Baystate Medical Center Institutional Review Board

NCI Cooperative Group Consent 


The Baystate Medical Center (BMC) Institutional Review Board (IRB) and the investigators of Cancer Services are trialing the use of the template consent provided by NCI with the insertion of Baystate Health (BH) language requirements for NCI cooperative group studies.  This form is intended for use for cooperative group studies that are not being opened through the CIRB.

What follows are instructions and a checklist for these consents to BMC IRB.  If the study contains more than one consent form, please fill out this form for each of the consent forms.

Title of Project:      
Consent Form (if more than one describe (ex. Main, Banking, Substudy)):      
1. Cooperative Group


 FORMCHECKBOX 
 COG
 FORMCHECKBOX 
 ECOG
 FORMCHECKBOX 
 GOG 
 FORMCHECKBOX 
 NSABP
 FORMCHECKBOX 
 RTOG
 FORMCHECKBOX 
 Other:      
2. The following items must accompany the submission as appropriate 

(check all that apply):


 FORMCHECKBOX 
 NCI/CIRB Current Approved Consent Form




 FORMCHECKBOX 
 Proposed BH Consent Form – with tracked changes



 FORMCHECKBOX 
 Proposed BH Consent Form – clean copy

3. Consent form checklist

This checklist is designed to make sure that local language requirements are reflected in the NCI consent form.  On the PI column, review the proposed consent and place an X to indicate that the requirement has been satisfied.  Indicate NA if the element does not pertain to your study.  

	PI √
	BH Requirements

	 FORMCHECKBOX 

	1” Margin on the top of the first page

	 FORMCHECKBOX 

	Header Containing:

· Title of the project

· Study sponsor

· Principal Investigator’s name

· Space for study participant’s name

	 FORMCHECKBOX 

	How is this research study being funded? (or equivalent section)

· Funding disclosure: Disclose what grantors, institution(s) (e.g., NIH) or companies are supporting the research.  If none, say so.

· For externally funded studies, disclose any financial relationships between the sponsor and any of the investigators or key personnel.

· Disclose all relationships that could be perceived as a conflict of interest.

	 FORMCHECKBOX 

	How many people will take part in this study? (or equivalent section)
Disclose the approximate number of subjects expected to be enrolled in the study at or by this facility as well as study wide.

	 FORMCHECKBOX 

	What will you do in this study?   (or equivalent section)                                  

Utilize the language below if your study includes either genetic or HIV testing to ensure that both state and federal requirements are addressed.

Genetic Testing:                                                                                            FORMCHECKBOX 
  NA
(In order to comply with federal and state law, if the study includes genetic testing there must be an explanation of why it is important to the study,  whether or not the results will become a part of the medical record or be made available to the participant, and the availability of genetic counseling.  The protections afforded by the federal and state statutes and the limitations of those protections must be described.)

Required text:

Genetic testing is part of this study because (describe the reasons why it is important to the study).  Genetic information gained during this study will not affect your medical care treatment. 

We (will/will not) place information about your participation in the study or the results of study tests in your medical record.

If test results will be made available to the participant, include the following:

There is the potential psychological risk to you or to family members who may learn about genetic findings.  Counseling about the genetic results is available to you, at your request.
Required text:

Although we will take steps to protect your confidentiality, there is a risk that if your employer or insurer becomes aware of your having genetic testing, this information could influence perceptions regarding your health status. If you do not share information about taking part in this study with others, you will reduce these risks. 

However, there are some laws that will protect you from genetic discrimination.  Massachusetts law prohibits genetic discrimination by any company doing business in Massachusetts, including health plans, health insurers, and companies selling life, disability, or long-term care insurance.  In addition, a federal law called the Genetic Information Nondiscrimination Act (GINA) prevents health insurance companies and group health plans as well as employers with 15 or more employees from requesting your genetic information that we get from this research or using it when making decisions about your eligibility or premiums.  

If genetic testing is a requirement of the study, use the following required text:

 FORMCHECKBOX 
 I understand that genetic testing is part of this study.

Signature: 






  Date: 


Whenever possible, participants should have the option to opt-in or opt-out of genetic testing. If the participant is able to opt-in or out, use the following required text:

 FORMCHECKBOX 
Yes, I give my permission for genetic testing to be performed and results used for the purposes of this study. (Insert if applicable: I authorize release of this information as described in this form.)

Signature: 






  Date: 



 FORMCHECKBOX 
  No, I do not give my permission for genetic testing to be performed or results used and released for the purposes of this study as described in this form.

Signature: 






  Date: 


HIV Testing:                                                                                                   FORMCHECKBOX 
  NA
(If the study includes HIV antibody or antigen testing, it must be described and it requires separate signature.  Include information on documentation and disclosure of results and the availability of counseling.  Disclose who will have access to the test results and to whom the results will be released.  Disclose the fact that a separate HIV testing form will have to be completed by the doctor and the participant for the lab to perform the testing.  If opting out of the testing will exclude the participant from the study, this must be disclosed.)  

If HIV testing is a requirement of the study, use the following required text:

 FORMCHECKBOX 
 I understand that HIV testing is part of this study.

Signature: 






  Date: 


Whenever possible, participants should have the option to opt-in or opt-out of HIV testing. If the participant is able to opt-in or out, use the following required text:

 FORMCHECKBOX 
Yes, I give my permission for HIV testing to be performed and results used for the purposes of this study. (Insert if applicable: I authorize release of this information as described in this form.)

Signature: 






  Date: 



 FORMCHECKBOX 
  No, I do not give my permission for HIV testing to be performed or results used and released for the purposes of this study as described in this form.

Signature: 






  Date: 





	 FORMCHECKBOX 

	What about confidentiality?  (or equivalent section)    
Required text:
We will protect your privacy as a participant in this research study and the confidentiality of your research information.  (Describe where/how data will be stored.  For example: Your study file will be stored in a secure area in ___).  (Include if applicable: Medical information from this research study (such, lab tests) may become part of your medical record.)  Required text unless the nature of the research is such that there is no possibility of exposure to information subject to mandated reporting: We may be required by law to report some information (for example; certain infectious diseases, suspected abuse) to a state agency for public health or safety reasons.

Required text, only if accurate, otherwise disclose that names will be associated with certain (specify as much as possible) research information sent outside of the institution:
Research information that is sent outside of Baystate Medical Center (for example, to the study sponsor and the companies it uses to help conduct the research) will not have your name on it. 

Required text: 
If we publish information from this research study or use it for teaching, your name will not be used.

Required text, when applicable:                                                                        FORMCHECKBOX 
  NA
We will not take photographs or make audiotapes or videotapes of you without your permission.

	 FORMCHECKBOX 

	Will I receive any compensation?  (or equivalent section)                         FORMCHECKBOX 
 NA                                        
Required Text (if paid in cash or cash equivalent):
Baystate will keep a record of any money you are paid, your name, address, and social security number.  If Baystate Medical Center pays you more than $600 in a calendar year (or if you are a foreign citizen who is not here as a permanent resident), we must report the payment to the IRS (Internal Revenue Service) and send you a 1099 form.

	 FORMCHECKBOX 

	What happens if I am injured?  (or equivalent section)
Required:

It is possible that you could have injuries as a direct result from your participation in this study.  If this happens, you will be offered medical treatment at the usual charge.  Baystate Medical Center does not have a program to provide compensation or free medical treatment for research-related injury.  

Include a description of what the sponsor may pay in the event of an injury.   This section must be consistent with the sponsor’s obligation under the clinical trial agreement. The level of language must be appropriate and cannot include phrases which appear to limit individual’s legal rights.
However, you do not lose any of your legal rights by signing this form.
Massachusetts law requires health insurers to cover usual medical expenses of cancer treatment for patients who participate in certain clinical trials.



	 FORMCHECKBOX 

	Information about the privacy of protected health information

Required text (section may not be altered except as indicated):
Baystate Medical Center, its employees, and its affiliates are required by law to protect the privacy of information that identifies you.  If you enroll in this research study, your protected health information (referred to as PHI in the rest of this section) may be used and shared with others as explained below. 

What PHI will be used and shared with others for this research study?

· Information gathered from your medical records.

· New information created as a result of this study (for example, from study exams, tests, procedures, surveys, etc.).

· For this research study we would like to access (insert if applicable: and release) the following sensitive information which is noted by the check (or X) in the boxes below.  If you agree that we can have this information, you must put your initials on the line(s) following the checked (or X’d) category boxes: (researcher must check all applicable boxes on submitted consent form; this bullet and check boxes may be deleted only if none of the information described will be accessed or disclosed during the course of the study. The participant must initial each applicable (checked) category to indicate their permission)
 FORMCHECKBOX 
 Mental Health Records (this category includes communications with psychotherapists, social workers, and other counselors)           (initial here)
 FORMCHECKBOX 
 Records of Treatment for Sexually Transmitted Diseases           (initial here)
 FORMCHECKBOX 
 Records of Treatment for Drug/Alcohol Abuse           (initial here)
 FORMCHECKBOX 
 Genetic Test Results           (initial here)

 FORMCHECKBOX 
 Information about HIV testing and/or diagnosis/treatment of AIDS            (initial here)                                       
Why will your PHI be used and shared?

· We need to use and share your PHI in order to conduct this research study, monitor your safety and the safety of the study as a whole, and to ensure that the research meets legal, institution, and accreditation standards.  

· We may also need to use and share your information for treatment purposes, payment, or for health care operations.  

Who may use and share your PHI?

· The study doctors and the staff helping them conduct the research.

· Other people within Baystate Medical Center and its affiliates such as those who oversee research, process bills and payments, conduct quality assurance, and provide legal advice.

· Other doctors, medical centers, and research staff taking part in this study as necessary.

· Insurers and their agents as necessary.

· The study sponsor(s): (enter sponsor name(s) here) and those it hires to do and oversee the research. (include if applicable)
· Organizations that accredit hospitals and research programs.

In order to check that we are conducting research properly, government agencies may access information that could identify you.  For example, the following people/groups may inspect research records: 

· The Office of Human Research Protections in the U.S. Department of Health and Human Services.
· (for studies of FDA regulated products such as drugs, biologics, and devices, add the U.S. Food and Drug Administration)
· State agencies such as the Department of Public Health.

· Other domestic and foreign government agencies if required.

Once your PHI has been released it may no longer be protected by federal law.

Can you see your research records?

· You can ask to see your research records but sometimes that can only happen after the research study is completed.  If you would like to see your research records please discuss this with your study doctor or call: (insert name) at (insert phone number).

How long will your PHI be used and shared for this research study?

· Since research is an ongoing process, there is no scheduled date at which your PHI will be destroyed. (this sentence can be modified to disclose an approximate date or circumstance (such as 3 years after FDA approval of the drug/device) if known)
What if you decide that you no longer want your PHI used or shared for this research study?

· You can withdraw your permission at any time for us to use and share your PHI by contacting your study doctor.  We will not be able to take back any information that has already been used or shared. You will not be able to continue in the research study once you withdraw your permission.

	 FORMCHECKBOX 

	Whom do I contact if I have study questions or concerns?

Add the local contact information to the CIRB Consent Form as appropriate.  See below for BH language:

If you have any questions about this study, please contact: [insert name of appropriate person(s)] at [insert telephone number].  If you experience a complication or injury that you believe may be related to this study, please contact: [insert name of appropriate individual(s), preferably principal investigator] at [insert telephone number].  After hours, please call (provide a phone number and instructions for participants to call after hours). (If the contact information does not directly contact the study doctor, explain how an assistant will get in touch with the study doctor. For example: “If you have any questions about this study, please call: 413-794-xxxx and an assistant will page Dr. ______.”).
If you would like to discuss your rights as a research participant, or wish to speak with someone not directly involved in the study, please contact the Baystate Medical Center Institutional Review Board at (413) 794-4356.  

	 FORMCHECKBOX 

	Statement of voluntary consent 
I have read this form or have had it read to me.  I have been told what to expect if I take part in this study, including possible risks and possible benefits.  I have had a chance to ask questions and have had them answered to my satisfaction.  I have been told that the people listed in this form will answer any questions that I have in the future.  By signing below, I am volunteering to be in this research study.



	 FORMCHECKBOX 

	Signature lines:

· Participant (print, signature & date)
· Legal Representative (if applicable) (print, signature & date)
· Witness (if required) (print, signature & date)

	 FORMCHECKBOX 

	Study Representative Statement
I have explained the purpose of the research, the study procedures, the possible risks and discomforts, the possible benefits, and have answered all questions to the best of my ability.

Study Representative's Name (Print): 







Signature:  











Date:  




Time Consent Obtained:  



	 FORMCHECKBOX 

	Statement that participant will receive a copy of the consent form

	 FORMCHECKBOX 

	Child Assent                                                                                                      FORMCHECKBOX 
 NA

Include an assent as it applies to the study.  See BH Consent template.

	 FORMCHECKBOX 

	Child Assent for Continued Research Participation                                     FORMCHECKBOX 
 NA

If the study population is expected to turn 7 during the course of the study, assent for continued research participation must be included.  The following language has been modified from the consent template.

“I have been taking part in a research study.  When this study began, my parent or guardian gave permission for my participation.  Now that I am 7 years old, Dr. _______________ has talked to me about what research is and what will happen if I am in this study.  Dr. _____________ answered my questions.  I know that being in this research study might not help me to feel better.  I know that I do not have to be in this study, being in this study is up to me and my doctor won’t be mad at me if I don’t continue.  I can change my mind later and stop being in the study.  My parent or guardian can also take me out of the study at any time.  Signing my name on this form means that I agree to be in this study.”

	 FORMCHECKBOX 

	Consent for Continued Research Participation                                            FORMCHECKBOX 
 NA

If the study population is expected to turn 18 during the course of the study, consent for continued research participation must be included.  See BH Consent template.

	 FORMCHECKBOX 

	Consent Footer

The footer of each page must have the following:

· BH consent version and date

· Page numbers (Page X of X)


v. 06/03/10

