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The views/opinions expressed in this presentation are 
those of my own and do not represent the 
views/opinions of Otsuka Pharmaceutical 
Development & Commercialization or any of its 
affiliates.

Disclaimer:
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Transparency Assumptions and Current Landscape

• Commercially Confidential Information (CCI)
– Information that could undermine a company’s 

economic interests if disclosed (e.g., 

manufacturing know-how, proprietary methods, 

supply chain, pricing/contractual terms)

• Personal Protected Data (PPD)
– Information relating to an identified or 

identifiable individual; must be 

anonymized/pseudonymized as applicable

• ‘Releasable-by-default’ stance increasingly 
promoted by regulators

• Narrow, well-justified CCI redactions are 
essential

• Golden rule = Author documents to be 
disclosure-ready; avoid embedding CCI where 
not strictly necessary

Assumptions Current Landscape

EU EU CTR/ CTIS: Earliest publication of protocol (ahead of trial start)

Policy0070: Step 2 relaunch expands scope

EMA Transparency: Publication of EPAR and aRMP

Policy0043: 3rd party requests for data

US CT.gov: Publication of protocol and SAP with results

FOIA: 3rd party requests for data

FDA Advisory Committees

FDA Complete Review Letters (CRLs)

UK UK CTR: Mandates registration, results, & PLS

CA ATI: 3rd party requests for data

PRCI: Proactive and on-request publication

JP Act No. 42: M1 & M2 for J-NDA; PMDA PAR
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Information Sharing Across the Development Landscape (EU, UK, US, CA) 

CTA Decision

Trial 
Registration

CTA 
Amendments

Summary of 
Results

Plain 
Language 
Summary

Scientific 
Publication

Clinical 
Document 
Publication

Public Assessment 
Report

Risk 
Management 

Plan

CSR 
publication

3rd Party 
Requests

Marketing Application 
Submission

CTA 
Submission End of Trial

Protocol, Synopsis, Patient Facing 
Documents, Trial Metadata

Technical and plain language summaries, 
Journal Publications

M2 & M5 clinical documents, Public Assessment Report, 
Abbreviated Risk Management Plan

Clinical and Regulatory 
Documents

EMA Policy0043,
HC PRCI

EMA Policy0070, HC PRCI (Prospective), EMA TransparencyThe Final Rule, EU CTR, UK CTR*, ICMJEFDAAA801, EU CTR, UK CTR*, ICMJE

Required by Regulation Voluntary

IPD
CSR Synopsis

PLS
PLS Pub

CTA = US IND; *UK CTR effective April 2026; Voluntary PLS = Generate PLS for every trial, regardless of regulation

CT.gov

CTIS

EMA

HC

3rd party

FDA
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Where CCI Lives: End-to-End Lifecyle (EU, UK, US, CA) 

Discovery & 
Preclinical

CMC

Clinical 
Planning & 

Conduct

Submission 
& Review

Decision & 
Publication

Post-
Marketing

✓ Process 
Parameters

✓ Specifications
✓ Control 

Strategy
✓ Suppliers

✓ Trial 
Applications

✓ Protocols
✓ ICFs
✓ Vendor 

Contracts
✓ Registry 

Entries

✓ M2 
Summaries

✓ CSRs
✓ Advisory 

Committee

✓ Redaction 
Packages

✓ PARs
✓ CRLs

✓ Targets
✓ MoA 

Hypothesis
✓ Nonclinical 

Models

✓ aRMPs
✓ 3rd party 

requests
✓ Data Sharing

MoA = Mechanism of Action; PARs = Public Assessment Reports; CRL = Complete Response Letters RMP = Risk Management Plan 
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Lifecycle Heat-Map: CCI Risk by Publication Type & Region

What was measured?

CCI exposure risk for each document type 

and region uses two components: 

• Exposure: WHAT becomes public; 

~70% — How much content ultimately 

becomes public and the typical redaction 

allowances for CCI.

• Timing: WHEN it becomes public; 

~30% — Earlier lifecycle 

publication/visibility increases practical 

risk (e.g., CTIS publication at 

decision/results vs. post approval)

Scoring: 3 questions for each row and 

region

1. Is publication required or routine?

2. How detailed is the public content? 

3. Are redactions/withholdings permitted 

and used?

Timing + Breadth of what becomes public + Registry Workflows
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Lifecycle Heat-Map Scoring Definitions
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Product Development Information Sharing Buckets

• Control or guidance during 
authoring

• Alignment of information across 
registries

• Appropriate redaction of 
documents

• Advisory committee materials

• Clinical and Regulatory document 
packages

• Public Assessment Reports (PARs)

• Risk Management Plans (RMPs)

• Requests for information

• Data Sharing with Researchers

Trial Lifecycle
Protocol Development & Registries

Marketing Applications
Health Agency Adjudication

Post-Marketing
Assessments & Requests

3 main buckets in which CCI protection requires planning and strategy
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Trial Lifecycle

Protocol Development

Assume all protocols will be made 
public

Inform teams of disclosure 
requirements

Example presentation of endpoints / 
outcome measures

Identify any potential CCI that could 
be removed

CTA Submission

Establish CTA redaction checklist

Invest time discussing potential CCI 
with SMEs

Consider risk of accidental disclosure 
and balance approach

Track CCI & Justifications

Track what is NOT CCI, to exclude it 
from redaction eligibil ity in the future

Registration

Ensure alignment across registries

Minimal registration for Phase I trials

Amendments

Redaction alignment across versions

Discuss any new information with 
SMEs and align on redaction 

expectations

Ensure alignment across registries

Results

Ensure results are produced, 
reviewed/approved once and then 

shared across registries

CTG redactions should align with CTIS 
as much as possible

Proactively align on CCI with SMEs at 
the trial level, in preparation for 

marketing applications

➢ Consistently protect nonclinical and exploratory information, as well as amendments
➢ Redactions may need to evolve with each amendment, and between CTIS & CTG 

publication, dependent on information becoming publicly available in other ways
➢ What are affiliates doing in other regions, of which the global team may not be aware, 

which may impact your ability to redact information?

Continuously update CCI Library with each subsequent disclosure: Standard CCI, Aligned CCI, No longer CCI, & Justifications
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Marketing Application

➢ Strategy for blinded/ongoing trials/interim data included in 
marketing applications = High risk item

➢ Rather than providing a heavily redacted 
document with minimal data utility, propose to 
agency delay of submission/ publication of 
redaction package until final CSR

➢ Leverage CCI accepted for redaction in prior packages
➢ HC has continuously been publishing PRCI 

packages since 2019, while P70 was on hold
➢ Re-purpose the redacted files and/or leverage 

the redaction justification for the current 
package

➢ If EMA disagrees with proposals, leverage that 
information to challenge (if still not public)

➢ Creativity with EPARs
➢ Unique opportunity to avoid redaction through 

deletion/ modification of text, prior to 
publication by EMA

➢ Attempt to remove CCI directly (if justified) or 
reduce level of granularity

➢ Withdrawn application = Opportunity to remove 
more information related to development 
background

➢ Maintaining an accurate CCI library throughout 
development, is the key to reducing CCI identification 
efforts and better supports conversations with SMEs and 
agency

Continuously update CCI Library with each subsequent disclosure: Standard CCI, Aligned CCI, No longer CCI, & Justifications

Pre-Submission

Ensure CCI Library is up-to-date 
based on current disclosures

Confirm if any trials will be ongoing 
at the time of submission

Confirm if any interim results are 
expected to be included

Ensure potential CCI concerns are 
noted on pre-submission interaction 

forms

Engage in development of M2 
summaries to identify CCI for 

possible removal

Proactively review RMP included in 
application; identify CCI

During Assessment

Ensure SMEs training of CCI 
concepts

Refer to CCI Library when reviewing 
M2 and M5 documents

Leverage redactions in previously 
published packages

Include marked RMP with 
submission document reviews to 

ensure alignment 

Inform SMEs of upcoming PAR 
requirements

Review Journal Publications /  
AdComm materials for potential CCI

Decision

Be creative with EPAR via tracked 
changes deletions/modifications 

Ensure consistent redactions across 
regional PARs

Redacted CSRs to CTIS within 30 
days of decision

Update CCI library with agency 
rejections/acceptance
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3rd Party Requests

Short turn-around times

Variety of documents, which may 
not have typical content

Notify SMEs ASAP about CCI review 
requirements

Leverage CCI library

Data Sharing

Requests typically have a reasonable 
review timeframe

Update trial listing to include any 
published packages

Leverage final redacted documents 
submitted to agency

RMPs & PARs

Product or safety updates trigger up-
versioning on agency sites

Refer back to previously redacted 
version to easily mirror redactions; 

verify against CCI library

Post-Marketing

3rd Party Requests
Expect the Unexpected! 

No way to predict when Policy0043/FOIA/ATI may 
be received, but typical around:

1) Post marketing application submission
• Competitors with similar products 

planning trials/marketing
2) Marketing application decision

• Competitors with similar products 
planning trials/marketing

3) After P70/PRCI publication
• Competitors looking for 

development program insight, 
typically older documents

• Researchers looking for specific 
trials

4) Near patent expiration
• Generic companies looking for 

insight into CMC/manufacturing

Continuously update CCI Library with each subsequent disclosure: Standard CCI, Aligned CCI, No longer CCI, & Justifications

RMPs and PARs
• Required during marketing and post-marketing
• Marketing = initial decision
• Post-Marketing = product or safety updates

Data Sharing = Data Sharing with Researchers
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Ultimate Goals

Establish  CCI 
taxonomy

Include categories 
such as CMC, 

clinical design, 
sourcing, pricing

Library of standard 
CCI positions + 

precedents

Authoring

Default to exclusion: 
keep avoidable CCI out 

of public-facing docs

Change control: 
prevent re-introducing 

CCI into publishable 
docs

PV outputs 
(ASR/PSUR/RMP): align 

safety narratives

Structure the CSR with 
annexes enabling 

surgical redaction and 
removal of any OOS 

sections

Prepare for the 
Unexpected

Pre-position CCI 
claims & 

Justifications

Track public-
domain consistency

Blue Sky Vision:

Enterprise-wide, CCI 

Database with AI powered 

data mining

Operating Model 
and Governance

Central 
transparency office 
sets policy; study 

team participation

Legal/IP arbitrate 
edge cases; QA 
audits and SOPs
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Thank you for your attention, 
please ask questions!
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