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	Please ensure that you have identified Covenant Health as a site under the Health Research Ethics Board (HREB) - HERO application form under 1.5 “Study Locations and Sites”, 2.0.; this allows us to access your file and all relevant documents.  If a protocol and sponsor agreement is not included in your HREB application, please submit those documents along with this application.

All documents can be submitted via email to: research@covenanthealth.ca or via mail to the address listed at the bottom of the page.  If you have questions, please contact the CHRC for assistance at 780.735.2274.

	POLICY AND ETHICS - All researchers doing research at Covenant Health are expected to comply with the following:

1) The Tri-Council Policy Statement, Version 2 (TCPS)
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/
2) The Health Information Act (HIA)
http://www.oipc.ab.ca/pages/HIA/ReadAct.aspx
3) Freedom of Information and Protection of Privacy Act (FOIP)
http://www.oipc.ab.ca/pages/FOIP/ReadAct.aspx
4) The Health Ethics Guide
http://www.chac.ca/resources/ethics/ethicsguide_e.php
5) The Covenant Health Research Policy No. III-10
Policy III-10 2011May or visit Compassion Net at: http://compassionnet.ca/Policies.asp
LOGO - The Covenant Health logo has been provided to you for use within study documents - those already vetted through the approval process at both the HREB and further, through the CHRC as part of our approval process.  Should you require the use of the CH logo for any additional documents not already approved through the HREB and CHRC, please contact the CHRC as prior approval of logo use is required.

MEDIA - Should your study become the subject of media attention or report, please provide CH with prior notice in order to prepare for any resulting media questions or statements.

KNOWLEDGE TRANSFER (KT) - It is important that you provide a copy of the final research report or paper to the CHRC upon completion of the study, both for us to complete our files and to have the opportunity to incorporate your important research project as part of our knowledge transfer initiatives.  You are eligible to submit a paper, article or abstract for inclusion in the “Covenant Health Research” publication.  You are also eligible to provide a presentation in various formats and for various ongoing events, including a lecture or poster presentation as part of the annual CH “Research Day”.  If you require assistance with Knowledge Transfer planning – developing pre-study and/or post-study KT, or if you are interested in participating in one of our ongoing events with your study, please contact the CHRC office. 

The CHRC may reference your name, study name, and location of study in various Covenant Health research publications, reports, sessions or internal/external website, unless you advise us to the contrary in writing.

Your signature indicates that you have read and understand the implications for your study 
(electronic signature is acceptable):


______________________________________

____________________________________
Signature                                                                                Date Signed



	1.
	Full Long Title of Study:
     

	2.
	Human Research Ethics Board (HREB) Study # (i.e. Pro00001234):
          

	3.
	Name of Principal Investigator:          
Mailing Address:          
	Phone Number:      MACROBUTTON  AcceptAllChangesInDoc      
Fax Number:          
Email:          

	4.
	Specify Research Coordinator and/or Research Assistant(s) who will be involved with this study:

	
	Name:          
Mailing Address:          
	Phone Number:      MACROBUTTON  AcceptAllChangesInDoc      
Fax Number:          
Email:          

	5.
	Locations participating in the study:
(For a listing of patient populations served within each location, please reference http://www.covenanthealth.ca/facilities.html)

	
	Banff:
 FORMCHECKBOX 
 Mineral Springs Hospital  MACROBUTTON  CheckBoxFormField 
Bonnyville:
 FORMCHECKBOX 
 Bonnyville Health Centre 

Camrose:
 FORMCHECKBOX 
 St. Mary’s Hospital 

Castor:
 FORMCHECKBOX 
 Our Lady of the Rosary Hospital 

Edmonton:
 FORMCHECKBOX 
 Edmonton General Continuing Care Centre 
 FORMCHECKBOX 
 Grey Nuns Community Hospital 
 FORMCHECKBOX 
 Misericordia Community Hospital
 FORMCHECKBOX 
 Villa Caritas
 FORMCHECKBOX 
 St. Joseph’s Auxiliary Hospital 

Killam:
 FORMCHECKBOX 
 Killam Health Centre
	Lethbridge:
 FORMCHECKBOX 
 St. Michael’s Health Centre 
 FORMCHECKBOX 
 St. Therese Villa 

Medicine Hat:
 FORMCHECKBOX 
 St. Joseph’s Home
Mundare:
 FORMCHECKBOX 
 Mary Immaculate Hospital 

St. Albert:
 FORMCHECKBOX 
 Youville Home 

Trochu:
 FORMCHECKBOX 
 St. Mary’s Health Care Centre 
Vegreville:
 FORMCHECKBOX 
 St. Joseph’s General Hospital 

Alberta Health Services (AHS) Locations:
     

	
	
	

	6.
	List all departments/units that will be impacted by the study and how they will be impacted (i.e. Health Records – charts pulled…; Family Medicine Clinic – patients recruited…; )

Dept/impact:      ;      ;      ;      ;      ;      ;      ;      ;      ;      ;      ;      ;      ;      ;

	7.
	Estimated duration of project: 

Start Date:      
	Completion Date:      


	8.
	Type of study (mark all that apply) 
 FORMCHECKBOX 
 Sequel (study#)  MACROBUTTON  AcceptAllChangesInDoc 

 MACROBUTTON  AcceptAllChangesInDoc 

 MACROBUTTON  AcceptAllChangesInDoc      
 FORMCHECKBOX 
 Interventional Research - Any research project that prospectively assigns human subjects to intervention and comparison groups to study the cause-and-effect relationship between a medical intervention and a health outcome.
 FORMCHECKBOX 
 Observational Research - A type of study in which individuals are observed or certain outcomes are measured.  No attempt is made to affect the outcome (for example, no treatment is given).
	 FORMCHECKBOX 
 Chart Review - A retrospective method of collecting data that involves reviewing medical records

 FORMCHECKBOX 
 Clinical Trial - Any investigation in human subjects intended to discover or verify the clinical, pharmacological, and/or other pharmaco-dynamic effects of an investigational product, and/or to identify any adverse reactions to an investigational product(s), and/or study absorption, distribution, metabolism, and excretion of an investigational product(s) with the object of ascertaining its safety and/or efficacy.  The terms clinical trial and clinical study are synonymous
 FORMCHECKBOX 
 Epidemiological Study - A study of the patterns of determinants and antecedents of disease in human populations utilizing biology, clinical medicine, and statistics in an effort to understand the etiology (causes) of illness and/or disease.
 FORMCHECKBOX 
 Multi-centre Trial - A single trial conducted according to a single protocol but at more than one site
 FORMCHECKBOX 
 Pilot Study - a small scale preliminary study conducted before the main research, in order to check the feasibility or to improve the design of the research.
 FORMCHECKBOX 
 Qualitative Study - Investigative methodologies described as ethnographic, naturalistic, anthropological, field, or participant observer research. It emphasizes the importance of looking at variables in the natural setting in which they are found. This differs from quantitative research which attempts to gather data by objective methods to provide information about relations, comparisons, and predictions and attempts to remove the investigator from the investigation.

 FORMCHECKBOX 
 Technology Assessment/Development - Technology assessment is hereby defined as any clinical research studying or evaluating new technologies (for example; medical equipment, biologic specimen/sample or testing with no direct patient contact). Biologic specimens and samples are/can be obtained from human subjects.
 FORMCHECKBOX 
 Other (specify)      

	
	
	

	
	
	

	8.a
	If Chart Review:

Who will be reviewing the charts (name & phone number if other than P.I.):       
	Number of charts to be reviewed:      
Diagnoses or Procedures:      
Time period for patient chart review: From       to      
Date      

	9.
	For Database Purposes - Therapeutic Area of Research (please list all areas of focus, i.e. cardiology, geriatrics, etc.)     

	9.a.
	For Database Purposes - Multi-disciplinary Teams (please list all disciplines participating as part of your study team, i.e. nursing, respiratory therapy, etc.)     

	10.
	Approval Signature of Principal Investigator (electronic signature is acceptable): MACROBUTTON  AcceptAllChangesInDoc 
	     
Principal Investigator [or designate]


OFFICE USE ONLY
	
	Study:           Study#:      
	P.I.:      

	
	Instructions for Covenant Health Managers:  Please review and sign below to indicate your approval.  Your signature indicates that you have reviewed the study, approved the use of your department/programme resources and staff involvement, and that the study is consistent with the Covenant Health mission, vision and values. [Please print name and position if not listed]

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date

	
	Name:      
Position:      
	
__________________________________________
Signature                                                          Date
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Excerpt from HREB Guideline document:


“In a clinical context, it is sometimes difficult to determine which data-collection projects need research ethics review.  Ordinarily, quality improvement projects do not require review.  Use the following questions as a guide to decide whether your project must be submitted for research ethics review:�*Is your project designed to test a specific hypothesis or answer a specific research question?�*Will the information be collected by someone who does not normally have access to clinical records or patient names?�*Are you comparing different groups or treatments methods, or is there random assignment to groups?�*Do you want to present the results at a conference or in written form as ‘research findings?”�If you are unsure whether or not your project should be reviewed, contact the HREB office at: (780) 492.0459










