with anticipated future product revenues, will provide sufficient capital to enable the company to achieve a self-sustainable financial profile.

1The preliminary selected financial results are unaudited, subject to adjustment, and provided as an approximation in advance of the Company’s announcement of complete financial results in February 2022.

About Blueprint Medicines

Blueprint Medicines is a global precision therapy company that invents life-changing therapies for people with cancer and blood disorders. Applying an approach that is both precise and agile, we create medicines that selectively target genetic drivers, with the goal of staying one step ahead across stages of disease. Since 2011, we have leveraged our research platform, including expertise in molecular targeting and world-class drug design capabilities, to rapidly and reproducibly translate science into a broad pipeline of precision therapies. Today, we are delivering approved medicines directly to patients in the United States and Europe, and we are globally advancing multiple programs for systemic mastocytosis, lung cancer and other genomically defined cancers. For more information, visit www.BlueprintMedicines.com and follow us on Twitter (@BlueprintMeds) and LinkedIn.
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Cautionary Note Regarding Forward-Looking Statements
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This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, without limitation, statements regarding plans, strategies, timelines and expectations for Blueprint Medicines' current or future approved drugs and drug candidates, including timelines for marketing applications and approvals, the initiation of clinical trials or the results of ongoing and planned clinical trials; plans to expand Blueprint Medicines’ scientific platform; Blueprint Medicines' plans, strategies and timelines to nominate development candidates; plans and timelines for additional marketing applications for avapritinib and pralsetinib and, if approved, commercializing avapritinib and pralsetinib in additional geographies or for additional indications; the potential benefits of any of Blueprint Medicines' current or future approved drugs or drug candidates in treating patients; the potential benefits of Blueprint Medicines' collaborations; preliminary selected financial results; and Blueprint Medicines' strategy, goals and anticipated financial performance, milestones, business plans and focus. The words "aim," "may," "will," "could," "would," "should," "expect," "plan," "anticipate," "intend," "believe," "estimate," "predict," "project," "potential," "continue," "target" and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these identifying words. Any forward-looking statements in this press release are based on management's current expectations and beliefs and are subject to a number of risks, uncertainties and important factors that may cause actual events or results to differ materially from those expressed or implied by any forward-looking statements contained in this press release, including, without limitation, risks and uncertainties related to the impact of the COVID-19 pandemic to Blueprint Medicines' business, operations, strategy, goals and anticipated milestones, including Blueprint Medicines' ongoing and planned research and discovery activities, ability to conduct ongoing and planned clinical trials, clinical supply of current or future drug candidates, commercial supply of current or future approved products, and launching, marketing and selling current or future approved products; Blueprint Medicines' ability and plans in continuing to establish and expand a commercial infrastructure, and successfully launching, marketing and selling current or future approved products; Blueprint Medicines' ability to successfully expand the approved indications for AYVAKIT/AYVAKYT and GAVRETO or obtain marketing approval for AYVAKIT/AYVAKYT in additional geographies in the future; the delay of any current or planned clinical trials or the development of Blueprint Medicines' current or future drug candidates; Blueprint Medicines' advancement of multiple early-stage efforts; Blueprint Medicines' ability to successfully demonstrate the safety and efficacy of its drug candidates and gain approval of its drug candidates on a timely basis, if at all; the timing and results of preclinical and clinical studies for Blueprint Medicines' drug candidates, which may not support further development of such drug candidates or may impact the timing of data publications or regulatory submissions; actions of regulatory agencies, which may affect the initiation, timing and progress of clinical trials; Blueprint Medicines' ability to obtain, maintain and enforce patent and other intellectual property protection for AYVAKIT/AYVAKYT, GAVRETO or any drug candidates it is developing; Blueprint Medicines' ability to develop and commercialize companion diagnostic tests for AYVAKIT/AYVAKYT, GAVRETO or any of its current and future drug candidates; Blueprint Medicines’ ability to successfully expand its operations and scientific platform and the costs thereof; and the success of Blueprint Medicines' current and future collaborations, partnerships or licensing arrangements. These and other risks and uncertainties are described in greater detail in the section entitled "Risk Factors" in Blueprint Medicines' filings with the Securities and Exchange Commission (SEC), including Blueprint Medicines' most recent Annual Report on Form 10-K, as supplemented by its most recent Quarterly Report on Form 10-Q and any other filings that Blueprint Medicines has made or may make with the SEC in the future. Any forward-looking statements contained in this press release represent Blueprint Medicines' views only as of the date hereof and should not be relied upon as representing its views as of any subsequent date. Except as required by law, Blueprint Medicines explicitly disclaims any obligation to update any forward-looking statements.

Trademarks

Blueprint Medicines, AYVAKIT, AYVAKYT, GAVRETO and associated logos are trademarks of Blueprint Medicines Corporation.

Media Contact

Andrew Law

617-844-8205

media@blueprintmedicines.com

Investor Contact

Kristin Hodous

617-714-6674

ir@blueprintmedicines.com
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Our path to potential transformative growth and an independent financial profile
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AYVAKIT launch update: strong performance with significant growth potential
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Breadth of early AYVAKIT prescribing for advanced SM in the U.S.
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Our path to potential transformative growth and an independent financial profile

NEAR-TERM PLANS - 2022-2023

« Constellation of clinical data catalysts
across strategic therapeutic areas

« AYVAKIT launch in non-advanced
systemic mastocytosis

« Continued product revenue growth plus
collaboration milestones and royalties

oiweprint

Not for promotional use.





image18.png
SYSTEMIC MASTOCYTOSIS
STRATEGIC THERAPEUTIC AREA

Pioneering the
Science of Time

Every day, we seek to transform science into more
time for life. Time to be with families, time to be
productive community members, time to feel the
small moments of joy that shape our lives.

Goweprint.





image19.png
Systemic mastocytosis, a rare mast cell disease with high medical need
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Avapritinib is a clinically validated, highly potent inhibitor of KIT D816V
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Significant initial target SM patient population, with high growth potential
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We're executing a comprehensive plan to accelerate SM patient identification

RAISE AWARENESS VIA EDUCATION SUPPORT ACCESS TO TESTING

» Multiple ongoing healthcare provider and > Sponsored no-charge KIT D816V testing
patient education programs designed to program with LabCorp Oncology now
unmask signs and symptoms of disease available for patients with suspected SM

GENERATE EVIDENCE ENHANCE TESTING INFRASTRUCTURE

» PROSPECTOR screening study initiated to > Highly sensitive blood-based KIT D816V
assess KIT D816V prevalence in patients testing is recommended and available at
with evidence of mast cell activation laboratories covering >80% of SM patients

» Ongoing community engagement to
generate testing and treatment algorithms
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Significant medical nee
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ds in EGFR-driven non-small cell lung cancer

>90% OF ACTIVATING EGFR MUTATIONS
ARE EXON 19 DELETIONS, L858R
OR EXON 20 INSERTIONS?

EXON 19 DELETION & L858R

« Treatment resistance is a major issue, and no
therapies are approved post osimertinib

« CNS is a common site of progression

EXON 20 INSERTION MUTATIONS

« All approved and investigational therapies
have important safety, efficacy and/or CNS
activity limitations

= Exon 19 del nLB5ER
=Exon 20ins Other rare

Frequency of activating EGFR mutations.
in a recent U.S. multi-center study
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Commercial foundation in RET+ NSCLC, with a comprehensive EGFR pipeline

Therapeutic targets

GAVRETO » - RET fusions and predicted resistance mutations

« Approved for first-line treatment of metastatic
RET fusion+ NSCLC in the US and EU

- EGFR L858R or exon 19 deletion plus : "

BLU-945 ontargel resistance mutalons Phase 1/2 SYMPHONY trial enrolling
+ EGFR L858R or exon 19 deletion plus

BLU-701 on-target resistance mutations « Phase 1/2 HARMONY trial enrolling
« Highly brain penetrant*

BLU-451 + EGFR exon 20 insertion mutations.

« IND submitted to FDA
(ormerly LNG-451) « Highly brain penetrant* GREED

COMPLETED ACQUISITION OF LENGO THERAPEUTICS IN DECEMBER 2021
&‘blueprinr O "
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BLU-945 and BLU-701 designed to provide broad coverage of EGFR mutations

T790M & C797S: MOST COMMON ON-TARGET RESISTANCE TO 1G AND 3G, RESPECTIVELY

EGFR mutational coverage*
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BLU-945: potential first-in-class triple-mutant EGFR inhibitor, with
exceptional wild-type EGFR selectivity to enable combinations

ANTI-TUMOR ACTIVITY ALONE AND
IN COMBINATION WITH OSIMERTINIB

BLU-945 gefitinib  osimertinib Ex19delT790MICTOTS triple mutant PDX model

POTENCY ON RESISTANCE MUTANTS'

-+ Veide
- Osimertib, 25 mg/kg QD
=+ BLU845, 100 mgkg BID

- BLU-945, 100 mgkgBID
+ osimertin, 5 mg/kg QD

WILD-TYPE SELECTIVITY2
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> BLU-945 demonstrated robust CNS activity in preclinical models Days post treatment initation
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BLU-701: potential best-in-class coverage of activating EGFR mutations,

plus C797S osimertinib-resistant mutants

POTENCY ON ACTIVATING & RESISTANCE MUTANTS'
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SINGLE AGENT ANTI-TUMOR ACTIVITY

LBSERICT97S double-mutant COX model
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BLU-701 plasma and brain concentrations are comparable in preclinical
models, suggesting significant brain penetration
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Ongoing clinical programs designed to rapidly explore combination therapies

PHASE 1 DOSE ESCALATION PHASE 2 EXPANSION (PLANNED)
Symphony | RP2D |+ Registrational 3L monotherapy.
Phase 1/2 trial of BLU-945 Combo with osimertinib.
 Initial data expected in 1H 2022
Additional combos with other agents >
PHASE 1 DOSE ESCALATION PHASE 2 EXPANSION (PLANNED)
& Harmony RP2D | Registrational 2L monotherapy
Phase 1/2 trial of BLU-701 Combo with BLU-945

« Initial data expected in 2H 2022 P ———
Combo with osimertinib

Additional combos with other agents >
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BLU-451: a potential best-in-class EGFR exon 20 precision therapy

Potent inhibition of all common

Brain penetrant with robust activity
EGFR exon 20 insertion variants

in a preclinical intracranial model

Highly selective over wild-type EGFR Oral administration, with
and off-target kinases well-characterized preclinical
pharmacology

BLU-451 PRECLINICAL PROFILE HAS POTENTIAL TO TRANSLATE INTO
ROVED SAFETY AND EFF CY, INCLUDING IN PATIENTS WITH BRAIN METASTAS

&‘bhen.rm!:, a

Not for promotional use.





image35.png
Preclinical data show BLU-451 is highly selective, potentand CNS penetrant

HIGHLY SELECTIVE OVER WILD-TYPE EGFR ROBUST ANTI-TUMOR ACTIVITY
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Broad EGFR-driven NSCLC franchise strategy with paths to first-line setting

ADDRESS TREATMENT-RESISTANT, GROW INTO 1L SETTING
BIOMARKER-DRIVEN POPULATIONS
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ADDITIONAL PIPELINE
PROGRAMS

The Urgency
of Now

We are constantly on the move, relentless in
our determination to accelerate development
of new therapies, expedite clinical trials and
quickly bring approved medicines to patients
worldwide.
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Aberrant cyclin E unleashes cellular proliferation
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Aberrant CCNE is a disease driver in multiple cancers
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Our highly selective

and potent CDK2 inhibitors spare CDK anti-targets

KEY ANTI-TARGETS ————————
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Selective CDK2 inhibition led to sustained anti-tumor activity in
CCNE1-amplified in vivo models
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On track to initiate broad BLU-222 clinical development program
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Planned research platform expansion to drive innovation & expanded productivity

Consolidate small molecule precision medicine platforms
with combination of internal and external innovation
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A breadth of planned value-driving milestones across our portfolio

Expand SM
leadership

Advance programs
toward registration

Grow R&D
pipeline

Goweprint.

+ Obtain EMA approval and launch AYVAKYT in advanced SM in Europe in 1H 2022

+ Report topline registration-enabling PIONEER Part 2 trial data for AYVAKIT in non-advanced SM
+ Submit SNDA to the FDA for AYVAKIT in non-advanced SM in 2H 2022

+ Present data from the HARBOR trial of BLU-263 in non-advanced SM in 2H 2022

« Present precinical data for the combination of BLU-945 and BLU-701 in EGFR-driven NSCLC in 1Q 2022

+ Present initial SYMPHONY trial data for BLU-945 in EGFR-driven NSCLC in 1H 2022

+ Present initial HARMONY trial data for BLU-701 in EGFR-driven NSCLC in 2H 2022

+ Initiate Phase 1/2 trial of BLU-451 in Exon 20 insertion positive NSCLC in 1Q 2022

+ Present preclinical data for BLU-451 in Exon 20 insertion positive NSCLC in 1H 2022

« Initiate VELA trial of BLU-222 in cyclin-E aberrant cancers in 1Q 2022

+ Present preclinical data for BLU-222 in cyclin-E aberrant cancers in 1H 2022

+ Submit additional marketing applications for GAVRETO for RET-altered NSCLC and thyroid cancers across
multiple global geographies in 2022, via ongoing Roche collaboration

+ Nominate two new development candidates in 2022

+ Share the company's precision therapy research vision, including scientific platform expansion plans, at an
R8D Day in 2H 2022
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Our path to potential transformative growth and an independent financial profile

FUTURE GOALS - 2024-2025+
{

|« Broad portfolio of marketed medicines in
precision oncology and hematology

« Diversified research platform with
unparalleled productivity

I Independent financial profile
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