
 

200 Clarendon Street, 17th Floor 
Boston, MA  02116 

Position Title:  VP of Manufacturing Operations and CMC 

About AZTherapies 

AZTherapies is an advanced clinical-stage biopharmaceutical company developing novel therapies that 

aim to fundamentally change neurodegenerative disease progression, extending normal cognition and 

function and improving quality of life in the aging population. Advancing a growing pipeline of 

candidates to treat patients with few therapeutic options, our lead program, ALZT-OP1, is built on a 

multi-modal approach that recognizes neuroinflammation as a root cause of serious neurodegeneration 

and seeks to stop or slow the progression of disease. Our Phase 3 COGNITE trial in early Alzheimer’s 

disease is fully enrolled, with expected study completion in late 2020. Following our lead program, we 

are advancing candidates for the treatment of amyotrophic lateral sclerosis (ALS), post-ischemic stroke 

cognitive impairment, and other indications. AZTherapies is a private company headquartered in 

Boston, Massachusetts. 

A Unique Opportunity in a Fast-growing Organization 

AZTherapies offers a unique opportunity to leverage your industry experiences in the biopharma 
industry, as well as technical skills and business acumen to advance the Company’s pipeline candidates 
to approval. At AZTherapies, the Vice President of Manufacturing Operations and CMC will report to the 
Chief Executive Officer and will be a key member of a fast-growing team that is preparing for the launch 
of our first candidate in early stage Alzheimer’s Disease.  Your understanding of and contribution to key 
manufacturing, regulatory and supply chain-related activities will play a critical role in the potential 
approval of our lead compound. 

Major tasks and responsibilities will include: 

• Establishes and oversees pharmaceutical development strategy and tactical implementation 

plans for phase-appropriate formulation and manufacturing deliverables. 

• Enables timely execution of product development plans to align with corporate goals.  

• Serves as discipline head for CMC.  Builds the internal CMC function and leads the team on the 

day-to-day management of programs 

• Works with Regulatory, Quality Assurance, and senior management to develop, refine and 

ensure compliance with GMP and relevant regulations in US and EU. 

• Effectively manages multiple vendors. 

• Maintains knowledge of current best manufacturing practices and regulatory guidance’s and 

regulations. 

• Leads preparation/content development of FDA and international regulatory filings in 

collaboration with Regulatory and Quality and the EVP of R+D. 



• Oversees all manufacturing operations, including review and approval of master and executed 

batch records from all manufacturing activities; analytical release testing, stability studies and 

investigations, as scope of work (SOWs) with CMOs. 

• Communicates effectively, builds relationships, and actively partners with other discipline 

heads, CMOs, vendors, analytic laboratories, and consultants. 

• Develops and oversees scale-up and analytical testing of drug substance (API) and drug product 

(DP) production for preclinical safety/clinical testing and commercialization. 

We seek candidates with the following qualifications: 

• PhD. or equivalent industry experience in Biochemistry, Protein Science, Chemical Engineering 

or related Life Science discipline required. 

• Must have a minimum of 15 years of pharmaceutical/biotech industry experience in 

manufacturing. 

• Requires extensive experience with the development, optimization, and scale-up of 

manufacturing processes. 

• Formulation development and/or therapeutic protein expertise highly preferred. 

• Requires experience authoring regulatory submissions. 

• Must have end-to-end drug development and commercialization experience, with prior 

experience leading the CMC discipline through successful BLA or NDA submissions and 

approvals, product launch and commercial stage manufacturing and supply chain. 

• Requires experience in managing multiple functions such as upstream/downstream process 

development, analytical development, formulation development, and experience in oversight 

and management of CMC activities at CMOs and partner facilities. 

• Must be able to set up supply chain strategy while being technically competent to collaborate 

internally and with outside vendors on multiple process development issues. 

• Requires strong analytical and problem solving skills, with ability to ‘troubleshoot’ in all areas of 

CMC. 

• Must have solid understanding of FDA and EMA regulatory guidance’s and requirements. 

• Demonstrated ability to represent the company at regulatory meetings required. 

• Must have thorough knowledge of GMP requirements, and basic familiarity with GLP/GCP. 

• Must be able and willing to travel domestically and internationally, as needed 

 


