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Public

• NMPA National & Provincial Onsite Inspections*…

59

Covance Shanghai BioA Lab Compliance

International 

Regulatory 

Inspections 

• FDA GLP & BE …

• CFDA GLP…

Jul 2015

Sep 2012, Jan 2016, Mar 2019

• Belgium OECD GLP… Jun 2011, Jun 2013, Jan 2016, Mar 2018

• UK MHRA GLP… May 20139

•EXCEPTIONAL SCIENCE, TRUSTED INSIGHTS

PASSED

Clinical BioA 

Study 

Audits

2016-2018

PASSED

* Since July 2015, CFDA (former name of NMPA) has mandated self-inspection and verification of 

clinical data for NDA submissions; clinical trial onsite inspections are now a routine step for  NDA 

applications in China

35 SUPPORTED

CFDA 

Approved 

Drugs • 21 NCEs or New Biologics and 14 generic drugs


