ALFRED HOSPITAL ETHICS COMMITTEE

Progress and Final Report Form

· Alfred Ethics Committee approval for the project is ongoing but will lapse if the progress report is not received by the anniversary of the approval date, a date decided by the Ethics Committee or the report is deemed to be unsatisfactory by the Ethics Committee. All relevant sections of this report must be completed, otherwise the report will be considered invalid.

· All researchers are required to complete Sections A, B, C and E.

· Upon completion of the project, Section D Final Report must also be completed.

· If the Alfred Hospital Ethics Committee’s approval covers more than one site, please provide a report specific to each site.

· Please email your completed progress report and any attachments to research@alfred.org.au 
· If the email is not sent from the principal researcher’s email address, the principal researcher’s electronic signature must be inserted (view Forms toolbar, unlock form by clicking on padlock icon, paste in signature). 
	A.
	PROJECT DETAILS

	1.
	Alfred Ethics Committee (HREC) project number
	     

	2.
	Project title
	     

	3.
	Alfred HREC approval date
	     

	4.
	Principal researcher/s
	     

	5.
	Names of other research personnel
	     

	6.
	Research coordinator / contact person
	name:      
email:      
phone:      
postal address:      

	7.
	Have there been any changes to research personnel since the project was approved, that you have not yet informed us about?
	Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If Yes, please fill out and attach Changes to Research Personnel Form:

http://www.alfredresearch.org/ethics/amend.htm#personnel


	B.
	PROGRESS SUMMARY

	1.
	Status of the project

If the project has been completed, terminated or abandoned, please fill out Section D Final Report
	Data collection commenced?
 FORMCHECKBOX 
  [insert commencement date]
Data collection completed?
 FORMCHECKBOX 
  [insert completion date]
Project terminated?   FORMCHECKBOX 
      Abandoned?   FORMCHECKBOX 
      Not begun?   FORMCHECKBOX 

If commencement is significantly delayed, is the information in the application still current?   FORMCHECKBOX 




	2.
	Have you received interim results from the project?
	Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If Yes, please provide details:       

	3.
	Have you published any interim results?
	Please list publications:

     

	4.
	Does the project involve recruitment of participants?
	Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 
  If No, please go to Question 4.

Total number of participants recruited at this site?  [insert number recruited]
Recruitment completed?

Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

Participant involvement completed?
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

Delays in recruitment?


Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

[please provide details / will this affect study outcomes]
Number of participants withdrawn from study?  [insert number]
[please provide numbers and reasons for withdrawal]

	5.
	Projects not recruiting participants
	Total number of samples/records accessed at this site?  [insert total]


	C.
	RESEARCH CONDUCT

	1.
	Is the project being conducted in compliance with the approved protocol?
	Yes
 FORMCHECKBOX _

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  [please provide details]
Current version being used:

[Version number, date and date approved by Ethics Committee]

	2.
	Amendments
	In this reporting period have there been changes to:

· the protocol?



Yes   FORMCHECKBOX _

 FORMCHECKBOX 

· the PICF?




Yes   FORMCHECKBOX _

 FORMCHECKBOX 

· recruitment material/methods?

Yes   FORMCHECKBOX _

 FORMCHECKBOX 

· financial arrangements?


Yes   FORMCHECKBOX _

 FORMCHECKBOX 

· other?




Yes   FORMCHECKBOX _

 FORMCHECKBOX 

Have these changes been submitted to the Ethics Committee for review?      Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If No, please explain why not?       

	3.
	Participant Information and Consent Forms (PICFs)

not applicable  FORMCHECKBOX 

Do not fill in if study does not involve recruitment of participants using a PICF
	Where are the signed originals of the PICFs kept?       
Have participants been given a copy of the signed PICF?

Yes
 FORMCHECKBOX 
  

No
 FORMCHECKBOX 
  [please provide details]
Has the study been listed in the alert section of the participants’ medical record on Powerchart, if an Alfred Health patient?
Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 
  [please explain why]
Please list the most recent version/s used:

[Version number, date and date approved by Ethics Committee]


	4.
	Consent

Does the project involve medical emergency, procedural authorisation, ‘person responsible’ consent (under the GAA Vic) or has a waiver of the requirement for consent been granted by the Ethics Committee?

Not applicable  FORMCHECKBOX 


	In this reporting period, how many patients have been enrolled via: 
Medical Emergency (S42A)?  [insert number]
Has this been documented in the medical record for each case*?      Yes   FORMCHECKBOX 
      No   FORMCHECKBOX 

Procedural Authorisation (S42T)?  [insert number]
Has a S42T certificate been submitted to the Office of the Public Advocate and the Ethics Office in each case*?     Yes    FORMCHECKBOX 
    No     FORMCHECKBOX 

‘Person Responsible’ consent?   [insert number]
Has a copy of the PRICF been filed in the medical record in each case*?      Yes   FORMCHECKBOX 
      No   FORMCHECKBOX 

* If you have indicated No, please explain:  [please provide details]

	5.
	Access to patient information

not applicable  FORMCHECKBOX 

Attach an additional page if necessary.
	Data source
(eg Cerner PowerChart, VSTORM, VOTOR, TraumaNet)
	Personnel with access to patient

information
	Do all personnel have ethics approval to access patient information?

	
	
	     
	     
	     

	
	
	     
	     
	     

	
	
	     
	     
	     

	
	
	     
	     
	     

	6.
	Serious Adverse Events (SAEs), including SUSARs
	In this reporting period have there been any SAEs, including SUSARs, or significant events that impact on the study, and/or involve Alfred Health patients?
Yes   FORMCHECKBOX _ FORMCHECKBOX 
      No   FORMCHECKBOX 
  If No, go to Question 7
If Yes, have you informed the Ethics Office of these events?
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If No, please provide details:       

	7.
	Line listings of SAEs and SUSARs
not applicable  FORMCHECKBOX 

For sponsored studies only
	Have line listings been received from the sponsor at least 6-monthly?

No
 FORMCHECKBOX 
 [If No, please provide reason]
Yes
 FORMCHECKBOX 
 
If Yes, has the Principal Researcher reviewed all listings and reported anything of significance to the Ethics Committee?

 FORMCHECKBOX 
 No, listings not reviewed 
 FORMCHECKBOX 
 No, listings reviewed but significant events not reported yet

Please ensure this is done promptly

 FORMCHECKBOX 
 Yes, reviewed but nothing to report
 FORMCHECKBOX 
 Yes, reviewed and reported 

[Insert date(s) significant event(s) reported to EC]

	8.
	Issues of ethical significance
	Have findings of ethical significance arisen at this site or elsewhere?

No
 FORMCHECKBOX 
  please go to Question 9
Yes
 FORMCHECKBOX 
  [please provide details]
If Yes, have you informed the Ethics Office of these events?
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

Have participants been informed of these events?

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 
  [please provide details of why not]


	9.
	Data safety monitoring and Monitoring Board
not applicable  FORMCHECKBOX 

	Is there a safety monitor/committee? 
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

In the reporting period, have any reports been received?
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If Yes, have these reports been submitted to the Ethics Office?
Yes   FORMCHECKBOX _

 FORMCHECKBOX 
      No   FORMCHECKBOX 

If No, please explain:  [please provide details]

	10.
	Privacy and Confidentiality of Data
	Please describe how security and confidentiality of data is maintained:

     
Please list people, by role, who have access to data storage area:

     
Please list people, by role, who have access to data:

     

	11.
	Quality Control

not applicable  FORMCHECKBOX 

	Please provide details of the quality control checks undertaken, relating to equipment/lab services that are being used in the project, and their frequency:

     

	12.
	Registration

not applicable  FORMCHECKBOX 

	Has the trial been registered with a WHO-accredited clinical trials registry?

Yes
 FORMCHECKBOX 
  [name of registry, registration number, date]
No
 FORMCHECKBOX 
  [please explain why not]

	13.
	Self audit
	The Ethics Committee requires that all relevant members of the research team complete the Self Audit for Research Personnel annually.

http://www.alfredresearch.org/ethics/Alfred%20Self%20Audit%20Tool.doc
Please list the names of those who have completed the Self audit in the last 12 months:

     

	14.
	External audit
	Has the project been audited by someone other than the Alfred Ethics Office?

Yes
 FORMCHECKBOX 
  please attach report

No
 FORMCHECKBOX 


	15.
	Insurance

not applicable  FORMCHECKBOX 

	Is the insurance certificate current?

Yes
 FORMCHECKBOX 
  please attach copy

No
 FORMCHECKBOX 
  please explain why not

	16.
	Compensation
	Have any compensation payments (damages) been awarded to any participants as a result of their participation in this study?

Yes
 FORMCHECKBOX 
  [please provide details]
No
 FORMCHECKBOX 


	17.
	Budget
	Is the project running to budget?

On budget  FORMCHECKBOX 
      Over Budget  FORMCHECKBOX 
      Under Budget  FORMCHECKBOX 



	D.
	FINAL REPORT
	Not applicable   FORMCHECKBOX 


	1.
	Study status
	The final results have been published or presented
 FORMCHECKBOX 

The study documents are ready for archiving

 FORMCHECKBOX 

Data analysis is complete and a Lay Summary of Findings is included in this report




 FORMCHECKBOX 


	2.
	Lay summary of findings Briefly summarise the findings in Plain English (no more than one page)
	     

	3.
	Details of any publications accepted or in press
	     

	4.
	Details of any presentations given
	     

	5.
	Have study participants been informed of the results? How?
	     

	6.
	If the project has been completed with no plans for publication, please explain why
	     

	7.
	Do you think there might be any changes in practice at this hospital as a result of this project?
	     

	8.
	Archiving
	If this project is being archived, using the Alfred Ethics Office archiving service please read the guidelines, fill in and submit the form at: http://www.alfredresearch.org/ethics/archiving.htm
If the study documents have already been archived, or are not being archived using the Alfred Ethics Office archiving service, please indicate where they are/will be stored:       


E.
SIGN-OFF

If there is more than one principal researcher for this project under this approval, I confirm that this report has been reviewed and accepted by the other principal researcher(s). 
(Please email this report to the other principal researchers after sign-off). 
I confirm that this report accurately reflects the progress of the project as of:

	[insert date here]
	
	[print name here]

	Date

	
	Name of Principal Researcher

[view Forms toolbar, unlock form by clicking on padlock icon, paste in signature here]

	
	
	Signature of Principal Researcher


[Office use only: Alfred Ethics Office Acknowledgement]
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