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AstraZeneca Global Mission
To make the most meaningful difference to patient
health through great medicines "

S.Kameo 23 June 2013 [1] AstraZeneca Annual Review 2012 p 20, Section “Our Strategy”
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New FDA Guidance(2011/Aug./24) «

FDA Guidance: Monitoring of clinical investigations in 1988

With 100% verification of all data, is FDA’s preferred way for sponsors to meet
their monitoring obligations

e

Il LV 11l LAJJIV -

Sponsors to consider “the objective, purpose, design, complexity, blinding,
size, and endpoints of a tria
monitoring for a given trial

III

in determining the extent and nature of

New FDA Guidance(2ZU11/Aug./24)
Intended to clarify that Risk-Based Monitoring, including the appropriate use
of Centralized Monitoring and technological advances, can meet statutory and
regulatory requirements under appropriate circumstances.

[1] U.S. Department of Health and Human Services Food and Drug Administration (201188824H) _[Guidance for Industry Oversight of Clinical
Investigations — A Risk-Based Approach to Monitoring] p 5, Line 163 — 166

[2] U.S. Department of Health and Human Services Food and Drug Administration (1988€1H) [ Guidance for Industry - GUIDLINE FOR THE
MONITORING OF CLINICAL INVESTIGATIONS] p 5, section E.Review of Subject Records

[3] U.S. Department of Health and Human Services Food and Drug Administration (1996848 ) _[ Guidance for Industry - E6 Good Clinical
Practice: Consolidated Guidance| p 26, section 5.18.3
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— FDA

Guidance for Industry Computerized Systems Used in Clinical Investigations,

May 2007(FDA) '8

- Such electronic source data and source documentation must meet the same
fundamental elements of data quality (e.g., attributable, legible, contemporaneous,
original and accurate) that are expected of paper records and must comply with all
applicable statutory and regulatory requirements

\.

— EMA

Reflection paper on expectations for electronic source data and data transcribed to
electronic data collection tools in clinical trials, Jun 2010(GCP Inspectors Working
Group/EMA) 1°!

- Source data should be Accurate, Legible, Contemporaneous, Original, Attributable,
Complete and Consistent. (Requirement 2, ICH GCP 1.51, 1.52, 4.9.1 and 6.4.9)

- A number of attributes are considered of universal importance to source data and the
records that hold those data. These include that the data and records are: Accurate,
Legible, Contemporaneous, Original, Attributable, Complete, Consistent, Enduring,
Available when needed
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