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Annual safety report 
	HREC reference number:
	

	Local reference number:
	

	Coordinating Principal Investigator:    
	

	HREC approval date:
	

	Date of this report:
	

	Open to Accrual Date:
	

	Date of last Annual Safety Report  (if applicable):
	

	Title:
	

	Other Participating Site names:
	


A. Protocol Summary:

Please provide a summary of the trial’s objectives and endpoints:

<Insert study details>
Please provide the following information including the enrolment target by site:

1. Study status (Open, Closed to Accrual, etc.):
<Insert study status>
2. Enrolment:
	Total enrolment target for the trial
	Current total enrolment for all sites
	Enrolment target  for Barwon Health
	Current total enrolment for Barwon Health

	
	
	
	


3. Participating sites enrolment targets (if applicable):

	Site name 
	Enrolment target for site
	Current total enrolment for site

	<Insert details, more rows if needed>
	
	

	
	
	


4. Target accrual date:  <Date>
5. For all screen fails please list reasons for screen failure.  This data must be cumulative for the entire trial and include screen fails from all participating sites.
	Site name Name
	Subject number*
	Reason for screen fail

	<Insert details, more rows if needed>
	
	

	
	
	

	
	
	

	
	
	


6. For all subjects withdrawn please list reasons for withdrawal.  This data must be cumulative for the entire trial and include withdrawals from all participating sites.
	Site name 
	Subject number
	Reason for withdrawal

	<Insert details, more rows if needed>
	
	

	
	
	

	
	
	


(An enrolment/subject screening log with screen fail and withdrawal information may be provided instead of extensive lists.  Please be sure to remove subject names prior to submitting.)

7. If this is a phase I dose escalation trial, describe the dose cohort accruing or open to accrual:
B. Current Enrolment:
Please summarize enrolment using the table below.
	
	Total number to date for all sites
	Number since last report for all sites (if applicable)
	Total number to date for Barwon Health
	Number since last report for Barwon Health

	Number of patients screened
	
	
	
	

	Number of screen fails
	
	
	
	

	Number of subjects enrolled
	
	
	
	

	Number of subjects withdrawn
	
	
	
	


C. Toxicity Data: 

1. Using the table template below OR Excel spreadsheet; please provide a summary of related or suspected-related
 toxicity data for all patients enrolled.  This data must be cumulative for the entire trial and include data from all subjects enrolled at all participating sites.  For documenting the # of AEs per AE type count the highest grade event once per patient.  There should never be more events for a given AE than the number of patients enrolled in the study.  Then calculate the % by dividing the # of AEs by the number of subjects treated.
Suspected or Known to be Intervention-Related AEs
	Site name 
	Adverse event
	Any grade
	Grade 1
	Grade 2
	Grade 3
	Grade 4
	Grade 5

	
	
	#
	%
	#
	%
	#
	%
	#
	%
	#
	%
	#
	%

	<Insert details, more rows if needed>
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	


2. Please provide a cumulative summary of all SAEs (to include deaths on study within 30 days of intervention, or deaths determined to be related or suspected-related that occurred at any time).  For all related or suspected-related SAEs include a short narrative for each event. This data must be cumulative for the entire trial and include data from all patients enrolled at all sites.
D. Dose Modifications:
Please provide the number of dose modifications that have been made over the course of this trial to date and then the percentage of modifications made within all of the patients that have been dosed with an investigational product (if applicable).  Then list the primary reason for a particular dose modification and the number of subjects this reason applied to.   This data must be cumulative for the entire trial and include data from all participating sites.
	Number of total Dose modifications made during the trial
	Percentage of dose modifications

	
	


	Primary Reason for Dose Modification
	Number of Subjects With This Reason for Dose Modification

	
	

	
	

	
	

	
	

	
	


E. Protocol Deviations:     
Please provide a summary of protocol deviations.  Please include Corrective and Preventive Action (CAPA) plans if implemented.  This data must be cumulative for the entire trial and include data from all patients enrolled at all participating sites.  A copy of the protocol deviation log may be provided.
F. Protocol Amendments:  

Please summarize. This data must be cumulative for the entire trial.
	Protocol version and date
	Main changes and reasons
	Change to PICF (s) if applicable

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


G. DSMB meetings 
Please provide documentation and meeting minutes from safety teleconferences since the last report.
H. Efficacy Analysis (if available)
:  

Please provide a summary of the intervention’s efficacy analysis if it is available.  
I. Risk-benefit ratio statement:

Please provide a brief discussion of the implications of the safety data to the trial’s risk-benefit ratio and a description of any measures taken or proposed to minimise risks
.

____________________________


______________________

CPI Signature





Date 
____________________________




Report completed by name

____________________________


______________________

Report completed by signature




Date

�The NHMRC guideline states to keep a detailed records of all reported adverse events and maintain up-to-date tabulations and/or line listings.





In the past for the Neonab study the DSMB reviewed all cumulative AEs including those not related.





�This may only be possible after a certain number of subjects- based on statistical analysis plan


�


Here’s example of one that we had to provide the drug manufacturer for the NABNEC pilot study











As of 13 May 2016, the benefit-risk balance of nab-Paclitaxel® in the population currently under investigation in the NABNEC study continues to remain acceptable when nab-Paclitaxel® is used in accordance with the precautions, dosing and safety monitoring outlined in the study protocol.








