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Can non-exempt research be approved?1
The following criteria must be met for approval of non-exempt research:
Criteria for Approval2
Criteria for Approval
Consent Process11,12
Criteria for the Consent Process
Research that has to follow the <Revised Rule>14
Written Documentation of Consent17
Criteria for Written Documentation of Consent
Long Form of Consent Documentation
Short Form of Consent Documentation
Consent Disclosures
Required Disclosures
Required Disclosures11
Research involving more than <Minimal Risk> to subjects
FDA-regulated research18
FDA-regulated research
Research that has to follow ICH-GCP19,20
Research that has to follow ICH-GCP
Research that has to follow the <Revised Rule> 
If the consent form body is longer than 4 pages
The forms starts with a concise presentation that summarizes the the most important aspects of the following disclosures:15
The concise presentation summarizes the the most important aspects of the following disclosures:
Additional Disclosures to be Included When Appropriate11
Additional Disclosures to be Included When Appropriate
Research that has to follow the <Revised Rule>
HIPAA Authorization23
HIPAA Authorization
Core Elements
Required Statements
Additional Requirements
Additional Considerations
Primary Presenter Considerations
Footnotes
1. In this worksheet, "research" means <Human Research> and "subject" means <Human Subject as Defined by HHS> or <Human Subject as Defined by FDA>
2. 21 CFR §56.111, 45 CFR §46.111
3. Consider physical, psychological, social, legal, and economic harms.
4. Evaluate whether these resources are sufficient to protect participants: Time to conduct and complete the research, number and qualifications and training of investigators and staff, facilities, access to a population that will allow recruitment of the necessary number of subjects, and availability of medical or psychosocial resources that subjects may need as a consequence of the research. Consider whether there is a safer way to perform the research that might still accomplish the scientific aims.
5. Evaluate whether the materials accurately describe the subject risks, subject benefits, and knowledge to result. For clinical trials, consider whether the available non-clinical and clinical information on an investigational product is adequate to support the research.
6. Take into account: the purposes of the research; the setting in which the research will be conducted; whether prospective subjects will be vulnerable to coercion or undue influence; the selection (inclusion/exclusion) criteria; subject recruitment and enrollment procedures; the influence of payments to subjects.
7. For research involving no more than <Minimal Risk> the absence of a plan is sufficient.
8. Consider what safety information will be collected; how it will be collected; the frequency of collection, when collection starts; the frequency or periodicity of review; whether a data monitoring committee is needed; statistical tests for analyzing the data to detect harm; provisions for the oversight of safety data; stopping conditions.
9. See "CHECKLIST: Waiver of Consent (HRP-300)."
10. See "CHECKLIST: Waiver of Documentation of Consent (HRP-30S)."
11. 21 CFR §50.20 and 45 CFR §46.116
12. An IRB may approve a research proposal in which an investigator will obtain information or biospecimens for the purpose of screening, recruiting, or determining the eligibility of prospective subjects without the informed consent of the prospective subject or the subject’s legally authorized representative, if either of the following conditions are met:
(1) The investigator will obtain information through oral or written communication with the prospective subject or legally authorized representative, or
(2) The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens.
13. Advertisements and Payments:
Advertisements: Review advertisements for the mode of communication and review the final copy. Advertisements should not state or imply a certainty of favorable outcome or other benefits beyond what is in the consent document and protocol, not include exculpatory language, not emphasize the payment or the amount to be paid, by such means as larger or bold type, and not promise “free treatment” when the intent is only to say subjects will not be charged for taking part in the research. Advertisement should be limited to the information prospective subjects need to determine their eligibility and interest. Advertisements for clinical trials should not make claims, either explicitly or implicitly, about the drug, biologic, or device under investigation that are inconsistent with FDA labeling, not use terms, such as “new treatment,” “new medication,” or “new drug,” without explaining that the test article is investigational, and not include compensation for participation to include a coupon good for a discount on the purchase price of the product once it has been approved for marketing.
 Payments: FDA does not consider reimbursement for travel expenses to and from the clinical trial site and associated costs such as airfare, parking, and lodging to raise issues regarding undue influence. For other payments, review the amount, method, and schedule of all payments. The amount, method, and timing of disbursement cannot be coercive or present undue influence. Credit for payment should accrue as the study progresses and is not be contingent upon completing the entire study. Any amount paid as a bonus for completion should be reasonable and not so large as to unduly induce subjects to stay in the study when they would otherwise have withdrawn. Payment should not include a discount on the purchase price of the product once it has been approved for marketing.
14. 45 CFR §46.116(a)
15. For example, with regard to risks in a cancer trial, instead of needing to mention every reasonably foreseeable risk, this beginning section of the consent form should identify the most important risks, similar to the information that a doctor might deliver in the clinical context in telling a patient how sick the chemotherapy drugs will make them, but with a particular emphasis on how those risks are changed by participating in the study. 
16. If the body of the consent form is four pages or shorter, the body serves as the concise and focused presentation.
17. 21 CFR §50.27 and 45 CFR §46.117
18. For FDA-reglated research, when a subject withdraws from a study, the data collected on the subject to the point of withdrawal remains part of the study database and may not be removed. The subject cannot be informed otherwise. Guidance for Sponsors, Clinical Investigators, and IRBs: Data Retention When Subjects Withdraw from FDA-Regulated Clinical Trials
19. International Conference on Harmonisation: Guideline For Good Clinical Practice E6(R1)
20. The requirement to disclose the approval of the IRB is accomplished through the approval stamp.
21. NIH Policy Suggested Consent Language Describing the CoC Protections
22. Whole genome sequencing is sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen/
23. 45 CFR §164.508(c)
24. The statement "at the request of the individual" is a sufficient description of the purpose when an individual initiates the authorization and does not, or elects not to, provide a statement of the purpose.
25. The statement "end of the research study," "none," or similar language is sufficient if the authorization is for a use or disclosure of protected health information for research, including for the creation and maintenance of a research database or research repository.
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Study
Risks minimized (3,4)
Risk-benefit reasonable (3,5)
Equitable selection (6)
Data monitoring (7,8)
Confidentiality of data 
Privacy of subjects
Vulnerable subjects
Informed consent (9)
Consent documentation (10)
Consent legally effective
Sufficient opportunity
Coercion/undue influence (13)
Understandable language
No exculpatory language
Accurate and complete
Subject will sign and date
Consenter will sign and date
Subject will get signed and dated copy
Adequate opportunity to read
Witness for illiterate subjects
Signature block
Addendum labeled
Long form is summary
Understandable language
Refers to requirement elements
Refers to key information
Witness
Everyone signs and dates all forms
Signed and dated copy to subject
Signature blanks appropriate and labeled
Research statement
Purpose
Duration
Procedures
Experimental
Risks
Benefits
Alternatives
Confidentiality
Investigator contact
Independent contact
Injury contact
Voluntary
Refusal
Withdrawal
Compensation for injury
Medical treatment for injury
FDA may inspect records
ClinicalTrials.gov statement
Probability of assignment
Subject responsibilities
No clinical benefit
Publication
Fetal/nursing risks
Access to medical records
Research
Duration
Purposes
Procedures
Risks
Benefits
Alternatives
Voluntary
Unforeseen risks - subject
Unforeseen risks - fetus
Added costs
Termination
Withdrawal
Orderly termination
Significant new findings
Number of subjects
Payments
Cert of Confidentiality (21)
What will be disclosed
Who is authorized to request disclosure
Recipient
Purpose of the request (24)
Expiration information (25)
Signature, date, and authority
Right to revoke and exceptions
Conditioned authorization
Potential for re-disclosure
Copy to the individual
No false statements
State law requirements
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