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Extending Your Quality Capabilities

The biopharma industry is undergoing significant changes, 

driven by scientific innovations, expanded knowledge of the 

genetic causes of disease, and new treatment modes – all of 

which dramatically impact patient outcomes.  Companies are 

prioritizing targeted, precision, and personalized medicines 

built on biologic and regenerative foundations over the 

development of mass-marketed traditional pharmaceutical 

drugs.  They are also increasingly leveraging advances in data 

science and artificial intelligence to move quickly into and 

through clinical development.  Remaining focused on patients 

and improved outcomes in this rapidly evolving environment 

requires maintaining appropriate controls to ensure quality and 

compliance from early in the lifecycle.  

A well-designed and stage-appropriate Quality Management 

System (QMS) is essential to facilitate the development and 

commercialization of these advanced treatments.  Converge 

practitioners understand the complexities of this new 

environment, helping to establish and maintain appropriate 

controls, manage ongoing changes, and address operational 

events to advance clients’ treatments to clinic and market. 

Preclinical Strategies & Solutions 

With limited staffing and funding, companies often experience 

a steep learning curve as they move toward filing an IND.  

While a fully GMP-capable Quality System is not essential at 

this point, key foundational elements of the system must be 

established even at this early stage.  Our experienced team 

helps clients define and establish these elements effectively so 

that they support critical capabilities like document 

management and control, identifying critical attributes, change 

management, vendor qualification and management, as well as 

product and material specification.  

Clinical Strategies & Solutions 

The transition into clinical development requires adding 

essential capabilities to the Quality System to audit vendors 

and manage operations.  Lean teams must rely on their system 

as manufacturing begins, and batches are produced, tested, and 

dispositioned, often at external partners.  Deviations and other 

Quality events must be appropriately documented and 

managed.  

During later clinical phases, focus shifts to further developing 

the QMS in preparation for full GMP operations and 

commercialization, as well as understanding a compound’s 

unique risk factors and anticipated regulatory concerns.  Our 

experts understand the role of Quality in enabling the success 

of a product.  We guide emerging organizations through the 

complex decision making required to balance how much 

control is desirable, in what areas, and how soon.  

Commercial Strategies & Solutions  

Once in commercial operations, growing biopharma 

organizations face the challenge of scaling operations, often 

globally, while looking to reduce complexity and improve 

efficiency.  The Quality System must be made more robust for 

global operations, and any new or existing compliance gaps 

are filled.  A scalable QMS can enhance the ability to expand 

the business, grow globally, and minimize risk.  Our 

consultants collaborate with technical teams to design or 

redesign critical quality-related business processes, evaluate 

the Quality organization, and maintain operations as your 

business scales. 

Our Services 

Our experienced consultants and practitioners work either 

independently and/or as advisors to our clients’ teams in 

driving Quality-related initiatives to successful completion.  

Areas of support include:  

• Business Process Design & Optimization 

• QMS Design & Document Management 

• Quality Assurance & Compliance 

• Partner/Vendor Selection & Management 

• QC/Analytical Methods Development, Validation & 

Transfer 

• Process & Equipment Validation 

• Risk Assessments 

• QA Operations: Batch Record Reviews, 

Investigations & Audits 

• PAI Readiness 

• Stability Studies 

 

Converge Consulting serves the Life Sciences industry with 

strategy, operations, and execution expertise. We collaborate 

with biotech, pharmaceutical and cell/gene therapy companies 

to achieve important business objectives. The Converge 

approach focuses on bridging the gap between sound strategy 

and reliable execution. www.convergeconsulting.com 
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