Clinical trial transparency and disclosure
from the medical writing perspective

t’s been more than six years since our

last Medical Writing edition dedicated
to clinical trial transparency and disclosure.!
Since then, we have seen the full imple-
mentation of the long-awaited EU Clinical
Trials Regulation (CTR)?2, the pause and
restart of EMA Policy 00703, and of course a
global pandemic which resulted in a world-
wide surge in freedom of information
requests for Covid-19 vaccine clinical trial
data. Although many of the regulations and
policies governing public disclosure of clinical
trial data and documents remain unchanged,
we have seen significant changes in the way
these are implemented. As those of us who
work in this field know all too well, the
landscape is ever changing, and it is essential
to keep up to date with those changes.
Resources such as the Drug Information
Association Clinical Trial Disclosure Com-
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munity,* PHUSE Data Transparency Working
Group,® and Clarity and Openness in
Reporting-E3 based (CORE) References
provide invaluable updates and insights. This
issue of Medical Writing touches on a number
of different aspects of clinical trial trans-
parency and disclosure, all of which involve
medical writers as key stakeholders
Following a public consultation on the
rules for the operation of the EU CTR and its
Clinical Trials Information System (CTIS),
the EMA Management Board adopted
revised CTIS transparency rules’ in October
2023. In this issue Merete Jorgensen, Kathy
Thomas, Matthias Zerm, and Robert Paarl-
berg describe the impact of these revised

rules on the protection of personal data and
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commercially confidential information within
CTIS and the key role medical writers play in
preparing disclosure-ready clinical docu-
ments. They also discuss interrelated require-
ments of other regulations applicable for
public disclosure of clinical trial information
within the EU/EEA.

Following the application of the EU CTR
with the go-live of CTIS on January 31,2022,
a three-year transition period started where
clinical trials originally authorised under the
Clinical Trials Directive 2001/20/EC?8 and
are expected to continue in the EU/EEA after
January 2025 must meet the requirements of
the EU CTR. In their article on transitioning
trials from EudraCT to CTIS, Mirjana Miric
and Sarah Bly describe this process. They
highlight the very short turn-around times for
addressing requests for information and how
medical writers play a critical role in meeting
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maintaining data privacy, confidentiality, and the integrity of data.
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Valérie Philippon, Jo Gordon, and Joana
Osério report on findings from a survey
conducted in 2022/23 by the multi-sponsor
collaboration Open Pharma. The survey indicate
journals are not routinely supporting submission
of a plain language summary, and where they do
there is significant variability in the content,
format, and accessibility.

As well as the “Clinical Trial Transparency
and Disclosure” edition feature articles, we also
have the regular “Regulatory Public Disclosure”
section supplied by Sam Hamilton and the
CORE Reference Team. The team present a
selection of key regulatory information to support
the continuing professional development needs
of medical and regulatory writers, including links
to information related to the EMA CTIS re-
launch on June 18, 2024, and the accompanying
EMA Guidance document describing how to
approach the protection of personal data and
commercially confidential information while
using CTIS. Alongside this, they have prepared a
handy, “bitesize” comparison between Policy
0070 and EU CTR.

Regulatory medical writers have an important
role to play in the process of preparing clinical
documents suitable for public disclosure, and
separately can have a role in preparing clinical
trial datasets suitable for data sharing. The
methods used to manage the risk of de-
identification of individuals in both processes
have commonality. In the regular “In the
Bookstore” section Alison McIntosh reviews
Guide to the De-Identification of Personal Health
Information and advises that this book provides
useful background to the topic alongside details
of the statistical concepts applied to de-identify
clinical datasets.

We will continue our exploration of different
aspects of clinical trial transparency and
disclosure by publishing two further articles in
the December issue of MEW, and both should
not be missed.
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One will address the need for different
transparency requirements globally and how this
presents challenges in maintaining consistency
with publicly disclosed information, particularly
for multi-national trials. Maren Anne Moehl-
mann, Zhen (Sophie) Yu, Yu (Julia) Zhou, and
Qiang (Johnson) Liu will give a detailed insight
on the processes a global pharmaceutical
company uses to manage and harmonise global
and local clinical trial registration and results
disclosure. They will describe how they
operationalise “central disclosures” in Germany,
EU, and US versus “local disclosures” using the
example of China. Be sure to keep an eye out for
this important article in the next edition of MEW.

The other will examine the growing com-
plexity of disclosure and transparency by high-
lighting the need to balance the requirements of
regulations aimed at ensuring transparency of
clinical trials with those governing the protection
of personal data. Bina Mehta, Sayanti Sau,
Dhruv Patel, and Akanksha Rai will look at
transparency requirements from a data protect-
ion and privacy perspective. Their article will
raise the crucial topic of GDPR® and the
importance of understanding the roles of Data
Controller and Data Processor, and the need for
Data Processing Agreements. They will describe
their experiences supporting both EMA Policy
0070 and CTIS submissions, highlighting keys to
success, the impact of medical writers, and
lessons learned. Please look out for this inter-
esting article in the December edition of MEW.

The guest editors would like to thank all
authors for their valuable contributions and for
openly sharing their knowledge and expertise on
clinical trial transparency and disclosure. We
would also like to thank the MEW editorial team
for their help and support in producing this issue.
Finally, we hope you find this themed issue of
Medical Writing interesting as well as informative

and beneficial.
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