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MONIKA	ROGOZINSKA	
B E V E R L Y , 	MA 	

E-mail: mrogozinska@gmp24.hbs.edu 

Cell: +1 978 406 3797 

https://www.linkedin.com/in/monikarogozinska  

L I F E 	 S C I E N C E 	 R&D 	 E X E CU T I V E 	
Senior life science executive with entrepreneurial expertise. Creates and advances global drug and CDx 
development strategies for USA, Europe, China, and Japan until and beyond commercial launch through 
product lifecycle management. Manages operations, complex R&D portfolios, and strategic alliances with 
Fortune 500 pharma and small biotech companies. Accountable for pre-revenue P&L forecasting and 
$250M annual budget management. Builds and quickly scales up organizations with less than 5 to up to 
300 employees. Demonstrated capabilities in contract negotiations and implementation of international 
opportunities and technologies. Advises start-ups on optimizing their portfolio strategies to achieve 
commercial product launches with minimum time, effort, expense, and risk. 
 
A R E A S 	 O F 	 E X P E R T I S E 	
• Pharmaceuticals, Diagnostics, MedTech 
• Immuno-Oncology, Hematology, Immunology, 

Substance Use Disorders 
• Drug & Companion Diagnostics 
• Regulatory & Risk Management  
• Lead Optimization to Launch 
• Commercial Launch & Inspection Readiness  

• Partnerships & Alliances 
• Project, Program, Portfolio Management 
• Life Cycle Management 
• Partnerships & Alliances 
• P&L 
• Fortune 500, Start-ups & Scale-up 
• Investment Management & Venture Building  

S E L E C T ED 	 H I GH L I GHT S 	
Featured Judge at 12th Annual Massachusetts Life Sciences Innovation Day, MALSI Day 2019 
Merck KGAa CEO 2015 Award: "Developing avelumab in record time to a clinical POC and realizing the 
value through partnering." 

PRO F E S S I ONA L 	E X P E R I E N C E 	
DYNAMICURE	BIOTECHNOLOGY,	Waltham,	MA	 																																																									2022	–	2023	

Vice	President,	Portfolio	&	Program	Management	(company	downsized	in	late	Feb’23	due	to	
financial	reasons)	

DynamiCure is translating breakthrough immuno-normalization insights into a pipeline of innovative 
therapeutic antibody candidates with first-in-class and best-in-class potential to benefit patients 
worldwide. Reporting to President & CMO, managing DynamiCure R&D pipeline, corporate affairs, and 
business operations. 

• Created a center of excellence for project management at DynamiCure, including the 
implementation of core Program & Project Management practices and processes for reporting, 
tracking, budgets, scenario-planning, and risk management 

• Built and oversaw the governance and operating model processes across DynamiCure 
• Managed an internal pipeline of 11 targets from hit discovery to clinical 
• Drove portfolio-level R&D planning and organizational goal setting, including program cross-

functional headcount planning, financial, and capacity assessments for years 2023-2024 
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• Led cross-functional deal team through the M&A/in-licensing deal work streams (partner 
engagement, due diligence, transactions, internal approvals, alliance management) of potential 25+ 
targets, evaluating strategic fit with overall portfolio 

• Implemented a disciplined pipeline prioritization process resulting in a more focused and efficient 
biotechnology company. This included terminating 4 internal projects out of the existing 11 and 
resolving 5 external partnerships with academia that were not part of the company's core portfolio. 
Streamlined and aligned with the core portfolio, the pipeline achieved significant cost savings of 
approximately $3.5 million. These actions improved the company's performance and reduced 
unnecessary expenditures 
 

CREATELLA	IMPACT,	VENTURE	BUILDER,	New	York	&	Singapore	 2020	-	present	
REACH-BACK,	VENTURE	ACCELERATOR,	Atlanta,	GA	
Strategic	Advisor,	Angel	Investor	&	Member	of	Board	of	Advisors	
Advises start-ups and small businesses on optimizing their portfolio strategies to achieve commercial 
product launches with minimum time, effort, expense, and risk. Provides venture building, technology 
execution, mentorship, and advisory support for access to acceleration programs and impact investment, 
including financial capital and deal syndication.  

• Led the creation of portfolio strategy and positioning for 5 clients, from project generation to 
execution 

• Advised on several fundraising strategies and investments within the life-science sector 
• Acted as a facilitator and judge during 3 venture competitions and an accelerator program 
• Mentored, coached and advised 10 portfolio companies 

 
ADIAL	PHARMACEUTICALS,	Charlottesville,	VA	 																																																																																						
2018	–	2020	

Chief	Development	Officer	

Adial Pharmaceuticals is a small pharma developing drugs in the substance use disorder space (addictions). 
Supervised R&D teams for assets & companion diagnostic development in alignment with Adial's business 
goals and overall strategic vision. Directed CMC, Regulatory, Quality, Clinical, QA, Clinical Operations, 
partners, and vendors. Built the company's operations from scratch by hiring key personnel and 
outsourcing to strategic partners and vendors. Drove company results from both an operational and a 
financial perspective, working closely with the CEO, COO, and other key leadership team members. 

• Identified and addressed numerous regulatory challenges to maintain submission timelines leading 
to the commencement of a pivotal study in AUD indication in 2020 

• Strategized and operationalized all non-clinical and clinical aspects of a phase 3 asset R&D plans 
• Negotiated contracts with key partners and vendors, leading to substantial savings (20-25%, ~$2M) 
• Collaborated with a team of 5 and the CFO and created annual budgets, financial forecasts, and 

operational KPIs for RD 
• Designed and implemented 20+ SOPs and KPIs necessary to control current activities and projected 

growth 
• Guided CEO in defining and executing ongoing organization communication plans. Informed the 

board of directors of all program issues and accomplishments. Discussed the company's roadmap 
with potential investors 
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ECRC	LLC,	Boston,	MA	 2016	-	2018	
Vice	President,	Head	of	Portfolio,	Program	and	Project	Management	
ECRC was a privately-owned boutique R&D consulting firm based in Greater Boston Area (sold to a bigger 
company). 
Spearheaded a portfolio of complex projects as clinical development contact and spokesperson for 
potential licensing, M&A, collaborations, co-development agreements, and strategic alliances. 

• Collaborated closely with VC team of 3, transaction leads, legal, commercial, and financial analysis 
teams to ensure deals of the highest priority are advanced, leading to several transactions in the 
biotechnology sector 

• Managed development of technology pipeline and roadmap for 2 injection devices 

 

MERCK	KGAA	(EMD	SERONO),	Billerica,	MA	 2012	-	2016	
Senior	Director,	Global	Program	Executive	
Served as "CEO" for clinical development, regulatory submissions, and lifecycle management of the 
pharmaceutical asset. Advanced development of assets through a streamlined, integrated development 
plan. Focused on compound differentiation and incorporating investment, risks/opportunities, and 
mitigation aimed at delivering maximum asset value for the pipeline. 

• Developed jointly with Pfizer operational plans leading to a total of 30 ongoing clinical programs 
and nine pivotal studies with investigational anti-PD-L1 (avelumab, anti-PD-L1) 

• Headed portfolio of programs with approximately 2,200 patients, being treated across more than 
15 tumor types with the commercial launch of Bavencio in March 2017 

• Guided Bavencio team through Pfizer's due diligence process, resulting in $2.85B alliance with 
Pfizer to jointly develop and market avelumab (recognized by 2015 Licensing Executives Society 
Deals-of-Distinction-Award) 

• Initiated exclusive partnerships in ovarian cancer in Q1 2016: Syndax on a combination of 
Bavencio and Entinostat, Verastem on combination with focal adhesion kinase (FAK) inhibitor, 
VS-6063 

• Accelerated operationally Bavencio program to achieve dose selection within 7 months, Proof of 
Concept in 17 months, and first phase 3 start in 25 months from phase 1 study FSFV (Merck 2015 
CEO's award winner) 

• Oversaw program budgets up to >$250M Euro/year within 1% variance 
 

PFIZER,	INC.,	Cambridge,	MA	 2008	-	2012	
Director,	Project	Management,	Development	Operations,	and	Alliance	Management	
Oversaw project design, planning, initiation, conduct, completion, and reporting. Managed complex 
clinical program according to developed project plans, including budgets (>$100M/year). Led cross-
functional integration of all components of a study by working with study team members to ensure project 
and program delivery to agreed goals. 

• Guided cross-functional team (>100) efficiently to deliver clinical trial milestones within a clinical 
program during the time of significant change in the organization (Wyeth $65B acquisition by 
Pfizer) 

• Created and executed hand-over plans for multiple large global studies (each conducted in >40 
countries) through the transition from L-Wyeth to Pfizer systems and then to CRO partners 
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• Implemented risk assessment and mitigation plans and encouraged an escalation of 
quality/compliance issues through processes resulting in 10 new CAPA and process improvements 

• Drove implementation and compliance with CAPA commitments resulting in increased quality 
and a 40% reduction of significant observations and protocol deviations 

• Awarded 3 Individual Performance Awards for outstanding achievements 

E AR L Y 	 C A R E E R 	 H I GH L I GHT S 	

• Managed and executed clinical trials while providing regulatory and managerial support for medical 
device and pharmaceutical companies as a Clinical Research Professional at several organizations, 
including Confluent Surgical/Covidien, IQVIA, PPD, and Clintec International 

• Promoted and sold pharmaceutical products to hospitals, clinics, and physicians as a Sales 
Representative at AstraZeneca while maintaining an extensive knowledge of the products and their 
clinical applications 

EDUCA T ION 	
MIT SLOAN SCHOOL OF MANAGEMENT | Advanced Certificate for Executives in Management, 
Innovation & Technology, Boston, MA, 2021 

HARVARD BUSINESS SCHOOL | General Management Program, Cambridge, MA, 2018 

PROJECT MANAGEMENT INSTITUTE | PMP® Certification Number 1492551, 2012 

NICOLAUS COPERNICUS UNIVERSITY COLLEGIUM MEDICUM | Master of Science of Laboratory Medicine 
Degree, Faculty of Pharmacy, Bydgoszcz, Poland, 2000 

COMMUN I T Y 	L E AD ER SH I P 	
MIT	CLUB	OF	BOSTON		 2020	-	present	
Associate	Vice	President,	Special	Programs	Division	

HBS	STARTUP	PARTNERS,	Boston,	MA	 2020	
Startup	Advisor	

PEER	HEALTH	EXCHANGE,	Boston,	MA	 2019-2021	
Board	Member	

PUB L I C A T I ON S 	
Can use of novel digital devices improve productivity of drug development? 
Clinical Pharmacology & Therapeutics, ID: CPT989, DOI 
10.1002/cpt.989 
 


