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"detailed, written instructions to achieve
uniformity of the performance of a specific
function”
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Develop. Citation
Phase

Pre Clinical GLP “A testing facility shall have standard operating
procedures in writing setting forth nonclinical
laboratory study methods that management is
satisfied are adequate...”

Clinical testing GMP "There are two primary types of documentation
(Phases |- 4) used to manage & record GMP compliance:
instructions... and SOPs, give directions for
performing certain operations”

GCP “The sponsor is responsible for implementing and
maintaining QA and QC systems with written
SOPs to ensure that trials are conducted and data
are generated...in compliance with

GLP
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SOP on SOP Training Handling of
misconduct
Monitoring Safety reporting  Handling of study
medication
Informed consent Project Study files
management
Version control Audit Supplier
Management
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Title page
Purpose
Scope
Abbreviation/ Definitions
Responsibilities
Applicable Documents
Procedures and Process Description
Other

Associated Documents
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The purpose of this SOP is to ensure that patients included in
the study will complete the study per protocol and
regulations
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This SOP addresses the following processes:
a.

b
C.
d

‘NoI17N

This SOP covers the process starting from patient initially
offered to take part in a study until completion of
participation
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Patients who are withdrew from the study are not expected to
undergo a consent process if new information become available
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