
 
 

 
Title:  Quality Assurance – Validation Engineer  
Location: Cambridge, MA  
Reports to: Sr. Director QA   
 
The Role: 
 
Responsible for managing the validation program at Vedanta, including the purchase and implementation 
of new equipment for its intended use per equipment lifecycle program, as well as supporting (evaluating, 
executing, and / or overseeing) validation activities for cleaning processes, facilities, utilities, and 
computer systems. Responsible for Equipment related Quality System ownership. Responsible for 
managing resources to enable a compliant validation program at Vedanta.  
 
Here’s What You’ll Do: 
 

• Maintain Validation Master Plan for Vedanta. 
• Manage the validation program including performance of impact assessment, risk assessment for 

validation, FUSE URS procedures and forms. 
• Review and approve of URS and IOQ protocols for FUSE as required. 
• Participate in the meetings for the procurement of new CGMP equipment, provide feedback as 

system owner. 
• Provide oversight of other validation engineers / resources that may include CSV, process 

engineering or other Subject Matter Expert.  
• Support cleaning validation activities utilized in current and future processes. 
• Provide input to process characterization activities to inform future process validation work. 
• Execute area qualification, warehouse mapping, equipment purchasing, qualification budget and 

project timelines for new GMP production area(s).  
• Maintain the Equipment Lifecycle Program 
• System ownership of Manufacturing Equipment – this includes review and approval of the Master 

Equipment Files and approval of CGMP equipment and utilities IOQ protocols and reports.  
• Ownership of all equipment related procedures, deviations, CAPAs and Change Controls 
• Provide support for site master file and other regulatory filings in terms of facilities/engineering 

support. 
 
Requirements: 
 
BS in Engineering, Facilities Management, or equivalent.  Over five years of experience managing daily 
validation/ engineering activities in a CGMP environment.  Demonstrated ability to meet timelines and 
achieve results in a team.  Working technical knowledge of equipment, facility and utility systems within a 
life science facility, as well as GAMP principles. 
 
 



Why join Vedanta Biosciences 
 
Vedanta is pioneering the development of a new class of therapies that act by modulating the human 
microbiome. Modulation of the human microbiota holds enormous promise to treat a broad range of 
immune and infectious diseases in ways that are completely different to existing drug classes. 
Breakthrough discoveries of our scientific team in the field of mucosal immunology have led to the first 
rationally designed drug candidates in the microbiome field. Vedanta was founded by PureTech Health 
and a team of world-renowned experts in immunology and microbiology.  
We invite you to explore our site to learn more about our company and how our discovery platform 
enables identification of bacterial consortia with drug-like properties and their manufacture to GMP 
standards. 
 

Our Vision: 
We are harnessing the human microbiome to enable a new drug modality based on 

rationally defined bacterial consortia 

 

 
 

Vedanta is committed to equal employment opportunity and non-discrimination for all employees and 
qualified applicants without regard to a person’s race, color, gender, age, religion, national origin, 
ancestry, disability, veteran status, genetic information, sexual orientation or any characteristic protected 
under applicable law. Vedanta will make reasonable accommodations for qualified individuals with 
known disabilities, in accordance with applicable law. 
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