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ICH E6 R3: Updates You Need to Know
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Risk-Based Approaches

Why It Matters:

ICH E6 R3 stresses risk-based quality management
(RBQM), making it crucial to align TMF processes with
critical trial risks to enhance focus and efficiency.

How LMK Can Help:

We guide you in applying RBQM principles to your
TMEF, prioritizing critical documents, and building risk-
aware workflows.

How You Will Succeed:

You'll maintain a TMF that reduces regulatory risk,
streamlines oversight, and enhances trial quality
without unnecessary documentation overload.



Patient-Centric Focus

Why It Matters:
ICH E6 R3 emphasizes prioritizing patient safety, clear
documentation, and transparency in trials, directly

iImpacting how patient-related data is managed within
the TMF.

How LMK Can Help:

LMK ensures that your TMF processes incorporate
culturally sensitive, patient-focused documentation and
supports compliance with participant-facing regulatory
requirements.

How You Will Succeed:

You'll build trust and enhance trial outcomes with TMFs
that reflect a commitment to patient care and
regulatory excellence.



Continuous Improvement

Why It Matters:

ICH E6 R3 encourages learning from past trials and
iImplementing continuous process improvements to
ensure trial success and future-readiness.

How LMK Can Help:

Our experts help you analyze past TMF processes,
identify gaps, and implement practical solutions for
continuous iImprovement.

How You Will Succeed:

Your TMF will evolve with each trial, becoming more
efficient and compliant, ensuring you're always
prepared for inspections and audits.




Digital Transformation &Technology

Why It Matters:

The shift to digital-first systems ensures TMFs remain
secure, accessible, and compliant while streamlining
workflows.

How LMK Can Help:

We help you adopt and optimize eTMF systems,
ensuring audit trails, data integrity, and secure storage
meet regulatory expectations.

How You Will Succeed:

Your TMF will leverage modern tools, increasing
efficiency, enhancing collaboration, and maintaining
compliance in real time.



Proportionality and Flexibility

Why It Matters:

Trials of varying complexity demand TMFs that are
proportionate to the scale and design of the study,
avoiding over-documentation.

How LMK Can Help:

We design tailored TMF processes that reflect the
unique needs of your trial, whether large-scale or
decentralized.

How You Will Succeed:

You'll save time and resources by managing a
streamlined TMF that meets compliance standards
without unnecessary documentation burdens.



Stakeholder Responsibility

Why It Matters:

ICH E6 R3 underscores the importance of clarity in
stakeholder roles, ensuring accountability and
collaboration in managing TMFs.

How LMK Can Help:

We provide training and guidance to clearly define TMF
responsibilities between sponsors, CROs, and
Investigators.

How You Will Succeed:

With clear accountability and strong collaboration, your
TMF will be maintained efficiently, minimizing delays
and errors.



Integration of Quality by
Design (QbD)
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How You Will Succeed:
Your TMF will maintain a high standard of quality from
startup to archive, preventing compliance gaps and
costly remediation.




Trial Diversity & Decentratlzed
Trials (DCTs)

Why It Matters:

As DCTs and diverse global trials expand, TMFs must
adapt to manage remote documentation and muilti-
regional compliance.

How LMK Can Help: ‘/ b
\We provide strategies to centralize TMF data, manage \
remote monitoring, and ensure compliance across
geographies.

How You Will Succeed:

You'll confidently manage decentralized trials with a
TMF that supports diverse sites and participants while
remaining compliant.



|_Ifecycle Management

Why It Matters:
Comprehensive TMF management throughout the trial
lifecycle ensures completeness, accuracy, and
adherence to archiving standards.

How LMK Can Help:

We support you in maintaining TMFs across all trial
phases, from setup and maintenance to secure
archiving.

How You Will Succeed:

Your TMF will be well-maintained at every stage,
ensuring a seamless process from trial initiation to final
archiving.
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