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MIAMI VAHCS 

HUMAN STUDIES SUBCOMMITTEE 
Informed Consent Preparation Checklist 

1. Using and Completing the Informed Consent Preparation Checklist 
· Use this form to help you write an Informed Consent that meets Miami VAHCS IRB requirements
· Check-off each item on the form unless it does not apply (“N/A”).  
· Items which do not allow for a checkbox under the “N/A” column must be included
· Call the Research IRB Office for guidance if you are unsure of a component and/or requirement
2. Developing the Informed Consent Document Using the Checklist as Guidance
· Use all applicable preferred language on the checklist.

· Simplify/define all terminology to a grade 6-8 level for the laymen.  
· Use the second person voice throughout the informed consent.
3. Investigator Manual and Additional Information

Please review the “Informed Consent” section of the Miami VAHCS Investigator Manual for additional information about informed consent policies and procedures.  

	Section A  –  “Purpose of Study and How Long it Will Last”
             
	Yes
	N/A

	1. Statement that this form documents a request for subject to take part in a research study.
	 FORMCHECKBOX 

	

	2. Rationale for study in lay terms.

    Preferred Language: 

    Begin this section with “You are being asked to be in a research study because…”



    (Explain “why” patient was selected (e.g. principal intent/eligibility criteria)
	 FORMCHECKBOX 

	

	3. Identification of which drug or procedure is experimental.
	 FORMCHECKBOX 

	

	4. Mention if little or no experience with human use of drug.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Duration of study for individual. 
	 FORMCHECKBOX 

	

	6. Frequency of visits.
     Preferred Language: 

   “Your participation in this study will involve _____ visits”.  

	 FORMCHECKBOX 

	

	7. Approximate number of subjects who will be in study (Include number of subjects at this site if it

    is a multi-center study).  (example: “There will be 100 participants in this study nationwide, 10 will be

    enrolled at the Miami VA.”   OR  “There will be 20 participants enrolled in this study, all will be from the 

    Miami VA.”)
	 FORMCHECKBOX 

	


	Section B – “Description of the Study Including Procedures to be Used”

             
	Yes
	N/A

	1. Brief description of procedures in lay terms.
    Preferred Language:


    “Efficacy (how well it works)”

	 FORMCHECKBOX 

	

	2. Mention of who will actually follow the patients
	 FORMCHECKBOX 

	

	3. Mention where the research will be conducted, be specific about the location.
	 FORMCHECKBOX 

	

	4. Explanation of study design and terms like random assignment, double blind, and others not

    familiar to lay persons.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Indication of subject’s chance of receiving a placebo or experimental group. 

     Preferred Language: 

      “Assigned by chance (like flipping a coin)”

      “Placebo looks like the study drug but has no medication”

       “You will have ___ in ____ chance of receiving placebo.”

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Indication of tests and procedures that are primarily part of experiment.
	 FORMCHECKBOX 

	

	7. Expectations of subject outlined – visits, journal keeping, taking of medications.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Amount of blood to be drawn in tablespoons.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Explanation of the contents of any questionnaires (what the questions are about).  
	 FORMCHECKBOX 

	 FORMCHECKBOX 
    


	10. If tissue samples/body fluids collected from subjects are to be held for testing to be done in the future, you must describe who will store these tissues and for how long, whether or not the samples are linked, exactly what tests will be performed, and when the samples will be destroyed or returned to the PI.   You must also inform the subject that he/she may withdraw their samples and be discarded.  If samples are to be “de-identified” before storage, then you must inform the subject of this and tell them that for this the samples taken purpose cannot be retrieved and destroyed at a later date.   (Please note that this does not refer to samples to be sent for long-term tissue-bank storage.   You must have special permission from the VA Central Office in Washington, D.C. for this purpose.)  
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section B – Subsection “Protected Health Information”  (HIPAA-related Information)
	Yes
	N/A

	11. Provide specific and meaningful description of what protected health information (PHI) will be

       gathered for the research study. Specify PHI (physical and/or mental) that predates enrollment as 
  well as PHI that will be gathered during the subject’s participation in the study (e.g. information in   
  medical charts, specific test results, previous medical history records, survey instruments, etc. 

      that were taken in a specified time period, such as “in the last 6 months”).

	 FORMCHECKBOX 

	

	12. Explain who will be using or disclosing this collected PHI and why this use/disclosure is necessary   

       Preferred Language: 

 “We are asking for your authorization to allow Dr. _______________ and (his/her) research team

to collect and disclose your protected health information (PHI) as described above for the purpose of conducting this study.”
	 FORMCHECKBOX 

	

	13. If your study involves the disclosure of information relating to one of the following: drug abuse, 

 alcoholism or alcohol abuse, testing for or infection with HIV, or sickle cell anemia – then you 

 must include a statement whereby the patient explicitly obtain authorization to use/disclose this

       information 2
        Preferred Language: 

      “Since this study requires the disclosure of your PHI about __(condition)__, we are asking you

       to give Dr. ___________ and (his/her) research team the authority to disclose this information

       for the purposes of this study.”

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Explain to whom a subject’s PHI may be disclosed (i.e. sponsors, contractors, FDA, DSMBs, etc.) 

and why this disclosure is necessary
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15. Include a statement telling the participant how long the use or disclosure of the information 

will continue. The authorization must have an expiration date.  Example: ”The authorization to use 
      and or disclose this information will expire at the end of the study.”

 
	 FORMCHECKBOX 

	

	16. Tell the participant that he has the right to refuse to sign this Authorization, but that if he does refuse

        then he may not be able to participate in this study. 


Preferred Language:

 “You have the right to refuse to authorize the Investigator to use your PHI for research purposes. 

  If you choose not to give your authorization for research, your right to treatment, payment or

   enrollment in any health plans, or eligibility for benefits will not be affected.  However, you may

        not be allowed to participate in this research study.”
	 FORMCHECKBOX 

	

	17. Tell the participant that they have the right to ask you in writing to stop collecting/using their PHI for 

the purpose of this research study.  However, tell them that you have the right to continue using the 

       information already gathered, but you will not collect any new information for the research study. 
      Preferred Language:

       “You have the right to ask the Investigator, in writing, to stop gathering your protected health     
        information (PHI) for the purpose of this research study. However, the Investigator has the right to 
        continue using the PHI that he has already gathered, but will not continue to collect new 
        information unless required by law.”

	 FORMCHECKBOX 

	

	18. If the study has a research design that would be affected by the release/unblinding of research data, 

then the PI may exercise the option to waive the participant’s right of access to the study PHI until 

the completion of the study. If the study design requires you to exercise this option, then the 

       participant must be informed of this in the Informed Consent document. 


        Preferred Language: 

      “You have the right to request to review your medical and research records. However, the PI has    
        chosen to seal your research-related records until the end of the study. This is to help keep the 

       research study’s integrity intact.  You will be given access to these records at the end of the study.”
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section C – “Description of Any Procedures that May Result in Discomfort or Inconvenience”             
	Yes
	N/A

	1. Mention the need for procedures such as of 24-h urine collections, fasting, withholding



    of medications, etc..
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Mention amount of time required for completing questionnaires, procedures requiring long visits, etc. 

    Preferred Language
    “You do not have to answer any questions if you do not want to.”

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Specification of the number of procedures (blood draws, biopsies) and how often they’d be performed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section D – “Expected Risks of the Study”

	Yes
	N/A

	1. Brief statement relating frequent, unusual, and/or severe risks, including likelihood of occurrence

    and potential for reversibility. 










    Address risks for each of the following: 

· Physical  (minor pain, discomfort, injury from invasive procedures, drug side effects

· Psychological  (undesired changes in thought processes and emotions.  Can be minimal

             or transitory  (e.g. stress, guilt, embarrassment, invasion of privacy, breach of confidentiality). 

· Social (e.g. embarrassment in one’s social group, stigmatization, standing in one’s community, 

             invasion of privacy, breach of confidentiality)






· Legal  (e.g. criminal prosecution for having engaged in illegal activities)


· Economic  (e.g. loss of employment, loss of health insurance)

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Common problems including, but not limited to those from venipunctures, skin tape, allergies,

    and emotional stress from questions. 

    Preferred Language:
   If there are any procedures requiring needle pricks or blood draws, then modify the following sentence

   to your specific situation: “The risks of drawing blood or (giving drugs) through a vein are infection, 

   bruising, slight pain, and uncommonly, fainting or the forming of a small blood clot at the site where

   the blood is drawn”.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Risks from procedures included, especially procedures done primarily for the study.

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Statement of common hazards or toxicity of therapy, especially if expected before therapy is 

    adjusted (e.g. cancer chemotherapy).

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Avoid use of the term, “side effects”.  Use “adverse events”. 
    Instead of “liver function tests” use:   “changes in blood tests that may indicate liver injury”


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. If prior therapy is to be stopped before beginning study medications (washout period), 

    indicate whether there is a possibility of a period of poorer control of the patient’s disease.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 7. If placebo is used, include a statement as to the possibility of poorer control of the patient’s disease.

       Preferred Language:

      If you have a placebo group in the study use the following sentence:

      “If you are in a placebo group, there is the risk that your symptoms may get worse during the study”.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section D – “Expected Risks of the Study” (Continued)

	Yes
	N/A

	8. If an investigational drug is used, include the preferred language concerning birth control.
     Preferred Language  

    “If you are a woman capable of having children you cannot be in this study unless you are not now

    pregnant and are using birth control methods acceptable to the Principal Investigator, and will 

    continue to use these methods during the study.  It is not know if this drug is found in breast milk;

    therefore you must not breast feed if you are in the study. Notify the Principal Investigator immediately

    if at any time during the study you think you are pregnant”. 



	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section E –  “Expected Benefits of the Study”

	Yes
	N/A

	Subsection E “Anticipated Benefits to the Subject”
	Yes
	N/A

	1.  The following preferred language must be included: 

       Preferred Language:

     “No benefits can be promised to you from being in this study”.

	 FORMCHECKBOX 
  

	

	2.  Tell the participant of any benefits that they may receive as part of being in the study, including 

     additional testing or visits or other benefits.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Subsection E “Anticipated Benefits to Society”
	Yes
	N/A

	1. You may provide the participant with information regarding any benefits – new information -  

     to society that may result from this study.







	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section F –  “Other Treatments Available”

	Yes
	N/A

	Mention of any appropriate alternatives to the procedure or therapy (including no therapy, if applicable)
that might be advantageous to the subjects.  Enough detail must be provided so that the subject

can appreciate the nature of any alternatives.  








Give examples here of what standard care would be in this particular situation e.g. oxygen and antibiotics.
Preferred Language:

a. Please use the following sentence (if applicable):

    “You do not have to take part in this study if you do not want to.  If you do not take part in

     this study, your doctors will treat your condition in the usual way”.

b. “The study drug (therapy) is not a substitute for standard care such as will be given

     to you whether or not you are in the study”.  

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section G - Section G – “Compensation”


	Yes
	N/A

	Preferred Language:

a. For funded studies, please use the following language:

    “[The sponsor] will pay for required medical  treatment for any study-related injury. An injury 

     is considered study-related if it is caused by study activities that are different from the treatment 

     you would have received if you were not in the study.  [The sponsor] will not voluntarily 

     pay medical treatment of other injuries or illnesses or any other type of compensation.  You do 

     not, however, give up your right to pursue this or other compensation by signing this consent or

     by being in the study”.










b. For unfunded studies, please use the same language as above, replacing the sponsor’s name with 

    the words “The Department of Veterans Affairs (VA)” . 








	 _ FORMCHECKBOX 
_
	   _ FORMCHECKBOX 
_

	
	 _ FORMCHECKBOX 
_
	   _ FORMCHECKBOX 
_


	Section H -“Payment for Being in Study”



	Yes
	N/A

	1.  THIS IS A REQUIRED ELEMENT OF THE CONSENT FORM.  If you are not going to pay 

participants for being in the study, then you must make a direct statement about it in this section.

If subjects are to be paid, you must state the amount, the pay or (do not use this term),

    and when the subject will be paid.  Payment to patient must be prorated over the course of the study. 



    It is not appropriate to withhold payment until completion of the study.




	 FORMCHECKBOX 
  

	


	Section I – “Use of Research Results”

	Yes
	N/A

	1. If photographs or tape recordings are to be obtained at the VA, you must state that a 

    VA Form 10-3203 must be signed and attached to the consent.
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 


	2. Mention availability of results upon request by participants at completion of entire study.
Preferred Language:

 “You will be told and given in writing any new information that might affect your decision

  to be the study”.

	 FORMCHECKBOX 

	

	Subsection I – “Use of Research Results: Confidentiality Statement”
	
	

	Preferred Language
    Confidentiality Statement - 

     For Industry-sponsored research – these entities usually provide a Confidentiality statement 

     which may be submitted for review instead of the statement below. However, these statements must

include needed privacy statements required by HIPAA as outlined above.



     For other studies that do not have a Confidentiality statement, please use the following paragraph:


“Records identifying you may be inspected by the sponsor of this study, the study investigator and 

his personnel, or by one or more Federal governmental agencies for regulatory purposes.  In 

addition, the Institutional Review Board (IRB) that approved this research may have access to this 

informed consent document as well as to your records for auditing purposes.  The purpose of 

these audits is to help ensure that the research is being conducted in an appropriate manner 

and is in the public interest. Your name and other information identifying you will be protected to 

the fullest extent possible. It is possible that information shared with these groups could result in a 

loss of your privacy although employees of these groups are obligated to protect confidentiality.           
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Subsection I – “Use of Research Results:  HIPAA-related Information”
	Yes
	N/A

	3.  State to whom this PHI will be disclosed to (e.g. Sponsors, contractors, FDA, etc.)


Preferred Language

 “Your name and other personal identifiable information will not be released to other parties 

 not mentioned here unless you give us specific written permission to do so”.

	 FORMCHECKBOX 

	

	4.  Give reason why the PHI is being disclosed (each purpose, such as regulatory audits, data analysis, 

      sponsor oversight activities, etc.)


    If the study drug or device being used for this study is under an approved IND or IDE application, then    
    include the following language:  “The Food and Drug Administration has to approve all drugs and 
    equipment.  Because this research is studying [“drugs” or “equipment”, which ever is appropriate], the 
    FDA may look at your records in order to evaluate the product”.



	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.  State that the information may be disclosed to people for whom this privacy rule does not apply  

Preferred Language

“It is possible that information shared with these groups could result in a loss of your privacy although employees of these groups are obligated to protect confidentiality. Any information shared with the sponsor may no longer be protected under federal law.” 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Subsection I – “Use of Research Results:  Participation and Withdrawal from the Study”
	Yes
	N/A

	6.  Use the Preferred Language below:

 “You may ask any questions you want about the study and we will answer them.  

     You can refuse to be in the study or withdraw from the study at any time.  If you do refuse 

     or withdraw, the care you are entitled to at the VA will not be affected in any way”. 




	 FORMCHECKBOX 

	

	7. Provide an explanation of whom to contact on the research team for answers to pertinent questions about the research or to voice concerns or complaints about the research, and whom to contact in the event of a research-related injury to the subject; 

Use the Preferred Language below:
“You may contact the Investigative team at the numbers listed on the last page of this consent document to report a research-related injury, for answers to your questions about the research or to voice concerns or complaints about the research.”


	 FORMCHECKBOX 

	

	8. Provide contact information for Patient Advocacy to obtain answers to questions about the research; to voice concerns or complaints about the research; to obtain answers to questions about their rights as a research participant; in the event the research staff could not be reached; and in the event the subject wishes to talk to someone other than the research staff.
Use the Preferred Language below:
“If you have any questions about your rights or about medical care because of problems

caused by being in the research study, you may call the Chief of Medical Administration Service or his representative at (305) 575-7000, extension 3051.”   

“You can call either the Patient Advocate’s Office at (305) 575-3392 OR Institutional Review Board (IRB) Office at (305) 575-7000, ext 4465 to obtain answers to questions about the research; to voice concerns or complaints about the research; to obtain answers to questions about their rights as a research participant; in the event the research staff could not be reached; and in the event the subject wishes to talk to someone other than the research staff.  You may also contact these numbers to check whether this study is a valid, VA-sponsored study.”

 
	 FORMCHECKBOX 

	


	Section J  –  “Special Circumstances”
	Yes
	N/A

	1.  If body fluid or tissue sample are being collected that may be used to manufacture a potentially 

     marketable product, then statement “d” in “Preferred Language” section must be included.

     For Funded Studies, please use the following language:

“Neither the Veterans Affairs Medical Center (including investigators) nor the sponsor 

(________) will voluntarily pay you any amount should the _______ you donated lead to the

creation of or constitute a valuable product as a result of research.  You do not, however, give 

up your right to pursue this or other compensation by signing this consent or being in this

     research study”.











   For Unfunded Studies, please re-phrase the above paragraph as follows:  “Neither the Veterans

   Affairs Medical Center nor its investigators will…”
Continued below…



	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.  The statement regarding the possibility of participant being charged for treatment not associated with

     research must be included.



Preferred Language: 
 “Veterans will not be required to pay for medical care and services received as a part of a VA research    
  program.  If a veteran is receiving medical care and services from the VA that are not part of this study,      
  and is a veteran described in federal regulations as a "category 7", they may be required to pay  co-  
  payments for the care and services that are not part of this study.”



	 FORMCHECKBOX 

	

	3. The statement regarding potential removal of a subject from the study by the Principal Investigator 

    must be included.

Preferred Language: 
 “The Principal Investigator can take you out of the study if for any reason he feels it is in your best 
     interest to do so or if your being in the study must be stopped for administrative reasons”.

	 FORMCHECKBOX 

	

	4. The statement regarding the right of the subject to show informed consent document to family 

    members, physicians,or friends must be included.

Preferred Language: 

     “You will receive a copy of this document for your information.  You may, if you want, show

     this document to family members, physicians or friends and ask their advice”.

	 FORMCHECKBOX 

	

	5.   Add a statement describing any financial or non-financial conflict of interest that persons on the research team might have relating to the study.  (e.g. an Investigator or research staff owns stock in the sponsoring company, has a family member who works for the sponsor, or owns a patent that’s related to the study.)


	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section K – “Research Subjects Rights”


	Yes
	N/A

	1. Name of person who will be “consenting” the subject. May be left blank until actual time of the 

    consenting process if more than one person will be obtaining the consent. (Note: Person who consents must be listed on the Report of Research Staff Members, be authorized to consent, and must have  all documentation required for participating in a research study on file in the Research Office)





	 FORMCHECKBOX 

	

	2. Names and appropriate phone numbers/pager number for daytime and after hours contact

    must be supplied.  The number of the hospital or clinic operator is not sufficient.
 
	 FORMCHECKBOX 

	


1

- 1 -
Version 5-13-08 

