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Vulcan UDP (Utilizing the Digital Protocol): 
Collaborating to Accelerate ICH M11 and End User 

Value
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Welcome to the Utilizing the Digital Protocol Webinar
July 11th, 2024 at 09.00 – 10.30am EST 

Time Topic Speaker
Welcome and Introduction

5 mins Kick-off and ground rules Stacy Tegan

10 mins Panel introductions and setting the stage All

Speaker Presentations

15 min Delivering a Data-Driven ICH M11 Clinical Protocol Template Ron Fitzmartin, FDA

10 min Regulator Perspective on ICH M11 Deliverables and What the Digitization Will 
Enable Noemie Manent, EMA

10 min Overview of the Digital Data Flow Project and the Collaboration with M11 and UDP Chris Decker, CDISC

15 min UDP Project Overview Hugh Glover, Vulcan

10 min Pathway to Implementation Mary Lynn Mercado, 
TransCelerate (Novartis)

10 min Q&A All

Wrap-Up

5 min Close Stacy Tegan
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Webinar Logistics

Reduce

Questions
• All participants will be muted for this call. 

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

• You can Reduce the control panel for a better 
view of the presentation 

• To submit Questions to the presenters, Type 
your question in the Questions panel and click 
Send – Please denote who your question is for
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Webinar Logistics

• Please download the Webinar handout which 
contains links to contacts and additional 
resources

• Reminder: This webinar will be recorded in 
whole or in part

Handout

Handout



Ground Rules

We want to make this discussion helpful and answer as many of your questions as we 
can:

• Participation is voluntary, as is using TransCelerate assets/tools
• The responsibility for compliance with laws and regulations is owned by the solution 

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

Things we would ask you not to discuss:

• What specific vendors/sites/CROs/sponsors companies are working with
• Any issues companies have with any specific vendors/sites/CROs/sponsors
• Anything related to pricing or costs
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Delivering a Data-Driven 
ICH M11 Clinical Protocol Template  

Ron Fitzmartin, PhD, MBA
Sr. Advisor, Office of Regulatory Operations,

Data Standards Branch
Center for Biologics Evaluation & Research

U.S. Food & Drug Administration

ICH M11 Rapporteur

July 11, 2024



The views and opinions presented here represent those of the 
speaker and should not be considered to represent advice or 
guidance on behalf of the U.S. Food and Drug Administration.

FDA Disclaimer
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ICH M11 
Clinical electronic Structured Harmonised Protocol

Guideline Template Technical Specification



ICH M11: Three deliverables…

• Guideline is a high-level document that: 
o Provides the background on why a harmonized clinical protocol template is needed, 

and 
o Describes how the template and technical specification were developed. 

• Template 
o Includes identification of headers, common text, instructions, data fields and 

terminologies.   

• Technical Specification 
o Serves as a technical representation of the ICH M11 protocol template. 
o Aligns with the latest version of the ICH M11 guideline and template standard to 

enable electronic exchange of the clinical protocol information.
o The tech spec does not deliver an implementation guide…that’s for later 10



National or 
regional procedures for 

Implementation

Adoption by 
Regulators

Endorsement by 
a. Assembly
b. Regulators

Sign-off by 
Topic Leads

Sign-off by 
Regulatory Topic 

Leads

M11 & the ICH Step Process

M11 is here

Planned for Fall 
2025
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…where the Protocol is driven by a 
common data model that enables 
limitless personalized views of the 

protocol.  

12

Imagine the Future State…

…But now all we have is this
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Source is ClinTrials.gov: Clintrials.gov Migraine Protocol

We use tools that 
load a PDF of the 
protocol into a 
submission 
review tool.

https://clinicaltrials.gov/study/NCT04571060?cond=migraine&lead=Pfizer&aggFilters=phase:3&id=bhv3500-301&rank=1
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Or we review the 
protocol with a 
PDF reader.   
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Page by page, 
hyperlinking 
back and forth  
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CDISC and M11 Curated Common Terminology enables the 
Data Driven Clinical Protocol 

M11 will break the 
clinical protocol “document-centric” paradigm
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Section 1.0

CDISC and M11 Curated Common Terminology enables the 
Data Driven Clinical Protocol 

Possible “Overall Protocol Views”

Section 1.0

M11 Technical Specification, Step 2a/2b version

Section 3.0

Section 6.0
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Section 1.0

CDISC and M11 Curated Common Terminology 
will Enable the Data Driven Clinical Protocol 

Possible “Safety Views”
Section 1.0

Section 6.0

M11 Technical Specification, Step 2a/2b version

Section 8.0

Section 8.0
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Section 1.0

CDISC and M11 Curated Common Terminology enables the Data 
Driven Clinical Protocol 

Possible “Safety Views”  
Section 1.0

Section 6.0

Section 6.0
Section 8.0

M11 Technical Specification, Step 2a/2b version
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CDISC and M11 Curated Common Terminology enables 
the Data Driven Clinical Protocol 

Possible “Stat Views”
Section 1.0

Section 6.0

M11 Technical Specification, Step 2a/2b version

Section 3.0

Section 9.0

Section 9.0

Section 9.0

Section 6.0

Section 9.0
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• Data driven Protocol that will  be 
personalized to the reviewer’s needs

• Standardized data model with CDISC / 
USDM common terms, definitions and 
formats

• Improved collaboration / communication 
among protocol stakeholders

• Facility to exchange the protocol 
information using multiple formats: 
DOCX, PDF JSON and FHIR.

ICH M11 and Vulcan Utilizing Digital Protocol (UDP):
A Collaboration that will result in…

CeSHarP

USDM and Terminology

Utilizing the Digital Protocol – UDP

Reference
Application ConnectathonImplementation

Guide(s)

M11/USDM
TerminologyUSDM

USDM JSON
API

USDM 
Conformance

Rules

FHIR –Technical
Guide (future)

Tech Spec Template

USDMIG

Use
Cases

Guideline

Adapted from C. Decker slide, 2024 June



Thank You
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Regulator Perspective on ICH M11 Deliverables 
and What the Digitization Will Enable

Noemie Manent



The European Clinical Trials Regulation 

Before the Clinical Trials 
Regulation
Clinical trial applications were submitted 
separately to regulators and ethics 
committees in each EU Member State and 
recorded in EudraCT

After the Clinical Trials Regulation 
Single submission of clinical trial applications, 
covering regulatory and ethics submission in up 
to 30 EU/EEA Countries

Applies as of 31 January 2022 
supported by the use of the Clinical 
Trials Information System (CTIS)



The benefits of the Clinical Trials Regulation (CTR)

• CTIS is the register of the Clinical Trials 
Regulation

• CTIS generates substantially higher quality data 
than EudraCT

• Opportunity to capitalise on technological 
developments in advanced analytics (i.e., 
machine learning, AI, NLP)

Where should we focus to 
make better use of the data 

we collect about clinical 
trials?



•   Aligns with EU legislative framework and CTR protocol requirements
• Enhances efficiency under CTR with more structured data
• Improves review and reporting through robust methodologies
• Achieves global consistency with a common Table of Content 
• Utilises data to advance drug development and guide policy making

The Clinical Trials Regulation and ICH M11 digitization



Registers and clinical trials

• Data about clinical trials are held in CT 
registers and contain summary-level 
information on clinical trials 

• Data from clinical trials are Individual Patient 
Data and are not kept in the registers

• CT register data is centrally positioned and 
play a bridging role, facilitating the link 
between data sources
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• Potential: Clinical trial data is crucial for developing products, shaping policies, 
and benefiting patients.

• Objective: Aim to utilise more data to make drug development more efficient and 
patient-centered, aiding policy decisions.

• Resources: EU regulatory network possesses extensive clinical trial data through 
EU registers (CTIS and EudraCT).

• Workshop focus: Identify use cases to combine various data sources, 
uncovering new insights to improve EU citizens' health and well-being.

Harnessing clinical trial data for enhanced drug 
development and policy making



• Establish 
requirements for 
structuring 
information

• Enable use cases by 
making data more 
accessibleStandardsUse cases

The use cases require data standardisation 



Key takeaways

• Standardised, harmonised, and interoperable data are foundational for advancing research 
methodologies, facilitating effective collaborations, and streamlining regulatory processes. 

• Access to data for patients and patient organisations is critical for informed decision-making 
and effective advocacy. 

• Accurate, complete, and timely data underpin not only the integrity of clinical trials but also the 
reliability of research outcomes. 

• Open analytics platforms can optimise research processes, support strategic prioritisation, and 
guide efficient resource allocation across the research ecosystem. 

• Integrating data about clinical trials with a variety of other data sources, including real-world 
data, can optimise trial designs and address challenges in accessibility and inclusivity.
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Overview of the Digital Data Flow Project and 
the Collaboration with M11 and UDP 

Chris Decker



CDISC AGENDA TOPICS

• Introduction to Digital Data Flow (DDF) and Unified Study Definition 
Model (USDM)

• CDISC/ICH M11 Partnership 

• How does USDM, M11, and UDP Come Together
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TransCelerate Digital Data Flow (DDF) Ambition
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/ 

https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
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DDF Initiative encompasses technical delivery, change management, 
and industry engagement 
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The USDM Standard
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CDISC/ICH M11 Partnership
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ICH M11 
Clinical electronic Structured Harmonised Protocol

Guideline Template Technical Specification
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ICH and CDISC MOU (Memorandum of Understanding)

As a collaboration between ICH and 
CDISC, the goals of the agreement are to: 
• Use a unified governance process and 

terminology services for the long-term 
support of ICH controlled terminologies

• Curate and maintain ICH controlled 
terminologies

• Follow a robust process for the public 
review and publication of ICH 
terminologies

• Ensure the terminologies are freely 
available to the public following public 
review
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How does USDM, M11, and UDP Come Together



45

Inputs:
• ICH M11 template 
• ICH M11 technical specification 
• Models, definitions

FHIR will carry CDISC CT and 
USDM content
The technical specification 
can be used to develop other 
Implementation Guides

ICH M11 and Vulcan Utilizing Digital Protocol (UDP)

CeSHarP

USDM and Terminology

Utilizing the Digital Protocol – UDP

Reference
Application ConnectathonImplementation

Guide(s)

M11/USDM
TerminologyUSDM

USDM JSON
API

USDM 
Conformance

Rules

FHIR –Technical
Guide

Tech Spec Template

USDMIG

Use
Cases

Guideline
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Timelines

Webinar Apr 30 Webinar July 11th Webinar Webinar

Connectathon May 18-19 Connectathon Connectathon Connectathon

USDM

Reference
Application

CT
Terminology

Implementation
Guide

Tech Spec

Template

Updated Guideline/Template

Updated Tech Spec
Regional 

Party Review Public Consultation: Start

USDM 3.0 Release USDM 4.0 Public Review USDM 4.0 Release

Public Consultation: End



UDP Project Overview

Hugh Glover



UDP is an Umbrella Project with many Use Cases

SharedTemplate

Tech Spec

Models and Terminology

Implementation and Testing

Reference
Application ConnectathonImplementation

Guide(s)

CT
TerminologyUSDM

Use
Cases

Jason
API

Communications
Strategy

Shared
Maintenance

Plan

Template Guide

Conformance
Rules

How is the 
project put 
together?



UDP is an Umbrella Project with many Use Cases

Implementation and Testing

Reference
Application ConnectathonImplementation

Guide(s)
Use

Cases

Models and Terminology

CT
TerminologyUSDM

Jason
API

Conformance
Rules

Template

Tech Spec Template Guide

How is the 
project put 
together?

Each bucket contains one 
or more Use Cases

The ICH starting point is 
Sponsor to Regulator



Vulcan and the HL7 FHIR® Ecosystem

Academic
Health
Systems

Pharma

Clinical Care

Clinical 
Research

Patients

Government

Payers

Public
Health

Developers

Global FHIR® 
User 

Community

Regional 
Partners

30+ International 
Country Affiliates

HL7 
Europe

400+ 
Organizational 
Members

Individual 
Members

HL7 FHIR® 
Standard

Founded in 1987, Health Level 
Seven® International (HL7) is an 
ANSI-accredited, not-for-profit 
standards developing organization 
with the mission of empowering 
global health interoperability. With 
affiliates in over 30 countries, HL7’s 
global membership envisions a 
world in which everyone can 
securely access and use the right 
data when and where they need it. 

The HL7 FHIR ACCELERATOR program is designed to 
assist communities and collaborative groups across the 
global health care spectrum in the creation and 
adoption of high quality FHIR Implementation Guides 
or other standard artifacts to move toward the 
realization of global health data interoperability.

Vulcan serves a user community focused on 
integrating clinical research and clinical care 
through the adoption of FHIR.

What is an 
Accelerator?



Vulcan is a membership-based group operated under 
HL7’s FHIR Accelerator Program

Academic
Health
Systems

Clinical 
Research

Patients

Government

Payers

Public
Health

Developers

Global FHIR® 
User 

Community

Pharma

Clinical 
Care



How do the 
pieces fit 
together?

Specific Plan

Building 
Regulations

Planning 
Regulations

Construction 
Details
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Design Layers – House Building



Specific Plan

Building 
Regulations

Planning 
Regulations

Construction 
Details

In
cr

ea
si

ng
 C

on
st

ra
in

t

Physical 
Building

Use Case Specific 
(Platform Independent)

Domain Information 
Model

Reference Information 
Model

Architecture Specific 
Model (Platform Specific)

Physical Model (Transport 
Model, Database Definition)

FHIR

M11 
CeSHarP

USDM + 
CT

Lo
gi

ca
l

Ph
ys

ic
al

C
on

ce
pt

ua
l

Design Layers – House Building                            Digital Protocol



FHIR (Fast Healthcare Interoperability Resources), a specification, which is a standard for exchanging healthcare 
information electronically. FHIR R4 is the modernization of and best feature reutilization from HL7s v2, v3, and 
CDA products. Development of resources supposedly follows an 80/20 rule and aims to focus on what is required 
in 80% of existing systems and to regard the remaining 20% as edge cases.  The 20% can then be dealt with 
through the extension mechanism built into FHIR.

FHIR aims to simplify implementation without sacrificing information integrity. It leverages existing logical and 
theoretical models to provide a consistent, easy to implement, and rigorous mechanism for exchanging data 
between healthcare applications.

150+ resources (building blocks)
to cover a wide array of use casesWhat?

Diverse global community (hospitals, academia, 
vendors, biopharma, regulators)Who?

Interoperability out-of-the-box 
(bridge clinical research and clinical care)Why?

Built on web standards 
(e.g., XML, JSON, HTTP, and Oauth)How?

What is FHIR? What is 
FHIR?



Implementation Guides are Key

FHIR Resources
(components – like Lego blocks)

Implementation Guides
Data Transport Models – 
(the finished Lego structure)

 Open Source – No 
membership required

 FHIR makes no 
assumptions about the 
architectural design of 
systems

 The content is the same 
structure whatever the 
interoperability paradigm



Connectathons are a key feature of FHIR

Webinar Apr 30 Webinar July 11th Webinar Webinar

Connectathon May 18-19 Connectathon Connectathon Connectathon

USDM

Reference
Application

CT
Terminology

Implementation
Guide

Tech Spec

Template

Updated Guideline/Template

Updated Tech Spec
Regional 

Party Review Public Consultation: Start

USDM 3.0 Release USDM 4.0 Public Review USDM 4.0 Release

Public Consultation: End



Components of a Connectathon
Components required

1. People
2. The FHIR standard
3. Implementation Guides
4. Sample Data
5. Test Systems

Test that “things” work



UDP Connectathons   May: Objectives

Demonstrate FHIR based exchange of a Protocol Document

Get the connectathon process running

It was all 
about the 

DOCUMENT



Vhewer

Sample Data

UDP Connectathons   May: Systems Participating

6 Protocols
In M11 Format

Manually created from
real protocols

USDM

FEvIR Platform

Excel Tool

Web Tool

M11 Report Tool

Vulcan FHIR Server

General viewer tool

Manual flow FHIR flow



UDP Connectathons   May: Achievements

The connectathon demonstrated successful 
Protocol representation in FHIR following 
M11 document template and began to 
identify more granular representations

 Had 6 sample protocols created and in FHIR format
 Connected USDM to FHIR for first time
 Exercised tools from participants to create sets of 

data and load to the server using multiple tools as 
identified in the drawing



UDP Connectathons   Future Plans

September Connectathon
 Structured title page

(highest-level protocol metadata)
 Inclusion / Exclusion Criteria
 Expand vendor participation

Early thinking on 2025 Connectathon Topics
 Objectives and Endpoints
 Schedule of Activities
 Mapping to data capture tools
 Utilization of ODM

What’s 
next?



Community Involvement

True success for UDP will come only with involvement from the widest possible community …

• HL7 Events January (virtual), May, September
• Specific UDP events
• Search: HL7 Connectathon

• Regular cadence of Webinars next one 
planned in the fall

• Open forum for users 
• We need to hear real business processes

Getting 
Involved

• Open to all

• Influence development

• Gain experience and insight

• Information and Progress updates

• Connectathon reports

• Active engagement

• Forefront of application development

Connectathons

Webinar Series

Community of Interest

https://www.hl7.org/events/fhir-connectathon/index.cfm


Pathway to Implementation

Mary Lynn Mercado



TransCelerate is part of a journey to break down barriers to 
data/digital transformation in R&D

Data driven
Connected 
processes
Automated 
reuse
Parallel 
processingCommon Protocol 

Template (CPT)
Harmonized 

structure, proposed 
model text, 

streamlined format

eCPT spurred 
ICH M11
protocol 

template & 
technical 
exchange 

specification

eCPT: Begin 
Protocol 

Digitization
Introduced 

structured model 
content within 

MSWord

Clinical 
Template Suite

Add SAP & CSR, 
enable 

automated 
content reuse

Vulcan Founded
11 founding member 

organizations, including 
TransCelerate as convenor, 
launched the Vulcan FHIR 
Accelerator to connect 
clinical & translational 

research to clinical care

Document-
focused
Isolated 
processes
Manual re-entry 
Long time lags

USDM
Unified Study 

Definition Model  
developed and 
made publicly 
available via 

CDISC

Clinical Data 
Standards

Collaborated with 
CDISC on standards 

to support 
exchange of 

clinical trial data 
and metadata

* Public, open-source assets from the DDF project are accessible at: https://transcelerate.github.io/ddf-home/

Launch DDF Collaboration
Multi-stakeholder 

collaboration to create a 
vendor-agnostic, open-

source & standards-based 
technology for digital data 

flow

Vulcan UDP
Solidifies collaboration 

to leverage existing 
resources & close gaps, 

will result in Technical 
Implementation Guides 



Don’t wait to chart your pathway to implementation

1. Prioritize use cases for a digital protocol
• How could your organization benefit from a 

digital protocol?

• What are your protocol process-related pain points?

2. Learn more about the building blocks that will 
enable a digital protocol 

• ICH M11, TransCelerate, CDISC, HL7, Vulcan

3. Engage early and often with stakeholders who will be impacted by 
and/or benefit from availability of  a digital protocol

• Decision-makers within your organization

• Internal stakeholders 

• Vendor community

• External stakeholders creating guidelines and tools

What would your 
organization like 

to achieve?

Reuse protocol 
elements across 

documents or 
studies

Incorporate data 
standards to 

enable automated 
system workflows

For example…



Automated creation
of CRFs

Automated clinical
trial pricing

Schedule of 
Assessments that

does not have to be 
manually translated

for use by a site

Real-time regulatory
review of clinical trial 

protocols

Single source of truth
for clinical trial 

protocol elements

Automated study 
design analytics

Automated 
population of 

downstream clinical 
documents

Automated 
population of clinical 
trial applications and 

registries

Automated
generation of fit-for-

purpose views of 
clinical trial protocol 

information

Implementation starts with prioritizing a business problem to be 
solved with the digital protocol



Understanding the value of components will be foundational to your 
unique implementation strategy

ICH M11 Template
• Enables content fit for 

regulators and sites
• Harmonized structure

ICH M11 
Technical 
Specification
• Structured elements
• Valid values lists

USDM
• Additional structured 

elements 
• Critical context
• Computable

FHIR
• Open exchange
• Offers bridge between 

clinical research and 
clinical care



What you can do now…

ICH M11 
Template

ICH M11 
Technical 
Specification

USDM

FHIR

Align internal templates to the 
CPT (Common Protocol 
Template) which ICH has drawn 
from

Familiarize yourself with the 
DRAFT Template, Guideline, 
Technical Specification 
https://www.ich.org/page/multid
isciplinary-guidelines

Participate in public reviews

Reference the DDF Technology 
Architecture Scenarios Tool for 
examples of potential 
implementation patterns

Consider upcoming events:
• 26 Sept: DDF Vendor Showcase 

Webinar Series 
• 10 Oct: “DDF in Action” Day 
• 21-25 Oct: CDISC US 

Interchange INFO

Participate in CDISC public reviews

Stay informed on UDP:
Webinars (next one in the fall), Vulcan UDP 
information page on HL7’s Confluence 

Learn about FHIR: Reference HL7 Vulcan 

Participating in a  Connectathon*! 
Some participation options
• Perform testing (test protocols and 

applications provided)
• “Bring-your-own” protocols
• “Bring-your-own” software
• Contribute business process insights 

(non-technical)  
• Send your R&D IT rep or vendor
• Contribute test protocols, convert 

protocols to M11/USDM – share 
learnings

* Sept Connectathon in Atlanta: onsite only or via 
virtual prep 1-2 months ahead, Jan to be virtual

https://www.ich.org/page/multidisciplinary-guidelines
https://www.ich.org/page/multidisciplinary-guidelines
https://github.com/transcelerate/ddf-home/blob/main/documents/DDF%20Technology%20Architecture%20Scenarios%20Tool%20-%20CLEAN_FINAL.pdf
https://github.com/transcelerate/ddf-home/blob/main/documents/DDF%20Technology%20Architecture%20Scenarios%20Tool%20-%20CLEAN_FINAL.pdf
https://www.cdisc.org/events/interchange/2024-cdisc-tmf-us-interchange
https://confluence.hl7.org/display/VA/Utilizing+the+Digital+Protocol+-+UDP
https://confluence.hl7.org/display/VA/Utilizing+the+Digital+Protocol+-+UDP
https://hl7vulcan.org/
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Expert Panel Discussion with Q&A

Please state to whom your question is directed 

Stacy Tegan
TransCelerate
Program Director

As a reminder, we can’t answer questions about:
• Specific vendors with whom organizations are working
• Costs of using/implementing TransCelerate assets/tools 
• Which member companies are using the assets/tools



Upcoming Events

• Connectathon in September

• Future UDP Webinar in the fall
Report out from the September Connectathon



Contacts & Resources

hl7-Vulcan

www.HL7Vulcan.org

Vulcan@HL7.org

cdisc

cdisc.org

ddf@cdisc.org

TransCelerate

TransCelerate Biopharma Inc

Stay Connected:
Sign Up for our Awareness 
& Implementation Community!

Events Calendar: 
To find out more about our 
events click here

ICH M11
ICH Multidisciplinary guidelines page: https://www.ich.org/page/multidisciplinary-guidelines
ICH M11 guideline (Draft): https://database.ich.org/sites/default/files/ICH_M11_draft_Guideline_Step2_2022_0904.pdf
ICH M11 Protocol template (Draft):https://database.ich.org/sites/default/files/ICH_M11_Template_Step2_2022_0904.pdf
ICH M11 Technical specification (draft):https://database.ich.org/sites/default/files/ICH_M11_TechnicalSpecification_Step2_2022_1014.pdf

https://www.linkedin.com/company/hl7-vulcan/
http://www.hl7vulcan.org/
mailto:Vulcan@HL7.org
https://www.linkedin.com/company/cdisc/?lipi=urn%3Ali%3Apage%3Ad_flagship3_search_srp_all%3BJPX401pOSq%2BLVOgFK%2FcFZQ%3D%3D
https://www.linkedin.com/company/cdisc/?lipi=urn%3Ali%3Apage%3Ad_flagship3_search_srp_all%3BJPX401pOSq%2BLVOgFK%2FcFZQ%3D%3D
https://www.cdisc.org/ddf
https://www.cdisc.org/ddf
mailto:ddf@cdisc.org
https://www.linkedin.com/company/transcelerate-biopharma-inc-
https://www.transceleratebiopharmainc.com/
https://awarenessandimplementation.transceleratebiopharmainc.com/join-the-community
https://www.transceleratebiopharmainc.com/transcelerate-events-2/
https://www.ich.org/page/multidisciplinary-guidelines
https://urldefense.proofpoint.com/v2/url?u=https-3A__database.ich.org_sites_default_files_ICH-5FM11-5Fdraft-5FGuideline-5FStep2-5F2022-5F0904.pdf&d=DwMGaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=wD42yVi8SlvNKgHVIUNxaUk51yyg7-h8TQ3ZAVs0pS8FeGnhmbXwlE8x2mDn3tNb&m=XW6zn-NTdrpqgveksO2nJTgZT5ScMOyfN-Txj1QDknspIfzN90923rFEGdbFsfDx&s=dK2dKwZtlhPurn3dK-fu-CWg3DXXsycziON866sjIkE&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__database.ich.org_sites_default_files_ICH-5FM11-5FTemplate-5FStep2-5F2022-5F0904.pdf&d=DwMGaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=wD42yVi8SlvNKgHVIUNxaUk51yyg7-h8TQ3ZAVs0pS8FeGnhmbXwlE8x2mDn3tNb&m=XW6zn-NTdrpqgveksO2nJTgZT5ScMOyfN-Txj1QDknspIfzN90923rFEGdbFsfDx&s=0Q892Ky-sktXsh_d3deUnuDS8mA5GdLS0Ff5GbWDCo8&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__database.ich.org_sites_default_files_ICH-5FM11-5FTechnicalSpecification-5FStep2-5F2022-5F1014.pdf&d=DwMGaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=wD42yVi8SlvNKgHVIUNxaUk51yyg7-h8TQ3ZAVs0pS8FeGnhmbXwlE8x2mDn3tNb&m=XW6zn-NTdrpqgveksO2nJTgZT5ScMOyfN-Txj1QDknspIfzN90923rFEGdbFsfDx&s=IDXFBINXY9Pct6MLMwe8s3MDRQCP6A7hyggBpaUHLzQ&e=


If you have any questions about the UDP Project please reach out to:
Vulcan@HL7.org

For any questions about the Webinar or issues with the recording please 
reach out to:
Events@transceleratebiopharmainc.com

Thank you!

mailto:Vulcan@HL7.org
mailto:Events@transceleratebiopharmainc.com
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