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1. Overview of monitoring 
visits

2. Types of monitors

3. SOPs

4. SMV/IMV preparation

5. Management of 
essential documents

6. Responding to queries:
 How to and timeline
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Purpose

 To assure
 rights and safety of patients (i.e., human subjects) are 

protected
 reported trial data are accurate, complete, and verifiable 

from source documents
 conduct of trial is in compliance with protocol, good 

clinical practice (GCP) and applicable regulatory 
requirements. 

Auditing Monitoring

Monitoring + Auditing = 
Solid Assurance of Quality
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When Do Monitoring Visits 
Occur?

 Frequency Depends on:
 Complexity of the protocol 
 Disease being studied
 Rate of recruitment 
 PI/staff experience
 Site performance
 Sponsor’s SOPs 
 Frequency not dictated by FDA regs

Site initiation 
visit 

Monitoring 
visit

Close out 
visit
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Monitors in the CCR

 Industry sponsor
CCR-sponsor
 Office of Sponsor and Regulatory Oversight (OSRO)
 Sponsor and Regulatory Oversight Support Services 

(SROS) Contract
CTEP/ETCTN: Theradex
NCTN audits
ASRC – CCR QM Program
 Intervention studies
 Observational studies
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Polling Questions

Currently, do you have Industry sponsor 
monitoring visits?
Currently, do you have OSRO/SROS monitoring 

visits?
Currently, do you have Theradex monitoring 

visits?
Currently, do you have ASRC visits?
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CCR SOPs
NCI CTEP and Network AuditsPM-12

Industry-Sponsored Studies 
Monitoring and Audit Visits
• CCR Supplemental Guidance for Use of 

NIH Box
• Audit Record Request Form

PM-13

Center for Cancer Research 
Sponsored Studies Monitoring and 
Audit Visits
• CCR Supplemental Guidance for Use of 

NIH Secure Email File Transfer (SEFT)
• Audit Record Request Form

PM-13a

Monitoring and Audit Visits by ASRC 
(Arctic Slope Regional Corporation)

PM-13b
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Who Attends a 
Monitoring Visit?

Sponsor/CRO/CCR QM
 Clinical Research Associate (CRA)/Monitor

Site
 PI, AIs
 Clinical Research Coordinator
 Data Manager
 Pharmacist
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How is a Monitoring Visit
Scheduled?

Monitor contacts PI or CRC requesting the first 
monitoring visit (email)
 Subsequent visits may be scheduled at the conclusion of 

a visit
Date and time negotiated
Monitor confirms via letter to PI  
 date and time 
 expectations of visit 
 which record/patients will be reviewed
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Notify CCR OEC of All Visits
 Notify OEC via the NCI CCR QA 

(nciccrqa@mail.nih.gov) mailbox:
 Any scheduled monitoring visits, audits or inspections. 

Include the protocol number, PI, type of visit (e.g., 
routine monitoring, audit, FDA inspection), dates of the 
visit, name of the sponsor and which team member is 
the contact person for the visit.

 All visit reports
 Team response to monitoring and auditing visit reports
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Preparing for 
a successful 
monitoring 
visit
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Coordination of “Visits”…

Clinical Center (CC) Regulatory Audit Guidelines

Coordinate EMR access with HIMD (*not needed for ASRC)

 Complete Regulatory Audit Scheduling Form
 Send (via encrypted email) the list of medical records 

requested for access no later than the Wednesday prior 
to the week of the scheduled audit to CC-HIMD 
Regulatory Audits

Routine monitoring/audit visits can be scheduled 
up to six months prior to the visit
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…Coordination of “Visits”

Schedule a room, if in person visit
 Schedule appt with pharmacy and/or research lab, if 

needed

Provide information about access to the NIH 
campus to external monitor/auditor, if needed

Prepare for visit
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Source Document 
Review…
Assure medical records contain 
 All laboratory reports
 X-ray, scan reports 
 Provider notes, nursing notes
 Drug compliance/administration notes 
 Procedures documenting study parameters reported in 

CRF’s
 Informed consent process documentation
 Informed consent documents for all participants, signed 

and dated
Obtain missing information or document why 

unobtainable
Upload to CRIS
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…Source Document 
Review 
Make sure laboratory reports and procedure 

reports are reviewed and signed by PI (if required 
per sponsor SOP)
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Review Pharmacy Records

Pharmacy should review drug dispensing records 
prior to visit 
 Drug Accountability Record Forms (DARFs)

Assure drug count is accurate
 Disposal of returned meds

 Inform PI of discrepancies
Assure “notes to file” are written for any 

discrepancies
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Review CRFs

Assure CRF’s are complete, accurate, up to date
 Data QC
 Rave: study team review
Review adverse events
 Assure attribution of events is documented
Review concomitant medications  
 Assure stop & start dates are recorded
Review study medications 
 Assure stop & start dates are recorded
Response Assessment

17

18



5/13/2024

10

19

Regulatory Review…
Make sure Essential Documents (e.g., Regulatory 

File) are complete and up to date:
 Protocol versions and approvals
 Investigator Brochure versions/Package inserts
 Lab certifications and normal ranges
 Form 1572 
 CVs (signed and dated), licenses and Financial 

Disclosures for all Investigators 
 All IRB correspondence
 All Sponsor correspondence
 SAEs/Other reportable events
 Delegation Log(s)
 Screening/Enrollment Log
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How Do Essential Documents Get 
to the Monitor/Auditor?

• PSO manager updates Veeva Vault

OSRO/SROS

• CRC coordinates BOX access 
through OEC

Industry Sponsor and 
CTEP

• Access via shared folders

ASRC

19
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How Do Research Records Get to 
the Monitor/Auditor?

• Send to monitor via SEFT

OSRO/SROS

• Upload to BOX through OEC

Industry Sponsor and CTEP

• Send to monitor via encrypted email

ASRC
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Steps to Make the Visit Go 
Smoothly…
 Ensure monitor/auditor’s current CV is in Medical Records
 Provide access to charts and files for participants and 

studies listed in letter only
 Confirm appointment times with PI and Pharmacy

 Arrange any paper documents in the designated room
 Greet monitor/auditor and escort to the designated room
 Escort monitor/auditor to pharmacy, research lab at 

appointed times

 Greet monitor/auditor over email, ensure they have access 
to source documents, regulatory file 
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…Steps to Make the Visit Go 
Smoothly 
 Review format of medical record with monitor/auditor 

 Check in on monitor/auditor in short intervals to ensure all 
questions are answered

 Allow time to clarify information, e.g. corrections of CRFs

 For visits that are over multiple days, ensure that medical 
record and files are kept in a locked room

 Set up next visit at the end of the current visit
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Site’s Expectations of the 
Monitor/Auditor
Monitor/Auditor will come prepared
 Be knowledgeable about the protocol
Communicate honestly about findings
Show cooperation, respect, and courtesy
Appreciate the effort that went into the preparation

23
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Monitor/Auditor’s Expectations of 
the Site

Site will have prepared for the visit
Records will be organized so they can work 

efficiently and finish on time
Communicate honestly about findings
Show cooperation, respect, and courtesy
Appreciate the effort that went into the preparation
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After the Visit…

Monitor/Auditor meets with PI/CRC to:
 Share findings 
 May include events that require expedited reporting
 Identify needed corrections, if applicable
 Identify remedial training needs, if applicable
 Answer questions
 Set up next visit
Monitor/Auditor will sign Visit Log, if not done 

already, and site staff will need to initial
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…After the Visit

Site answers queries/clarifications
 May be done during the visit 
Monitor/Auditor sends monitoring visit report
 Placed in the Regulatory File
Monitor/Auditor sends follow-up letter of thanks 

and confirmation of next visit
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General Process for Responding 
to Queries

Work with DM, PI and/or PSO manager to 
address queries
 Database
 Written
Review reports promptly as some findings (ie: 

major deviations, noncompliance) may require 
expedited reporting to the IRB
 Follow sponsor deadlines for addressing/ 

responding to queries
Double check findings in regulatory binder, source 

documentation, database prior to addressing
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Query Response: 
OSRO/SROS
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OSRO Policies and SOPs

Policies

• 100 Quality 
Management System 
Policy 

• 101 Good 
Documentation 
Practices Policy

• 203 Clinical Trial 
Records Policy

• 205 Clinical Site 
Monitoring Policy 

SOPs

• 102-S01 Auditing 
SOP

• 104-S02 Clinical 
Protocol Non-
Adherence System 
SOP

• 205-S01 Clinical Site 
Monitoring Plans –
Development and 
Maintenance SOP
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OSRO/SROS Expectations of Site

 eCRF data entry and verification status is up to 
date
Queries (in report and in database) addressed 

before the next IMV
Missing essential documents uploaded before the 

next IMV
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SROS IMV Report: CRA resolution
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SROS IMV Report: CRA resolution

34

SROS IMV Report: Site resolution 
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What if I have a question about a 
SROS query?
Call or email the monitor
 If you need more discussion to resolve a query, 

make a note for the next IMV.
 OneNote
 Add to your calendar for the visit
 Add a note to the visit date calendar
 Print report and highlight/make notes, use for discussion
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Query Response: 
ASRC

35

36



5/13/2024

19

37

ASRC IC/EC Audits

 Frequency: Monthly
Notification: No pre notification; ASRC will email 

PI & CRC a report that will contain action items, if 
any
 Turnaround time: If any action items noted, 

responses due within two weeks
CRC role: If no action items, save the report to 

the reg file/share drive. If action items – address 
in the word document and email back using “reply 
all” by deadline listed (two weeks) 
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IC/EC Audit Findings
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IC/EC Audit Findings

40

IC/EC Audit Findings
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IC/EC Audit Findings

42

ASRC SMV Report Email Template
“Dear PI,

Please find attached a copy of SMV report for the Site Monitoring Visit conducted on 
Dates, Year, for the study Protocol Number and Title.

Please respond to the queries listed in the attachment within four weeks of receiving 
the report. The Word version of Issue Response Form is attached for your convenience.

Please do not hesitate to contact me if you have any questions or concerns.”

 Note: Queries may include events that require expedited 
reporting to the IRB 
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ASRC SMV Report: Site response
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ASRC SMV Report: Site response
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Resources

SOPs
 CCR
 OSRO
Orientation and resource manuals
 General
 CRC
Orientation modules
OEC
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Discussion Questions

What have we missed?
What works well for you that you can share?
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www.cancer.gov www.cancer.gov/espanol

QUESTIONS?
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