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redefining possibilities

Data Integrity
Project for Large
Pharma Site

CHALLENGE

A multinational pharmaceutical company needed to increase
the level of Data Integrity Maturity at the site to enhance
compliance and operational efficiency across its quality
laboratory equipment, manufacturing lines and quality

systems

DATAWORKS ROLE

With over 30 years of experience in supplying services
into Pharma and Medical Device including Validation and
Data Integrity, Dataworks was selected as the partner on
this project. We provide a number of resources to work
on the project to help refine the playbook based on D.I.
and cGAMP regulations, good practice and our

experience in this area

APPROACH

The Dataworks Data Integrity Team initiated the project by

identifying GxP systems and assessing their interactions with

other GxP-compliant systems. The team conducted a

comprehensive review, including:

* Standard Operating Procedures (SOPs) and Work
Instructions

* Discussions with Subject Matter Experts (SMEs)

This process led to the creation of detailed documentation

outlining:

* How data is generated, utilized, and stored

* Associated risks in data handling and integrity

Segregation of Duties (SoD) analysis was performed to ensure

that:
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CLIENT CASE STUDY

“Thank you for your support over
the last year (again) — your team
have produced a high quality
output as always, | would highly
recommend you for any future
projects.”

Site lead

« All personnel have

appropriate
qualifications, access levels, and defined
responsibilities

* Roles and responsibilities are clearly
delineated to maintain compliance and
security

Audit Trail Reviews were conducted to

evaluate:

* The processes, timing, and rationale behind
system audits

* Compliance with regulatory and internal

systems  and

requirements across

manufacturing lines

OUTPUTS

Upon completion of these activities,
Dataworks delivered the following key
outputs:

* Data Flow Maps

* Data Flow Risk Assessments

* Segregation of Duties Reports

* Audit Trail Reviews

These documents were compiled into
approved reports for use across
manufacturing lines and laboratory

operations, ensuring enhanced data

integrity and regulatory compliance.
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