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Content Overview

1 Controlled Document Issuance

Exploring the importance and process of issuing
controlled documents in bioequivalence studies.

2 Pooled Plasma Documentation

Detailing the documentation requirements for pooled
plasma preparation in BE studies.

3 Database Lock SOP

Outlining the standard operating procedure for database

lock in bioequivalence studies.
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COMMON DEFICIENCIES: CONTROLLED DOCUMENT ISSUANCE

* Lack of traceabillity for issued documents due to incomplete
logbooks or records.

« Absence of formal review and approval process for document
revisions.

« Delayed issuance of controlled documents leading to procedural
Inconsistencies.
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Overview of Controlled Document Issuance

Purpose Types
4. Frocessshomes Controlled documents ensure Key controlled documents include
 elanmie e s consistency and compliance in policies, SOPs, and templates.
= bioequivalence studies. They Each type serves specific
o provide standardized formats for regulatory and operational needs
B critical information and maintain in BE studies.
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Issuance Process of Controlled
Templates

Document

Drafting Request -------==-=r=--mrei i

Drafting
1 Request Submission
Mtn‘" Yes Countersign . ene . .pe
“'\"""‘"" Departments initiate the process by requesting specific templates for BE
N}, studies.
Review
2 Review & Approval
Approval Document control team meticulously reviews templates for accuracy and

regulatory compliance.

Sign and Issue

3 Distribution

Print Approved templates are securely distributed through a controlled system to
authorized personnel.

Release — Execute

4 Compliance Monitoring

Archive Regular reviews ensure templates align with current regulatory standards in
bioequivalence research.
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COMMON DEFICIENCIES: Pooled Plasma Documentation in BE
Studies

* Missing or incomplete donor source records in pooled plasma
documentation.

* Discrepancies in lot numbers or volumes between raw data and
final reports.

« Lack of verification or QC check for pooled plasma handling and
processing steps.
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Documentation for Pooled
Plasma Preparation

Purpose of Pooled Plasma Source Documentation

Pooled plasma serves as a Detailed records of plasma origin,
standardized biological matrix in BE donor consent, and ethical

studies. It ensures consistency and compliance. Ensures traceability
minimizes variability in and regulatory adherence in BE
bioequivalence assessments. studies.

Pooling Process Records Storage and Stability

SOPs and logs detailing plasma Records

volumes, mixing protocols, and Data on storage conditions, stability
sample traceability. Crucial for studies, and expiry dates. Maintains
reproducibility and audit trails in sample integrity throughout the

bioequivalence research. bioequivalence study duration.
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QC & CC Preparation, and
Reconciliation
Documentation
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QC and CC Preparation Reconciliation Documentation
Detailed SOPs for QC sample Comprehensive inventory logs
and calibration curve tracking all QC and CC samples

preparation

Documentation of concentration Usage and disposal records for
levels and aliquots samples and pooled plasma
= LM
_J e L o o ol et =t Acceptance criteria for Audit trails ensuring traceability
validating QC and CC and accountability

preparation
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COMMON DEFICIENCIES: Database Lock After Study Completion

« Late locking of the database, delaying data analysis and reporting

timelines.
* Unresolved data queries or inconsistencies prior to database lock.

« Lack of documentation confirming stakeholder approvals for
database lock.
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SOP for Database Lock in BE Studies

Pre-Lock Data Verification

1 Conduct final data review, verify entries, and resolve discrepancies.
Ensure data accuracy and completeness for analysis.

Lock Procedure Initiation

2  Specify roles for initiating lock.
The approval process and steps to secure the database are detailed.

Access Control Implementation

3 Implement strict access limitations.
Allow only authorized personnel to view locked data.

Post-Lock Documentation
4 Generate comprehensive audit trails. Securely export and archive data for regulatory submissions.
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Additional SOP Content for Database Lock
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Audit Trails

Detailed records of all
actions before and during
locking. Ensures complete
traceability in BE studies.
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Data Export and
Archival

Guidelines for secure data
export and archiving. Critical
for regulatory submissions
and future audits.

ke

Regulatory Compliance

Ensures alignment with GLP
and GCP standards.
Maintains integrity of
bioequivalence study data.

2o

Periodic Review

Regular SOP reviews to
incorporate regulatory
updates. Keeps processes
current with evolving
standards.
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Thank You for Listening

1 Contact Information 2 Additional Resources

kossarye@who.int.
Visit our website for more
information on applicable
requirements in BE studies.
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