	Protocol Number
	· Initial Review                                                                                           4/9/19
· Continuing Review	Meeting Date:
· Amendment	

	Title
	

	PI
	

	Risk Determination/Population
	
	Consent
	IND/IDE

	                         Adults (Affected, HV, NIH Employees)
· NA
· Minimal Risk
· Minimal Risk – Future CRs expedited (Category 9)
· Greater than Minimal Risk
Children (Affected, HV) 
· NA
· Minimal Risk – Children (45 CFR 46.404 and 21 CFR 50.51)
· Minimal Risk – Children (45 CFR 46.404 and 21 CFR 50.51) – Future CRs expedited (Category 9)
· Greater than Minimal Risk but presenting the prospect of direct benefit to the individual subjects – Children (45 CFR 46.405 and 21 CFR 50.52)
· Greater than Minimal Risk – no prospect of direct benefit to the individual subjects but likely to yield generalizable knowledge about the subject’s disorder or condition – Children (45 CFR 46.406 and 21 CFR 50.53)
Pregnant Women & Fetuses
· NA
· Minimal Risk
· Greater than Minimal Risk – Pregnant Women & Fetuses (In its deliberations, the board considered all elements of 45 CFR 46.204)
· Inclusion of placenta/fetal materials approved under 45CFR 46.206

          Adults with Decisional Impairment; NIH Policy
· NA
· Category A – Minimal Risk.
· Category B – Greater than Minimal Risk, but presenting the prospect of direct benefit to the individual subjects.
· Category C – Research involving a minor increase over Minimal Risk, with no prospect of direct benefit to individual subjects, but may produce knowledge about the subjects’ disorder or condition.

Prisoners
· NA
· Minimal Risk
· Greater than Minimal Risk – Prisoners – Category 45 CFR 46.306(a)(2)(iii or iv)
	Documentation of Consent
· Written consent in accordance with 45 CFR 46.117/ 21 CFR 50.27
· Waiver approved under 45 CFR 46.117 (c) 1 or 2/ 21 CFR 56.109 (c)1
· Partial waiver approved under 45 CFR 46.117 (c) 1 or 2/ 21 CFR 56.109 (c)1
· Short form-oral presentation approved under 45 CFR 46.117 (b) (2)/ 21 CFR 50.27 (2)

Waiver of Consent
· Waiver/alteration approved 46.116(c) or (d)
· Partial waiver/alteration approved 46.116(c) or (d)

Assent of Consent
· Assent waived under 45 CFR 46.408/ 46.116/ 21 CFR 50.55
· Assent from some or all under 45 CFR 46.408/ 46.116/ 21 CFR 50.55

Parental/Guardian Permission
· One parent/guardian signature
· Two parent/guardian signatures
· Requirement for parental permission waived under 45 CFR 46.408/ 46.116/ 21 CFR 50.55

Surrogate Consent
· Use of LAR/Next of Kin allowed

For Amendments
Re-consent needed? ☐ YES ☐ NO ☐ N/A





	Change in IND or IDE determinations?
· YES	☐ NO	☐ N/A

Investigational Drug Use
· IND use approved under 21 CFR 312
· IND Exempt as per 21 CFR 312

Investigational Device Use
· Non-Significant Risk Device under 21 CFR 812.66
· Significant Risk Device Use under 21 CFR 812.3(m)
· IDE Exemption under 21 CFR 812.2 (c)
· Humanitarian Use Device (HUD)

	
	
	Continuing Review 

Required?
 ☐YES	☐ NO

Cycle Change in CR Cycle?
· YES	☐ NO	☐ N/A

CR Cycle
· 12 Months
· Other:  	



