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HUMAN RESEARCH ETHICS COMMITTEE FORM

	
Please Note: 

This form was created via the University’s online system (IRMA) and the information provided is recorded in the University’s research office database. 

This information is used to assess the ethics submission under the National Health and Medical Research Council’s (NHMRCs) National Statement on Ethical Conduct in Human Research (2007) by the University Ethics Committee and its expert advisers, including the RPAH Clinical Trials Subcommittee.  

Sign off by researchers is provided online in IRMA and will not be displayed in this document.
 



	ADMINISTRATIVE DETAILS



[bookmark: TitleOfApplication]Title: Extrinsic Emotion Regulation Strategies and Perceived Efficacy
[bookmark: CITitle][bookmark: CiForename][bookmark: CiSurname]Chief Investigator: Mr Kit Double
[bookmark: CiFaculty]Primary Faculty/Department: Psychology; Faculty of Science

[bookmark: AllInvestigatorNames]Investigators: Double Kit; MacCann Carolyn; Pinkus Rebecca; Walker Sarah; Xu Vicky;

[bookmark: Grants]Grants linked: 

[bookmark: ExternalAuthorities]External Authorities: 

Additional Information:
[bookmark: Memo1]
 
[bookmark: Memo2]


	QUESTIONNAIRE



[bookmark: Questionnaire]1 - Welcome to the University of Sydney Human Ethics Modification form. Please be aware that if you choose to edit a previous question, your responses to subsequent questions may be deleted. The restore button can be used to refill your previous answers if this occurs.For further information on the application procedure, please consult our <a href="http://sydney.edu.au/research_support/ethics/human/">website</a> or contact the Ethics Office: T +61 2 9036 9161E human.ethics@sydney.edu.auIf you experience any technical difficulties using IRMA, you can also contact Research Support:T +61 2 8627 8183E research.support@sydney.edu.au Please press â€˜Continueâ€™ to progress through the form.
Continue
2 - Is your research project a Clinical Trial?Note: There may be additional governance requirements when modifying aspects of a Clinical Trial protocol
No
3 - Please select the appropriate form
Modification form
5 - SUMMARY OF YOUR PROJECTPlease provide a brief summary of your project in lay language (max. 3 paragraphs)
The aim of this study is to examine if the emotion type (sadness and anger) and emotional intensity (low and high) of the situation others experience impacts which emotion regulation strategy people will chose to use in order to regulate others’ emotions. This study will use an online task where participants are told they are paired with another person in an image-viewing task to either view the images or give advice to the person viewing the images. However, everyone will be assigned to the ‘give advice’ role. Participants will be asked to select an emotion regulation strategy from the presented options to help their partner regulate their emotions when viewing the images (give advice). The participant is unaware the other person tasked with viewing the images does not exist.
12 - Provide a brief update on the progress of your current project to date (max. 3 paragraphs).For example: briefly describe work completed, the current recruitment phase or how many participants have been recruited so far, data analysis performed to date.
The current study has not started yet, since approval by the human ethics committee (14/03/21).
13 - EXTENSION OF ETHICS APPROVALAre you requesting an extension of your ethics approval (i.e. beyond the original four (4) year approval period)
No
14 - MODIFICATIONS TO RECRUITMENT OR CONSENTAre you requesting changes to the consent and/or recruitment process?
No
16 - Would you like to change your reimbursement to participants?
No
21 - MODIFICATIONS TO THE STUDY METHODOLOGYWould you like to make changes to the current methodology?
Yes
24 - Describe in lay language the proposed changes to the methodology for this research project. Your response should detail any changes to:  â€¢	the aims or research questions (NB: significant changes to the research aims may require a new application) â€¢	the research plan â€¢	where the study will be undertaken â€¢	participant characteristics or any change in sample size â€¢	how research outcomes will be made available to participants or communities â€¢	how data will be collected, analysed or used â€¢	how data will be stored and accessed (your data management plan) Please ensure you explain the changes in the context of what is currently approved by the ethics committee
There will be additions to the instructions participants receive about the task. They will be presented examples of images their 'partner' will see, so that they can better understand what their 'partner' (who is tasked with reacting to the images) might experience.
25 - Provide a justification or explanation for requesting each of the changes to your study methodology and include reasons the new approach is appropriate and will contribute to the aims of the studyNote: Your study should be "designed or developed using methods appropriate for achieving the aims of the proposal" (<a href="https://www.nhmrc.gov.au/book/section-1-values-and-principles-ethical-conduct">National Statement section 1.1 b</a>).
Participants will be shown examples of images their 'partner' will be viewing, this allows them to better engage with the task by having an opportunity to view and experience the images that elicit negative emotions in varying intensities. This may better inform the context and role of giving their partner advice to regulate their emotions.
23 - CHANGES TO RESEARCH PERSONNEL Are you removing research personnel from your project? Please ensure you also make the relevant changes to personnel listed on the coversheet of this form
No
26 - Are you adding research personnel to your project?Please ensure you also make the relevant changes to personnel listed on the coversheet of this form.
No
28 - CONFLICTS OF INTERESTComment on any conflicts of interest that may arise as a result of any of your proposed amendments or personnel changes or any changes to funding sources and describe how these will be managed Note: All conflicts of interest and funding sources should be declared to participants (See the <a href="https://www.nhmrc.gov.au/book/chapter-2-2-general-requirements-consent">National Statement section 2.2.6h-2.2.6i</a>).
There are no known or anticipated conflicts of interests that may result from the proposed modifications as we are only adding a few images from an international image database.
30 - RISK AND INCONVENIENCEDescribe how the changes proposed may result in possible inconveniences or risks to participants or researchers (e.g. changes to confidentiality provisions, physical or psychological risks, increased time commitments).Detail any additional action or support you will need to put in place to manage this risk Please see the <a href="https://www.nhmrc.gov.au/book/section-2-themes-research-ethics-risk-and-benefit-consent">National Statement chapter 2.1</a> for further guidance on assessing and managing risk.
The new images added may be mildly upsetting for participants to view. However, both the recruitment materials and the participant information statement state that participants may be shown negative images, such that participants have consented to see such images. 
Specifically:
* Recruitment ads already state that participants may be assigned to “view some emotionally negative material”. 
* The PIS states that participants may be assigned to “view some negative stimuli (e.g. images, videos)”

31 - COMPLIANCEAre there any implications for compliance with legislative or governance requirements? (e.g. changes necessitating additional permissions or approvals, changes with privacy implications, changes to collection or use of human tissue, changes which impact clinical trials governance  etc.)
No
32 - CHANGES TO DOCUMENTATION Do any of your proposed changes necessitate amendments to documentation such as invitations, recruitment flyers, surveys, interview questions, participant information statement or consent forms?If yes, please describe each of the changes and attach new or amended documents. Note: New and amended documents are to be uploaded with your application. When revising current approved documents you should provide both a copy with the changes tracked or underlined and a final clean document. Please ensure version numbers/dates are updated. 
No
11 - FORM COMPLETEYou have now completed this form. After selecting 'Continue' below, please remember to upload all supporting documents to your application. If you are revising current approved documents you should:i.	Provide a copy with the changes tracked or underlined  ii.	Provide a final clean document iii.	Ensure version numbers are updated. After completing your application you need to return to the 'Coversheet' tab and press the 'Submit' button. You are reminded that this form will only be reviewed once all the necessary declarations are complete.
Continue
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