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Lay Title for Study Participants

STUDY TITLE

Study ID: XX.XX

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.

BACKGROUND:

You have been receiving treatment as part of this study and you had a recent imaging showing disease progression meaning the size of your tumour has increased. However, there is some evidence that this may be due to an increase in inflammation within the tumour in response to the drugs you are receiving and that this may not be a true response to your treatment.

You are currently considered to be clinically stable, meaning you are tolerating the treatment and are not experiencing significant side effects from your treatment and are generally feeling well so it is possible that you may benefit from continuing your current treatment, until another imaging is done to re-check the size of your tumour. This will be done on  (provide timeline of next imaging e.g. 2 months after you start this treatment; after 3 months of treatment, etc.) 
 You will continue to receive treatment for as long as (provide  duration of TBP  e.g. you are benefiting from it; OR list conditions for when treatment will be discontinued e.g. your next imaging shows further progression of your disease, etc.) 

Taking part in this treatment beyond progression is voluntary.  This continued treatment may or may not benefit you. Some of the potential risks to continuing to receive the same treatment include (add appropriate risks from receiving TBP here e.g . foregoing or delaying treatment with other currently approved therapies that have been shown to be effective for your disease).

If you do not want to continue to receive the same treatment, you do not need to sign this consent and the study doctor will discuss other treatment options with you. This may include: 

· Discontinuing study treatment and receiving current/ next line  standard  of care treatment for your disease 
· Enrollment in another clinical trial (if available and appropriate)
· You may choose to not receive any further treatment and instead receive best supportive care, if appropriate

If you and your study doctor are in agreement that treatment beyond progression with the study drug(s) is an option for you, then you will be asked to complete the signature section of this form. 
SIGNATURES

· I understand that the information within the main consent also applies to the optional treatment beyond progression phase of this study.
· The study doctor discussed this phase of the study with me and confirmed that this is an option for me.
· I understand that I will continue to be treated and monitored by my study doctor during this treatment period, 
· All my questions have been answered.
· I do not give up any of my legal rights by signing this consent form.
· I agree to continue in this treatment beyond disease progression phase of the study.  



	Signature of Participant  

	
	Printed Name
	
	Date



	Signature of Person Conducting the Consent Discussion
	
	Printed Name 
	
	Date



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





[image: ]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:
(check and complete the appropriate option)

       A. Interpretation done in person:

· 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 any 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




  [image: ]    B. Interpretation done remotely (by telephone; virtual platform; online)

• An interpreter, who speaks English and the participant’s preferred language facilitated the administration of informed consent remotely. 

• The name or ID code of the person providing interpretation is:______________________________ 

• Date of interpretation: _________________
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