		Consent Template version 2020-October-21

Instructions: Pre-screening consent forms are used only to generate new information that is not pre-existing, and which is to determine eligibility with the potential to render ineligible a significant number of potential participants. It is not intended to facilitate or expedite sample testing.  If in doubt please contact the OCREB staff.

OCREB does not have a formal pre-screening consent form – this document is a sample template only. Please modify the information to address the specifics of the study while retaining the relevant ethical criteria and remove this Instructional text. Remove all other instructional text.


Pre Screening Informed Consent Form

Study Title for Participants: (Insert Lay Title here)

Official Study Title for Internet Search on http://www.ClinicalTrials.gov: (Insert Study Number, “Insert Official Study Title”)

Trial Code/study #: (insert here)

Study Doctor: Dr. ________________

Sponsor: (Sponsor name)

If an REB approved French consent is not used at your institution remove this statement.
Le formulaire de consentement est disponible en français sur demande.

Non-Emergency contact numbers are at the end of this document in the “Where can I get more information?” section.

What am I being asked to do?
We are inviting you to take part in a pre-screening research study that involves a screening step. This study is required to determine whether you would be a suitable candidate for the Main study. 

You are being considered for the Main study because you have been diagnosed with (add cancer type or disease type). The purpose of the main study is to (describe the study purpose). You will be given a copy of the Main consent to ensure that you are interested in participating in the Main study before providing consent for this pre-screening study. 

Taking part in this study is your choice.
You can choose to take part or you can choose not to take part in this study. You also can change your mind at any time.  Whatever choice you make, you will not lose access to your medical care or give up any legal rights or benefits.

This document has important information to help you make your choice. Take time to read it. Talk to your doctor, family, or friends about the risks and benefits of taking part in the study.  It’s important that you have as much information as you need and that all your questions are answered.  
You may talk to your study doctor or usual doctor about the known benefits and risks of these options before you decide about taking part in this study.

What are my choices if I decide not to take part in this study?
You do not have to have this pre-screening study in order to receive treatment. You may choose to receive treatment for your cancer without being in a study. The doctor can discuss this option with you. 

Why is this study being done?

This pre-screening study is being done to answer the following question: (specify): This will be done by (specify e.g., if tissue and/or blood sample) to (specify lab/location) where it will be tested for (specify testing to be done). 
Taking part in the screening study does not mean that you will qualify for the main study, or that you have been offered a spot in the main study. It is being done as a first step to see if you are eligible for the Main study. If the pre-screening results indicate eligibility, you will be asked to sign the Main consent form, after you have read it and discussed the Main study with the study doctor or study staff. 

What will happen if I decide to participate in this study?
If you agree to participate, the following sample(s) will be collected: (modify the following examples as needed)
· a blood sample (xx ml or x tsps.)
· an archival tumor tissue sample from a previously performed biopsy/if there is not enough material from a previously collected sample you will be asked to provide a sample by having a biopsy 
· a tissue sample from a new biopsy 

If you agree to take part in this study signing this consent form means that you are consenting to the collection of your tissue sample together with any related health information from the hospital or clinic where it was collected.
Include/modify: If you no longer want your samples to be used for this research study you should notify your study doctor … your samples will/will not be returned or destroyed…If tests already have been done on your samples it will not be possible to withdraw those results, however no further testing will be done.
The results of the testing will/will not be provided to your study doctor/you
{if genetic testing is being done please include the following or modify):
The genetic test used in this study will test your tumour for (a genetic change or changes which is/are…….). This change also may be in your normal tissue and passed down through your family. For example, these genetic changes may be passed down to your children in the same way that eye and hair colour are passed down.
Since this study is only testing tumour tissue, we will not know if a genetic change in your tumour is also in your normal tissue. If you want to find out if the change is in your normal tissue, then you will need to get other tests done outside of this study.
Genetic tests of normal tissue can reveal information about you and also about your relatives. Your study doctor will talk with you about what testing your normal tissue may mean for you and your family. He or she also may suggest that you can talk with a genetics counsellor to learn more.

What are the risks and benefits of taking part in this study?
There are both risks and benefits to taking part in this study. It is important for you to think carefully about these as you make your decision.    

Risks
If the testing can be done on a tissue sample from a previously performed biopsy, there are no physical risks to you. However, it is possible that not enough tumour tissue will be left for other testing that may need to be done in the future. Please speak to your study doctor to discuss this possibility.

[bookmark: AE_Flag]If a further surgery or a biopsy is required, the risks of this procedure include: (please list risks from biopsy/procedure: e.g., Common side effects of a biopsy are a small amount of bleeding at the time of the procedures, bruising, and pain at the biopsy site. Pain can be treated with regular pain medications. Rarely, an infection can occur.

Benefits
This study is not likely to benefit you although it will help your study doctor to determine your eligibility for the main study. 

Who will see my medical information?
Your privacy is very important to us. Every effort will be made to protect it. However, some of your medical information may be given out if required by law. If this should happen, the study doctors will do their best to make sure that any information that goes out to others will not identify who you are. 

Some of your health information, such as your response to cancer treatment, results of study tests, and medicines you took, will be kept by the study sponsor in a central research database.  However,    information that is put in the database  will contain only coded information If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 

There are organizations and their representatives that may look at or receive copies of some of the information in your study records for data analysis and quality assurance.  Your health information in the research database also may be shared with these organizations.  They must keep your information private, unless required by law to give it to another group.  Some of these organizations are: (Modify the following text as necessary for all studies.) 
· The study sponsor [insert name] and any company supporting the study (or the study agent/treatment) now or in the future. This would include any organization helping the sponsor with the study. Delete company reference if not applicable.
· The Ontario Cancer Research Ethics Board (REB), which is a group of people who review the research with the goal of protecting the people who take part in the study.
· Health Canada because they oversee the use of drugs in Canada and similar regulatory authorities such as the European Medicine Agency because they oversee the use of drugs in other countries. 
· U.S. Food and Drug Administration (FDA) because they oversee the use of drugs in other countries.  (Remove this bullet for studies where the FDA will not see study data.)
· The NCI and the groups it works with to review research. (Remove this bullet for studies that are not NCI affiliated.)
· (For NCTN trials, add the following language.) The NCI’s National Clinical Trials Network and the groups it works with to conduct research. (insert if appropriate: including the Imaging and Radiation Oncology Core (IROC)).
· (Any other relevant trial organizations should be listed here.)

Choose one of the following:  Note: All NCI studies must use #1
1. In addition to storing data in the study database, data from studies that are publicly funded may also be shared for future use in public databases with protections for your privacy. The goal of this data sharing is to make more research possible which may improve people’s health. Your study records may be stored and shared for future use in public databases.  However, your name and other personal information will not be used. 

2. Your study records may be stored and shared for future use.  However, your name and other personal information will not be used.

For all studies. Modify the third point as needed.
Some types of future research may include looking at your information and information from other participants to see who had side effects across many studies or comparing new study data with other study data.  However, right now we don’t know what research may be done in the future using your information.  This means that:
1. You will not be asked if you agree to take part in the specific future research studies using your health information.  
2. You and your study doctor will not be told when or what type of research will be done.
3. [bookmark: _GoBack](if applicable) You will not get reports or other information about any research that is done using your information. 

Use the following required text when mandatory samples are collected as part of the study.
To protect your identity, the information that will be on your samples will be limited to coded information.

Use the following required text when conducting genetic testing as part of the study. 
There is a risk that someone could get access to your genetic information and identify you by name.  The study doctors believe the risk of this happening is very small.  However, the risk may increase in the future as people find new ways of tracing information.  For more information about how your genetic information is protected ask your study doctor.



What are the costs of taking part in this study?
You will not have to pay for taking part in this study. The research may lead to new tests, drugs, or other products for sale. If it does, you will not get any payment. 
If appropriate, insert a description of any compensation for participation or reimbursement for expenses.
You will be reimbursed for study-related expenses such as [specify, e.g., parking]

If return of genetic testing results is planned, add language regarding cost as applicable:
If you choose to be told about genetic testing results that are found during participation in this study, results will need to be confirmed in a laboratory that is not associated with the research study. These services may not be covered by your provincial health care plan and may only be available if you or your private insurance pay for them.

What happens if I am injured because I took part in this study?
If you are injured as a result of taking part in this study and need medical treatment, please talk with your study doctor right away about your treatment options. In case of research injury or side effects, medical care will be provided or you will be referred for appropriate medical care at no cost to you.
By signing this form you do not give up any of your legal rights against the investigators, sponsor or involved institutions for compensation, nor does this form relieve the investigators, sponsor or involved institutions of their legal and professional responsibilities.

Conflict of Interest
This centre is receiving funds from (insert source) to help offset the costs of conducting this research. (Name of study sponsor) is a (non-profit/for profit research group/drug company).

 For NCI studies include the following sentence: This study has public funding from the National Cancer Institute (NCI), part of the National Institutes of Health (NIH) in the United States Department of Health and Human Services. 

. The researchers at this centre will not receive any direct benefit for conducting this study.

The doctor treating you also may be the doctor in charge of this study.

If you would like additional information about the funding for this study, or about the role of the doctor in charge of this study, please speak to the study staff or to the ethics board.

[bookmark: _Toc494786603][bookmark: _Toc495405441]Where can I get more information?  
If US FDA regulated
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.
And/or
For all other trials
A description of this clinical trial will be available on (insert full web address). This website will not include information that can identify you. You can search this website at any time.

You can talk to the study doctor about any questions or concerns you have about this study or to report side effects or injuries.  Contact the study doctor:
(Insert name of study doctor[s])		(Insert telephone number, and email address if appropriate)
Name		Telephone

For questions about your rights while in this study, call the: Office of the Chair of the Ontario Cancer Research Ethics Board at: 416-673-6648 OR Toll free: 1-866-678-6427 ext. 6648


Include the following if applicable
Optional study that you can choose to take part in
Sample text: I agree to allow my leftover sample to be used for unknown future research.
Please circle you answer: 		Yes		No






My signature agreeing to take part in the study

I have read this consent form or had it read to me.  I have discussed it with the study doctor and my questions have been answered.  I will be given a signed and dated copy of this form.  I agree to take part in the pre screening study.  (Include the following sentence if appropriate.) I also agree to take part in any additional studies where I circled “yes”.


__________________________     ___________________	____________
Signature of Participant                    Printed Name			Date


_______________________            __________________		______________
Signature of Person Conducting       Printed Name			Date
the Consent Discussion

Participant Assistance

Complete the following declaration only if the participant is unable to read:
· The informed consent form was accurately explained to, and apparently understood by, the participant, and,
· Informed consent was freely given by the participant.

_________________________	_________________	______________
Signature of Impartial Witness 		Printed Name	Date


Complete the following declaration only if the participant has limited proficiency in the language in which the consent form is written and interpretation was provided as follows:
· The informed consent discussion was interpreted by an interpreter, and,
· A sight translation of this document was provided by the interpreter as directed by the research staff conducting the consent.

Interpreter declaration and signature: By signing the consent form I attest that I provided a faithful interpretation for the discussion that took place in my presence, and provided a sight translation of this document as directed by the research staff conducting the consent.

_______________________	________________                 _________________
Signature of Interpreter 	Printed Name	Date
Version date of this consent form: date	Page 7 of 7
	Study ID: xxx
	

