
 

Protocol Version 2.4 dated 23 May 2017 

Site Version 1.3 dated 23 May 2017  

1 

 

MONTEFIORE MEDICAL CENTER 

ALBERT EINSTEIN COLLEGE OF MEDICINE OF YESHIVA UNIVERSITY  

 

Individual Information and Consent Form 

    

You are being asked to join this research study.   

The title of the study is:  A Multicenter Phase 1 Study of Intravenous Administration of 

REOLYSIN® (Reovirus Type 3 Dearing) in Combination with 

Irinotecan/Fluorouracil/Leucovorin (FOLFIRI) and bevacizumab in FOLFIRI naïve Patients with 

KRAS Mutant Metastatic Colorectal Cancer 

 

The study is being done under the supervision of:  

 PRINCIPAL 

 INVESTIGATOR: Sanjay Goel, M.D., M.S    TELEPHONE NO.:   718-405-8404 

 OFFICIAL 

 ADDRESS:  1695 Eastchester Road  IRB PROTOCOL NO.:     10-02-037  

     

     Bronx, NY 10461 

 

DO I HAVE TO TAKE PART IN THIS RESEARCH STUDY? 

 

• Your participation is voluntary.  This means that you decide whether or not you want to join 

the study after speaking with the research study doctor, or other member of the research team. 

 

• If you decide to take part you will be asked to sign this consent form. Your signature means 

that you agree to be a subject in this research. 

 

• After reading this form and having a discussion about what it says, you should ask all the 

questions you want to ask.  You should take as much time as you need to make a decision.   

 

• If you do not understand some of the terms used in this form, ask the person who is discussing 

the study with you to give any additional information that may make this easier to understand.  

 

• You do not have to consent to participate in the study immediately, or ever.  Take time to 

decide whether or not you wish to join.  You may take home a copy of this consent form to 

think about it or discuss the information with family or friends before you decide.  

 

• If you decide not to participate the care providers at Montefiore Medical Center will give you 

all of the standard medical care that is appropriate for you.  

 

• You will be given a copy of this form whether or not you agree to participate in this study.  

Do not sign the form unless you have had all your questions answered and understand exactly 

what is involved.   
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Informed Consent Signature Page 

The following is a list of items that have been discussed with you about this research study.  

If you have any questions about any of these items, please ask the person who is discussing 

the study with you for more information before agreeing to participate. 

▪ What the study is about.

▪ What I must do when I am in the study.

▪ The possible risks and benefits to me.

▪ Who to contact if I have questions or if there is a research related injury.

▪ About any costs and payments.

▪ I can discontinue participating in the study at any time without penalty.

▪ Other options.

▪ My name will not appear on interview or other data collection forms.

▪ All written and published information will be reported as group data with no reference

to individual study names.

▪ If there is a schedule explaining how the study medicines are to be taken, I will be given

the time schedule.

▪ I have been given the name of the research study doctor and others to contact.

▪ I have the right to ask any questions.

I have read the information above and it has been discussed with me.  I agree to take part in this 

research study.  

Printed Name of Participant Signature of Participant Date Time 

Printed Name of Person Conducting 

the Informed Consent Process 

Signature of Person 

Conducting the Informed 

Consent Process 

Date Time 
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MONTEFIORE MEDICAL CENTER 

ALBERT EINSTEIN COLLEGE OF MEDICINE OF YESHIVA UNIVERSITY 

A Multicenter Phase 1 Study of Intravenous Administration of REOLYSIN® (Reovirus Type 3 

Dearing) in Combination with Irinotecan/Fluorouracil/Leucovorin (FOLFIRI) and bevacizumab 

in FOLFIRI naïve Patients with KRAS Mutant Metastatic Colorectal Cancer 

Thank you for agreeing to be a participant in a cancer research clinical trial.  As a study participant 

we ask that you (1) inform us if you move and/or change your phone number, and (2) provide us 

with three other contacts who can reach you.  (Complete below). 

As research nurses, we are responsible for following your health status, even after you complete 

your study treatment.  We will obtain most of the information we need from your medical record.  

However, there may occasionally be times (i.e., once or twice a year), when we need to contact 

you directly to see how you are doing.  We also may have updated information to provide to you 

about the study.  Again be aware that any information you are asked to provide is completely 

voluntary and you will not be penalized or lose any benefits if you refuse to give this information.  

Thank you for your help. 

Name and address of three people (other than your spouse) who can always reach you. 

(1) 

NAME: 

ADDRESS: 

PHONE: 

(2) 

NAME: 

ADDRESS: 

PHONE: 

(3) 

NAME: 

ADDRESS: 

PHONE: 

Signature Date 
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INFORMATION SHEET FOR PATIENTS ENROLLED on  

A Multicenter Phase 1 Study of Intravenous Administration of REOLYSIN® (Reovirus Type 3 

Dearing) in Combination with Irinotecan/Fluorouracil/Leucovorin (FOLFIRI) and bevacizumab 

in FOLFIRI naïve Patients with KRAS Mutant Metastatic Colorectal Cancer 

IRB# 10-02-037 

REOLYSIN® is an anti-tumor medicine in which the active component is a live virus called 

reovirus. Reoviruses were first found about 50 years ago and they are very widespread in the 

environment. In the United States, most adults and many children have previously been exposed 

to reovirus(es) and have antibodies to the virus. 

This information sheet addresses questions that some patients have asked about whether the 

reovirus they receive could be a problem for other people with whom they come in contact. 

As described in the Informed Consent that you signed, the association of reovirus infection to any 

human illness, apart from mild flu-like symptoms (which may include headache, cough, runny 

nose, sore throat, mild muscle aches and/or diarrhea) has not been established. However, given the 

investigational nature of this therapy, your research study doctors believe that it is appropriate to 

take some precautions to minimize exposure to reovirus for individuals in close proximity to you. 

The cancer treatment you are receiving is called REOLYSIN®.  This new treatment uses a type of 

virus called reovirus, a virus commonly found in natural situations throughout the world (such as 

ponds and ditches).  Most adults (up to 100%) have been exposed to reovirus at some point in their 

day to day life.  People exposed to this virus in their community often do not have any symptoms, 

or occasionally have only very minor breathing or stomach upsets.  Even though reovirus is usually 

asymptomatic, your study doctor believes that it is appropriate to take some precautions to 

minimize exposure to reovirus for individuals in close proximity to you, such as your family.  

During the 5 days of REOLYSIN® treatment and for up to 2 days afterwards, it is 

recommended that you adopt the common practices that you would normally observe around 

family and friends if you had a cold or flu.  These include standard behaviours you would use to 

prevent passing on a cold or flu virus such as: 

- washing your hands with soap after using the bathroom,

- avoid sharing drinks and eating utensils,

- using detergent to wash your dishes, either by hand or in a dishwasher,

- avoiding close contact with pregnant women and infants.

- cleaning your toilet more frequently than normal.

You are also asked to avoid direct contact with severely immune-compromised individuals such 

as patients who have had a recent bone-marrow transplant or patients with AIDS. 

If you have any questions about any of these recommendations please ask your research study 

doctor. 




