	
	Florida Department of Health Human Research Protection Program

	
	Worksheet: Long Form Consent 



	PRINCIPAL INVESTIGATOR:
	     

	TITLE OF STUDY:
	     

	KEY:
	Solid box: All items in the box must be present Dotted box: May be omitted if not applicable


	· The consent document embodies the basic and appropriate additional elements of disclosure. (see below)  
· The participant or the participant’s legally authorized representative will sign the consent document.  
· For FDA-regulated research, the participant or the participant’s legally authorized representative will sign and date the consent document.  
· A copy of the consent document will be given to the person signing the consent document.  
· The investigator will give either the participant or the representative adequate opportunity to read the consent document before it is signed.
Help

	Elements of Consent
Are any basic elements of consent NOT present in the informed consent document? 
Select only the elements that are NOT present:

 FORMCHECKBOX 
   a) A statement that the study involves research

 FORMCHECKBOX 
   b) An explanation of the purposes of the research

 FORMCHECKBOX 
   c) The expected duration of the subject's participation

 FORMCHECKBOX 
   d) A description of the procedures to be followed
 FORMCHECKBOX 
   e) Identification of any procedures which are experimental (may be omitted if there are none)

 FORMCHECKBOX 
   f)  A description of any reasonably foreseeable risks or discomforts to the subject (may be omitted if 
           there are none)

 FORMCHECKBOX 
   g) A description of any benefits to the subject or to others which may reasonably be expected from the                      

            research (may be omitted if there are none)

 FORMCHECKBOX 
   h) A disclosure of appropriate alternative procedures or course of treatment, if any, that might be 
            advantageous to the subject (may be omitted if there are none)

 FORMCHECKBOX 
   i) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be 
          maintained (may be omitted if there are none)

 FORMCHECKBOX 
   j) A statement that notes the possibility that the Food and Drug Administration may inspect the records. (May 
           be omitted for research that is not subject to FDA regulations).

 FORMCHECKBOX 
   k) An explanation as to whether compensation is available if injury occurs. (May be omitted if the research 
           involves no more than minimal risk.)

 FORMCHECKBOX 
   l) If compensation is available when injury occurs, an explanation as to what it consists of or where further 
          information may be obtained. (May be omitted if the research involves no more than minimal risk.)

 FORMCHECKBOX 
   m) An explanation as to whether any medical treatments are available if injury occurs. (May be omitted if the 
            research involves no more than minimal risk.)

 FORMCHECKBOX 
   n) If medical treatments are available when injury occurs, an explanation as to what it consists of or where 
            further information may be obtained. (May be omitted if the research involves no more than minimal risk.)
 FORMCHECKBOX 
   o) An explanation of whom to contact for answers to pertinent questions about the research.

 FORMCHECKBOX 
   p) An explanation of whom to contact for answers to pertinent questions about the research participants' 
            rights.

 FORMCHECKBOX 
   q) An explanation of whom to contact in the event of a research-related problems, concerns or complaints. 

 FORMCHECKBOX 
   r) An explanation of whom to contact in the event of a research-related injury to the participant. 

 FORMCHECKBOX 
   s) A statement that participation is voluntary.

 FORMCHECKBOX 
   t) A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is 
           otherwise entitled.

 FORMCHECKBOX 
   u) A statement that the participant can discontinue participation at any time without penalty or loss of benefits 
            to which the participant is otherwise entitled. 
Are any additional elements of consent NOT present in the informed consent document? 
Select only the elements that are NOT present:
 FORMCHECKBOX 
   a) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or 
           fetus, if the subject is or may become pregnant), which are currently unforeseeable

 FORMCHECKBOX 
   b) Anticipated circumstances under which the subject's participation may be terminated by the investigator 
           without regard to the subject's consent
 FORMCHECKBOX 
   c) Any additional costs to the subject that may result from participation in the research

 FORMCHECKBOX 
   d) The consequences of a subject's decision to withdraw from the research

 FORMCHECKBOX 
   e) Procedures for orderly termination of participation by the subject

 FORMCHECKBOX 
   f) A statement that significant new findings developed during the course of the research, which may relate to 
          the subject's willingness to continue participation, will be provided to the subject 

 FORMCHECKBOX 
   g) The approximate number of subjects involved in the study
Are any additional DOH required elements of consent not present in the informed consent document? 
Consent documents should inform participants or prospective participants and their representatives that they may discuss problems, concerns, and questions; obtain information; and offer input by contacting at least one of the following:

- The Principal Investigator 

- The DOH IRB, including the toll-free contact number

Sample Language: If you have questions about your rights as a research participant you may call the Florida Department of Health Institutional Review Board (DOH IRB) at (866) 433-2775 (toll free in Florida) or 850-245-4585. 

- The Investigators local IRB if not the DOH IRB

- If the research site is in a county health department facility, the Medical Director of the facility.

 FORMCHECKBOX 
   a) This element is present in the consent document

 FORMCHECKBOX 
   b) This element is NOT present in the consent document
Plain Language:
Will the individuals communicating information to the participant or the legally authorized representative during the consent process provide information in language understandable to the participant or the representative?

  FORMCHECKBOX 
   yes 

  FORMCHECKBOX 
   no
Exculpatory Language:

Does the consent document include exculpatory language? 

(for example, that DOH is not liable if the participant developed health problems during the course of the study, and would not provide compensation or provide any medical treatment without charge for any medical intervention) Help
 FORMCHECKBOX 
   yes 

 FORMCHECKBOX 
   no
Research Related Injury:
Does the consent document include information disclosing provisions for medical care or other care or services for research-related injury for consistency with provisions in the contract or funding agreement?

 FORMCHECKBOX 
   yes 

 FORMCHECKBOX 
   no
DHHS Regulated Research:
Provide justifications for changing the risks or alternative procedures in DHHS approved sample consent. 
Type your description here    
Process of Consent
1) Is the location or setting adequate to ensure informed consent?

  FORMCHECKBOX 
   yes 

  FORMCHECKBOX 
   no

2) Who would provide consent or permission? 

Examples: the participant, one or both parents of a child, a surrogate decision maker

Type your description here      
3) Who will obtain informed consent? 

Example: the investigator

Type your description here      

4) Does the person who would conduct the consent interview have sufficient experience?

 FORMCHECKBOX 
   yes 

 FORMCHECKBOX 
   no

5) What information would be conveyed to the prospective participant or guardian?

Type your description here      

6) What steps are taken to minimize the possibility of coercion or undue influence?

Type your description here      

7) Describe whether there is a waiting period between the consent interview and obtaining consent, and whether it is adequate.

Type your description here    
8) What is the language understood by the prospective participant or legal guardian?

Type your description here    
9) What is the language used by those obtaining consent?

Type your description here    
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