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Instructional Notes for Informed Consent Form Genetic Template – 2021
(These notes are instructional and should not be included in the informed consent form submitted to the REB or given to the prospective research participant.)

· This informed consent form (ICF) template is intended for use by investigators, study coordinators, or informed consent form authors when drafting ICFs.  It has been designed to meet current regulatory and ethical standards, while using language approved by the Nova Scotia Health (NS Health) REB.  

· Please read these guidelines carefully before submitting your application to the research ethics office. The REB requests that all ICFs follow the prescribed structure and format as set out in this template to facilitate REB review.  

· All ICFs submitted to the REB must adhere to the requirements of the NS Health REB and the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS2) 2018 ed.  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.

· Sections may be omitted if they are not relevant to the specific protocol.  Ensure sections are properly renumbered. The section headings should also follow the order suggested in this template. 

· Please ensure you are gender neutral by using male/female/other for sex and 'they' as a pronoun rather than 'he/she.'

·  Instructions are in red italics, examples are in green for use in the ICF.  This template will serve you best if it is viewed electronically or printed in color.  All red text should be edited appropriately for the specific protocol.  After all edits have been completed, convert the text to black.

· Before submitting the ICF to the REB for review, take the time to review carefully for spelling, grammar and formatting issues that may have arisen during editing of this template.


Informed Consent Form Genetic Template


	STUDY TITLE:	

	Same as the Protocol and REB
application. When the title is cumbersome,
a short simplified title may be included in
addition to the Full Study Title.


	CLINICAL STUDY REGISTRATION NUMBER:    
	All clinical trials must be registered
before REB approval as per EAF Form
A9) (e.g. clinicaltrials.gov)


	PRINCIPAL INVESTIGATOR:
	Name, department, address and telephone
or pager number.


	STUDY SPONSOR:	
	xyz Pharmceuticals Must match the
EAF


	FUNDER:  
	This study is being funded by…
Must match the EAF





1. Introduction

Genetic research is an important way for us to learn about the role of genes in human health and disease. Every genetic research project has its own purpose.  The purpose may be to discover genes, find out how genes work, or learn how to use what we know about genes to treat or prevent disease. The researcher should explain the specific purpose of the project to you before you decide to take part. 
You are being asked to provide samples for genetic testing while taking part in this research study. We are asking for your permission to collect medical information about your genes and their outcome. Taking part is voluntary and it is up to you to decide whether to participate or not. Before you decide, you need to understand the risks and benefits you might receive if you participate. This consent form explains this.
You may take as much time as you wish to decide whether or not to participate. Feel free to discuss it with your friends and family, or your family doctor. 
Please ask the research team or the principal investigator to clarify anything you do not understand or would like to know more about.  Make sure all your questions are answered to your satisfaction before deciding whether to participate.  

The researchers will:
· Answer your questions;
· Be available to deal with problems and answer questions.

If you decide not to take part or leave the study early, your usual health care will not be affected.

2. What Is Involved?

Your participation is voluntary. If you agree to provide samples/information, your involvement will begin with signing this form. If you experience a medical problem during this time, you should inform the study doctor, either directly or through your health care provider, until the problem is solved or becomes stable.

Genes, which you inherit from your parents, are made up of DNA. Genes are responsible for making proteins that determine your traits, such as eye colour, height and skin tone. Genes may also determine why people get certain diseases and how medicines may affect them. Genes can affect how well you respond to certain types of treatment, such as the study drug that you may be receiving as part of the main study.

As part of this genetic (sub)-study, we will collect specify type of sample from you. The sponsor's researchers may analyze your samples to investigate genes and gene outcomes that may be related to your disease or how you respond to the study drug. For example, they may look at whether your disease went into remission or progressed, what side effects you experienced or how your body processed the study drug. The genes that the researchers will analyze may not be wholly known and may be identified at a later time. The genes chosen will be related to the study drug or to your type of disease. 

By researching genes, the sponsor's researchers may one day understand which people respond to the study drug and in what ways. They may be able to determine which people will receive the most benefit from receiving the study drug.

You will not/may be asked to undergo additional tests to those your health care provider would normally perform.

Tissue Banking for Future Use
We want to store any samples that may be left over after we do your test. We plan to use your sample(s)  for studies we will do in the future. We will store your sample(s)  with some data about you, such as your age, race, sex, and overall health. We will not put your name on the sample(s), and there will be no way for anyone, including us, to know it is yours. You can decide not to let us store your sample(s) and still be in the study. 

· Describe your procedure for obtaining biological samples and what will happen to the sample. Describe any questionnaires or interviews and whether you will ask participants to grant full or partial access to their medical records.
· Estimate the amount of time participation will entail. 
· Describe procedures that will not be done, if appropriate.

3. What Is Expected From You?

When deciding whether to provide samples/information, consider the following carefully:
· We ask you to provide information on your health. Your consent is voluntary, and it will help us collect the data we need.
· You may withdraw your consent at any time.
· Your personal and medical information may be viewed by people or groups associated with the study and are defined later in this document. 
· We will protect your privacy by limiting access to elements of personal information that directly identify you, in particular names, contact details, and any other government-issued identification numbers.

4. What Are The Potential Risks And Discomforts?

Researchers will need a sample of your tissue, usually a sample of your blood, to do genetic research. The risk that you will be injured giving a sample is minimal. 

You may discuss any concerns you may have on the potential risks with your health care provider.

The only foreseeable risk associated with the collection of data on you is the risk of a breach of confidentiality: As with all research, there is a chance that confidentiality could be compromised; we are taking all precautions to minimize this risk. Your information will be de-identified before leaving the site. We will assign a code number to your sample, and we will use that number for all documents containing your information.  Your information will only be available to those involved in the study. 

Files that link your name to the code number will be kept in a secure place. Although no one can absolutely guarantee confidentiality, using a code number makes the chance much smaller that someone other than the research staff or other authorized groups or persons (discussed later in the consent form) will ever be able to link your name to your sample or to any test results.

[bookmark: _GoBack]Although we will not keep your name with the sample, the information provided with your sample may have other facts about you, such as your race, ethnicity, and sex. These facts are important because they will help us learn whether or not the factors that cause insert disease/condition to occur or worsen are the same or different in males,females or other and in people of different racial or ethnic backgrounds. Thus, it is possible that research findings could one day help people of the same race, ethnicity, or sex as you. However, it is also possible through these kinds of studies that genetic traits might come to be associated with such a group. We do not know the effects that this knowledge could have on you or people like you.

The kind of information we will look for in the name of your (sub)-study is not likely to tell you anything specific about your personal health. Regardless, if someone made your genetic information public knowledge, it could affect your ability to get or keep a job and/or your ability to get or keep various types of insurance, like life insurance. We think the chance of this ever happening to you is very small.

5. Samples, Storage and Access

We will send your sample to a laboratory in where in the world. The laboratory will securely store your sample with a code number until it is time for the genetic research to begin. The sponsor may store your sample and conduct any genetic research on your sample for up to number of years after the study ends. Future research/analyses may not be related to the main study. After the number of years period, the samples will be destroyed. 

You retain the right, at any time throughout the number of years period, to withdraw your consent and request to have your stored samples destroyed.  If you choose to do so, let your study doctor know. If you withdraw your consent, any genetic research data/information about you and your samples collected before you left the study will still be used.  No new information about you will be collected and we will not do any further testing on your sample without your permission. You do not waive any legal rights by signing this consent form. 

6. Are There Any Benefits?

Genetic research adds to our knowledge about the role of genes in human diseases. The goal is to one day find better ways to prevent and treat disease. By taking part in a genetic study, you will contribute to science and medicine. However, you should not expect any direct personal benefits. Researchers will not give you your test results because they are studying groups, not individuals. We will tell you the purpose of the study and how it might add to our knowledge of health and disease. We may or may not be able to provide you with your genetic test results from the study.  

7. What Happens If You Change Your Mind?

Your participation is completely voluntary.  You may withdraw your consent for data collection at any time with no effect on your health care. The information collection may be discontinued at any time by your study doctor or the sponsor without your consent.  

Should you decide to withdraw your consent for data collection, we will no longer request information from you or your health care provider. However, we may continue to use the information collected before your consent withdrawal in future analysis of the drug's safety or treatment.  

8. What are Your Costs & Legal Rights?

You will not incur any costs and the sponsor will not cover any costs. You will not receive payment for providing your information. No penalties or loss of benefits will occur if you refuse to take part. 
 
Research Related Injury
If you become injured (privacy breach) as a direct result of allowing access to your health information the following will apply. Your signature on this form indicates that you have understood to your satisfaction the information regarding your participation in this study. In no way does this waive your legal rights nor release the principal investigator, the research team, the study sponsor or involved institutions from their legal and professional responsibilities.  

If you decide to participate in this sub-study, please note:  Our research aims to improve public health. Sometimes, such research may result in findings or inventions that have value if they are made or sold. We may get a patent on these. We may also license these, giving a company the sole right to make and sell products or offer testing based on the discovery. Some of the profits may be paid back to the researchers and the organizations doing this study, but you would not receive any financial benefits.

9. How Will Your Confidentiality Be Respected And The Privacy Of Your Personal Information Maintained?

Protecting your privacy is an integral part of this study. We will make every effort to protect your privacy. If the results of this study are presented to the public, nobody will be able to tell that you were in the study.

However, complete privacy cannot be guaranteed. For example, the principal investigator may be legally required to allow access to research records. 

If you decide to participate in this study, the research team will look at your personal health information and collect only the information they need for this study. "Personal health information" is health information about you that could identify you because it includes information such as your
· Name, 
· Address, 
· Telephone number, 
· Age or month/year of birth (MM/YY), 
· Health Information of you and your baby during the duration of your pregnancy and 6 months to a year after the birth of your child. 

Access to Records

Other people may need to look at your personal health information to check that the information collected for the study is correct and to make sure the study followed the required laws and guidelines.  These people might include:

·   Sponsor Name (as per title page), and its representatives and partner companies as per the title page of this consent form; 
·   The Nova Scotia Health Research Ethics Board (NSH REB) and people working for or with the NSH REB because they oversee the ethical conduct of research studies within Nova Scotia Health;

Use of Your Study Information 

Any study data about you sent outside of Nova Scotia Health will have a code and will not contain your name or address or any information that directly identifies you.  

De-identified study data may be transferred to:

· The sponsor and companies working for and with the sponsor; and
· Regulatory authorities within and outside Canada.

Study data sent outside of Nova Scotia Health will be used for the research purposes explained in this consent form. 

The research team and the other people listed above will keep the information they see or receive about you confidential to the extent permitted by applicable laws. Even though the risk is very small, it can never be completely eliminated.

The research team will keep any personal health information about you in a secure and confidential location for 25 years and then destroy it according to NS Health policy.  Your personal health information will not be shared with others without your permission. 

After your part in the study ends, we may continue to review your health records for safety and data accuracy until the study is finished or you withdraw your consent.

You have the right to be informed of the results of this study once the entire study is complete.  

The REB and people working for or with the REB may also contact you personally for quality assurance purposes.

Please be aware that once your de-identified data are sent outside of Canada they may be accessed by regulatory authorities in other countries who may not have the same privacy laws as we do.

Your access to records

You have the right to access, review, and request changes to your personal health information.  

Please be aware that once your "identified or de-identified" data are sent outside of Canada they may be accessed by regulatory authorities in other countries who may not have the same privacy laws as we do.

10. Who Can You Contact With Further Questions?

Please contact your study doctor using the details provided on the first page of this information sheet if you have any questions, concerns or complaints about the collection of information.

You have the right to all information that could help you make a decision about participating in this study. You also have the right to ask questions about this study and your rights as a research participant and to have them answered to your satisfaction before you make any decision. You also have the right to ask questions and to receive answers throughout this study.  You have the right to withdraw your consent at any time.

If you have questions about your rights as a research participant, and/or concerns or complaints about this research study, you can contact:
i. The Nova Scotia Health Research Ethics Board Office
· email: ResearchEthics@nshealth.ca 
· Phone: 902-222-9263
ii.  Patient Relations (see http://www.nshealth.ca/contact-us for appropriate zone contacts)
· Email: healthcareexperience@nshealth.ca
· Phone: 1-844-884-4177 (for CZ)
11. 
Consent Form Signature Page

This page, documentation of informed consent, must begin on a new page.
The NSH REB advises that the PI sign the consent form within a two week period from the date that the patient signed the consent form, so that the PI is aware that the particular patient is interested in participating in the study.

I have reviewed all of the information in this consent form related to the study called: 

Provide Full Study Title - same as the Protocol and REB application

I have been given the opportunity to discuss this study. All of my questions have been answered to my satisfaction. 
I authorize access to my personal health information and research study data as explained in this form.
This signature on this consent 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.
The checkboxes below is to be used for studies where there is collection/storage of optional samples (i.e. for a sub-study directly related to the main study. CUSTOMIZE as required for your study.
☐ I agree to allow the collection and storage of my sample as described in this consent form.
☐ I do not agree to the collection and storage of my sample as described in this consent form.
☐  I agree to allow my type of sample(s) to be stored for future unknown research.
☐  I do not agree to allow my type of sample(s) to be stored for future unknown research.

											/	/	
Signature of Participant		Name (Printed)			Year	Month	  Day*



											/	/	
Signature of Person	 		Name (Printed)			Year	Month	  Day*
Conducting Consent Discussion


											/	/	
Signature of Investigator		Name (Printed)			Year	Month	  Day*

If applicable:

											/	/	
Signature of Participant’s		Name (Printed)			Year	Month	  Day*
Substitute Decision Maker

Complete the following section only if the participant is unable to read or requires an oral translation:

· The informed consent form was accurately explained to, and apparently (seems to be) understood by, the participant, and
· Informed consent was freely given by the participant

					 						/	/	
Signature of Impartial Witness	 Name (Printed)			Year	Month	  Day*

If the consent discussion has been conducted in a language other than English, please indicate: 

_______________
         Language

					 						/	/	
Signature of Translator		 Name (Printed)			Year	Month	  Day*

*Note: Please fill in dates personally


I will be given a signed copy of this consent form.

Thank you for your time and patience!
Romeo #: xxxxxx		Version # / Date
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