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15.1 Purpose 
 

The purpose of this Standard Operating Procedure (SOP) is to provide the procedures 
to select a site for monitoring and how the site will be monitored.  
  
15.2 Scope 

 
This SOP applies to any visit and/or monitoring of any study sites of IRB approved study 
protocols.  
  
15.3  Responsibility 

 
The DSMSC Secretary assigns the reviewers /monitors to monitor the investigator 
initiated trials. 
 
The IRB members or Secretariat in consultation with the Chairperson may initiate an on-
site evaluation of a study site for cause. 
  
15.4  Detailed instructions  

 
15.4.1 Selection of study sites 

 
 Sites will be identified for routine monitoring at the time of approval of the project 

by the full board which will be recorded in the minutes.  
 For cause monitoring will be performed at sites for reasons identified by any 

member of IRB, approved by Chairperson. For cause monitoring could be 
initiated, in any of the following conditions:  
 for high number of protocol violations 
 Too many studies carried out by Principal Investigator  
 high number of SAE reports 
 high recruitment rate 
 non-compliance or suspicious conduct  
 any other cause as decided by IRB  

  
15.4.2 Before the visit 

 
 For cause/routine monitoring of the project, the IRB Chairperson will inform 

DSMSC to perform the task of monitoring during discussion of the study.  
 The Secretariat will intimate the PI regarding the scheduled monitoring visit and 

DSMSC and PI will coordinate the monitoring visit. 
  A request regarding the monitoring visit will be sent to the monitor along with a 

copy of the monitoring visit form  
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 The monitor will also:  
o Notify the site about the scheduled visit.  
o The monitor will review the study project files and make appropriate notes.  
o The monitor may carry copy of documents from the IRB approved project 

files for verification and Site Monitoring Visit Report Form (AX1-
V1/SOP15/V1). 

  
15.4.3 During the visit 

 
The monitor will  

 Review the informed consent document to make sure that the site is using the 
current approved version 

 Review randomly the subject’s source files for proper informed consent 
documentation. 

 Observe the informed consent process, if possible,  
 Observe laboratory and other facilities necessary for the study at the site, if 

possible.  
 Review the study files to ensure that appropriate documentation  
 Verifying that the investigator follows the approved protocol and all approved 

amendment(s), if any. 
 Ensuring that the investigator and the investigator's trial staff are adequately 

informed about the trial 
 Verifying that the investigator and the investigator's trial staff are performing the 

specified study functions, in accordance with the approved protocol and any 
other written agreement between the sponsor and the investigator/institution, and 
have not delegated these functions to unauthorized individuals. 

 Verifying that the investigator is enrolling only eligible subjects. 
 Verifying that source documents and other study records are accurate, complete, 

kept up-to-date and maintained. 
 Checking the accuracy and completeness of the CRF entries, source documents 

and other study related records against each other. 
 Determining whether all Serious Adverse Events (SAEs) are appropriately 

reported within the time periods required by GCP, the protocol, the IRB/IEC, the 
sponsor, and the applicable regulatory requirement(s). 

 Collect views of the study participants, if possible.  
 Fill the Site Monitoring Visit Report Form AX1-V1/SOP15/V1and write the 

comments.  
15.1.4  After the visit  

 
 The monitor will complete the report (use the form AX1-V1/SOP15/V1) within 14 

days describing the findings of the monitoring visit and submit the same to the 
DSMSC office. After the form is received at DSMSC office, it is checked for 
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completeness. 
 Form is reviewed by DSMSC secretary, queries if any are sent to PI and the form 

is forwarded to IRB Secretary for action 
 In case of minor findings letter is sent to PI else the IRB secretary will decide 

whether to table the monitoring visit report  in the next IRB full board meeting 
  The IRB Secretary/DSMSC member representative/lead discussant for the 

project can present the monitoring visit findings in the full board meeting. 
 The Secretariat will place the report in the correct files.  
 Full board recommendations to change the study/ premature termination/ 

continuation of the project will be informed to the Principal Investigator in writing 
within 14 days of the meeting.  

  
Glossary 
 
Monitor Many IRBs rarely find time to perform monitoring visit themselves. 

They may ask outside experts or the IRB member to perform the tasks 
on their behalf and later report their findings to IRB.  

Monitoring visit  An action that IRB or its representatives visit study sites to assess how 
well the investigators are conducting researches, taking care of 
subjects, recording data and reporting their observations, especially 
serious adverse events found during the studies. Normally monitoring 
visit will be arranged in advance with the principal investigators.  

Monitoring 
Report 

Reports should include a summary of what the monitor reviewed and 
the monitor's statements concerning the significant findings/facts, 
deviations and deficiencies, conclusions, actions taken or to be taken 
and/or actions recommended to secure compliance. 
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Annexure 
AX1-V1/SOP15/V1 

Site Monitoring Visit Report 
 
1) TMH Project No:  
 
2) Title: 
 
 
3) Principal Investigator: 
 
4) Institute: 
 
5) Type of study:  Investigator initiated Pharma Thesis Intramural Extramural 
 
6) Date of IRB approval:    
 
7) Start Date of study: 
 
8) Duration of study:  
 
9) Date of monitoring visit:  
 
10) Reason for monitoring:  Routine 

           For Cause (State reason) 
                        Protocol Violations/Deviations 

                                                            SAE reporting 

                                                            Recruitment rate  

 Other ______________________ 

11) Last Monitoring done:   Yes  Date of last monitoring _______________________ 

             No 

12) Project Status 
1)   Ongoing              

2)   Completed 

3)   Accrual Completed 

4)   Follow-up 

5)  Suspended 
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6)  Terminated 

7)  Closed 

8)  Closed Prematurely 

In case of the response to the above question is option 5, 6, or 8 kindly provide reason: 

_________________________________________________________________ 

________________________________________________________________________ 

13) Recruitment Status: 

 Total patients to be recruited -__________ 

 Screened: __________ 

 Screen failures: __________ 

 Enrolled: __________ 

 Withdrawn: __________ Reason: ___________________________________ 

 Discontinued: __________ Reason: ___________________________________ 

 Completed: __________ 

 Active: __________ 

14) Is the recruitment on schedule? 

1)   Yes  

2)    No    If ‘No’ is it acceptable?      Yes       No     

If ‘No’ State reasons/Steps taken by PI to improve recruitment: 

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________ 

15) Protocol 

Have there been any amendments to the Protocol?   Yes       No  

If Yes then state changes leading to amendment: 

c) Is the Protocol version approved by IRB?   Yes       No    

d) Is the latest version of the protocol being used for the study?    Yes       No     

16) Informed Consent 

a) Is Informed consent obtained from all enrolled participants?   Yes       No     
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b) Have there been any amendments to the ICF?   Yes       No  

If Yes then state changes leading to amendment: 

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________ 

c) Is the Informed consent form version approved by IRB?   Yes       No     

d) Is the latest version of the ICF being used for the study?    Yes       No     

17) Any Protocol Deviations/Violations noted?   Yes       No     NA 

If ‘Yes’ Kindly state: 

Minor Violations: ____________ 

Major Violations: ____________ 

Minor Deviations: ____________ 

Major Deviations: ___________ 

Have all the deviations/violations notified to IRB?   Yes       No     

Comments (If Any) 

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________ 

18) Have the eligibility, inclusion exclusion criteria been adhered to?   Yes       No     
 
20) Are all the Case report forms complete?   Yes       No     NA 
 
21) Have there been any AE/SAE on the study?   Yes       No     NA 
If ‘Yes’ 

a) No. of Adverse events:____________ 

b) No. of Serious adverse events: ____________ 

c) No. of deaths reported: ____________ 

 Deaths unrelated to participation in the trial: ____________ 

 Deaths possibly related to participation in the trial: ____________ 

 Deaths related to participation in the trial: _____________ 
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d) Were all the SAE reports notified and submitted to DSMSC within 7 working days and 

deaths within 24hrs of the knowledge of PI? 

  Yes       No     NA 

Comments (If Any) 

 

22) Any are there any changes to the study personnel?   Yes       No     NA 

If ‘Yes’ kindly state the same: 

________________________________________________________________________

________________________________________________________________________ 

Is the change notified to IRB?   Yes       No     NA 

 
23) No of patients monitored during this visit: _________________ 
 
24) Duration of the visit: _________________ 
 
25) Any outstanding tasks/action items from the visit? 
________________________________________________________________________

________________________________________________________________________

________________________________________________________________________ 

Monitoring visit conducted by: 

Name of DSMSC member_________________________ 
 
Signature and Date ______________________________ 
 
Name of DSMSC member_________________________ 
 
Signature and Date ______________________________ 
 
Name of study team member present: _________________________ 
 
Signature and Date: _________________________ 
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