
 
January 23, 2018 

MacroGenics Announces Continuation of SOPHIA Study of Margetuximab Based on 
Completion of Interim Futility Analysis 

FDA grants Fast Track designation to margetuximab for treatment of metastatic breast cancer 

Rockville, MD, Jan. 23, 2018 (GLOBE NEWSWIRE) -- --  

MacroGenics, Inc. (NASDAQ:MGNX), a clinical-stage biopharmaceutical company focused on discovering and developing 
innovative monoclonal antibody-based therapeutics for the treatment of cancer, today announced completion of a pre-
planned interim futility analysis of the Phase 3 SOPHIA trial. This randomized, multi-center clinical study compares 
margetuximab plus chemotherapy to trastuzumab plus chemotherapy in subjects with metastatic breast cancer. Based on 
results from the futility analysis, an independent data safety monitoring committee (DSMC) has recommended that the 
SOPHIA study continue as planned without modification. This analysis was based on a pre-specified assessment of 
progression-free survival (PFS) as determined by independent central review. The futility analysis did not allow for early 
stopping due to efficacy. 

MacroGenics also announced today that the U.S. FDA has granted Fast Track designation for the investigation of 
margetuximab for treatment of patients with metastatic or locally advanced HER2 positive breast cancer who have previously 
been treated with anti-HER2-targeted therapy.  Fast Track designation is designed to facilitate the development and 
expedite the review of new therapies for serious conditions and unmet medical needs. With Fast Track designation, early 
and frequent communications between the FDA and the sponsor are encouraged to help enable rapid development of the 
candidate molecule. 

"We are encouraged with the DSMC's determination that there were no safety concerns and that the analysis of PFS data 
support continuation of the Phase 3 SOPHIA trial. Recruitment of patients into the SOPHIA study is progressing well. We 
remain on track to complete enrollment by the end of 2018 and we look forward to sharing top-line results after the trial has 
read out in 2019," commented Scott Koenig, M.D., Ph.D., President and Chief Executive Officer of MacroGenics. "Also, we 
are very pleased to receive Fast Track designation for margetuximab, as this may potentially expedite future regulatory 
interactions on this product candidate. Furthermore, the gastric cancer data recently presented at ASCO GI for 
margetuximab in combination with anti-PD-1 may provide additional opportunities to address unmet medical needs in other 
HER2+ indications." 

About the SOPHIA Study 

MacroGenics continues to enroll patients in the pivotal Phase 3 SOPHIA clinical study of margetuximab at approximately 200 
trial sites across North America, Europe and Asia. The 530-patient study is designed to evaluate the efficacy of 
margetuximab plus chemotherapy compared to that of trastuzumab plus chemotherapy in relapsed/refractory HER2-positive 
metastatic breast cancer patients. This registration study has sequential primary endpoints, which include PFS and overall 
survival. For additional information on the ongoing SOPHIA trial, visit www.clinicaltrials.gov. 

About Margetuximab 

Margetuximab is an Fc-optimized monoclonal antibody that targets the human epidermal growth factor receptor 2, or HER2, 
oncoprotein. HER2 is expressed by tumor cells in breast, gastric, and other forms of solid tumor cancers, making it a key 
marker for biologic therapy. In addition to being studied in metastatic breast cancer, margetuximab is also being studied in 
combination with an anti-PD-1 agent in a Phase 1b/2 clinical trial in gastric cancer, for which data was recently presented at 
the recent ASCO Gastrointestinal Symposium.  

About MacroGenics, Inc. 

MacroGenics is a clinical-stage biopharmaceutical company focused on discovering and developing innovative monoclonal 
antibody-based therapeutics for the treatment of cancer, as well as autoimmune disorders and infectious diseases. The 



company generates its pipeline of product candidates primarily from its proprietary suite of next-generation antibody-based 
technology platforms. The combination of MacroGenics' technology platforms and protein engineering expertise has allowed 
the Company to generate promising product candidates and enter into several strategic collaborations with global 
pharmaceutical and biotechnology companies. For more information, please see the Company's website at 
www.macrogenics.com. MacroGenics, the MacroGenics logo, and DART are trademarks or registered trademarks of 
MacroGenics, Inc. 

Cautionary Note on Forward-Looking Statements 

Any statements in this press release about future expectations, plans and prospects for the Company, including statements 
about the Company's strategy, future operations, clinical development of the Company's therapeutic candidates, milestone 
or opt-in payments from the Company's collaborators, the Company's anticipated milestones and future expectations and 
plans and prospects for the Company and other statements containing the words "subject to", "believe", "anticipate", "plan", 
"expect", "intend", "estimate", "project", "may", "will", "should", "would", "could", "can", the negatives thereof, variations 
thereon and similar expressions, or by discussions of strategy constitute forward-looking statements within the meaning of 
Section 27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934. Actual results may differ 
materially from those indicated by such forward-looking statements as a result of various important factors, including: the 
uncertainties inherent in the initiation and enrollment of future clinical trials, expectations of expanding ongoing clinical trials, 
availability and timing of data from ongoing clinical trials, expectations for regulatory approvals, other matters that could 
affect the availability or commercial potential of the Company's product candidates and other risks described in the 
Company's filings with the Securities and Exchange Commission. In addition, the forward-looking statements included in this 
press release represent the Company's views only as of the date hereof. The Company anticipates that subsequent events 
and developments will cause the Company's views to change. However, while the Company may elect to update these 
forward-looking statements at some point in the future, the Company specifically disclaims any obligation to do so, except as 
may be required by law. These forward-looking statements should not be relied upon as representing the Company's views 
as of any date subsequent to the date hereof. 
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