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ICF Element Text/Language in the ICF Instructions/Notes 

 HIPAA 
Authorization 

For Stanford studies, the HIPAA Authorization must meet the following requirements: 
1) must be written in at least 14 point font 
2) must be completely separate from any consent language on the same page, or it can be 
a completely separate document from the consent form. 
3) must include a separate signature, which serves no other purpose than to execute the 
Authorization. 
4)The Authorization must state the end date to the use and disclosure of information  
 
Please refer to the current version of our template below for required language: 
 HIPAA authorization template 
 

Even If the model consent includes HIPAA 
language, Stanford’s template HIPPA 
language should be used instead for 
participants at Stanford.  The Authorization 
Form must appear in 14 point font and 
include its own signature block in order to 
comply with CA state regulations.  CA law 
also requires a definite expiration date, 
although there are some exceptions to this 
requirement (e.g., for repository 
protocols). 
 

 Conflict of 
Interest Disclosure 

Consultative or Financial Relationships 
Examples:  
Dr. Jane Doe is a paid consultant to <insert company name>, the company sponsoring this 
study. 
Dr. Jane Doe receives honoraria from <insert company name>, the company sponsoring 
this study. 
Dr. Jane Doe is paid speaking fees by <insert company name>, the company sponsoring this 
study. 
Dr. Jane Doe receives payment for lectures from <insert company name>, the company 
sponsoring this study. 
Dr. Jane Doe is a paid advisor to <insert company name>, the company sponsoring this 
study. 
Dr. Jane Doe is an unpaid advisor to <insert company name>, the company sponsoring this 
study. 
Dr. Jane Doe receives royalties from <insert company name>, the company sponsoring this 
study. 
 

If consultative or financial relationships 
exist for the Protocol Director and/or any 
investigators in a study, disclose in a 
separate paragraph in the consent form 
the name and precise nature of the 
relationship. 
 
 

 Cost Language Option 1: 
 There is no cost to you for participating in this study, other than basic expenses like 
transportation and the personal time it will take to come to all of the study visits. 

Choose one of the two options below, 
depending on additional costs to the 

https://stanfordmedicine.box.com/shared/static/8cxasnr3yupss0f5y24isk9s9xt04wua.doc
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Option 2: 
If you participate in this study, the study will pay for those services, supplies, procedures, 
and care associated with the study that are not a part of your routine medical care.  
However, there may be additional costs to you.  These include basic expenses like 
transportation and the personal time it will take to come to the study visits.  You and/or 
your health insurance must pay for services, supplies, procedures, and care that are 
required during this study for routine medical care.  You will also be responsible for any co-
payments and/or deductibles as required by your insurance.  Participation in this study is 
not a substitute for health insurance.   
 

participant. No changes or additions are 
permitted to this language. 
 
Option 1: Include the following if there is 
no treatment involved and there will be no 
additional costs to the participant due to 
their participation in the research. 
 
Option 2: Include the following paragraph 
if there might be additional costs to the 
participant due to their participation in the 
research. 
 

 Research-
related Injury 
 

Option 1 
 
 
 
 
 
 
 
 
 
 
 
 
 

 Option 2 

OPTION 1 
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, care will be provided to you.  You will not be responsible for any of these costs.  
 
If you receive Medicare benefits, and if the sponsor of this study pays for any study-related 
treatment, complications or injuries, personal information about you, your treatment, and 
your participation in this study will be provided to the sponsor, who is required by law to 
provide it to Medicare. 
 
You do not waive any liability rights for personal injury by signing this form. 
 
OPTION 2 
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 

The informed consent form must include 
language on participant compensation in 
the event of a research-related injury.  
Choose one of the two options below 
depending on the funding for the project.  
No changes or additions are permitted to 
this language. 
 
Industry Sponsored Projects (Clinical 
Trials) 
Use OPTION 1 if the Industry Sponsor is 
paying for medical care costs incurred as a 
result of research-related injury (adverse 
events): 
 
Note: Before submitting the consent form 
to the IRB, determine if the industry 
sponsor is paying for medical care costs 
incurred as a result of research-related 
injury. If you don’t know, contact the 
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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. 
 
 
 
 
 
 
 

contract officer (at the Office of Sponsored 
Research). 
 
Other Funding or No funding  
Use OPTION 2 for: 

A. Projects with federal funding (i.e., 
NIH funding), Stanford 
Departmental funding, gift funding, 
medical scholars funding and 
projects with no funding.   

B. Industry funded projects when the 
Industry funder/sponsor is not 
paying for medical care costs 
incurred as a result of research-
related injury. In these situations, 
the study must be reviewed and 
approved by the Spectrum Risk 
Assessment Committee (RAC). For 
information on RAC application, 
please contact your contract officer 

 

Lucas Center MRI 
and Jordan Hall 
Psychology CNI 
MRIs 

The scans performed in this study are for specific research purposes and are not optimized 
to find medical abnormalities.  The investigators for this project may not be trained to 
perform medical diagnosis.  The investigators and Stanford are not responsible for failure 
to find existing abnormalities with these MRI scans.  However, on occasion the investigator 
may notice a finding on an MRI scan that seems abnormal.  When this occurs, a physician 
will be consulted as to whether the findings merit further investigation, in which case the 
investigator will contact you and your primary care physician and inform you of the finding.  
The decision as to whether to proceed with further examination or treatment lies solely 
with you and your physician.  The investigators, the consulting physician, and Stanford are 
not responsible for any examination or treatment that you undertake based on these 
findings.  Because the images collected in this study may not comprise a proper clinical 
MRI scan, these images will not be made available for diagnostic purposes. 

Add the Investigational coils to section 3.a 
of protocol information in the eProtocol 
application. 
 
The Reviewing IRB will need to make an 
NSR Determination for the coils. 
 
The following language is recommended 
for studies performed at the Lucas Center 
or with Jordan Hall Psychology CNI MRI.  
Others might consider similar language if 
the scan is not a diagnostic study. 
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 CA 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. 
 

 Signing your name means you agree to be in this study and that you will receive a copy of 
this signed and dated consent form 

 

Participants must be given a list of their 
rights if participating in a “medical 
experiment” under California law as 
specified in CA Health and Safety Code 
24172. This must be included verbatim. 
 
CA Bill of Rights can be embedded within 
the consent before consent signature lines 
or can be presented as a separate 
document. 

 Person 
Obtaining consent 

 
_______________________________           _________ 
Signature of Person Obtaining Consent               Date 

 
_________________________________ 
Print Name of Person Obtaining Consent 
 

Signature and Name of the person 
obtaining consent must be included in the 
signature section when the CA Bill of Rights 
is included in the consent. 
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 Pregnancy 
testing with 
minors 

For the parent/guardian consent form: 

 

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 is 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. 

 

For the minor assent form: 

 

If you are female and have had your first period:  

 

During the research, pregnancy testing will be performed. The results of the 

pregnancy tests will be told to you by one of the study nurses or doctors in 

private. Every effort will be made to keep positive pregnancy test results a 

secret. Although we will not typically tell your parent(s) or guardian(s) 

without your permission, there may be times we might need to reveal this 

information. For example, if your life or someone else's life was at risk or if 

abuse was suspected, it may be necessary to tell your parent(s) or 

guardian(s) of a positive pregnancy test. If we believe it's necessary to tell 

your parent or guardian of a positive pregnancy test without your 

permission, we would meet with you first in private to discuss our concerns 

There are California minor consent laws that that 

that impact how pregnancy results can be 

communicated. 

 

If the minor assent will be documented 

on the parental consent form, add both language 

options to the consent form. Then,  

describe the consent and assent  

process in section 1a of protocol 

information in the eProtocol  

application.  

 

Please note, that in order to ensure the  

minor’s privacy, the assent process  

must occur separately from the  

Parental Consent (Parent should leave 

the room while obtaining assent). 
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prior to giving any information to your parent(s) or guardian(s) regarding 

pregnancy. During the research, if you do have a positive pregnancy test, 

we may remove you from the study. This means that even if we do not 

reveal the results, your parent(s) or guardian(s), may suspect that you are 

pregnant despite our best efforts to keep the information secret. If you 

become pregnant or if there is any chance that you might be pregnant (late 

period, broken condom, missed oral birth control pills, etc.) please contact 

the study personnel immediately so that we may provide medical assistance 

and counseling. 

 

 

 

 

 

 

 

 

 

 

 

 

 

  


