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	Nova Scotia Health Authority Research Ethics Board 
Guidelines for Consent Form Preparation and Use


When appropriate, research protocols must be accompanied by an informed consent form (ICF) document. This document is intended for use by investigators, study coordinators, ICF authors when drafting ICFs or editing ICFs provided by study sponsors. Please read these guidelines carefully before submitting your application to the Research Ethics Office. 

All ICFs submitted to the Nova Scotia Health Authority Research Ethics Board (NSHA REB) must adhere to the requirements of the NSHA REB and the 2nd Edition of the Tri-Council Policy Statement:  Ethical Conduct for Research Involving Humans (TCPS 2).   All ICFs for clinical trials that have been submitted to Health Canada or the Food and Drug Administration (FDA) and Phase IV trials (i.e. post marketing) must also follow the International Conference on Harmonization (ICH) Guidance E6:  Good Clinical Practice (GCP):  Consolidated Guideline. 

Informed Consent Form DO’s

· The investigators should refer to themselves as ‘investigator(s)’ or ‘study doctor(s)’ for clinical trials to avoid confusion with the participant’s family or treating physician.

· Use point form, tables or charts to simplify information and shorten the length of the overall informed consent form when appropriate 
Informed Consent Form DON’TS

· Do not include the inclusion and exclusion criteria

· Do not include the participant’s unique study identifier

· Do not request the participant to initial every page

· Do not include Sponsor logos

· Do not state that the Nova Scotia Health Authority Research Ethics Board has approved the study since this may appear to offer a guarantee of safety  

· Do not include duplicate information.

· Do not include statements about the study drug being well tolerated in other/previous studies as this could be influential

· Do not leave blank spots to be filled in later (i.e. Investigator name)

Resources:

The following resources are strongly recommended to be used in assisting in the drafting or editing of informed consent forms:

1. Previously received feedback from the NSHA REB
2. Regulations/guidelines for ICF compliance (TCPS 2, GCP)
3. Thesaurus or other alternate word glossary.  To improve the readability of your ICF, follow the principles of plain language, including replacing difficult words with easier ones.

4. Flesch-Kinkaid Grade Level score for readability.  The consent form process must be informed thus participants must be able to read and understand the consent form document.  Whenever possible, avoid using technical/medical terms and acronyms. However, if necessary or required, they should be clearly defined at first use.  The recommended reading level is grade 8.  Click the link below to test your documents readability.

 http://office.microsoft.com/en-ca/word-help/test-your-document-s-readability-HP010148506.aspx
5. Spellchecker

This ICF checklist outlines section headings with corresponding content, and whether the content is a requirement of the Nova Scotia Health Authority REB, TCPS 2 or GCP.  The wording in the ICF Checklist is directly from the TCPS2 or GCP and is not an acceptable language level for ICF submissions to the Nova Scotia Health Authority REB.  Please refer to the Informed Consent Form Template for suggested language approved by the NSHA REB.
Nova Scotia Health Authority ETHICS BOARD (REB)

Informed Consent Form Checklist

Definitions

Clinical Trial - Any investigation involving participants that evaluates the effects of one or more health related interventions on health outcomes.
Human biological materials - Tissues, organs, blood, plasma, skin, serum, DNA, RNA, proteins, cells, hair, nail clippings, urine, saliva, and other body fluids. The term also includes materials related to human reproduction, including embryos, fetuses, fetal tissues and human reproductive materials.

	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	GENERAL

	(
	
	
	Nova Scotia Health Authority letterhead or the Nova Scotia Health Authority logo inserted electronically on the upper left-hand corner of the page

	(
	
	
	Full study title (as it appears on the protocol and REB application).

	(
	3.2 b
	
	The name of the /Principal Investigator (PI), Sponsor and funding sources (if applicable)

	(
	11.3
	
	Clinical study registration number:  All clinical trials shall be registered before recruitment of the first study participant in a recognized and easily web-accessible public registry

	(
	
	
	24 Hour Contact Number (Required for studies that involve more than minimal risk where there is the potential for participants to experience adverse events after regular business hours OR the study requires an emergency contact number.)

	(
	
	
	Consent version date on all pages; number all pages Page x of y (preferably in the footer).

	(
	
	
	The file number assigned to the study by the REB must be placed in the lower left-hand corner of each page of the consent form

	(
	
	
	Written consistently in second person (“You/Your”) except signature section (first person).

	(
	
	
	Whenever doable, avoid using technical/medical terms and acronyms.  However, when required, they should be clearly defined at first use. At NSHA the suitable reading level is grade 8. 

	(
	
	
	Thorough check of formatting to enhance readability: font size (12); font type Times New Roman; bullets, adequate margins, spacing (no page breaks across sections), and headings.

	(
	
	
	Thorough check of spelling, punctuation and grammar

	
	
	
	INTRODUCTION 

	
	
	4.8.10 m
	That the subject’s participation in the study is voluntary

	
	
	4.8.10 a
	That the study involves research

	
	3.2 a
	
	That the individual is being invited to participate in a research study

	(
	
	
	A statement as to why any particular person was flagged/approached as a possible candidate for inclusion in the study

	
	
	
	WHY IS THIS STUDY BEING CONDUCTED?

	
	3.2 b
	
	A statement of the research purpose in plain language

	
	
	4.8.10 b
	The purpose of the trial

	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	WHAT IS BEING TESTED?

	(
	
	
	For clinical trials involving an investigational agent, state that <investigational agent> has not been approved for this indication by Health Canada (for Division 5 clinical trials) although it has been allowed for use in this research study.

	
	11.2 c
	
	For clinical trials involving a placebo control, describe any therapy that will be withdrawn or withheld for purposes of the research; and of the anticipated consequences of withdrawing or withholding the therapy.

	
	
	
	HOW LONG WILL I BE IN THE STUDY

	
	3.2 b
	4.8.10 s
	The expected duration of the subject’s participation in the study 

	(
	
	
	The approximate overall amount of time the study activities will require 

	
	
	
	HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

	
	
	4.8.10 t
	Approximate number of subjects involved in the trial

	(
	
	
	Include the global number (if applicable) and local number of participants

	(
	
	
	State the location(s) where the study is being done (i.e. Nova Scotia Health Authority, Nova Scotia, Canada, etc.)

	
	
	
	HOW IS THE STUDY BEING DONE?

	
	
	4.8.10 c
	The trial treatment(s) and the probability for random assignment 

	
	
	
	WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY?

	
	
	4.8.10 d
	The trial procedures to be followed, including all invasive procedures

	
	3.2 b
	
	A description of research procedures

	(
	
	
	If applicable, include information on blinding / randomization / placebo 

	
	11.6
	
	For clinical trials, state which specific elements are required for research purposes, as well as the differences between research and the standard clinical care patients might otherwise receive.

	
	
	4.8.10 f
	Those aspects of the trial which are experimental

	
	12.2
	
	Researchers who seek to collect human biological materials for research shall provide to prospective participants or authorized third parties the following:

(a) The type and amount of biological materials to be taken;

(b) The manner in which the biological materials will be taken, and the safety and invasiveness of the procedures for acquisition;

(c) The intended uses of the biological materials including any commercial use;

(d) The measures employed to protect the privacy and minimize risks to participants;

(e) The length of time the biological materials will be kept, how they will be preserved, location of storage (i.e. Company/Institution Name, City, Country) and process for disposal, if applicable;

(f) Any anticipated linkage of biological materials with information about the participant; and

(g) The researchers’ plan for handling results and findings, including clinically relevant information and incidental findings

	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	WHAT ABOUT BIRTH CONTROL AND PREGNANCY?

	
	
	4.8.10 g
	The reasonably foreseeable risks or inconveniences to the subject and when applicable, to an embryo, fetus, or nursing infant.

	(
	
	
	Where there is a stated risk to an embryo, fetus or nursing infant, describe the need for birth control during and after the study as applicable.

	
	
	
	ARE THERE RISKS TO THE STUDY?

	
	
	4.8.10 g
	The reasonably foreseeable risks or inconveniences to the subject

	
	3.2 c
	
	A plain language description of all reasonably foreseeable risks, both to the participant and in general, that may arise from research participation

	(
	
	
	A statement acknowledging the possibility of unforeseen harms

	(
	
	
	Describe the risks as follows:

· Separate the risks by study drug, procedure or intervention 

· Address incidence/frequency, severity, long term impact/reversibility;

· List the frequency of events in descending order. Quantify words such as rare, very rare, common, very common, etc. according to the World Health Organization (WHO) standard categories of frequency (see the consent form template)

· Serious side effects or risks such as stroke, heart attack or death should be listed in a separate paragraph or listed first if using table format.

· Risks of questionnaires/surveys, and blood sampling need to be stated using NSHA REB requested wording (if applicable)

	(
	
	
	Statement concerning study drug interactions with other medications (if applicable)

	(
	
	
	The Radiological Review Application form must be completed & submitted if participants will be exposed to radiation as part of the study. Relevant risk wording must be included in the ICF if participants will be exposed to more radiation than they would receive as part of standard of care.  

	
	
	
	ARE THERE BENEFITS OF PARTICIPATING IN THIS STUDY?

	
	3.2 c
	
	A plain language description of all reasonably foreseeable potential benefits, both to the participant, and in general that may arise from research participation

	
	
	4.8.10 h
	Explain the reasonably expected benefits. When there is no intended clinical benefit to the subject, the subject should be made aware of this.

	
	
	
	ARE THERE OTHER CHOICES?

	
	
	4.8.10 i
	The alternative procedure(s) or course(s) of treatment that may be available to the subject, and their important potential benefits and risks

	
	
	
	WHAT HAPPENS AT THE END OF THE STUDY?

	
	11.6
	
	For phase II clinical trials, provide details on the access to the new drug upon trial completion

	(
	
	
	Describe participants access to study drug or device after the study, including associated costs for the patient


	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	WHAT ARE MY RESPONSIBILITES?

	
	3.2 b
	4.8.10 e
	An explanation of the [study related] responsibilities of the participant

	(
	
	
	Include NSHA REB standard responsibilities:

· Follow the directions of the PI

· Report all medications being taken or that you plan on taking

· Report any changes in your health to the PI

· Report any problems that you experience that you think might be related to participating in the study



	
	
	
	CAN MY PARTICIPATION IN THIS STUDY END EARLY?

	
	
	4.8.10 r
	The foreseeable circumstances and/or reasons under which the subject’s participation in the research study may be terminated

	(
	
	
	A statement noting that the study sponsor, NSHA REB, Health Canada or the PI have the right to stop patient recruitment or cancel the study at any time. 

	
	3.2 l
	
	In clinical trials, information on stopping rules and when researchers may remove participants from trial.  

	
	
	4.8.10 m
	The subject may refuse to participate or withdraw from the trial at any time without penalty or loss of benefits to which the subject is otherwise entitled

	
	3.2 d
	
	Assurance that prospective participants are under no obligation to participate; are free to withdraw at any time without prejudice to pre-existing entitlements; and will be given information on the participant’s right to request the withdrawal of data or human biological materials, including any limitations on the feasibility of that withdrawal

	
	13.7
	
	Researchers who propose research involving the collection and banking of genetic material shall indicate how they plan to address the associated ethical issues, including withdrawal by participants

	
	
	
	WHAT WILL HAPPEN TO MY SAMPLE AFTER THE STUDY?

	
	12.2 e
	
	Researchers who propose research involving the use of human biological materials shall indicate the length of time the biological materials will be kept, how they will be preserved, location of storage (e.g., in Canada, outside Canada), and process for disposal, if applicable

	
	13.7
	
	Researchers who propose research involving the collection and banking of genetic material shall indicate how they plan to address the associated ethical issues, including storage

	
	
	
	WHAT ABOUT NEW INFORMATION?

	
	3.2 d
	4.8.2

4.8.10 p
	An assurance that prospective participants or the subject’s legally acceptable representative will be given, in a timely manner throughout the course of the study, information that is relevant to their decision to continue or withdraw from participation

	
	11.8
	
	When new information is relevant to participants’ welfare, researchers shall promptly inform all participants to whom the information applies (including former participants)


	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	WILL IT COST ME ANYTHING? / RESEARCH RELATED INJURY

	
	
	4.8.10 k
	The anticipated prorated payment, if any, to the subject for participating in the trial

	
	
	4.8.10 l
	The anticipated expenses, if any, to the subject for participating in the trial

	
	3.2 j
	
	Information about any payments, including incentives for participants, reimbursement for participation-related expenses and information about compensation for injury

	(
	
	
	Note: The Nova Scotia Health Authority REB recommends that all study participants receive reimbursement for parking for visits that are above standard of care.

	
	
	4.8.10 j
	The compensation and/or treatment available to the subject in the event of a research-related injury

	
	3.2 k
	
	A statement to the effect that, by consenting, participants have not waived any rights to legal recourse in the event of research-related harm

	
	
	4.8.4
	None of the oral and written information concerning the trial, including the written informed consent form, should contain any language that causes the subject or the subject’s legally acceptable representative to waive or appear to waive any legal rights, or that releases or appears to release the investigator, the institution, the sponsor, or their agents from liability for negligence

	(
	
	
	The research related injury subsection cannot contain any statements that appear to limit liability

	
	13.7
	
	Researchers who propose research involving the collection and banking of genetic material shall indicate how they plan to address the possibility of commercialization of research findings 

	
	
	
	WHAT ABOUT MY PRIVACY AND CONFIDENTIALITY?

	
	
	4.8.10 n
	That the monitor(s), the auditor(s), the Nova Scotia Health Authority REB, and the regulatory authorities will be granted direct access to the subject's original medical records for verification of clinical trial procedures and/or data without violating the confidentiality of the subject, to the extent permitted by the applicable laws and regulations

	
	
	4.8.10 o
	Records identifying the subject will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available. If the results of the trial are published, the subject's identity will remain confidential

	
	
	4.3.3
	It is recommended that the investigator inform the subject’s primary physician about the subject’s participation in the trial if the subject has a primary physician and if the subject agrees to the primary physician being informed

	
	3.2 f
	
	The measures to be undertaken for dissemination of research results, and whether participants will be identified directly or indirectly

	
	3.2 i
	
	An indication of what information will be collected about participants and for what purposes; an indication of who will have access to information collected on the identity of participants, description of how confidentiality will be protected, a description of the anticipated uses of data (including secondary uses of data); and information indicating who may have a duty to disclose information collected, and to whom such disclosures could be made.


	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	(CONT’D) WHAT ABOUT MY PRIVACY AND CONFIDENTIALITY?

	
	12.2 
	
	Researchers who propose research involving the use of human biological materials shall indicate how they plan to address measures employed to protect privacy and minimize risks to participants, length of time the biological materials will be kept, how they will be preserved, location of storage (e.g., in Canada, outside Canada), process for disposal, if applicable; and any anticipated linkage of biological materials with information about the participant

	
	13.2
	
	Researchers conducting genetic research shall advise prospective participants of the plan for managing information revealed through the research.

	
	13.7
	
	Researchers who propose research involving the collection and banking of genetic material shall indicate how they plan to address confidentiality, privacy, storage, use of data and results, withdrawal by participants, as well as future contact of participants, families, communities and groups.

	21 CFR Part 50
	For clinical trials subject to FDA’s jurisdiction, include the following exact statement “A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U. S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.”

	
	
	
	DECLARATION OF FINANCIAL INTEREST

	
	3.2 e
	
	Information concerning the possibility of commercialization of research findings and the presence of any real, potential or perceived conflicts of interest on the part of researchers, their institutions, or the research sponsors

	
	
	
	WHAT ABOUT QUESTIONS OR PROBLEMS?

	
	
	4.8.10 q
	The person(s) to contact for further information regarding the trial 

	
	3.2 g
	
	Person to contact for further information about the study (minimum Investigator).  The identity and contact information of a qualified designated representative who can explain scientific or scholarly aspects of the research to participants.  

	
	
	
	WHAT ARE MY RIGHTS?

	
	3.2 h
	
	The identity and contact information of the appropriate individual(s) outside the research team whom participants may contact regarding possible ethical issues in the research.

	
	
	4.8.10 q
	The person(s) to contact for further information regarding the rights of trial subjects, and whom to contact in the event of trial-related injury.

	
	
	
	CONSENT FORM SIGNATURE PAGE

	
	3.5
	
	Research shall begin only after the participants or their authorized third parties have provided their consent

	
	
	4.8.8
	Prior to a subject’s participation in the trial the ICF should be signed and dated by the subject or the subject’s legally acceptable representative, and by the person who conducted the informed consent discussion*

	
	
	4.8.11
	Prior to participation in the trial the subject or subject’s legally acceptable representative should receive a copy of the signed and dated ICF and any other written information provided to the subjects


	REB
	TCPS2
	GCP
	ELEMENTS

	
	
	
	(Continued) CONSENT FORM SIGNATURE PAGE

	(
	
	
	NSHA standard wording for ICF signature page re: Participant/Substitute decision-maker:
· I have reviewed all of the information in this consent form related to the trial called:  “full study title.”

· I have been given the opportunity to discuss this study.  All of my questions have been answered to my satisfaction.

· I agree that my personal <<health>> and study information may be used as described in this consent form.  

· This signature on this form means that I agree to take part in this study.  I understand that I am free to withdraw at any time without affecting my future care.  

	(
	
	
	Insert only if applicable

 FORMCHECKBOX 
 I agree to allow my << type of sample(s) >> to be collected for the optional study(ies) as described in this consent form. 

 FORMCHECKBOX 
 I do not agree to allow my << type of sample(s) >> to be collected for the optional study(ies) as described in this consent form. 

	(
	4.1
	4.8.9
	Name, signature and date of person assisting with the consent process if applicable (only if translator/ for use if participant unable to read)**

	(
	
	
	Name, signature and date of investigator (PI should sign the consent form within a two week period of time from the date that the patient was consented, so that the PI is aware that the particular patient has been enrolled). 


*The “person conducting consent discussion” serves as a witness that the consent process occurred. 

**An impartial witness need only be utilized if the participant or his/her legal representative is unable to read or if there is some concern about the participant’s level of understanding.
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