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	STANFORD UNIVERSITY   Research Consent Form
	
	

	Protocol Director:
	
	
	

	Protocol Title:   
	



STANFORD CONSENT FORM TEMPLATE FOR NCI CIRB 
· Instructions are in red; 

· Before submission to the IRB: Remove instructions 

· Consider using large font if you anticipate recruiting participants with visual impairments, e.g., older populations, or for eye studies

 Denotes text that must appear verbatim
*************
Participant identification: Required on each page of consent forms for studies conducted at SHC and LPCH.
The Participant ID may be entered in the box below – this could be the participant’s name, initials, medical record number, study number – but it must not be used for the participant’s signature or social security number.  Anything entered online in this box will populate to all pages of the consent form.  Entering the name of the specific participant in the Participant ID box is not considered a modification of the approved consent form.

You may choose another way to identify the participant on each page, e.g. affixing a chart label, but if you do so, please remove the unused box unless it will be covered by a label.

STUDY barcode:  To avoid scanning errors all photocopies must be generated directly from an original printed version – no copies of copies, please.
COMPENSATION for Research-Related Injury
All forms of medical diagnosis and treatment – whether routine or experimental – involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise, the Protocol Director and the research study staff will assist you in obtaining appropriate medical treatment.  In the event that you have an injury or illness that is directly caused by your participation in this study, reimbursement for all related costs of care first will be sought from your insurer, managed care plan, or other benefits program.  You will be responsible for any associated co-payments or deductibles as required by your insurance.
If costs of care related to such an injury are not covered by your insurer, managed care plan or other benefits program, you may be responsible for these costs.  If you are unable to pay for such costs, the Protocol Director will assist you in applying for supplemental benefits and explain how to apply for patient financial assistance from the hospital.
You do not waive any liability rights for personal injury by signing this form.
CONTACT INFORMATION 

#Questions, Concerns, or Complaints:  If you have any questions, concerns or complaints about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the Protocol Director, (name and phone number of Protocol Director).  You should also contact him/her at any time if you feel you have been hurt by being a part of this study. 
Independent Contact:  If you are not satisfied with how this study is being conducted, or if you have any concerns, complaints, or general questions about the research or your rights as a participant, please contact the Stanford Institutional Review Board (IRB) to speak to someone independent of the research team at (650)-723-5244 or toll free at 1-866-680-2906.  You can also write to the Stanford IRB, Stanford University, 1705 El Camino Real, Palo Alto, CA 94306.
EXPERIMENTAL SUBJECT’S BILL OF RIGHTS
As a research participant you have the following rights.  These rights include but are not limited to the participant's right to:

· be informed of the nature and purpose of the experiment; 

· be given an explanation of the procedures to be followed in the medical experiment, and any drug or device to be utilized; 

· be given a description of any attendant discomforts and risks reasonably to be expected; 

· be given an explanation of any benefits to the subject reasonably to be expected, if applicable; 

· be given a disclosure of any appropriate alternatives, drugs or devices that might be advantageous to the subject, their relative risks and benefits;

· be informed of the avenues of medical treatment, if any available to the subject after the experiment if complications should arise; 

· be given an opportunity to ask questions concerning the experiment or the procedures involved; 

· be instructed that consent to participate in the medical experiment may be withdrawn at any time and the subject may discontinue participation without prejudice; 

· be given a copy of the signed and dated consent form; and 
· be given the opportunity to decide to consent or not to consent to a medical experiment without the intervention of any element of force, fraud, deceit, duress, coercion or undue influence on the subject's decision.
If the protocol includes pregnancy testing minors, add the following language after the signature section:
#As part of this study, pregnancy testing will be performed. The results of pregnancy tests for those under 18 are confidential according to California Minor Consent Laws. If you are a parent whose child is participating in this study, results will be given to your child by one of the study nurses or doctors in private. Every effort will be made to maintain confidentiality regarding positive pregnancy test results. Although we will not typically tell parent(s) or guardian(s) without your child's permission, under certain circumstances, we might be compelled to reveal this information. For example, if your child's life or someone else's life is at risk or if abuse is suspected, it may be necessary to inform you as parent(s) or guardian(s) of a positive pregnancy test. If we believe it's necessary to tell a parent or guardian of a positive pregnancy test without your child's permission, we will meet with your child first in private to discuss our concerns before divulging any information regarding pregnancy. During research, if your child has a positive pregnancy test, we may withdraw your child from the study. This means that even if we do not reveal the results, you may suspect that your child is pregnant despite our best efforts to maintain confidentiality. If your child becomes pregnant or if there is any chance that your child is pregnant (late menstrual period), please contact the study personnel immediately so that we may provide medical assistance and counseling.
_____________________________________            

Print Name of Adult Participant                                        

When consent is obtained from a legally authorized representative (LAR) or representatives (e.g., parent(s), guardian or conservator), include signature lines for representatives and a description of their authority to act for the participant.

_____________________________________
               ____________        

Signature of Legally Authorized Representative (LAR)

  Date 
(e.g., parent, guardian or conservator)   
_____________________________________            

Print Name of LAR                                        

_____________________________________

LAR’s Authority to Act for Participant 



(e.g., parent, guardian or conservator)
# If research participants are minor’s, both parents signature and date lines must be  included.
_____________________________________
               ____________ 
(If available) Signature of Other Parent or Guardian  
            Date      

_____________________________________            

Print Name of Other Parent or Guardian                                        

_____________________________________

Authority to Act for Participant 





Add the following Witness line if you are using CIRB remote consent process
The following witness line is to be signed only if using the remote consent process.
_____________________________________                     ____________

Signature of Witness                                                              Date
__________________________________            


Print Name of Witness                                        
During the short form consent process, a translated version of the CA Bill of Rights must be presented to the subject in their native language.
Add the following if you are using the Short Form Consent Process:

The following witness line is to be signed only if the consent is provided as a summary form and accompanied by a short form foreign language consent.

_____________________________________                     ____________

Signature of Witness                                                              Date
__________________________________            


Print Name of Witness                                        

(e.g., staff, translator/interpreter, family member, or other person who speaks both English and the participant's language)

· Translated short form must be signed and dated by both the participant (and their LAR) AND the witness.
· The English consent form (referred to as the "Summary Form" in the regulations):

· Must be signed by the witness AND the Person Obtaining Consent (POC).

· The non-English speaking participant/LAR does not sign the English consent.

· The non-English speaking participant/LAR should not sign the HIPAA participant line

· If the participant or the LAR is non-English speaking, the Person Obtaining Consent (POC) must ensure that 1) the LAR's Description of Authority is completed and 2) that any questions or options presented by the consent form are documented and initialed by the POC on the Summary Form, per the participant's wishes, as they are understood during the consent process.
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