Chris Wubbolt, Pharm Regul Aff 2017, 6:2 (Suppl)

con'erenceseries com DOI: 10.4172/2167-7689-C1-027

6™ International Conference and Exhibition on

GMP, GCP & QUQLITY CONTROL

7™ International Conference and Exhibition on

PHARMACEUTICAL REGULATORY AFFAIRS AND IPR

September 25-26, 2017  Chicago, USA

Data integrity requirements for GxPs

Chris Wubbolt
QACYV Consulting LLC, USA

his presentation will provide an overview of current regulatory requirements and guidance pertaining to data integrity. The

presentation will review FDA, MHRA and other regulatory guidance related to data integrity. Approaches to performing
data integrity assessments will be discussed and examples from audits and regulatory observations will be reviewed.
Implementation of data integrity programs will also be reviewed. The following topics will be discussed at the conference:
Review current regulatory data integrity requirements and guidance; approaches to conduct audits / assessments of data
integrity programs; examples of data integrity observations and audit findings and; implementing data integrity programs.
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