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 Clinical Trial Toolkit for Clinical Researchers

Summary Sheet
	Title:
	Protocol Deviation Tracking Log 

	Purpose:
	To record all protocol deviations which occur at a study site. 

	N2-FHA SOP: 
	Use with N2 SOP 015_05 Investigator Study Files and Essential Documents

	Details:
	This log should provide a comprehensive list of all protocol deviations that occur at a study site. It is required for clinical research studies. 
This tool is complementary to, and does not replace, the form used to report individual protocol deviations to the Fraser Health Research Ethics Board (FHREB). Deviations should be reported to the FHREB and sponsor as required.  
The column headings indicated on the below log are only suggestions and may be modified to meet study needs.

	Rules & Regulations
	HC Guide - 0068 – Not applicable 

	Best Practice Recommendations:
	· To ensure completeness and accuracy of the data record, record protocol deviations in the tracking log as they occur. 
· Number each page and maintain this log in the Essential Documents Binder, behind the ‘Protocol Deviations’ tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.)
· Store pages in reverse chronological order, with the newest pages of the log placed at the front of the section. 

· At the conclusion of the study, identify the final page of the log by checking the box in the footer.

· Remove this Summary Sheet before use of the log.


Log Revision History:
	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	16NOV2011
	First approved version

	2.0
	14MAR2012
	Updated Summary Sheet and added check box to footer
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Protocol Deviation Tracking Log

	Protocol ID/Number:
	
	Site Name/Number:
	

	Protocol Title (Abbreviated):
	
	
	

	Principal Investigator:
	
	Page number [1]:
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No.
	Subject
ID
	Date of Deviation
	Date Identified
	Deviation Description
	Dev. Type [2]
	Resulted in AE?
	Did Subject Continue in Study?
	Meets IRB Reporting Req.
(Yes/No)
	IRB Reporting Date
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Form Instructions: 

[1] Each page should be separately numbered to allow cross-referencing (e.g., deviation #2 on p. 7)

[2] Deviation Type: (A-I and a-o) See codes below – Enter the appropriate deviation code from the list. 

Protocol Deviation Codes:

A. Consent procedures

B. Inclusion/Exclusion criteria

C. Concomitant Medication/Therapy

D. Laboratory Assessments/Procedures

E. Study Procedures

F. Serious Adverse Event Reporting/Unanticipated Adverse Device Effect

G. Randomization Procedures/Study Drug Dosing

H. Visit Schedule/Interval

I. Efficacy Ratings

Further Examples:

a. Patient receives wrong dose 

b. Patient takes fewer or extra dose(s) of treatment than prescribed 

c. Patient takes all doses but does not take them on time 

d. Patient stops taking the treatment but remains on the study 

e. Patient or clinical team does not comply with measurement times 

f. Patient or clinical team misses some measurements but completes the study 

g. Measurements are incorrect/missing 

h. Measurement times are incorrect 

i. Patient failing to comply with study requirements 

j. Patient drops out before the end of the study 

k. Wrong randomised treatment is prescribed or administered or where incorrect data is collected and documented. 

l. Lab time points missed or late

m. Missed data points in CRF’s as a result of error (rather than an intention to misrecord information)

n. Missed follow up visits due to unforeseen circumstances. 

o. Other
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