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The goal of technology transfer activities is to transfer product and process knowledge between 

development and manufacturing, and within or between manufacturing sites to achieve product 

realization.  

This knowledge forms the basis for the manufacturing process, control strategy, process validation 

approach and ongoing continual improvement.   
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TECH TRANSFER VARIABLES

Lifecycle Phase

Development - Clinical

Clinical - Commercial

Commercial - Commercial

Internal - Internal

Internal - External

External - Internal

External - External

SU & RU Site Type

• One - One 

• One - Many

• Many - One 

SU & RU Site No.

• Same

• New

Regulatory Domain 

• In development

• Out of date

• In people’s heads

• Change in process

• Change in equipment

• Change in materials

• Change in scale

• Change in language

• Change in people

State of Product & 

Process Knowledge
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COVID-19: TECH TRANSFER CHALLENGE

Large number of new products at once

Compressed timelines

Novel technologies 

Many startup companies launching their first product

Focus on re-purposing existing facilities

High visibility
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PLAN FOR TECH 
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SUCCESS
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PLAN FOR TECH TRANSFER SUCCESS

Partnering Strategy

Partner Selection

Due Diligence

Program Charter

Team Formation

Risk Assessment 

Tech Transfer Project Plan
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1. STRATEGY: PARTNER FOR SUCCESS

• Rapid access to technology, capacity, markets, supply chain

• Approach:
• Define your partnering strategy

• In-house: Activities that are a core source of value creation or essential to product quality

• Outsource: Activities that can be done better/faster/cheaper by others 

• Successful partnerships:
• Commitment to a common vision

• Complementary strengths

• Culture and values ‘fit’

• Respect and trust

• Defined responsibilities (business & quality)

• Governance 
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1. PARTNER FOR SUCCESS
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2. PARTNER SELECTION

• Approach:
• Identify partner requirements (cross-functional)

• Develop decision support tool 

• Partner search 

• Short list for detailed due diligence

• No ‘good’ partner options?
• Consider phased approach 

• Consider modular solutions

https://www.kepner-tregoe.com/



Connecting Pharmaceutical Knowledge ispe.org

3. DUE DILIGENCE

• Approach:
• Go to site & meet the team

• Supplier qualification process 

• Process-focused gap assessment

• Walk the facility, watch operators

• Review batch records & CAPAs

• Input into decision support tool

• Select a partner
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4. PROGRAM CHARTER

• High-level coordinating document – agreed by all parties

• Key elements:
• Business objectives

• Intended markets 

• Regulatory strategy

• Schedule

• Budget

• Resources

• Governance

• Stage-gate reviews



Connecting Pharmaceutical Knowledge ispe.org

5. TEAM FORMATION

• Approach:
• Tech Transfer is a team sport

• Cross-functional 

• Both SU & RU represented

• Ensure team members have bandwidth

• Led by Tech Transfer PM
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6. TECH TRANSFER RISK ASSESSMENT

• Cross-functional Deep Dive
• SU: Product/Process Info – CQA, CPP, CMA

• RU: Programs, capabilities, facility, personnel

• Detailed risk assessment for each functional area

• RA Report → foundation for Tech Transfer Project Plan
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6. TECH TRANSFER RISK ASSESSMENT

• Example: Process Equipment
• System/equipment design comparability

• As-built P&ID review

• CIP/COP/SIP comparability

• Maintenance and calibration records

• Detailed list of required modifications

• Small differences → big impacts

API

• Mixing impeller

• Product filter

• CIP cycle / agents

• SIP sequence

• Filling needles

• Vial size

• Lyophilizer configuration
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7. TECH TRANSFER PROJECT PLAN

• “The plan”
• Detailed project schedule

• Work breakdown structure

• Resource plan

• RACI

• Risk register

• KPIs & reporting

• Issue resolution

• Continuous improvement
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PLAN FOR TECH 
TRANSFER 
SUCCESS 



Connecting Pharmaceutical Knowledge ispe.org

END IN MIND: 

PRODUCING QUALITY MEDICINES TO 
MEET PATIENT NEEDS
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QUESTIONS?

Charlie Maher
Global Director, Process & Manufacturing Technology
CAI
Charliemaher@cagents.com

charlie.maher@cagents.com

lie.maher@cagents.com

Eric Felz
Head of Facilities Engineering and Validation QMS

Takeda


