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	Yes
	No
	n/a

	1. General Format/Style Issues
	
	
	
	

	
	Is the consent form formatted with the proper headers (Study title, name of Principal Investigator, HIC#, Funding Source) and page numbers, using the HIC template?
	
	
	

	
	
	
	
	

	
	Is the consent form written in lay language that will be readily understood by the intended audience?
	
	
	

	
	
	
	
	

	
	Is medical jargon avoided, and are any/all technical terms fully explained?
	
	
	

	
	
	
	
	

	
	Is the consent form legible, written in at least 12-point font, and properly spaced?
	
	
	

	2. Invitation to Participate/
Description of Study
	
	
	
	

	
	Does the consent form use the second person (you, your, etc.) throughout?
	
	
	

	
	
	
	
	

	
	Is the potential subject clearly invited to participate in a research study?
	
	
	

	
	
	
	
	

	
	Does the paragraph briefly (in a few sentences) describe what drug or device is being tested, what procedures are being compared, or what hypothesis is being investigated?
	
	
	

	
	
	
	
	

	
	Is the potential subject clearly informed why he or she has been invited for participation?
	
	
	

	
	
	
	
	

	
	Does the consent form state approximately how many subjects will be enrolled in the study?
	
	
	

	
	
	
	
	

	
	Is the “second paragraph” from the model HIC consent form included, explaining the concept of informed consent?
	
	
	

	
	
	
	
	

	
	If the research involves deception or the withholding of information, is this clearly stated in the consent form, along with a description of when and how complete information will be shared with the subject?
	
	
	

	3. Description of Procedures
	
	
	
	

	
	Are all study procedures clearly described, in logical or sequential order?
	
	
	

	
	
	
	
	

	
	Are potential subjects informed where the research will take place, and approximately how long each step will take?
	
	
	

	
	
	Yes
	No
	n/a

	
	Are any experimental procedures clearly identified as such?
	
	
	

	
	
	
	
	

	
	Does the consent form differentiate between those procedures being performed for research purposes, versus those being conducted as part of standard clinical care?
	
	
	

	
	
	
	
	

	
	For research involving questionnaires, surveys or interviews: does the consent form provide an adequate description of the types of question that will be asked, or the topics that will be covered?
	
	
	

	4. Risks and Inconveniences
	
	
	
	

	
	Does the investigator clearly describe potential risks or discomforts associated with participation?
	
	
	

	
	
	
	
	

	
	Are the risks listed in appropriate order, from most likely to least likely to occur?
	
	
	

	
	
	
	
	

	
	When appropriate, does the consent form include a statement that the research may involve risks that are currently unforeseeable?
	
	
	

	
	
	
	
	

	
	For studies involving investigational drugs or devices, does the consent form describe a means whereby information about the drug or device may be obtained in emergency situations?
	
	
	

	
	
	
	
	

	
	For research involving pregnant women, are risks (known or unknown) to the fetus adequately described?
	
	
	

	5. Benefits
	
	
	
	

	
	Does the consent form clearly describe any expected benefits to the subject?  (If there is no individual benefit, the consent form should state this).
	
	
	

	
	
	
	
	

	
	Does the consent form clearly describe any benefits expected to accrue to the population the subject represents or to society in general?
	
	
	

	
	
	
	
	

	
	Please note that payment for participation, or free medical services (such as the provision of medication) are not considered to be research benefits, and should not be listed in this section.  Does the consent form include any “benefits” that should be removed?  (If so, please mark on consent form).
	
	
	

	6. Economic Considerations
	
	
	
	

	
	Does the consent form describe any compensation to subjects (including direct payment or reimbursement for costs such as travel, parking, childcare, etc.), and the conditions for receiving this compensation?
	
	
	

	
	
	Yes
	No
	n/a

	
	Does the consent form clearly list any drugs, tests, procedures, etc. that are required elements of participation and that are not paid for by the investigator or sponsor?
	
	
	

	
	
	
	
	

	
	Is it made clear that the subject, and/or his or her insurance provider, will be liable for costs not covered by the investigator or study sponsor?
	
	
	

	
	
	
	
	

	
	Is the potential subject offered an estimate of research-related costs prior to being asked to sign the consent form?
	
	
	

	7. Alternatives to Participation
	
	
	
	

	
	Does the consent form describe any available treatment or therapeutic alternatives to those offered by the research?
	
	
	

	
	
	
	
	

	
	If there are no available alternatives, does the consent form state this?  Is it appropriate to omit this section?
	
	
	

	8. Confidentiality
	
	
	
	

	
	Does the consent form provide a thorough outline of the procedures in place to ensure the confidentiality both of subjects’ participation, as well as their data?
	
	
	

	
	
	
	
	

	
	If a Certificate of Confidentiality is required for the study, does the consent form state this, as well as providing a description of the extra protection (and limitations to such protection) that is afforded?
	
	
	

	
	
	
	
	

	
	Does the consent form describe any situations in which confidentiality cannot be guaranteed (such as reporting requirements for abuse, positive HIV/AIDS diagnosis, etc.)?
	
	
	

	
	
	
	
	

	
	Does the consent form list any agencies or persons (such as the study sponsor, members of the HIC, or regulatory agencies) who will have access to study records?
	
	
	

	
	
	
	
	

	
	Does the study involve genetic testing?  If so, are the relevant confidentiality issues (how will samples be stored, withdrawal of samples, plans for return of information to subjects, etc.) addressed? 
	
	
	

	9. In Case of Injury
	
	
	
	

	
	Does the consent form clearly state who will pay the costs of medical care/hospitalization for injuries incurred as a result of participation?
	
	
	

	
	
	
	
	

	
	For privately sponsored studies, does the sponsor assume the costs of care associated with injuries incurred as a result of participation in a properly executed protocol?
	
	
	

	
	
	
	
	

	
	
	Yes
	No
	n/a

	
	If no payment or compensation is available in case of injury, does the consent form clearly state this?
	
	
	

	
	
	
	
	

	
	For studies posing minimal risk to subjects, this section may be omitted.  Appropriate to omit?
	
	
	

	10. Voluntary Participation
	
	
	
	

	
	Is the potential subject informed that his or her participation is voluntary, and that he or she may withdraw from the study at any time?
	
	
	

	
	
	
	
	

	
	Is the potential subject informed that he or she may be withdrawn from the study at any time, and, if appropriate given the conditions for such a withdrawal?
	
	
	

	
	
	
	
	

	
	Does the consent form indicate that refusal to participate or withdrawal will not involve a penalty or loss of benefits to which the subject is otherwise entitled?
	
	
	

	11. Questions
	
	
	
	

	
	Is the potential subject offered the chance to discuss the study with the investigator (or his or her designee), and to ask any questions he or she may have?
	
	
	

	12. Identification of Investigators/
Subjects’ Rights
	
	
	
	

	
	Does the signature page of the consent form clearly identify the Principal Investigator and provide a means for subjects to contact this individual?  (For studies posing greater than minimal risk, 24-hour contact details should be provided).
	
	
	

	13. Miscellaneous
	
	
	
	

	
	For studies involving non-English speaking subjects, has the consent form been translated into all relevant languages?
	
	
	

	
	
	
	
	

	
	Does the research involve any “secondary subjects,” for whom a separate consent form should be developed?
	
	
	

	
	
	
	
	

	
	For amendment and reapproval applications, has the consent form been modified so that it accurately reflects all current procedures, risks, etc.?
	
	
	

	14. Authorization for Use and Disclosure of Protected Health Information (PHI) 
	
	
	
	

	
	Has the subject been informed of the specific types of PHI that may be used or disclosed during the research project? 
	
	
	

	
	
	
	
	

	
	Have all foreseeable research uses and disclosures of PHI been described to the subject?
	
	
	

	
	
	Yes
	No
	n/a

	
	Has the subject been informed of the identity or class of persons that are authorized to request use of or disclose the PHI?
	
	
	

	
	
	
	
	

	
	Has the subject been informed of the identity or class of persons from whom the investigator may request PHI use or disclosure?
	
	
	

	
	
	
	
	

	
	Has the subject been informed of when the request for use or disclosure of his/her PHI will be discontinued ?  (Example, “End of research study”.)
	
	
	

	
	
	
	
	

	
	Has the subject been informed of when PHI or other identifiable research materials will be destroyed?  
	
	
	

	
	
	
	
	

	
	Alternately, has the subject been informed that some items may be kept indefinitely?
	
	
	

	
	
	
	
	

	
	Does the consent form (compound authorization) include a statement of the subject’s right to revoke through written correspondence his/her authorization to use or disclose PHI?  Does the statement include exceptions to the right to revoke? Does the statement include guidance to the subject on how to revoke his/her authorization?  [Need template language.]
	
	
	

	
	
	
	
	

	
	Does the consent form (compound authorization) include a statement that requests the subject to provide a signature and date thereby acknowledging that he/she comprehends that participation in the research study includes the specific uses and disclosures of PHI? [Need template language.]  If the authorization is signed by a personal representative of the individual, does the form require that the representative describe his/her authority to act for the individual ?
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