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TT IG –WHY an IG on TT

The processes of Technology Transfer in pharma are becoming more and more important

with a strong link to Company wellness and performance to ensure the robust distribution

of medicines to the patients.

As a consequence the Technology Transfer IG was launched in 2016. It’s main objective

is to capture the opportunity given by benchmarking industry experience in Technology

Transfer in order to provide useful information through Technical Reports, articles, position

papers, training sections, and lectures.

• Complexity from virtual operations

• Emerging Technologies

• Integration of Risk Managment
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TT IG – Our Vision and Goals

• Our Vision as a Team is to have all the TT Experts connected in an open

system to focus on best practices and innovation.

• Technology Transfer is a multidisciplinary subject, therefore the TT IG will set as

an objective for the future to be more and more connected with the other IGs

with the main purpose to leverage their experience and identify new ideas,

needs and opportunities through networking.

• Quality Framework and Quality Compliance is a must in Technology Transfer,

therefore we will proceed in our mission to analyze and absorb Quality musts

and nice to haves.
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TT IG – mapping

• 199 members registered till today

• 50% increase in the last 6 months

• Big community with well territorial and expertise distribution

• Main opportunity…Active partecipation to be incereased!
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TT IG Group EU Leader
Production Director – Patheon Ferentino Site
– Based in Ferentino Site (close to Rome)

• Pharmaceutical Chemist by training, got my degree in Rome 
• Executive MBA in Pharma Business Administration
• +12 years of experience in Pharma
• Main areas R&D, QC, TT and Business Management
• Global (EU & US) Technology Transfer Responsible in Patheon , as last exp. 

The part that I like more about my job is that “We can always make the difference for our stakeholders”

Joining the PDA TT Interest Group and benchmarking different experiences is key for improve and 
succeed!

I love scuba‐diving, playing guitar, reading fantasy books and business/financial newspaper. 

Two sentences summarize my professional approach:

• “Fabrum esse suae quemque fortunae”  adding to the original quote  “good teamwork helps a lot!” 

• “Ad maiora semper”
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TT IG Group US Leader
VP, QC Operations
– Biogen, Inc.,  Responsible  for Global QC Operations

• B.S. Degrees in Biochemistry and Biology
• Global Executive MBA – Fuqua Business School, Duke University
• 25+ years pharma experience
• Prior experience includes Glaxo and Novo Nordisk

Positions in Biogen include site Quality Director, Corporate Quality responsible for audits and QMS and 
QC management.

PDA Interest Groups are critical for sharing and benchmarking within industry – I have always found my 
participation greatly rewarding and informational.

Couple of thoughts around Tech Transfer:

• It is industry’s time to leverage technology to improve TT processes

• A focus on scientific risk based paradigms will be critical to success
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• Incredible increase of number of Technology Transfer projects (TTP) in the

pharmaceutical environment, both internal & external and consequent increase of

attention on Technology Transfer (TT) handling by Authorities;

• Project complexity is growing day by day;

• Risks of failure is always high;

• Quality Risk Management (QRM) & Project Management (PM)

skills and knowledge are fundamental for success!
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Why Discuss about TT
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Global Rx sales by 2020

$1T

Global pharma and biotech 
R&D spend by 2020

$160B

Shrink in number of Pharma
players due to M&A in the last 

20 years

60 to 
10

TT IS AND WILL BECOME A MORE CRITICAL BUSINESS NEED, 
A “BEST TO BEST DEAL” WITH CUSTOMERS, TOP PLAYERS 

LOOKING FOR CDMO TOP PLAYERS 

Why Discuss about TT
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Technology Transfer main concepts

Which are the main Project risks?

1. Project Scope missed or misunderstood

2. Underestimating of new site/process impact on product attribute

3. Lack of product/ process understanding

4. Lack of communication

5. Lack of escalation process

6. Wrong extimation of time/resources/costs

7. Lack of engagement of Team members

8. Lack of performance monitoring during execution
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Planning

Costs & 
Resources

Objectives
and Time

Quality and 
Technical
features

Social Intelligence

Organization
and 

Management

External 
Team 

dynamics

Internal team 
dynamics

Technology Transfer – Focus Area
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Technology Transfer main concepts
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Technical Skills

Planning

Multitasking and Organization

Flexibility

Troubleshooting

Negotiation

Goal oriented

Technology Transfer – Social Intelligence
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The quality risk management (QRM) is “a systematic process for the assessment, control,

communication and review of risks to the quality of the drug (medicinal) product across

the product lifecycle.”

Technology Transfer – Process/Product Risks
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Technology Transfer – Risk Management
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Data collection

Data evaluation

Data use

Technology Transfer - Risk Management



17

Source 1 – Definition of the Main Process Variables of the product (SU -> RU) (examples 

below)

Source 2 – Definition of the Quality Attributes (RU) (examples below)

Our Risk Assessment and Mitigation approach is based on several Source of information, linked to create a TT Starting
Story

Technology Transfer - Risk Management
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Risk Assessment and Mitigation Approach:

 is part of part of Company DNA, therefore application is a must for all our TTs and during the whole project lifecycle;

 Has to be in line with the current regulatory guidance, GMP and based on scientific sound

 Has to be managed by appropriate flexible, robust and efficient tools

 Is a multifactorial exercise that takes in considerations internal and external variables of the

project/process/product/lines

 Provides a clear path forward starting with QbD and development (where necessary) and ending with a reproducible,

efficient and in quality market supply

Technology Transfer - Risk Management
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Technology Transfer - Risk Management
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TT IG – Goals for 2017

 Through a Team Survey in 2016 - Key Goals were identified.

 In 2016 & 2017 the team worked on the “Regulatory Framework of a Technology

Transfer” focusing on guidance, process steps, deliverables and readiness for

inspections.

 A TT Matrix for Commercial to Commercial TT was created and currently under

team review.

 TT Matrix was presented during last Annual Meeting (Sept 2017)

 Potential to publish in PDA Journal through a series of articles

 Looking for volunteers

 Next steps - Scope extension on Development to Commercial TT and on

specific analysis in case of API and Biologics environment.
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TT IG – Next steps

 Finalize the TT matrix review based on the TT meeting participation at the PDA‐FDA mtg in 

Sept. 2017 March 2018

 Get professional formatting of the product April 2018

 Do a write‐up of the product on its purpose and use. May 2018

 TT Matrix ed 01 (Commercial to Commercial) ready to go! 

 Define next ed (Clinical to Commercial ? – Bio vs small molecules ? – virtual company vs branded ?)



TT Matrix Overview

• Technical Transfer Types with Risk Categories

– Cumulative risk assessment to drive requisite rigor

• Analysis of TT steps and responsibilities by:

– Project phase and functional group

– Deliverables

– Sets grouped by intersection of phase and function

• Potential Uses

– TT Lifecycle Checkpoints

– Benchmarking

– TT Process Build up in the company

– TT Checklist for Inspection readiness

– Lesson learned tool and Continuous improvements of your process
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TT Matrix Overview
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TT Matrix Overview
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TT IG – AoB

Melissa Seymour melissa.seymour@biogen.com

Mirko Gabriele mirko.gabriele@patheon.com


