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Data Integrity Project

Enhancing data integrity maturity, compliance
and operational efficiency across quality
laboratory equipment, manufacturing line:

and quality systems.
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A multinational pharmaceutical

With over 30 years of experience
supporting Pharma and Medical
Device organisations across
Validation and Data Integrity, have produced a high quality
Dataworks was selected as the output as always, | would highly
project partner. The team provided
specialist resources to refine the
playbook based on Data Integrity
and cGAMP regulations, good
practice and practical experience.

CORE BUSINESS BENEFITS
@ Compliance and Control and / Outputs and
data governance oversight |l|| operational value
@ Increased data integrity maturity at site @ Segregation of Duties analysis performed
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@ Clearer understanding of how data is Appropriate qualifications, access levels [

generated, utilized and stored and defined responsibilities °
Roles and responsibilities clearly @ Audit Trail Reviews

]
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“Thank you for your support over
company needed to increase the

level of Data Integrity Maturity
at the site to enhance compliance

the last year (again) - your team

and operational efficiency across
its quality laboratory equipment,
manufacturing lines and

quality systems.

recommend you for any future
projects.”

Site lead

Data Flow Maps
Data Flow Risk Assessments
Segregation of Duties Reports

@ Better visibility of data handling

el e ks delineated to maintain compliance

and security

Approved reports for manufacturing
lines and laboratory operations
Audit trail reviews assessed system Enhanced data integrity and

audit processes, timing and rationale regulatory compliance

PROJECT SCOPE APPROACH

The Dataworks Data Integrity Team identified GxP systems
S Quality ety i and assessed their interactions with other GxP-compliant
ﬁ laboratory b symzs systems. The review included SOPs, work instructions and
—, cquipment discussions with Subject Matter Experts, leading to
documentation of data generation, use, storage and
associated risks.
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