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Disclaimers

• I presume you understand the basics

• I have no conflicts of interest related to this presentation and I am not promoting any 

products or services

• The opinions to be expressed are my own and do not necessarily reflect the views of my 

employers, clients, employees, or colleagues

• The information, thoughts and opinions provided here are not legal advice: consult your 

organization’s legal, compliance and other appropriate leaders for internal questions or issues
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Purpose of &  
Authority for 
Sponsor Audits of 
Investigator Sites



FDA & Bioresearch Monitoring (BIMO) Program

U.S. Food and Drug Administration (fda.gov)

https://www.fda.gov/


FDA BIMO GUIDANCE MANUAL
CP 7348.810 Sponsor/CRO

https://www.fda.gov/media/75916/download


Authority for Sponsor GCP Audits of Sites 
Sponsor CQA 

Program

Sponsor CQA  Site 

Audits

CQA Site Audits by 

Sponsor’s CRO

Site cooperation with 

sponsor audits

ICH E6 (R2)
5.l Quality Assurance and Quality 

Control 

5.1.2 The sponsor is responsible for 

securing agreement from all involved 

parties to ensure direct access (see 

section 1.21) to all trial-related sites, 

source data/documents, and reports 

for the purpose of monitoring and 

auditing by the sponsor…

5.2.1 A sponsor may transfer any or 

all of the sponsor's trial-related 

duties and functions to a CRO, but 

the ultimate responsibility for the 

quality and integrity of the trial data 

always resides with the sponsor. The 

CRO should implement quality 

assurance and quality control.

6.10 Direct Access to Source Data/ 

Documents The sponsor should 

ensure that it is specified in the 

protocol or other written agreement 

that the investigator(s)/ institution(s) 

will permit trial-related monitoring, 

audits, IRB/IEC review, and regulatory 

inspection(s), providing direct access 

to source data/documents.

ISO 14155:2020

3.40 quality assurance -

planned and systematic actions 

that are established to ensure 

that the clinical investigation (3.8) 

is performed, and the data are 

generated, documented 

(recorded), and reported in 

compliance with this document 

and the applicable regulatory 

requirement(s)

9.2.3 Conduct of clinical investigation

The sponsor shall be responsible 

for…g) performing and documenting 

root cause analysis and 

implementation of appropriate 

corrective and Preventive action if 

noncompliance significantly affects or 

has the potential to significantly affect 

subject protection or reliability of 

clinical investigation results,

9.3 Outsourcing of duties and 

functions - The sponsor may transfer 

any or all of the duties and functions 

related to the clinical 

investigation…to an external 

organization (such as a CRO or 

individual contractor), but the 

ultimate responsibility for the quality 

and integrity of the clinical 

investigation conduct shall reside

with the sponsor. The sponsor shall 

ensure oversight of any clinical 

investigation-related duties and 

functions.

7.7 Subject privacy and confidentiality 

of data - …The principal investigator 

or investigation site shall provide 

direct access to source data during 

and after the clinical investigation for 

monitoring, audits, EC review and 

regulatory authority inspections.

As required, the principal investigator 

or investigation site shall obtain 

permission for direct access to source 

documents from the subject, hospital 

administration and regulatory 

authorities before starting

the clinical investigation.

CSA, Protocol, ICF  x x x

https://www.fda.gov/media/93884/download


Purpose of sponsor audits of investigator sites

1.

Data
IntegrityAttributable

Legible

Contemporaneous

Accurate

Original

Subject Safety

rights, safety and welfare of 
human subjects are protected

Data integrity

reported data is accurate, 
complete and verifiable from 

source documents



Goals of sponsor audits of investigator sites



ISO 14155:2020 Annex J (informative)
Clinical investigation audits – J.3 Investigation site

…and more



Site readiness for 
sponsor audit



Audit Readiness by Design



Regulations and Standards for Site GCP



Audit Readiness Resources
CP 7348.811 Investigators/Sponsor-Investigators

FDA Clinical Trials Guidance Documents 

https://www.fda.gov/media/75927/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-trials-guidance-documents#:~:text=Clinical%20Trials%20Guidance%20Documents%20%20%20%20Guidance,%20%2005%2F19%2F2021%20%2015%20more%20rows%20


Plan against common FDA Clinical Investigator 
Inspectional Observations

BIMO Fiscal Year 2021 Metrics (fda.gov)

https://www.fda.gov/media/156517/download


Be Remote-Ready for RRA 
BIMO Fiscal Year 2021 Metrics (fda.gov)\

Remote Interactive Evaluations of Drug 

Manufacturing and Bioresearch Monitoring 

Facilities During the COVID-19 Public Health 

Emergency Guidance for Industry April 2021

https://www.fda.gov/media/156517/download
https://www.fda.gov/media/147582/download


Determine if your site is likely to be audited?



Responding to a 
sponsor audit



Audit Arrangements



Audit Prep



Review “Essential Documents” for GDP 
ICH E6 (R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) Guidance for Industry - Sec. 8. 

ESSENTIAL DOCUMENTS FOR THE CONDUCT OF A CLINICAL TRIAL

ISO 14155:2020 - Clinical Investigation of Medical Devices for Human Subjects – Good Clinical Practice, 

Annex E (informative) Essential clinical investigation documents

https://www.fda.gov/media/93884/download
https://webstore.ansi.org/Standards/ISO/ISO141552020?msclkid=94e72fb225271b1e37fe4d361dfa59c4&utm_source=bing&utm_medium=cpc&utm_campaign=Campaign%20%231&utm_term=ISO%2014155%202020&utm_content=iso%2Fxyz


Audit Day Response



Responding to Audit Observations



Audit Observation 
Responses: 
Corrections and 
CAPAs



Scale Response 
to Sponsor’s 
Audit 
Observation 
Severity

➔Request End-of-Day meetings 
each audit day to identify 
anticipated observations

Critical Observation:  A significant non-compliance to regulatory 

requirement(s), Protocol, and/or GCP that presents risk of or actual 

harm to subject safety, welfare or rights, and/or compromises study 

data integrity.

Major Observation:  A significant or frequent non-compliance to 

regulatory requirements, Protocol, and/or GCP that could

compromise subject safety, welfare or rights, and/or compromises 

study data integrity if not addressed.

Minor Observation:  Non-compliances that are less frequent and 

less significant for which corrections are readily completed, and 

which do not compromise data integrity or patient safety, welfare or 

rights.



Promptly 
responding to 
observations 
demonstrates 
diligence and 
commitment 
to quality

Make corrections such as placing missing 
records in the ISF or simple data 
transcription corrections, etc., following 
GDP, prior to audit closing meeting, if 
able, and convey corrections to auditor.

During audit, identify likely observations 
that appear to be due to internal process 
or training gaps and initiate stakeholder 
discussions internally to determine if 
retraining, gap closure can be initiated or 
completed prior to closing meeting.



After the audit, prepare 
written responses and 
return by due date



Sample content



Sample Self-initiated CAPA format:

# Date 

Issue 

Occurred

Issue Description Itemized list 

of errors to be 

corrected  

Root Cause Corrective 

and 

Preventive 

Actions

Responsible 

Person

Target/Actual 

Completion 

Date

Verification 

effective 

Investigator 

Initial/Date 

Confirming 

Issue  Resolved



Sample Sponsor Required Site CAPA format:



A “good Note to File”?



Better to have 
proactive compliance 
and quality plan for 
each Protocol:



The way to get 
started is to quit 
talking and 
begin doing.



Thank you for your 
commitment to clinical 
quality and the work 
you do!


