	SECTION 1
	HREC No
	     

	Sir Charles Gairdner Group (SCGG) Human Research Ethics Committee (HREC)

	APPLICATION TO UNDERTAKE RESEARCH

INVOLVING HUMAN PARTICIPANTS

	Review Stream
	 FORMDROPDOWN 


	1. 
	Title Of The Project

	
	     

	2. 
	Lay Title

	
	     

	3. 
	Protocol No
	     

	
	

	4. 
	Principal Investigator

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

	Organisation
	     

	Address
	     
	     

	
	     
	Suburb
	     

	State
	     
	Postcode
	     
	Country
	     

	Telephone
	     
	Email Address
	     

	5. 
	Site Investigator   This investigator must be employed by SCGH, OPH, SDH or an affiliated institute.  May be same as above.

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

	Department
	     
	Floor & Block
	     

	Organisation
	Sir Charles Gairdner Hospital
	Street
	Hospital Ave

	Suburb
	NEDLANDS
	State
	WA
	Postcode
	6009

	Telephone
	     
	Email Address
	     

	6. 
	Contact Person

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

	Department
	     
	Floor & Block
	     

	Organisation
	Sir Charles Gairdner Hospital
	Street
	Hospital Ave

	Suburb
	NEDLANDS
	State
	WA
	Postcode
	6009

	Telephone
	     
	Email Address
	     

	7. 
	Associate Investigators:
	Employer

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	
	     
	     

	8. 
	Have all members of the study team completed the Conflict of Interest form?
	 FORMDROPDOWN 


	9. 
	Are all members of the study team employees of Sir Charles Gairdner Hospital?
	 FORMDROPDOWN 


	If NO
Any members of the research team not employed by SCGH who are coming on site will need to provide evidence of insurance (public liability)

	
	

	
	FINANCIAL SUPPORT

	
	

	10. 
	Who is funding the project (please tick all that apply)

	 FORMCHECKBOX 
  Grant
	 FORMCHECKBOX 
  Commercial Sponsor
	 FORMCHECKBOX 
  Internal Budget of Dept
	 FORMCHECKBOX 
  Collaborative Group

	 FORMCHECKBOX 
  Other  (please specify)
	     

	Funding Source
	     

	Address
	     

	For invoicing purposes please provide the name and address of organisation paying for trial review charges (if other than sponsor listed above).  Must be an Australian Entity

	Organisation
	     

	ABN
	     

	Address
	

	

	11. 
	Has this research study been registered with one of the following registers?
	 FORMDROPDOWN 


	If ‘Yes’, please tick the relevant box below.

	 FORMCHECKBOX 
Australian New Zealand Clinical Trials Registry http://www.anzctr.org.au/Default.aspx 

	 FORMCHECKBOX 
Clinicaltrials.gov www.clinicaltrials.gov

	 FORMCHECKBOX 
Other (please name)      

	Registry No:         

	

	ETHICAL REVIEW

	

	12. 
	Has the protocol been, or going to be, submitted to another HREC?
	 FORMDROPDOWN 


	If 'Yes', nominate Institutions where the project is proposed or in progress and provide details of any significant amendments required by other centres. 

IF APPROVED PLEASE PROVIDE INSTITUTION AND ETHICS NUMBER

	     

	

	13. 
	BACKGROUND AND AIMS OF THE PROJECT – (LAY SUMMARY) (maximum 1 page)

	

	This must be in lay terms, understandable to a 13 year old. Please provide details on Background, Aims, and Method clearly stating the research questions and/or hypothesis being tested. For trials involving therapeutic agents this should clearly state, if relevant, how the proposed study is different to standard care.

	Background:

     


	Aims:

     


	Methodology:

     


	

	ethical aspects of this study (please refer to the National Statement on Ethical Conduct in HUMAN RESEARCH (2007) Please provide clear lay descriptionS .http://www.nhmrc.gov.au/publications/synopses/e72syn.htm  

	

	14. 
	DURATION OF PROJECT
	From
	     
	To
	     

	
	

	
	POSSIBLE BENEFITS OF THIS RESEARCH

	15. 
	To the individual

	
	     

	16. 
	To humanity generally

	
	     

	17. 
	What is the potential for risk or harm for those participating in the study?  (Harm includes, but is not limited to, physical, psychological, social, cultural and financial burdens). 

	
	     


	18. 
	How will this risk/harm be minimised?

	
	     

	
	

	
	RECRUITMENT

	

	19. 
	Recruitment Numbers
	Whole of study
	     
	On site
	     

	20. 
	Recruitment Duration
	     

	21. 
	Treatment Duration
	     

	22. 
	Estimated Length Follow Up
	     

	23. 
	Where will the participant follow-up/study management occur(venue)?

	
	 FORMCHECKBOX 
  Ward
	 FORMCHECKBOX 
  OP Clinic
	 FORMCHECKBOX 
  Community
	 FORMCHECKBOX 
  Research Dept

	
	 FORMCHECKBOX 
  Other (specify)
	     

	
	

	24. 
	Where will participants (including control participants, if applicable) be recruited from?

	
	     

	25. 
	Outline the process to be used for participant recruitment (including control participants).

	
	     

	26. 
	Who will be responsible for obtaining consent from the participants?

	
	     

	27. 
	Does recruitment involve the circulation/publication of an advertisement, letter, poster etc?
	 FORMDROPDOWN 


	
	If ‘Yes, please attach the copies for review and details of publication.

	
	

	
	ABORIGINAL & TORRES STRAIT ISLANDER PEOPLES

	28. 
	Does the research specifically target Aboriginal & Torres Strait Islander Peoples or is the sample likely to include a significant percentage of them? 
	 FORMDROPDOWN 


	
	If  'Yes', refer to the WAAHEC website http://www.ahcwa.org.au/ethics/ .

	
	

	
	CAPACITY TO CONSENT

	29. 
	Will any of the participants lack the capacity to give consent e.g. children, and young people, people with cognitive impairment or unconscious persons.
(Chapters 4.2, 4.4 and 4.5 of the National Statement)
	 FORMDROPDOWN 


	
	Please explain your answer, with reference to ways in which you will manage inclusion of any such persons.

	
	     

	
	

	
	HIGHLY DEPENDENT ON MEDICAL CARE

	30. 
	Are any of the participants persons highly dependent on medical care?
(Chapter 4.3 of the National Statement) 
	 FORMDROPDOWN 


	
	Please explain your answer, with reference to ways in which you will manage inclusion of any such participants.

	
	     

	
	

	
	PERSONS IN A DEPENDENT OR UNEQUAL RELATIONSHIP

	31. 
	Are any of the participants in dependent or unequal relationships? (eg if the investigator is the treating doctor)  (Chapter 4.3 of the National Statement) 
	 FORMDROPDOWN 


	
	Please explain your answer, with reference to ways in which you will manage inclusion of any such participants.

	
	     

	
	

	
	IONISING RADIATION

	32. 
	Does your study expose participants to any source of ionising radiation?
	 FORMDROPDOWN 


	
	(Please refer to the Radiation Safety Office at SCGH if unsure)

	
	Please describe how your study will manage any exposure judged as being ADDITIONAL to that expected as part of routine management.

	
	     

	
	

	
	HUMAN TISSUE SAMPLES

	33. 
	Will any samples of body fluid or body tissue be used for this study?
	 FORMDROPDOWN 


	
	If ‘Yes’ please tick the type of samples

	
	 FORMCHECKBOX 
  Blood
	 FORMCHECKBOX 
  Tissue
	 FORMCHECKBOX 
  Other (specify)
	     

	34. 
	If samples are being used please tick which of the following (can be both)

	
	 FORMCHECKBOX 
  Already been collected/stored samples
	 FORMCHECKBOX 
  To be collected

	
	

	35. 
	How will the samples be obtained and who will collect them?

	
	     

	36. 
	Will these samples be identified, and if so how?

	
	     

	37. 
	Where will these samples be analysed?

	
	     

	38. 
	Where will these samples be stored?

	
	     

	39. 
	If samples are to be stored or analysed off-site how will they be packaged and transported?

	
	     

	40. 
	How long will all samples be stored for?

	
	     

	41. 
	How will they be disposed of?

	
	     

	
	

	
	HUMAN GENETIC RESEARCH

	42. 
	Does your study involve human genetic research as defined in Chapter 3.5 of the National Statement, p 41-45?
	 FORMDROPDOWN 


	
	Genetic research may involve study of:

· single or multiple genes, gene-to-gene interaction or gene-environment interaction; 

· acquired somatic variation; 

· inherited gene sequences, and their variants or their products; 

· gene expression, including the influence on those genes of environmental factors, pharmaceutics and other therapeutic products; 

· the genes of individuals, families or populations; 

· epigenetics; 

· use of informatics and genetic information; and 

· clinical phenotypes. 

	
	If ‘Yes’ then please address all aspects described in that section relevant to your proposed study.

	
	     

	
	

	
	LIMITED DISCLOSURE, CONCEALMENT OR DECEPTION OF PARTICIPANTS

	43. 
	Does your study involve limited disclosure, concealment or deception of participants
	 FORMDROPDOWN 


	
	Refer to Chapter 2.3 of the National Statement, p 23-24.  If ‘Yes’ please attach.

	
	

	
	ASSISTED REPRODUCTIVE TECHNOLOGY (ART)

	44. 
	Does your study involve ART as defined in the Ethical Guidelines on the Use of Assisted Reproductive Technology in Clinical Practice and Research (http//www.nhmrc.gov.au/publications/synopses/e56syn.htm)  If ‘Yes’ please attach.
	 FORMDROPDOWN 


	
	

	
	RESEARCH INVOLVING FOETAL TISSUE

	45. 
	Does your proposed research include work with human embryos?  Refer to Chapter 4.1 of the National Statement, p 51-54.  If ‘Yes’ please attach.
	 FORMDROPDOWN 


	
	     

	
	

	
	INFORMATION SHEET AND CONSENT FORM

	46. 
	Will you obtain written consent from each participant?
	 FORMDROPDOWN 


	
	If ‘Yes’, please attach a copy of the Participant Information Sheet and Consent Form that will be given to and signed by participants.  (Refer to the Participant Information Sheet and Consent Forms Templates available on-line http://www.scgh.health.wa.gov.au/Research/Forms.html 

	
	Please note:  If a waiver of consent is requested please address the points outlined in 2.3.6 of the National Statement p24 in a separate letter with your submission

	
	

	
	REMUNERATION

	47. 
	Is any financial remuneration or other benefit being offered to participants in the study?
	 FORMDROPDOWN 


	
	If yes, please state how much or what, will be offered and for what purpose, refer to the National Statement and Alert.  Justify the level of remuneration or benefit noting the guidelines established by NH&MRC (see 2.2.10 of the National Statement p20)

	
	     

	
	

	
	CONFIDENTIALITY AND PRIVACY

	48. 
	Does the project require a "Covenant of Confidentiality"?  Anyone having access to named data/hospital records, for this study, not employed by Sir Charles Gairdner Hospital will need to sign the Covenant of Confidentiality.  This document should be updated as required.
	 FORMDROPDOWN 


	49. 
	Does this study use personal information held in public hospital medical records, hospital data base, State based registers (cancer, genetic etc), records from State Departments or other non-Commonwealth Government records?  If using WA Health data please refer to our guidelines?
	 FORMDROPDOWN 


	50. 
	Does this study involve access to data held by a Commonwealth Department or Agency?
	 FORMDROPDOWN 


	
	If your proposed research project involves access to data held by a Commonwealth Department or agency you will have to comply with the privacy principles established under Commonwealth Privacy Legislation. refer to Guidelines under Section 95 of the Privacy Act 1988 

	
	If ‘Yes’, identify source

	
	     

	51. 
	Does this study involve access to data held by a non government organisation? (e.g. GP, Private Hospital, Medical Research Institute, University)
	 FORMDROPDOWN 


	
	If ‘Yes’, identify source

	
	     

	
	If your proposed research project involves access to data held by a Private organisation you will have to comply with the privacy principles established under the amended Privacy Legislation. refer to  Guidelines approved under Section 95A of the Privacy Act 1988 (2001)

	
	

	
	RECORDKEEPING

	
	Facilities must be place in your research area to comply with confidentiality, security and storage of research data.  Please refer to your organisations records retention policy.

	52. 
	How will the confidentiality of participant records and/or study data be maintained? (including laptops, computers and video/digital/audio recordings if used)

	
	     

	53. 
	How will participant data be recorded?  (tick all that apply)

	
	 FORMCHECKBOX 
   Electronic CRF
	 FORMCHECKBOX 
   CRF
	 FORMCHECKBOX 
   Database
	 FORMCHECKBOX 
   Other (please specify)

	
	     

	54. 
	How will participant data/study records (CRFs, source documents) be stored?

	
	 FORMCHECKBOX 
  Locked Office
	 FORMCHECKBOX 
  Locked Filing Cabinet
	 FORMCHECKBOX 
  Other (please specify)

	
	     

	55. 
	Where will essential documents be stored during the study?

	
	     

	56. 
	Where will study records be archived?

	
	     

	57. 
	How long will study records be archived?

	
	     

	
	

	
	MONITORING & AUDITS

	
	

	58. 
	Is it expected that the data will be audited?
	 FORMDROPDOWN 


	
	By whom?
	     

	59. 
	Will the study be monitored?
	 FORMDROPDOWN 


	
	By whom?
	     


Site Investigator

· I am the site investigator named on the front page of this application form.

· I accept the legal and ethical responsibilities associated with this study.

· I undertake to ensure that all persons under my supervision involved in this study will also conduct the study in accordance with all such applicable legal requirements and ethical responsibilities.

· I have read the Confidentiality and Release of Patient Information Guidelines.  I declare that I and all researchers participating in this study will abide by these Guidelines.

· I make this application on the basis that it and the information it contains are confidential and that the Sir Charles Gairdner Group Human Research Ethics Committee will keep all information concerning this application and the matters it deals with in strict confidence.

· I and all researchers participating in this study have completed the Conflict of Interest Declaration.

	Site Investigator’s Details

	Name (Please print)
	     
	
	
	

	Signed
	
	
	Date
	


Section 1 2010.dot
30 November 2009
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