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	Please use the following worksheet to perform a regulatory review of a protocol in which Informed Consent and/or a HIPAA Authorization are proposed.  NOTE:  Informed consent/HIPAA authorization may be for part or all of a study.

	Section 1A: Consent General Considerations – Note: All must be “YES” in order to approve this as the sole consent process.

	|_|  YES     |_|  NO
	Will informed consent be sought from each subject participating in the research?

	|_|  YES     |_|  NO
	Will informed consent be sought prior to the initiation of ANY research related activities (including screening)?

	Section 1B: Consent Process – Note:  All must be “YES” (or “N/A”) for approval.

	|_|  YES     |_|  NO
	Will the investigator obtain the legally effective informed consent of the subject or legally authorized representative (LAR)?

	|_|  YES     |_|  NO
	Will the consent process only be conducted under circumstances which permit the subject or LAR adequate time to prospectively consider whether or not to participate in the research?

	|_|  YES     |_|  NO
	Will consent be obtained only under circumstances which minimize the possibility of coercion or undue influence?

	|_|  YES     |_|  NO
	Will information given to the subject or LAR (including the ICD) be in a language understandable to the subject or LAR?  

	|_|  YES     |_|  NO
	Is all information free of errors and written at an appropriate grade level?

	|_|  YES     |_|  NO
	Is there no exculpatory language through which the subject or LAR waives or appears to waive his/her legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability from negligence?

	|_|  YES     |_|  NO
	Will the investigator give the subject or LAR adequate time to read the ICD before it is signed?

	|_|  YES     |_|  NO
	Will the subject or LAR will sign and date the consent document?

	|_|  YES     |_|  NO
	Is the person obtaining the informed consent is authorized to do so and will sign and date the ICD?

	|_|  YES     |_|  NO
	Will a copy of the signed and dated ICD be given to the person signing it, while the original will be securely stored by the principal investigator?

	|_|  YES    |_|  NO    |_|  N/A
	Does the investigator have an approved plan for the inclusion of adults unable to consent (when using an LAR) or for children?

	|_|  YES    |_|  NO    |_|  N/A
	Does the investigator have an outlined plan to consent the subjects when they become able (including minors who reach the age of majority), when including subjects who are unable to consent for themselves?

	|_|  YES    |_|  NO    |_|  N/A
	Does the investigator have an outlined plan to consent a subject or LAR is unable to read (“N/A” if all subjects are able to read.)?

	|_|  YES    |_|  NO    |_|  N/A
	Will an impartial witness will be present during the entire consent discussion?  

	|_|  YES    |_|  NO   |_|  N/A
	Does the ICD note that the witness attests that the information in the consent document and any other information provided was accurately explained to, and apparently understood by, the subject or the subject's LAR, and that consent was freely given? 

	Section 1C: Elements of Informed Consent – All required elements must be disclosed to approve the consent process.

	Required By All:
|_| A statement that the project involves research.
|_| An explanation of the purposes of the research.
|_| An explanation of the subject’s expected duration of participation in the research.
|_| A description of procedures to be followed.
|_| A description of which procedures are performed for research and which are for standard of care.
|_| A description of any reasonable foreseeable risks or discomforts to the subjects.
|_| A description of any benefits to subjects or others that may reasonably be expected.
|_| A disclosure of appropriate alternative procedures, if any, that might be advantageous to the subject.
|_| A statement to which, if any, confidentiality of records identifying the subject will be maintained.
|_| An explanation of how to contact the research team for questions, concerns or complaints about the research.
|_| An explanation of how to contact the IRB and/or JAG for questions, concerns or complaints about the research; questions about the subjects’ rights; to obtain information; or to offer input.
|_| An explanation of whom to contact in the event of a research-related injury to the subject.
|_| A statement that participation is voluntary.
|_| A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.
|_| A statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
|_| When applicable, the reasonably foreseeable risks or inconveniences to an embryo, fetus or nursing infant are adequately explained.

Required In Selected Circumstances(Check if Included -When Appropriate):
For Clinical Trials:
|_| A statement regarding the approval of the IRB.
|_| The probability of random assignment to each group.
|_| The responsibilities of the subject.
|_| The important potential benefits and risks of the alternative procedures or courses of treatment that may be available to the subject.
|_| When there is no intended clinical benefit to the subject, a statement to this effect.
|_| A statement that monitors, auditors, IRB and regulatory authorities will be granted direct access to the subject’s original medical records for verification of clinical trial procedures and data, without violating the confidentiality of the subject, to the extent permitted by applicable laws and regulations and that, by signing the consent document, the subject or LAR is authorizing such access.
|_| The model language on clnicaltrials.gov is present.
	
|_| If the results of the trial are published, the subject’s identity will remain confidential.
|_| The data collected on the subject to the point of withdrawal remains part of the study database and may not be removed.
|_| The investigator will ask a subject who is withdrawing whether the subject wishes to provide further data collection from routine medical care.
|_| An explanation of whom to contact in the event of a research-related injury to the subject.
|_| A statement that participation is voluntary.
|_| A statement that the informed consent may be included in the electronic medical record.

For FDA Regulated Research:
|_| A statement that notes the possibility that the Food and Drug Administration may inspect the records.

Tissue & Database Registry(Bank):
|_| A separate signature to opt out of each aspect of repository.

For Studies involving genetic testing:
|_| The template GINA language is present

Required In Selected Circumstances:
For Research Involving More Than Minimal Risk:
|_| An explanation as to whether any compensation is available if injury occurs and, if so, what it consists of, or where further information may be obtained.
|_| An explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

Additional Elements (Check if Included -When Appropriate):
|_| A statement that the particular treatment or procedure may involve risks to the subject, which are currently unforeseeable.
|_| A statement that if the subject is or becomes pregnant, the particular treatment or procedure may involve risks to the embryo or fetus, which are currently unforeseeable.
|_| A statement regarding the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.
|_| A statement regarding any additional costs to the subject that may result from participation in the research.
|_| A statement regarding the consequences of a subject’s decision to withdraw from the research.
|_| 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.
|_| The approximate number of subjects involved in the study.
|_| The amount and schedule of all payments.


	Section 2A: HIPAA General Considerations

	|_|  YES     |_|  NO
	Will this project obtain protected health information (PHI)?

	|_|  YES     |_|  NO
	Will this project review existing medical records by members of the covered entity? NOTE:  This is considered a component of health care operations and there is no need to request a waiver of consent or HIPAA for this activity?

	|_|  YES     |_|  NO
	Will HIPAA authorization be sought prior to the initiation of ANY research related activities (including screening)?

	Section 2B: HIPAA General Considerations – Note: All must be “YES” in order to approve this as the sole HIPAA authorization.

	|_|  YES     |_|  NO
	Will HIPAA authorization be sought from each subject participating in the research?

	|_|  YES     |_|  NO
	Will HIPAA authorization be sought prior to the initiation of ANY research related activities (including screening)?

	Section 2C: HIPAA Authorization Process – Note:  All must be “YES” (or “N/A”) for approval.

	|_|  YES     |_|  NO    |_|  N/A
	Will the investigator obtain the legally effective authorization of the subject or LAR?

	|_|  YES     |_|  NO    |_|  N/A
	Will the investigator give the subject or LAR adequate time to read the authorization before it is signed?

	|_|  YES     |_|  NO    |_|  N/A
	Will the subject or LAR sign and date the HIPAA authorization document?

	|_|  YES     |_|  NO    |_|  N/A
	Will a copy of the signed and dated authorization be given to the person signing it, while the original is securely stored by the principal investigator?

	|_|  YES     |_|  NO    |_|  N/A
	Does the HIPAA authorization provide each of the following:

	|_|  YES     |_|  NO    
	A description of the PHI to be used or disclosed, identifying the information in a specific and meaningful manner.

	|_|  YES     |_|  NO    
	The names or other specific identification of the person or persons (or class of persons) authorized to make the requested use or disclosure.

	|_|  YES     |_|  NO    
	The names or other specific identification of the person or persons (or class of persons) to whom the covered entity may make the requested use or disclosure.

	|_|  YES     |_|  NO    
	A description of each purpose of the requested use or disclosure.

	|_|  YES     |_|  NO    
	Authorization expiration date or expiration event that relates to the individual or to the purpose of the use or disclosure (“end of the research study” or “none” are permissible for research, including for the creation and maintenance of a research database or repository).

	|_|  YES     |_|  NO   
	Signature of the individual and date.  If the individual’s legally authorized representative signs the Authorization, a description of the representative’s authority to act for the individual must also be provided.

	|_|  YES     |_|  NO
	Are each of the following authorization statements present in the HIPAA authorization document?

	|_|  YES     |_|  NO
	A statement of the individual’s right to revoke his/her Authorization and how to do so, and, if applicable, the exceptions to the right to revoke his/her Authorization or reference to the corresponding section of the covered entity’s notice of privacy practices.

	|_|  YES     |_|  NO
	Whether treatment, payment, enrollment, or eligibility of benefits can be conditioned on Authorization, including research-related treatment and consequences of refusing to sign the Authorization, if applicable.

	|_|  YES     |_|  NO
	A statement of the potential risk that PHI will be re-disclosed by the recipient.  This may be a general statement that the Privacy Rule may no longer protect health information disclosed to the recipient.

	|_|  YES     |_|  NO
	A statement that even after revocation the information may be used for certain purposes of the covered entity.

	|_|  YES     |_|  NO
	Is the HIPAA authorization form free of errors and written at an appropriate grade level?

	Section 3: ICD/HIPAA Applicability

	|_| ALL       
|_| POST-SCREENING
|_| OTHER       
	Aspect of the Research Covered by the Informed Consent Process: “ALL” refers to the entire study (to include screening period), “POST-SCREENING” refers to the period after subjects have been identified for potential inclusion through chart review or other non-contact means (NOTE: Individuals must have authorization to access the data through clinical duties).

	|_| ALL       
|_| POST-SCREENING
|_| OTHER       
	Aspect of the Research Covered by the HIPAA Authorization: “ALL” refers to the entire study (eg: such as for selected retrospective chart reviews), “POST-SCREENING” refers to the window of time required to identify potential subjects for inclusion (NOTE: Individuals must have authorization to access the data through clinical duties).

	|_|  YES     |_|  NO
	Requirement for Additional Informed Consent Process/HIPAA Authorization.  If the ICD/HIPAA Applicability is checked anything other than “ALL,” check this section “YES”

	COMMENTS:
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