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 This document is intended for use by CP-CTNet staff conducting cancer chemoprevention studies with the NCI/DCP. 
 
CP-CTNet Protocol Deviation Notification PDF 
(Refer to pages 2-4 for field help text)
1.
DCP Protocol Number:
2.
Protocol Deviation:(Click the [+] button to add a deviation) 
 PID:
Date:
Site Name:
Site Code:
3.
Local Protocol Number:
4.
Agent Name(s):
5.
Protocol Deviation Category:
6.
Protocol Deviation Subcategory:
7.
Protocol Deviation Description: 
8.
Relevant Protocol Section Number:
9.
Relevant Protocol Section Description:
10.
Immediate Corrective Action(s) Taken:          
11.
Preventative Action(s) Taken:
12.
Minor or Moderate/Major?
13.
Form Completed By:
14.
By checking this box, I confirm that the site investigator has reviewed this form:
For LAO Administrative Team Use Only:
15.
CIRB notified? (for CIRB-approved studies):
16.
LAO Review Complete:
For DCP MM/NC Use Only:
17.
Protocol Deviation Grade:
18.
DCP MM/NC Reviewer Comments:
19.
DCP MM/NC Name:
20.
Date of DCP MM/NC Review:
21.
DCP MM/NC Review Complete:
22.
DCP MM/NC Signature:
 Please see CP-CTNet SOP 02-02 Reporting Protocol Deviations for additional information regarding completing the CP-CTNet Protocol Deviation Notification PDF. 
#
Field Title		
Field Description
1.
DCP Protocol Number
Record the protocol number assigned by DCP for this specific study (e.g., ABC20-01-01).
2.
Protocol Deviation
PID: Record the unique identification number assigned to the participant. This is the number that is used to report the participant's electronic case report form (eCRF) data within the database of record.    Date: Record the date that the deviation occurred.   Site Name: Record the name of the institution at which the deviation occurred.   Site Code: Record the NCI institution number, if applicable, for the institution at which the deviation occurred. If the NCI institution number is unknown, this field may be left blank.   When the same protocol deviation is identified for more than one participant per study, please indicate each PID, date, site name, and site code. The Protocol Deviation field may be expanded to collect additional occurrences by selecting the + symbol located in the far right of the Protocol Deviation field.
3.
Local Protocol Number
Record the institution-specific protocol number assigned by your institution to identify this study.
4.
Agent Name(s)
Record the name of the study agent(s) for the specific study. For studies with no agent, enter N/A.
5.
Protocol Deviation Category
Select the protocol deviation category from the dropdown list. Categories include:- AE/SAE Reporting: Any adverse or serious adverse event that was not reported.- Biospecimen: Tissue, blood, urine: Any deviation impacting biospecimen collection, 
  integrity (processing/storing), and/or analysis (both pre- and post-intervention).- Concomitant Medication: Any OTC/prescription drug that is prohibited per protocol.- Consent Procedures: Any deviation from compliance with Human Subject Protection 
  regulations including any deviation from ICF version, signature/date/other requirements.- Pre-Intervention Procedures: Any deviation related to eligibility (inclusion/exclusion 
  criteria), registration or randomization (other than biospecimen-related deviations).- Schedule: Incomplete Visit Assessment/Call: Some or part of visit assessment/call 
  was not completed (other than biospecimen-related deviations).- Schedule: Missed Visit Assessment/Call: Visit assessment/call did not occur (other 
  than biospecimen-related deviations).- Schedule: Out of Window Visit Assessment/Call: Visit assessment/call not held 
  within study designated time points (other than biospecimen-related deviations).- Study Drug Accountability: Any deviation related to study drug requirements for 
  example pharmacy documentation, study drug integrity, distribution, administration error 
  by study staff, or missing study drug.- Study Drug Administration: Any deviation related to participant not taking drug per 
  protocol.- Documentation Error: An error or absence in documenting any research related 
  activity.- Removal from Study Error: Deviation related to erroneous removal of participant from 
  study.
6.
Protocol Deviation 
Subcategory
Select the protocol deviation subcategory from the dropdown list. Subcategories include:- Participant Noncompliance: Any deviation resulting from study participant 
  noncompliance with study procedures as specified per protocol.- Natural Disaster: Any deviations caused directly or indirectly by the occurrence of a 
  natural disaster.- Site Noncompliance: Any deviation resulting from site noncompliance with study 
  procedures as specified per protocol.- N/A: Not applicable.
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 Number
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 the previous question). 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.
Preventative Action(s) Taken
Describe the preventive action(s) developed and implemented to identify the cause, improve the process, and prevent a recurrence.
12.
Minor or Moderate/Major?
Select an initial protocol deviation grade:
- Grade 1/Minor: No meaningful effect on the integrity or reliability of research data and 
  no meaningful risk to participant rights or safety.- Grade 2/Moderate: Has the potential to affect the integrity or reliability of research data 
  or poses potential risk to participant rights or safety.- Grade 3/Major: Will affect the integrity or reliability of research data or will affect 
  participant rights or safety. This includes all deviations related to inclusion/exclusion 
  criteria, deviations related to data necessary for primary endpoints, and deviations 
  related to data necessary for key secondary endpoints.
13.
Form Completed By
Record the name of the staff member completing this form at the site.
14.
By checking this box, I confirm that the site investigator has reviewed this form.
Check the box to confirm that the site investigator has reviewed the protocol deviation before it is submitted for LAO Administrative Team and DCP MM/NC review.
Fields 15 and 16 are to be completed by the LAO Administrative Team.
15.
CIRB notified? (for CIRB-approved studies):
Indicate whether the Central Institutional Review Board (CIRB) was notified:
- Yes
- No
- N/A
 
Please see CP-CTNet SOP 02-02 Reporting Protocol Deviations for CIRB reporting requirements.
16.
LAO Review Complete
Check this box only after any needed queries have been resolved.
Fields 17 - 22 are to be completed by the DCP MM/NC.
17.
Protocol Deviation Grade
Assign a protocol deviation grade: 
- Grade 0: Not a deviation.
- Grade 1/Minor: No meaningful effect on the integrity or reliability of research data and 
  no meaningful risk to participant rights or safety.- Grade 2/Moderate: Has the potential to affect the integrity or reliability of research data 
  or poses potential risk to participant rights or safety.- Grade 3/Major: Will affect the integrity or reliability of research data or will affect 
  participant rights or safety. This includes all deviations related to inclusion/exclusion 
  criteria, deviations related to data necessary for primary endpoints, and deviations 
  related to data necessary for key secondary endpoints.
18.
DCP MM/NC Reviewer Comments
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.
19.
DCP MM/NC Name
Record the name of the DCP MM/NC conducting the review.
20.
Date of DCP MM/NC Review
Record the date that the DCP MM/NC completed their review.
21.
DCP MM/NC Review 
Complete
Check this box only after any needed queries have been resolved.
22.
DCP MM/NC Signature
Add a signature of the DCP MM/NC conducting the review.
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