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[Sample Informed Consent Format 

 Heading & Section Titles are underlined and bolded black, suggested language is in green (please remove quotations), instructions are in blue italics, and required language is in bolded red. Please ensure that your “final /clean” version has black text, consistent font size and all comments/tracked changes removed from the margins and tracked changes is turned OFF]
ATLANTA VA MEDICAL CENTER 



Consent to be a Research Subject 

TITLE:  Complete Title of Protocol
PRINCIPAL INVESTIGATOR: Include name of VA PI and other investigators as appropriate 

SPONSOR'S NAME: (If study is funded, include the sponsor's name. The sponsor may be an individual, pharmaceutical company, governmental agency, academic institution, private organization, or other) 

INTRODUCTION/PURPOSE: (Required element in all consents) this can be one or two sections.
Include the following in this section:

·  A statement that potential subjects are being asked to volunteer for a research 
study 

· An explanation of why the subject is being asked to volunteer
· A clear explanation of the purpose of the research 

· The expected duration of the subject's participation (days, years and/or hours) and number of study visits
· The approximate number of subjects to be enrolled at the VA study site and the total number at all sites 

· A statement of whether or not a drug or device is FDA approved versus 
experimental (if appropriate)

PROCEDURES:  (Required element in all consents) 

Include the following in this section: 

· Suggested wording: “Please read this consent form.  Before you decide to take part, discuss any questions or concerns with the research team.  If you agree to be in this study, you will need to sign this consent form and a HIPAA form before starting in the study.” 
· ​ Full description of the study procedures in chronological order
· Make clear distinction between experimental and standard tests/ procedures 
(“standard of care”)
· Clarify which test and/or procedures are solely done for study purposes
· List the subject’s responsibilities and expectations for the study (e.g. fasting, or coming in with study supplies, etc.)
· Indicate the type and amount of specific fluids (blood, CSF, etc.) drawn during each visit and over the course of the entire study (e.g., teaspoons, tablespoon, ounces or pints); also, the type and amount of other collected samples (stool, tissue, etc.)
· If the study involves randomization, specify the process (e.g., "Like flipping a coin"   
or “You will have 1 in____ chances…)
· Location for research visits and/or study procedure(s) 
· Amount of time involved for each study visit 
The following is required ONLY IF the study involves photographs, video and/or audio recording: 

·  Describe that these will be taken or obtained for research purposes

· How the photographs, video and/or audio recordings will be used for the research

· Whether the photograph, video and/or audio recordings will be disclosed outside the VA
RISKS: (Required element in all consents) 

Include the following in this section:

· All foreseeable risks or discomforts associated with the research
· Common risks such as venipuncture, skin tape reactions, radiation exposure, 
special tests, emotional stress, potential loss of confidentiality 
· If appropriate, include a statement that describes how the particular treatment or procedure may involve risks to the subject (or to the embryo of fetus, if the subject is or becomes pregnant) that are currently unforeseeable
· Categorize risks according to expected frequency (i.e., Very Likely, Somewhat Likely, etc.)

Suggested wording, if appropriate: 

Unknown Risks:  “This study involves a new [treatment/procedure]*. There may be risks, discomforts or side effects that are not yet known.” 
BENEFITS: (Required element in all consents) 

Do Not Refer to Compensation, Free Drugs, free tests, etc. in this section
Include the following in this section:

· Any potential benefits that the subject may receive from taking part in the study
· A statement that there may be no benefit to the subject
Suggested wording: “Taking part in this research study may not benefit you personally, but we [e.g. doctors, researchers and scientists] may learn new things that will help others.”








OR

“There is no direct benefit to you from taking part in this study.  However, this research study may help us learn new things that may help other people in the future.”

ALTERNATIVES: (Required element but only if the study involves treatment) 

Include the following in this section:

· Alternative treatments or procedures other than what is offered in the research study

Suggested wording for this section if there are no other alternative treatments or procedures: 

“There are no alternative treatments [and/or procedures] to those offered in this research study.”







OR

“You do not have to be in this study to receive treatment for your condition. Your study doctor can discuss with you the alternative treatments.” 

CONFIDENTIALITY: (Required element in all consents) 

· List all organizations and people that may have access to study and/or medical records 


We will keep information about you, including any research records we create, strictly confidential to the extent required by law. 
Suggested wording:   “We may be required to release your record if we receive a subpoena or a court order.  The study staff will keep your study files locked in a file cabinet in a private office. We will use [a study number*] rather than your name on study records when we can. Your name and other facts that might point to you will not appear when we present this study or publish its results.” People other than those doing this research study may have access to your medical and study records including:  [Only list agencies as appropriate] 
· Sponsors, companies or agencies paying for the study  (list by name and only if applicable)
·  The Food and Drug Administration (only if a drug or device is being studied- you must spell this out, you cannot only write “FDA”)
· The Office for Human Research Protections

· The Government Accountability Office (GAO)

· The Office of Research Oversight (ORO)

· The Inspector General

· The Emory University Institutional Review Board and other offices in Emory 
University that help run and/or oversee studies
· The Atlanta Research and Education Foundation (AREF) (only if they are the agency administering your study funds)
· The Atlanta VA Research Compliance Officer

· VA research staff within the VA Hospital or at Emory University (when data is 
stored at Emory)
· Greenphire, Inc.  (only if Greenphire compensates subjects with a Clincard) 
· Any appropriate state or federal government agencies that make rules and policy about how research is done that are not listed above
If you are participating in a study where a test and/or procedure may be performed at Emory and you are not and have never been an Emory patient, you do not have an electronic medical record.  Please note that an Emory medical record will be created if you have any services or procedures done by an Emory provider or facility for this study.

All research records and/or identifiers will be destroyed in accordance with the VA record retention schedule.
If you are a veteran who is a patient at the Atlanta VA Medical Center, a copy of your signed and dated consent and HIPAA forms may be placed in your medical record(s).  If you are a non-veteran receiving clinical services (i.e., use of the laboratory, radiology, audiology, etc.) as part of this study, you will have an electronic medical record created for you.  You will also be given a VA Notice of Privacy Practices (NOPP) and we will ask you to sign a form saying that you have received this notice. 
If you are in an FDA sponsored clinical trial:  A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.
NOTE: SAMPLE TEXT TO USE ONLY IF THERE IS A CERTIFICATE OF CONFIDENTIALITY FOR A STUDY (THEN IT IS REQUIRED):
We have obtained a Certificate of Confidentiality from the Federal Government.  This helps protect your privacy by allowing us to refuse to release your name or other information outside of the research study, even by a court order.  By law, information can still be released if we find or suspect child abuse, elder abuse, an intent to harm yourself or others, or if you have an infectious disease that State or Federal law requires us to report.  The Certificate does not prevent you or a member of your family from releasing data about yourself or your involvement in this study.  
COMPENSATION: Include the following in this section:

· Describe any compensation (do not say “paid”) and prorating

· Describe how, when, and in what form the subject will receive compensation

· Name & Number of VA person to contact in the event of study-related injuries

The study sponsor disclaimer (if applicable)
Required wording, but only if *appropriate (*If the study participant(s) will be receiving compensation of more than $600 in a calendar year from this study): 

Please note that we are required to complete a Form 1099 for any participant payments for research at the Atlanta VAMC that total over $600/calendar year.  To comply with this federal mandate the researchers are required to obtain your social security number to complete the form. 
The following is required ONLY IF Greenphire, Inc. is compensating research subjects with a Clincard:
You will get compensated for time and travel. You will get $XX.XX for research clinic visits and $XX.XX for research phone visits. (If the subjects will be paid for unscheduled clinic visits, include that information here). It will be on a ClinCard, which works like a debit card. It is provided by Greenphire. When visits are completed, funds will be loaded onto your card. You will be able to use the funds in approximately 1 business day. You will have up to XX clinic visits over the period of the study (total that you can receive is $XXXX.XX). 

Greenphire and its Customer Support members will not have access to your name or contact information. Instead they will have your study ID number that will be provided to you by the study coordinator. You will be able to use this study ID number to check the balance on your Greenphire debit card.
You will get emergency medical care if you get injured from being in this study.  Under Federal Law, you will qualify for follow-up treatment if the injury was related to the research study.  You may or may not get further compensation if you are injured in this study.  This rule would not apply if you do not follow study procedures.  If you believe you have been injured by this research, you should contact ____________________________________________ (VA PI’s name and contact information).  
CONFLICT OF INTEREST:  (Required in all consent forms) Describe any real or apparent conflict of interest for the investigator(s) in this study OR state that there is no real or apparent conflict of interest: 
· Please describe any real or apparent conflict of interest by investigators where the research will be performed. 
· If there is no real or apparent conflict of interest, please state, “None”.
COSTS: This section can be combined with the Compensation section. It should include any costs that subject will be required to pay in order to participate in the study.

· List tests and procedures whose cost(s) are covered by the study sponsor

· List any non-research related tests/procedures for which the subject and/or his/her insurance company is responsible for payment  

(Required in all consent forms):  Some Veterans are required to pay co-payments for medical care and services provided by the VA. These co-payment requirements will continue to apply to medical care and services that are not part of this study.

CONTACT PERSONS: (Required in all consent forms) If you have any questions, concerns, or complaints about this study you can call a member of the study staff:

[Contact can be the VA PI and/or VA study coordinator] at ###-###-####
If you have been harmed from being in this study call: [name of VA PI] at ###-###-####

If you want to speak to someone who is not a member of the study to discuss problems, ask questions or voice concerns, you can call: 

The Emory University Institutional Review Board (404) 712-0720 or toll free at 1-877-503-9797 

Or 


The Research Compliance Officer at (404) 321-6111 ext. 6964 or the Clinical Studies Center Director at (404) 321-6111 ext. 6933
If you have any questions about your rights as a participant in this research study, call the Emory University Institutional Review Board at (404) 712-0720 or toll free at 1-877-503-9797.
NEW FINDINGS: (Required only if appropriate) 

Include the following in this section:

· That if a new risk or a danger emerges, subjects will be told and given the 
opportunity to drop out of the study. 

Suggested wording: “We may learn new things during the study that you may need to know. We can also learn about things that might make you want to stop participating in the study. If so, you will be notified about any new information.” 

VOLUNTARY PARTICIPATION AND WITHDRAWAL: (Required in all consent forms) 

Include the following in this section:

· That the subject's participation is voluntary
· ​ That refusal to participate involves no penalty or loss of benefits to which the subject is otherwise entitled
· That the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled 
· An explanation of any medical consequences of study withdrawal
· Explanation in which circumstances the subject’s  participation may be discontinued 
by the investigator or the sponsor  

Suggested Wording: ​
“The study doctors have the right to end your participation in this study for any of the following reasons: If it would be dangerous for you to continue,  if you do not follow study procedures as directed by the study doctors, or if the sponsor decides to end the study.”   

“Your participation is voluntary and you have the right to refuse to be in this study. You can stop at anytime after giving your consent. This decision will not affect in any way your current or future medical care or any other benefits to which you are otherwise entitled. The study doctor, investigator, or sponsor may stop you from taking part in this study at any time if they decide it is in your best interest or if you do not follow study instructions”. 
  

“We will give you a copy of this consent form to keep. If you are willing to volunteer for this research, please sign below.” 


RESEARCH PARTICIPANT’S SIGNATURE AND DATE:  

_______________________________________    
Research Participant’s name    

             

                                                                       

________________________________________                ___________              __________

Research Participant’s Signature                                           Date                             Time

                                                                                                (to be entered by participant)
________________________________________                ___________              __________ 
Participant’s Legally Authorized Representative (LAR)           Date                            Time 
(use ONLY if a LAR has been approved by the IRB)              (to be entered by the LAR)
_____________________________________    

Name of Approved Individual Obtaining Consent    
(Not required IF the IRB waives this signature. Please upload the waiver request in eIRB.)
________________________________________                ___________              __________ 
Signature of Approved Individual Obtaining Consent             Date                             Time 

                                                                                                (to be entered by Approved Individual)
(Not required IF the IRB waives this signature. Please upload the waiver request in eIRB.) 
*An Approved individual is one who has completed HRPP training and is officially approved to consent subjects for this specific study.  The signature and date of this individual certifies that this is the most current approved consent document for this study.* 
(The paragraph above would not be required if the IRB waives the signature of the Individual Obtaining Consent.)        

Consent Version Date: __/__/____
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