Research and Ethics Advisory Committee 

ANNUAL REPORT FORM

Project No:




Date of REAC Approval:

Dates of report from …../……/…….
To 
…/…../………

Project Title:

Principal Investigator:



Department:



Trial Coordinator:




Commencement date



Anticipated finish date


Anticipated No of BH Patients


Anticipated No of Total Patients


Date first BH patient entered


Date last BH patient entered


Total BH patients to date


Study status (eg Active/Closed to accrual/closed)
	1.
Give a brief statement of progress since the previous report and results, if any, including title of publication, where appropriate.

Includes issues of 

· efficacy,

· administrative issues such, as in the investigator’s opinion, whether the study should continue or not

· budget – has the study stayed on budget

· anticipated year of study steps such as year of closure of accrual or study closure or whether the study is to be extended beyond original plan

· anticipated publication date



	2.           If the approval was subject to certain conditions, have these conditions been met?

              If not, please give details.



	3.
What significant changes have occurred, or are intended, to the project as approved?


[Please include changes to study personnel] 



	4a.
Give details of any unanticipated issues that have emerged in the course of the project.  For example, serious (SAEs) or unexpected adverse incidents, or effects on participants. Please attach a summary of any SAEs which have occurred since the last report.

4b.
Give details of any complaints received concerning the conduct of the research




	5.
If the approved consent procedures have not been followed, give details.
 



	6.
Have the approved procedures  for confidentiality and security of data been followed?

If not, please give details.



	7.
Has data collection been completed?     



Yes

No


Will there be any further involvement of human participants?
Yes

No


Is this the final report?





Yes

No



	8.
If this is the final report please give brief details on the outcomes or benefits resulting from the research and any further avenues of research which may have opened up as a result.  The Committee is particularly interested in your comments on ethical issues which might assist in the future.
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