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 This document is intended for the use of the DCP CP-CTNet staff conducting cancer chemoprevention studies with the NCI/DCP. 
 
DIVISION OF CANCER PREVENTION
PROTOCOL DEVIATION NOTIFICATION 
(Refer to page 3 for specific completion instructions) 
 
Y = Yes, N = No, N/A = Not Applicable 
1.
Deviation: (Click the [+] button to add a deviation) 
CIRB notified (for CIRB-approved studies)
 PID:
Date:
2.
 Local Protocol No.:
3.
 DCP Protocol No.:
4.
 Agent Name(s):
5.
 Site Name:
6.
 NCI Institution No. (if applicable):
7.
 Protocol Deviation Description: 
8.
 Relevant Protocol Section No.:          
9.
 Relevant Protocol Section Description:          
10.
 Immediate Corrective Action(s) Taken:          
11.
 Preventative Action(s) Taken:          
12.
 Form Completed By:          
13.
 Email Address of Person Completing Form: 
14.
 Phone No. of Person Completing Form:          
15.
 Date Form Completed:
16.
 By Checking this Box, I Confirm that the
 Site Investigator has Reviewed this Form
17.
 Site Investigator Name:
18.
 Site Investigator Email Address:
19.
 Date of Site Investigator Review (MM/DD/YYYY): 
 
For deviations occurring at an Affiliated Organization (AO):
 
1.  The AO completes fields 1-19 and then emails the completed form to the Lead Academic Organization (LAO) Study Coordinator.
 
2.  The LAO Study Coordinator or designee verifies the accuracy and completeness of fields 1-19, based on the referenced protocol. If
     any information needs to be corrected or clarified, the LAO Study Coordinator or designee will send a query to the form originator for
     resolution. The form originator must revise the form accordingly and return it to the LAO.
 
3.  Once all queries, if any, have been addressed, the completed form must be forwarded by the LAO to the DCP Medical Monitor and
     Nurse Consultant for review with a copy to the DMACC (DataManagement_CP-CTNet@frontierscience.org).
 
 
For deviations occurring at a Lead Academic Organization (LAO):
The LAO completes fields 1-19 and then emails the completed form to the DCP Medical Monitor and Nurse Consultant for review with a copy to the DMACC. 
 
 
CIRB-Reportable Deviations 
The LAO is responsibile for reporting all required deviations to the CIRB, including deviations that occur at an AO. The LAO must copy the DCP Medical Monitor and Nurse Consultant, and the DMACC on the CIRB submission. The following deviation categories must be reported to the CIRB via the IRB Manager (https://nci.my.irbmanager.com/): 
 
- Serious or continuous noncompliance 
Further details regarding whether a deviation is reportable as a serious/continuous noncompliance may be found on the NCI CIRB webpage: https://ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-noncompliance 
 
- Unanticipated problems 
Further details regarding whether a deviation is reportable as an unanticipated problem may be found on the NCI CIRB webpage:
https://ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem 
 
In addition to CIRB requirements, deviations (including those not reportable to the CIRB) must be reported to the site's local IRB as per local requirements.
For Medical Monitor Use Only
20.
Protocol Deviation Grade*:
21.
DCP Medical Monitor (or designee) Review:
22.
DCP Medical Monitor (or designee)
Conducting the Review:
23.
Date of DCP Medical Monitor (or designee) Review:
  
 
* Protocol Deviation Grade: 0 (Not a deviation) = Mistakenly reported as a deviation; 1 (Minor) = No meaningful effect on data integrity and no meaningful 
   risk to participant safety; 2 (Moderate) = Potential to affect data integrity or jeopardize participant safety; 3 (Major) = Will affect major endpoint data 
   integrity or will have a major impact on participant safety or ethical concerns.
 
* Protocol deviations that may affect primary and/or secondary study endpoint interpretation will be graded on a case-by-case basis, depending on value of 
   the endpoint(s) and the impact of the deviation on the endpoint(s).
 
 
After completing fields 20-23, the DCP Medical Monitor (or designee) will submit the form via email to the DMACC.
 
Digital Signature
 DIVISION OF CANCER PREVENTION 
PROTOCOL DEVIATION NOTIFICATION INSTRUCTIONS FOR COMPLETION 
 
NOTE: Protocol Deviation Notification Forms must be completed by electronically typing into the fillable form. Once completed, save the form to your desktop/files. Handwritten forms will not be accepted. 
 
Question numbers 1-19 are to be completed by the clinical site reporting the deviation.
1.
Deviation
Record the unique identification number assigned to the 
participant. This is the number that is used to report the participant's case report form (eCRF) data within the database of record. 
 
Record the date the deviation occurred using the MM/DD/ YYYY format.
 
Indicate if the CIRB was alerted to the protocol deviation(s) by checking the Yes or No box.
CIRB-Reportable Deviations 
The LAO will submit to the CIRB reportable protocol deviations occurring at the LAO or AO, and copy the DCP study staff and the DMACC on the CIRB submission. 
 
In general, only one protocol deviation per PID should be recorded on a single form. However, when the same deviation is identified for more than one participant per study per site, please identify each PID, deviation date, and IRB/CIRB reporting status. The Deviation field may be expanded to collect additional occurrences by selecting the + symbol located in the far right of the Deviation field.
2.
Local Protocol No.
Record the institution-specific protocol number assigned by your  institution to identify this protocol.
3.
DCP Protocol No.
Record the protocol number assigned by DCP for this specific  study. For example: UWI03-1-01
4.
Agent Name(s)
Record the name of the study agent(s) for the specific protocol.
5.
Site Name
Record the name of the institution where the protocol deviation  occurred.
6.
NCI Institution No. (if applicable)
Record the NCI institution No., if applicable, for the site at which  the deviation occurred. If the NCI Institution No. is unknown, this field may be left blank.
7.
Protocol Deviation Description
Describe the deviation, the reason(s) it occurred and any  contributing factors. State how this differs from the protocol requirements.
8.
Relevant Protocol Section No.
Record the specific section number from the protocol that is  related to the deviation.
9.
Relevant Protocol Section Description
Describe the protocol section relevant to the deviation  (referenced in number 11). This description can be copied verbatim from the protocol document or a brief description can be written that summarizes the appropriate section of the protocol.
10.
Immediate Corrective Action(s) Taken
Describe the corrective action(s) taken when you first became  aware of the deviation (to ensure protection of study participant rights, welfare and safety and to preserve data integrity). For example, this may be in the form of a phone call or an office visit with a research team member. The investigator may need to order tests and other procedures to ensure the subject is safe.
11.
Preventive Action(s) Taken:
Describe the preventive action(s) developed and implemented to  identify the cause, improve the process and prevent a recurrence.
12.
Form Completed By
Record the name of the staff member completing this form at the  site.
13.
Email Address of Person Completing Form
Include a current email address of the staff member completing  this form at the site.
14.
Phone No. of Person Completing Form
Include a current phone number of the staff member completing  this form at the site.
15.
Date Form Completed
Record the date the form was completed using the MM/DD/YYYY  format.
16.
By Checking this Box, I Confirm that the Site Investigator has  Reviewed this Form.
Check the box to record confirmation that the Site Investigator  has reviewed the protocol deviation before it is submitted to DCP.
17.
Site Investigator Name
Record the name of the Site Investigator at the clinical site where the deviation occurred.
18.
Site Investigator's Email Address
Include the Site Investigator's current email address.
19.
Date of Site Investigator Review
Include the date of the Site Investigator review using the MM/DD/YYYY format.
Question numbers 20-23 are to be completed by the DCP Medical Monitor (or designee). 
20.
Protocol Deviation Grade*
Assign a protocol deviation grade (0-3) using the following scale: 
0 (Not a deviation) = Mistakenly reported as a deviation
1 (Minor) = No meaningful effect on data integrity and no 
   meaningful risk to participant safety 
2 (Moderate) = Potential to affect data integrity or jeopardize   
   participant safety 
3 (Major) = Will affect major endpoint data integrity or will have  
   a major impact on participant safety or ethical concerns 
 
*Protocol deviations that may affect study endpoint interpretation will be graded on a case-by-case basis, depending on value of the endpoint and the impact of the deviation on the endpoint.
21.
DCP Medical Monitor (or designee) Review
Review the corrective action plan to determine if appropriate  action has been taken or has been planned to minimize participant harm, maintain data integrity and prevent reoccurrence. Record any additional comments, instructions or suggestions.
22.
DCP Medical Monitor (or designee) Conducting the Review
Record the name or signature (handwritten or electronic) of the  DCP Medical Monitor (or designee) conducting the review.
23.
Date of DCP Medical Monitor (or designee) Review
Record the date using the MM/DD/YYYY format.
After completing fields 20-23, the DCP Medical Monitor (or designee) should submit the form via email to the DMACC (DataManagement_CP-CTNet@frontierscience.org). The DMACC will distribute the completed form to the protocol-specific distribution list.
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