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Concept Paper (1)

 Type of Harmonization Action Proposed
Addition of an addendum to an existing guideline, ICH
E6, Good Clinical Practice: Consolidated Guideline

e Statement of the Perceived Problem
... we should modernize our approach to GCP to
enable implementation of innovative approaches to
clinical trial design, management, oversight, conduct,
documentation, and reporting that will better ensure
human subject protection and data quality. ...



Concept Paper (2)

 Statement of the Perceived Problem (=)
... Topics to be discussed by the expert working group
(EWG) to facilitate innovative approaches to clinical
trials include quality risk management and quality-by-
design processes which emphasize upfront assessment
of risks specific to a study design and protocol.
In addition, other study operational procedures to
facilitate innovative approaches should be discussed,
including risk-based monitoring, focusing on critical
study elements, and use of technological tools to ensure
robust conduct, oversight, and reporting.



Concept Paper (3)

e [ssues to be Resolved
FDA, EMA, and MHLW/PMDA have recently issued
documents related to clinical trial quality. ...

ICH has issued guidelines on pharmaceutical quality
systems and quality risk management that are critical
to advancing global manufacturing standards. ...

Prioritized, proactive quality management approaches
to clinical trials are supported by industry to ensure
data quality and human subject protection.
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1. U.S. FDA, Guidance for Industry Oversight of Clinical Investigations — A Risk-Based
Approach to Monitoring, August 2013.

N

EMA, Reflection paper on risk based quality management in clinical trials, November 2013.

EEFHEEEERRABZECER EHER TURIVICEIKEZAUTICEATHE
ARZZAIZDOWLTY, Frl2s&E7HA18. (FERRFREEOTE)

LLT MElectronic records, Trial Master File[ZB§ T 2& ¥t SHBLTLVS,

U.S. FDA, Guidance for Industry on Computerized Systems Used in Clinical Investigations, 2007.

w

U.S. FDA, Guidance for Industry on Electronic Source Data in Clinical Investigations, 2013.

o v &>V

EMA, Reflection paper on expectations for electronic source data and data transcribed to
electronic data collection tools in clinical trials, 2010.

7. EMA, Reflection paper on GCP compliance in relation to trial master files (paper and/or
electronic) for management, audit and inspection of clinical trials, 2013.

8. EMA, One question and answer on electronic trial master file and one on source documents
located at:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and _a_ detail 0
00016.jsp&mMid=WC0b01ac05800296c5 (accessed June 6, 2014)
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000016.jsp&mid=WC0b01ac05800296c5
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000016.jsp&mid=WC0b01ac05800296c5

Background (Concept Paper&k!))
. ICH E6, Good Clinical Practice: Consolidated Guideline, 1996.

2. U.S. FDA, Guidance for Industry Oversight of Clinical Investigations —

A Risk-Based Approach to Monitoring, August 2013.

. EMA, Reflection Paper on Risk Based Quality Management in Clinical Trials,
18 November 2013.

. MHLW, Fundamental Notion on Risk Based Monitoring in Clinical Trials,

1 July 2013.

(BIFHER ) RVIZEDCEZ AT ITETHERMEZAIZTDONTY)
. ICH Q9, Quality Risk Management, 9 November 2005.
(TREBEVRITARDAVNIETHHMS12))

. Clinical Trials Transformation Initiative workshops on quality by design and

quality risk management
http://www.ctti-clinicaltrials.org/what-we-do/investigational-plan/gbd-grm

. TransCelerate Biopharma, Inc. risk-based monitoring resources
http://www.transceleratebiopharmainc.com/rbm-resources/

. Sensible Guidelines for the Conduct of Clinical Trials meetings, 2007-2012.
http://www.cannectin.ca/default.cfm?id=136
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e EWG members

— FDA'(2), PhRMA(1), EU*(2), EFPIA(2), MHLW(0)/PMDA(4), JPMA(3),
EFTA(1), Health Canada(1), WSMI(1), DRA of Brazil(1),
DoH of Chinese Taipei(1), DRA of Korea(2), DRA of Singapore(2)
T Rapporteur I Regulatory Chair
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