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POST-APPROVAL REC 
RESPONSIBILITY: MONITORING  

• What:
• act of overseeing the progress of a clinical trial, and of ensuring that it is conducted, recorded, and reported in 

accordance with the protocol, SOPs, GCP & applicable regulatory requirements

• Why:
• overarching ethical (primary) purpose – to verify rights & well-being of participants are protected

• How:
• passive and / or active 

• Current focus:
• intrinsic emphasis on record keeping →can serve to obscure primary purpose

• Active Monitoring:
• for participant protection in entirety, REC to visit study site where studies approved by them are ongoing



INTERNATIONAL GUIDELINES

• Declaration of Helsinki
• s23 The committee must have the right to monitor ongoing studies. The researcher 

must provide monitoring information to the committee, especially information about 
any serious adverse events

• CIOMS
• guideline23 Research ethics committees must be authorized to monitor ongoing 

studies. The researcher must provide relevant information to the committee to permit 
monitoring of research records, especially information about any serious adverse 
events

• ICH GCP
• s3.1.4 The IRB/IEC1 should conduct continuing review of each ongoing trial at 

intervals appropriate to the degree of risk to human subjects, but at least once per 
year

• None specify 
• onsite/offsite/both



SA GCP 2020

• 6.11 MONITORING 
• 6.11.1 The purpose of trial monitoring is to verify that: 
• 6.11.1.1 The rights and well-being of human participants are protected; 
• 6.11.1.2 Reported trial data are accurate, complete and verifiable from source documents; 
• 6.11.1.3 The trial is conducted in compliance with the currently approved protocol (including 

any amendments), with SA GCP 2020 and with SAHPRA requirements.

• 6.11.2 Selection and Qualifications of Monitors 
• Monitors should be 
• 6.11.2.1 Appointed by the Sponsor. 
• 6.11.2.2 Appropriately trained, with the scientific and/or clinical knowledge necessary to 

monitor the trial adequately. A monitor’s qualifications should be documented. 
• 6.11.2.3 Thoroughly familiar with the IP, the protocol, the informed consent documents and 

other written information to be provided to participants, the Sponsor’s SOPs, SA GCP 2020, and 
SAHPRA requirements



NHREC 2015

• s3.1.1.1
• the REC must assess how the research will be conducted, whether the 

researchers are suitably qualified, that adequate monitoring and safety 
measures are in place and achievable, that the site is suitably resourced, and so 
forth. 

• 3.2.1 Contextual Circumstances
• In order to ensure optimal protection of vulnerable participants, the REC may 

impose additional protective measures for the informed consent process; or 
require increased monitoring and interim reporting on participants’ welfare; or 
require post-recruitment reviews of the effectiveness of the protective measures 
imposed. Other measures may also be appropriate. 



NHREC 2015

• 4.5.1.10    Monitoring
• RECs have the right to monitor the research it approves (Declaration of Helsinki 

2013 par 23). Researchers should provide appropriate information to the REC to 
facilitate monitoring, including alerts and investigator brochures. The frequency 
and type of monitoring should reflect the degree and extent of risk of harm to 
participants or animals. 

• RECs may recommend and adopt any additional appropriate mechanism for 
monitoring, including random inspection of research sites, welfare monitoring 
sheets, data and signed consent forms, and records of interviews. Information 
and consent materials should indicate that such monitoring may take place. 



NHREC 2015

• 4.5.1.11    Suspension or discontinuation of projects

• Where circumstances indicate that a project is non-compliant with the 
approved protocol and the interests of participants are at risk of harm, the REC 
may withdraw approval, after due process has been followed



ACTIVE MONITORING: REC 
REALITIES

• Hurdles 
• Workload + lack of workforce in REC, 
• lack of administrative infrastructure, 
• lack of a clear framework for undertaking monitoring, 
• difficulty in getting members to conduct active monitoring,
• lack of training of REC members on how to conduct monitoring, 
• inadequate funds – monitoring activities need to be adequately budgeted for

• Day-to-day REC activities
• substantial time in reviewing and approving protocols 
• reserve some time for passive monitoring but almost none for site visits.



COMMON PROBLEMS

• Issues related to informed consent

• Protocol deviation

• Reporting of study progress to the REC  

• Recruiting additional participants without REC approval 

• Reporting of serious adverse events

• Regulatory errors

• Fraud

Davis S  Monitoring of approved studies: A difficult tightrope walk by Ethics Committees. Perspectives in Clinical Research (2018)
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How does the monitoring of clinical trials by 
ECs work? Most ECs require the
principal investigators to submit annual 
reports of their ongoing projects to the
EC. These reports are then examined by ECs 
off-site. In addition to these annual
reports, ECs also review protocol 
amendments and serious adverse event 
(SAE)reports and notifications. However, off-
site monitoring may be inadequate as it
may miss protocol violations, misreporting or 
discrepancies in consent administration
and records thereof, to give some 
examples. At the same time, on-site 
monitoring by ECs does not seem to be a 
common practice and there are very little
published data

Nusrat Shafiq et al. On-site monitoring of clinical trials by an Ethics Committee in India: a road less travelled. Research Ethics 2021, Vol. 17(1) 45–54



Our data suggest that while investigators 
appreciated the need for regulatory and 
ethics oversight, they want monitoring to 
be collaborative in nature and scientific in 
focus. Some investigators related how 
constructive interactions with monitors 
assuaged their initial fears and changed 
their perceptions about the value of 
monitoring. Others championed the need 
for cooperative monitoring as a
result of encounters with monitors who 
questioned their intentions from the outset, 
or prioritised document verification and 
paperwork over observing critical research 
processes.

A monitor’s personal and professional 
approach was viewed as crucial in 
promoting positive interactions and
improving the quality of trials ….. 
educational process

Chantler T,Cheah PY, Miiro G, et al. International health research monitoring: exploring a Scientific and a cooperative approach using participatory action 
research. BMJ Open 2014;4:e004104. doi:10.1136/bmjopen-2013-004104



VALUE

• Important post-approval responsibility

• Can be instrumental in guiding researchers towards following ethical 
principles. 

• could allow for identification and management of ethical issues as early as 
possible

• provide ethical guidance throughout entire research process, and mitigate 
negative effects, harms and wrongs

• Collaborative / Cooperative approach →‘Communities of Practice’: 
encourage situated learning & practical application of knowledge

• COP: groups of people who share a concern, a set of problems, or a passion 
about a topic, and who deepen their knowledge and expertise in this area by 
interacting on an on-going basis



POINTS FOR DISCUSSION
• Is on-site monitoring conducted by the sponsor adequate?

• Is there a need for on-site monitoring by the REC?

• Who in the REC should participate in the on-site monitoring & how should they be trained?

• Are there ways to make on-site monitoring less resource consuming?

• Will this type of activity be feasible & sustainable?

• Collaborative / Cooperative approach: risks vs benefits? 

• Is on-site monitoring another bureaucratic burden?

• Can on-site monitoring be seen as excessive policing that interferes with  valuable research?




