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The views and opinions presented here represent my views 

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 is a high-level document that: 

o Provides the background on why a harmonized clinical protocol 
template is needed, and 

o Describes design principles on how the template & 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 to support the exchange of protocol information. 

o Basis of requirements for a M11 protocol data model.



What is it?

A research collaboration and 
proof of concept project 
utilizing FDA’s production 
regulatory cloud platform, 

precisionFDA (pFDA) 

Who started it?

Proposed to FDA by 
industry companies

Initial Use Cases 
Demonstrate the feasibility of 

collaborative & interactive 
review, as well as submission 

validation.

Principal 
Investigators

RCA principal 
investigators include 
CBER, CDER and ODT.

Sponsors

Bayer, Boehringer Ingelheim, 
EMD Serono, Bristol Myers 

Squibb, Takeda

FDA 
Research 

Collaboration 
Agreement (RCA)

Project PRISM and M11 Use Case
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Phase 1 
Part 1

Phase 1
Part 2

Sponsors create M11 protocols in 2 human-
readable formats, DOCX & PDF 

FDA & 
Sponsors

FDA & 
Sponsors

Sponsors create M11 protocols in machine-
readable FHIR exchange format expressed 

as JSON  

PRISM M11 Use Case – Phase 1

• Demonstrate sponsor-to-regulator electronic exchange of a M11-
compliant protocol and conduct interactive communication

• Results will inform the ICH M11 EWG of any content and / or technical 
issues prior to reaching ICH Step 3 and 4



PRISM M11 Interactive Communication Spaces 
on pFDA
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PRISM M11 Use Case Process Steps

03 05 06 07

Generate 
two human-
readable & 
machine-
readable 
formats

Sponsors 
prepare 
meeting 
package

Sponsors 
copy pkg

 to 
FDA-Sponsor 

shared 
Space

Interactive 
Bilateral 

Communication 

Sponsors 
create M11 

clinical 
protocols

02 0401

Sponsors 
upload 

meeting pkg 
to pFDA 

Private Space

FDA 
 copies 

Sponsor pkgs 
to FDA 

private Space
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PRISM M11 Demonstration Use Case Outcomes

1. Preparation of 
M11 compliant 

protocols

2. Exchange of 
protocols  

Using both human and 
machine- readable 
formats: DOCX, PDF, and 
JSON, FHIR

5. Inform FDA

On future uses of a data-
driven protocol.

4. Evaluation of 
PrecisionFDA
And potential for FDA-Sponsor 
interactive communication in 
the cloud

3. Gain knowledge
On the ease of use of the 
template’s instructional material.

Early Stage and Late-Stage 
Protocols 
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Collaboration Delivers the Digital Protocol



…the protocol is driven by a 
common data model that enables 
limitless personalized views of the 

protocol.  
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Imagine the future state where…

…For 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.
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https://clinicaltrials.gov/study/NCT04571060?cond=migraine&lead=Pfizer&aggFilters=phase:3&id=bhv3500-301&rank=1
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Page by page, 
hyperlinking 
back and forth

Forced into a 
document-
centric view  
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M11 will break the 
“document-centric” protocol paradigm
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Section 1.0 “Protocol Summary View”

Section 1.0

Source: M11 Technical Specification, ICH Step 2a/2b version

Section 3.0

Section 6.0

M11 will Enable the Digital Clinical Protocol 
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Section 1.0
“Safety Views”

Section 1.0

Section 6.0

M11 Technical Specification, Step 2a/2b version

Section 8.0

Section 8.0

M11 will Enable the Digital Clinical Protocol 
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“Statistical View”

Section 1.0

Section 6.0

M11 Technical Specification, Step 2a/2b version

Section 3.0

Section 9.0

Section 6.0

M11 will Enable the Digital Clinical Protocol 

Section 9.0

Section 9.0
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PRISM M11 Protocol Use Case - Key Points
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Provides a 
tailored user 

experience for 
role-specific 
and personal 

views  

Leverages TCB 
Digital Data Flow 
and CDISC USDM 

standard  for 
automation and 

standardized 
terminology

Enables exchange 
of protocol 

information using 
multiple 

standards, PDF, 
DOCX, JSON, FHIR

Improves 
collaboration / 
communication 
among protocol 

stakeholders

Facilitates 
downstream 

automation, e.g., 
registries, eCRFs, 

SAPs, CSRs, &  
protocol mining



Thank You

Ronald.Fitzmartin@fda.hhs.gov
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