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Clinical Trial Agreements Toolkit 

Monitoring, Auditing, Inspection 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Provisions regarding monitoring, auditing, and inspection 
allow Sponsors to ensure that Institutions are 
appropriately documenting study performance, meeting 
study benchmarks, producing quality data, taking 
adequate safety precautions, and complying with laws, 
regulations, and applicable guidelines to ensure usable 
data and results. Furthermore, these provisions set forth 
the procedure that Institutions should follow with regards 
to notice and Sponsor involvement in the event of an audit 
or inspection by FDA or other government 
agency/regulatory body. 

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

During and after the term of this Agreement, Institution 
agrees to permit representatives of Sponsor and/or FDA 
or other appropriate governmental authorities to examine 
(a) the facilities where the Study is being conducted; (b) 
raw Study data including original subject records; and (c) 
any other relevant information (and to make copies) 
necessary for Sponsor to confirm that the Study is being 
conducted in conformance with the Study Protocol and in 
compliance with applicable FDA, Drug Enforcement 
Administration, or any national or governmental laws and 
regulations and the International Conference on 
Harmonisation (ICH) guidelines. Institution shall 
immediately notify Sponsor if any governmental authority 
schedules or without scheduling begins an inspection and 
shall allow Sponsor to be present and provide assistance 
with any such inspection or audit. Institution shall 
promptly, upon issuance, provide Sponsor a copy of any 
governmental correspondence resulting from any such 
inspection. Institution agrees to take all reasonable 
actions requested by Sponsor to cure deficiencies noted 
during an inspection or audit. In addition, Sponsor shall 
have the right to review and approve any correspondence 
to a governmental authority generated as a result of an 
inspection or audit prior to submission by Institution. 
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Contract Language—
Sample from Site’s 
Perspective 

Sponsor Monitoring/Audit. Institution will permit Sponsor 
or its representatives to examine or audit the work 
performed hereunder, the Study site, facilities, systems, 
and equipment at or with which the work is conducted and 
records related to such work, upon reasonable advance 
notice during regular business hours at mutually 
agreeable times to determine that the Study is being 
conducted in accordance with the agreed requirements 
and that the facilities are adequate. 

 

Government Inspection/Audit. Institution shall promptly 
inform Sponsor if FDA or any other governmental or 
regulatory authority requests permission to or does 
inspect the Institution in relation to Institution’s 
performance hereunder. To the extent allowed by law, 
Institution will provide copies of all correspondence which 
Institution receives or generates directly related to the 
Study pursuant to any such inspection which 
correspondence will be redacted of any third-party 
confidential information. Sponsor shall be permitted to 
review and provide comment on Institution’s responses as 
time permits; however, Institution retains the final decision 
making with regard to Institution’s response.  

 

Arguments Supporting 
Sponsor’s Position 

Under 212 C.F.R. § 312.50, the Sponsor is charged with 
“ensuring proper monitoring of the investigation(s), 
ensuring that the investigation(s) is conducted in 
accordance with the general investigational plan and 
protocols contained in the IND” among other 
responsibilities. Because the responsibility to monitor 
includes an inherent responsibility to reasonably uncover 
and ensure correction of any deviations or deficiencies at 
sites, the Sponsor requires a broad, unfettered 
inspection/audit provision so that the Sponsor may meet 
all of its obligations under the law. Furthermore, the 
Sponsor must ensure that FDA and other government 
agencies/regulatory bodies have the access that they 
need to Institution’s facilities and records. In order for 
Sponsor to be and to stay fully informed of FDA’s (et al.) 
inspection/auditing activities with regards to the 
institutions that they employ to perform studies, the 
Institution should give notice of any such inspection/audit 
immediately. The Sponsor should be allowed to be 



 

3 
 

present because it is their drug/device and their protocol, 
and the Sponsor can provide first-hand information as well 
as aid in the responses from the Institution. 

Arguments Supporting 
Site’s Position 

Sponsor Monitoring/Inspection/Audit:  

Because accommodating the Sponsor monitors takes up 
time and resources of the Institution, it is preferable to 
ensure that the monitoring provision requires reasonable 
advance notice and that such monitoring takes place 
during normal business hours. It also is preferable that the 
Sponsor’s monitoring/inspection/audit rights and 
obligations be set forth separately from that of FDA/other 
governmental agency/regulatory body as the 
requirements for compliance are different. 

 

FDA/Other Government Inspection/Audit: 

Confidentiality: Governmental or regulatory agency 
inspections and audits involve examination of Institution 
departments and functions and are not specific to the 
Study. Therefore, it is important that CTA language 
regarding inspections/audits allow the Institution to adhere 
to its confidentiality obligations with regard to patient 
protected health information as well as information related 
to other studies that will be covered by the 
audit/inspection. Given these considerations, it is 
inappropriate for a Sponsor representative to be onsite 
during the inspection. Similarly, any copies of materials 
related to the audit or inspection provided by the 
Institution to the Sponsor should be redacted to protect 
third-party confidentiality. If a Sponsor insists on being 
present during an audit/inspection, an option is to limit the 
Sponsor representative to the following:  

“To the extent allowed by law, Institution shall permit 
Sponsor representative to be present onsite during such 
audit/inspection directly relating to the Study provided that 
such Sponsor representative shall not physically attend or 
participate in such audit/inspection. Sponsor 
representative may be present onsite to provide support 
upon request but shall not in any manner manage or 
direct such audit/inspection.” 

 

Notification to Sponsor: Many sponsors request 
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notification “immediately” or within a specified timeframe 
upon the Institution becoming aware that it is being 
audited or inspected. As a practical matter, a contract 
provision requiring notification within a certain amount of 
time (e.g. 24 hours) may not be practicable and may place 
the Institution in the position of breaching the CTA if it is 
unable to notify the Sponsor. A potential compromise may 
be that a specified timeframe for notification is agreed to 
during the course of the Study. 

 

Sponsor Participation in Institution’s Response: 
Sponsor participation in the response provided by the 
Institution to the governmental or regulatory agency is 
inappropriate as the Institution itself is being audited; 
therefore, the audit extends beyond merely the Study. 
Accordingly, while the Sponsor may be provided with 
(redacted) copies of the Institution’s response, it is not 
appropriate for the Sponsor to be given the authority to 
revise, or for the Institution to be required to incorporate 
Sponsor revisions. The Institution should retain final 
decision-making authority with regard to its response to 
the audit/inspection. 

 

Federal Laws and 
Directives 

Drug: 

21 C.F.R. § 312.50 General Responsibilities of Sponsors;  

21 C.F.R. § 312.56 Review of Ongoing Investigations;  

21 C.F.R. § 312.58 Inspection of Sponsor’s Records & 
Reports;  

21 C.F.R. § 312.60 General Responsibilities of 
Investigators;  

21 C.F.R. § 312.62 Investigator Recordkeeping & Record 
Retention; and  

21 C.F.R. § 312. 68 Inspection of Investigator’s Records & 
Reports.  

 

Device: 

21 C.F.R. § 812.30(b)(5)(iii) FDA Action on Applications – 
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Grounds for Disapproval;  

21 C.F.R. § 812.40 General Responsibilities of Sponsors;  

21 C.F.R. § 812.46 Monitoring Investigations;  

21 C.F.R. § 812.100 General Responsibilities of 
Investigators; 

21 C.F.R. § 812.110 Specific Responsibilities of 
Investigators; 

21 C.F.R. § 812.140 Records; and 

21 C.F.R. § 812.145 Inspections. 

State/Local Laws and 
Directives 

N/A 

Case Law N/A 

International Laws and 
Directives 

ICH E6 2 Principles of ICH GCPs; 

ICH E6 4 Investigator requirements (specific directive at 
4.1.4); and 

ICH E6 5.5.12 Sponsor requirements. 

Operational 
Considerations 

Institutions should consider adopting an institutional policy 
regarding Sponsor involvement in government inspections 
and audits. Having such a policy provides clarity and 
ensures that all Sponsors are treated the same. Both 
Parties should assess how much advance notice is 
reasonable for an audit or inspection and both Parties 
should consider the burden that will be imposed by the 
proposed monitoring schedule.  

Other Important 
Information 

N/A 

 

 


