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APPLICATION TO AMEND A RESEARCH PROJECT PREVIOUSLY GRANTED FACULTY RESEARCH ETHICAL APPROVAL

Amendments may include changes to the terms of the FREC application, the protocol or any other supporting documentation for the trial.  Applicants should consider;

a) Any change in the research proposal

b) The safety or physical or mental integrity of the subjects of the trial

c) The scientific value of the trial

d) The conduct or management of the trial

e) The quality or safety of any investigational medicinal product used in the trial

>>>FORMS MUST BE SIGNED<<<

>>>please use UNEQUIVoCAL language and avoid jargon<<<
Applicant name, address and contact details
    
Module Leader / Supervisor (if relevant)

	
	
	


Title of Research Project/Activity

	


Original Ethics 

Committee ref no:             Start date for the project              Expected end date for the project: 

                                                                       


      (FREC/RCO must be advised upon completion)

	





	
	
	
	


Brief description of proposed amendment

	


Rationale for the amendment
	


Ethical issues identified:


       How these will be addressed:
	
	
	


List of accompanying documentation to support the application: (please tick boxes for “YES”)

(Enable macros to use tick boxes)
[image: image1.wmf]A copy of the amended Research proposal with changes/additions highlighted
[image: image2.wmf]The details of any changes in arrangements for participation of human subjects or material, (including recruitment, consent and confidentiality procedures and documentation as   appropriate)
[image: image3.wmf]A copy of any amended/additional documentation provided to the volunteer to ensure the clarity of information provided


[image: image4.wmf]Copies of appropriate other ethical committee approval of amendments (internal or external) or supporting documentation
[image: image5.wmf]A list of any additional proprietary drugs or commercial drugs to be used in the proposed investigation including formulation, dosage and route of administration and known adverse side effects
[image: image6.wmf]For any additional investigators, a brief one page curriculum vitae, including recent publications 
[image: image7.wmf]Other Documentation 
There are four possible outcomes from reviewing the activity against the procedures in place:

1. no ethical issues

2. minor ethical issues which have been addressed and concerns resolved

3. major ethical issues which have been addressed and concerns resolved

4. ethical issues that have not been resolved/addressed
The reviewer advises the PMB/REC of those activities in the first three outcomes.

Activities in the fourth outcome are submitted to the Faculty REC for resolution

Authorisation
By signing this form, you confirm that you have read, understand and will comply with the above ethical guidelines
	Signature of researcher / student
	
	Date:

	Signature of supervisor 

(if applicable)                      n/a [image: image8.wmf]
	
	Date:

	Appropriate authorising signature 

(if applicable)                     n/a [image: image9.wmf]
	
	Date:


This form complies with the DMU policy statement on Human Research Ethics; a full copy of which can be found in the General Regulations and Procedures Affecting Students.

A separate form is required for each project.

Application forms completed by PG Research students or staff should be returned to the Research and Commercial Office, Faculty of Health and Life Sciences, 1.25 Edith Murphy House. Phone: 6122 / 7891, e-mail HLSFRO@dmu.ac.uk
Application forms completed by UG or PGT students must be returned to the relevant administrative or academic staff involved with the particular module
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