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Logistics for this Webinar

All participants will be muted for this call.

For audio: Connect to audio to listen to 
presentations via your computer or phone

You can reduce control panel for a better 
view of presentation 

To submit a question to the presenters:
Type your question in the Questions panel 
and click Send.
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Logistics for this Live Polling

To help make this session interactive and facilitate sharing of useful 

information, we will conduct live polls throughout the session. Your 

participation is completely voluntary and all responses will be anonymous. 

Answers will be shared only as a percentage of respondents.

Instructions: When the 

blue poll question 

appears, enter your 

response and submit.
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Ground Rules

We want to make this discussion helpful and answer as many of your questions as 
we can, so some quick ground rules:

• Participation is voluntary, as is using TransCelerate assets / tools

• You don’t have to identify what company you work for

• Things we would ask you not to discuss:

– What vendors / sites / CROs you are using or not using 

– Any issues you have with any vendors / sites / CROs 

– Your long term development plans

– Anything related to costs

• We can’t answer questions about:

– Vendors

– Costs of using / implementing TransCelerate assets / tools 

– Which member companies are using the assets / tools
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AGENDA

TransCelerate Overview & QMS Framework (10 Mins)

Process Management Framework (30 Mins) 

Q&A (5 Mins) 

Process Toolkit & Scenarios (30 Mins)

Q&A/Audience Poll (15 Mins) 

All slides will be made 

available after the webinar

Materials to be Covered Today:

1. Processes Manuscript

2. Toolkit for Implementing Processes

3. Process Scenarios



Overview of 

TransCelerate & 

QMS Framework

Gloria McHugh

• Webinar Operations Lead

• Project Manager TransCelerate
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Our Shared Vision:

To improve the health of people around 

the world by accelerating and simplifying 

the research and development of 

innovative new therapies.

TransCelerate:

A Not-for-Profit 
Entity Created 
to Foster 
Collaboration
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2 0 MEMBER

COMPANIES

Current state of organization

Today

25+
including 4 

pharmacovigilance 
initiatives

INITIATIVES

focus on preclinical research

ENHANCING INDUSTRY 

COLLABORATION

With an effective and 

proven governance 

structure have increased the 

ease and desire to 

collaborate

FACILITATING 

FUTURE PLATFORM 
TRIALS

12+ initiatives deliver solutions 

that facilitate future platform 

trials

BREADTH &                  

DEPTH

Over 30 solutions 

being delivered across 25+ 

initiatives, across 3 

strategic priorities

TransCelerate Founded

2012

5 INITIAL 

INITIATIVES

10 MEMBER

COMPANIES

9

platform to enable data sharing

BioCelerate Founded

2016

Regeneron most 

recent member
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The Reach of our Global Membership is Expanding

10

There are 

over

people
from Member Companies that 

design and develop 

TransCelerate solutions.

Membership is available to biopharmaceutical research and development organizations 

that engage in innovative discovery, development and manufacturing of new medicines*.

* to be eligible for membership, companies must meet 

specified eligibility criteria.
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Our Country 

Network spans

and

30
COUNTRIES,

13
GLOBAL 
REGULATORY 
AUTHORITIES

have engaged with 
TransCelerate.

Our Presence, Impact and Engagement is Worldwide

11

FDA1 EMA2 PMDA3 Health 

Canada
4 MHRA5 MFDS6 CFDA7 COFEPRIS8 ANVISA9 AEMPS10 TFDA11 BfArM12

1

2

3

4 5

6
7

8

9

10

11

12

TGA13

13



Copyright ©2015 TransCelerate BioPharma Inc., All rights reserved. 12

TransCelerate’s

Clinical Quality Management System Framework Purpose

+ Efficiently achieve an organization’s quality and 
organizational objectives.

+ Reduce recurring quality-related issues that undermine 
patient safety and data integrity, and consume 
resources.

+ Increase confidence in clinical research and its results.

+ Integrate individual trial-level quality and risk 
management activities to provide a holistic view of 
whether clinical quality objectives are being met, and 
risks to subjects and data quality are appropriately 
addressed across the enterprise.

Ann Meeker-O’Connell, Maria Magdalena Borda, Janis A. Little, Leslie M. Sam, “Enhancing Quality and Efficiency in Clinical 
Development Through a Clinical Development through a Clinical QMS Conceptual Framework: Concept Paper Vision and 

Outline,” Therapeutic Innovation & Regulatory Science, p. 8. June 2015. http://dij.sagepub.com/content/49/5/615.abstract

A Clinical QMS is an integrated framework through which organizations systematically
define quality objectives linked to their broader strategic goals

Purpose of the Clinical QMS

http://dij.sagepub.com/content/49/5/615.abstract
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TransCelerate’s Clinical QMS Conceptual Framework

The framework includes elements that through our research and interviews, were reported to 

contribute to success in the clinical arena

Proactive, Risk-based, Flexible

Foundational Aspects

Processes

Resources, Roles & Responsibilities

Risk Management

Issue Management

Knowledge Management

Partnering

Elements of a Clinical QMS Conceptual Framework

Documentation Supporting Achievement of Quality
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Understand the Context
Leadership Commitment 

to Quality

Organizational 

Commitment to Quality

Continual Improvement 

of the Framework

2
4
7 elements integrate quality into 

clinical development activities

elements provide foundational 
aspects

elements provide ongoing monitoring 
of the achievement of quality 
objectives and the performance of a 
QMS
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Examples of TransCelerate cQMS Conceptual Framework Alignment 

with ICH E6 R2 
ICH E6 R2 Language cQMS Element Tools

5.0 Quality Management. “The Sponsor should implement a system to manage quality 
throughout all stages of the trial process.”

Clinical QMS 

Framework

1. Assessing the CQMS 

Tool

2. Assessing Clinical 

Knowledge 

Management Tool

3. Toolkit for 

Implementing 

Processes

4. Etc….

5.0.1 Critical Process and Data Identification. “the sponsor should identify those 

processes and data that are critical to ensure human subject protection and the 
reliability of trial results.”

Processes 

5.0 “The quality management system should use a risk-based approach …”  5.0.1-5.0.7 
Risk Identification, Evaluation, Control, Communication, Review and Reporting. “the 

sponsor should identify risks to critical trial processes and data.” Risk Management

5.0.7 Risk Reporting. “The sponsor should describe the quality management approach 

implemented in the trial and summarize important deviations from the predefined 
quality tolerance limits and remedial actions taken in the clinical study report.” Issue Management

5.0.6 “The sponsor should periodically review risk control measures to ascertain 
whether the implemented quality management activities remain effective and 

relevant, taking into account emerging knowledge and experience.”

Processes, Risk 

Management,  

Knowledge 

Management, 

Management Review

5.2 Contract Research Organization. “The sponsor should ensure oversight of any trial-
related duties and functions carried out on its behalf, including trial-related duties and 

functions that are subcontracted to another party by the sponsor’s contracted 
CRO(s).”

Partnering
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Deeper Dives into the Elements

>28,000 Downloads

Foundational Aspects

Processes

Resources, Roles & Responsibilities

Issue Management

Risk Management

Knowledge Management

Partnering

Elements of a Clinical QMS Conceptual Framework

Documentation Supporting Achievement of Quality A
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Understand the Context
Leadership 

Commitment to Quality

Organizational 

Commitment to Quality

Continual Improvement 

of the Framework
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Conceptual Paper (All Elements, FAs)*
• Manuscript July 2016

• Supportive Tools Aug 2017

Issue Management*
• Manuscript July 2016

• Supportive Tools  Aug 2017

Knowledge Management

• Manuscript September 2016

• Supportive Tools Aug 2017

Processes:

• Manuscript January 2019

• Supportive Tools March 2019

Assessing the CQMS

• Supportive Tool September 2017

Risk Management

• Manuscript January 2019

• Supportive Tools March 2019

*Chinese Translation



Process Management 

Framework

Mike Husovich
• Director of Quality Operations, Amgen

• Lead author of the Process Management 
Framework paper

Carol Southwood
• Senior Project Manager, Amgen

• QMS Team Member Process Management 
Framework
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PUBLICATION

TransCelerate published article Quality 
Process Management Framework

Therapeutic Innovation & Regulatory 
Science 2019, Vol. 53(1) 25-35



Polling Question #1

Question:  How aware of the TransCelerate Process 

Management manuscript and tool are you? 

❑ Not aware at all

❑ Somewhat aware

❑ Very aware



Polling Question #2

Question:  How mature do you consider Process 

Management in your organization?  

❑ Not mature

❑ Somewhat mature

❑ Very mature
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• Focus on end-to-end clinical development process approach provides greater assurance of 

meeting customer requirements

• Documentation strategy is commensurate to level of inherent risk

• A modern learning approach should be leveraged to best enable staff to perform their tasks

Processes

Value Proposition

What is “Processes”

• Understanding the steps an organization carries out to complete a Clinical Development activity, 

determining whether and to what degree these steps should be documented, and importantly, 

determining the most effective training to ensure consistent and compliant process outcomes 
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Moving from a Conventional Approach 

to a Process Approach
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Processes Management Framework
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Identify High Level E2E Process Landscape

Identify and Establish Business Process Owner

Core Process - a set of cross-

functional activities or steps

that deliver a specific output

that impacts strategic business

objectives

Key Sub-Process – constitutes

the sum of the core processes

Enabling Process – doesn’t

necessarily belong to any one

core or key sub-process, but is

essential to conduct work

Identify Business Process Owners for processes  to be a single point of 

ownership that drives process health and continuous improvement.
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Map and Model Process

GOAL

To provide a high-level understanding of the process as it

relates to:

• the customer (anyone who received a deliverable or 

output from the process) 

• inputs (resources required by the process)

SIPOC Swim Lane / Process Map

GOAL

To show the details of the process and identify the following:

• Key milestones or activities

• Roles / responsibilities

• Handoffs

• Inputs / outputs

• Interdependencies

• Associated information

• inputs (resources required by 

the process)
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Determine Process Risk

Evaluate Business Process Automation

Identify Level of Risk

• risks to the protection of 

human subjects

• data integrity/reliability 

of trial results

• meeting quality 

objective

Control or Mitigate Risks

• Increase detectability:

• Monitoring

• Metrics

• Controlled documentation

• Avoid risk:

• Remove the source of risk

• Redesign a process

• Implement error-proofing techniques
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Identify Process Measures and Controls

Identify Effective Process Measures

• Define what critical to quality (CTQ) and how to 

measure it

• Determine performance targets

• Identify ownership for each metric
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Processes Management Framework
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Identify Processes Requiring Controlled Documentation

Identify Managed Information Required for Performance

Controlled 
Documentation

Explicit (documented) 
knowledge that is managed in 

a QMS to support document 
authoring, approval, and versioning

Managed Information

Tacit (experience and insight) knowledge that 
is not managed in a QMS, but ensures staff has 
the right information and knowledge needed 

to execute the process

Q
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DOCUMENTATION STRATEGY

• Ensures that documentation 

represents the actual end-to-

end process

• Should be easy to understand 

and follow

• Identifies the right level of 

controls and quality oversight
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Align Documentation to E2E Process and 

Documentation Hierarchy

NOTE: This figure is for guidance only. The specific documentation types are for

illustrative purposes only. Individual company naming conventions may differ.
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Communicate Process Change

Communication Prior to Implementation

WHAT documents have been issued / updated / retired

WHEN the documents become effective / retired

WHO is impacted

WHERE documents are located

HOW training will be provided
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Processes Management Framework
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Select Learning Method and Time

Select learning delivery based on:

• Organizational Culture

• Documentation

• Knowledge required

• Experience and Target Size of Audience

• Complexity of the Process

Determine timing of training delivery

• Consider providing training as close to execution as 

possible to maximize effectiveness

• Consider resource limitations (LMS and people)
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Select Learning Approach for Controlled and 

Managed Information

Mandatory training based on controlled information: 

• Training is delivered automatically to affected users 

• Includes learning modules critical for an individual to execute 

his/her job

• Employee needs to demonstrate effective training was completed 

prior to executing related tasks

Voluntary training based on managed information: 

• Training can be requested by users when there is need or interest

• Knowledge centers can be set up to make content easy to access
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Manage Training Volume to Avoid Cognitive Overload

• Focuses on high risk 
elements to ensure full 
understanding

• Focuses on 
responsibilities in a 
process

• Understand role in E2E 
process

Role-
Based 

Training

Risk-
Based 

Training

Delta 
Training

Auto-
mation

• Provides consistency 

to process

• Reduces need for 

users to remember 

steps or dependences

• Targeted training for 

experienced users

• Focuses only on 

changes
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Processes Management Framework
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Evaluate Process Health Performance as Part of 

Management Review

PURPOSE
• To assess whether a QMS as a whole is performing as intended

• To provide opportunity for ongoing due diligence by senior management

OBJECTIVES

• Engage senior management in the evaluation of processes

• Take action / allocate resources to improve processes when needed

• Review key performance indicators (KPIs) to measure quality and compliance



Copyright ©2015 TransCelerate BioPharma Inc., All rights reserved. 37

Assess Impact of On-Going Process Changes

Create or modify processes for the following reasons:

• Address changes in the underlying process

• Address evolving customer requirements

• Address changes identified by audit findings

• Mitigate risks to quality objectives

Assess the impact of the changes:

• Understand the overall impact that the process change may have on other “upstream” or 

“downstream” process

• Identify conflicting or overlapping priorities associated with the change
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Monitor and Improve Process Performance

Fit for 
Purpose

Compliance 
with 

Regulations

QMS 
Elements

PERIODIC 

REVIEW

Consult BPO / SMEs

Review process against new or 

revised regulations / guidance

Identify issues or trends noted in other aspects 

of a QMS, such as risk, issue or 

knowledge management



Q & A
Type your questions for the presenters into the 

Questions panel on your GoToWebinar screen, 

click “Submit”

Carol Southwood
• Senior Project Manager, Amgen

• QMS Team Member Process Management 
Framework

Mike Husovich
• Director of Quality Operations, Amgen

• Lead author of the Process Management 
Framework paper



Process Tool Kit & Scenarios

Lora Lee Zoller-Neuner
• Senior Quality Document Manager, Sanofi

• QMS Team Member Process Management 
Framework

Odette Anyangwe
• Head of Quality & Operations, Process and 

Procedures, Roche

• QMS Team Member Process Management 
Framework

Carol Southwood
• Senior Project Manager, Amgen

• QMS Team Member Process Management 
Framework



Copyright ©2015 TransCelerate BioPharma Inc., All rights reserved. 41

Process Toolkit

Purpose

• Supports the practical application of 
concepts described in the Process 
Management Framework paper

• Provides tangible examples of the 
process management framework in 
action beyond what’s described in the 
paper

• Provides a way to both “think through” 
and develop an organization’s 
processes and associated 
documentation strategy
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Introduction
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How To Use The Toolkit

Read the Manuscript

Find the corresponding tool and examples

➢ Even pages: Instructions for completing the tool with an 
example(s)

➢Odd pages: Interactive tool template that moves through 
each of the tool steps on the subsequent pages

• Each of the steps in the framework are 
sequenced and built upon one another. 

• Each of the highlighted steps corresponds to a 
section of the toolkit and are color-coded to 
match the high-level phase of the Process 
Management Framework.

• Each section is numbered and contains the 
following information:
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Define and Characterize Processes
Identify High Level Process

Instructions

• Identify all steps of an end to 
end process
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Define and Characterize Processes
Map & Model Process

Instructions

• Using a SIPOC, capture the 
metadata (key process roles, 
inputs, outputs, 
interdependencies, and related 
documentation).
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Define and Characterize Processes
Determine Process Risk

Instructions

• For each process, select the 

appropriate risk level for each of 

the three Risk Categories in the 

Process Risk Matrix.

• Overall Process Risk Score is 

determined by adding the 

corresponding numeric value for 

each of the Risk
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Documentation Strategy
Identify Processes Requiring Controlled Documentation

Identify “Managed” Information Required for Performance

Instructions

• Apply the score from the 

“Determine Process Risk” tab to 

determine which processes 
documentation hierarchy.
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Learning Approach
Select Learning Method and Time

Select Learning Approach for “Controlled” and “Managed” Information

Manage Training Volume and Avoid Cognitive Overload

Instructions

• Assess the documentation 

strategy based on overall risk 

to develop a commensurate 

learning plan for identified key 

roles.
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Management Review
Evaluate Process Health Performance as part of Management Review

Instructions

Evaluate process health 
performance as part of 
Management Review by defining 

line of sight goals, metrics, roles, 
frequency and forum. 
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Process Scenarios
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Examples of Scenarios
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Selecting an Organizational Structure
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Controlled versus Managed Documents
Using the QMS Initiative — Toolkit for Implementing Processes - Real World Scenario
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Conclusion

• The Process Management Framework represents an integral part of an effective 
QMS. 

• Common understanding of the steps required for implementation can provide 
greater organizational success in implementing process management in a robust 
way. 

• Successful process management implementation will help to:

• Identify and define key and critical processes associated with clinical development,

• Provide clear and concise procedural documentation that are consistent and fit for 

purpose to support effective staff training, 

• Allow staff to excel at executing the executing the process “Right the First Time” 

• This is “must have” for today’s competitive landscape.
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Resources Available
https://transceleratebiopharmainc.com/assets/quality-management-system-assets/

Processes Manuscript

Toolkit for Implementing Processes

QMS Processes Scenarios

https://transceleratebiopharmainc.com/assets/quality-management-system-assets/
https://journals.sagepub.com/doi/full/10.1177/2168479018817751
https://www.transceleratebiopharmainc.com/wp-content/uploads/2019/03/Toolkit-for-Implementing-Processess_FINAL_3.8.19.pdf
https://www.transceleratebiopharmainc.com/wp-content/uploads/2019/03/QMS-Processes-Scenarios_FINAL_3.8.19.pptx


Q & A
Type your questions for the presenters into the 

Questions panel on your GoToWebinar screen, 

click “Submit”

Lora Lee Zoller-Neuner
Senior Quality Document Manager, Sanofi

Odette Anyangwe
Head, Quality & Operations, Process 

and Procedures, Roche

Carol Southwood
Senior Project Manager, Amgen

Mike Husovich
Director of Quality Operations, Amgen



Polling Question #3

Question:  Will the materials presented here today 

be helpful to you in your organization’s Process 

Management activities? 

❑ Definitely Yes

❑ Likely Yes

❑ I’m not sure

❑ Not likely

❑ Definitely Not



Polling Question #4

Question:  How much value did this webinar provide? 

❑ No value

❑ A little value

❑ Moderate value

❑ A lot of value



Visit us, for more information:
www.TransCelerateBioPharmaInc.com

Watch our “About Us” Video

Sign up for our Newsletter, 
Accelerate to Innovate

@TransCelerat
e

TransCelerate
BioPharma Inc.

Thank you

http://www.transceleratebiopharmainc.com/
https://www.youtube.com/watch?v=cn8xZqTq_Ug

