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Can research involving neonates of uncertain viability as subjects be approved?1,2
One of the following categories must be met:
Footnotes
1. 45 CFR §46.205
2. In this checklist, "research" means <Research as Defined by HHS> involving <Human Subjects as Defined by HHS>, and "subject" means <Human Subject as Defined by HHS>.
3. Our understanding is that there was no intent to exclude social behavioral research from being conducted under these regulations, and therefore biomedical knowledge does not exclude social behavioral knowledge.
4. 45 CFR §46.207
5. For DHS, EPA, HHS, or VA research the official is the Department Secretary. For DOD research, the official is the Director, Defense, Research, and Engineering. For federal research, the meeting is announced in the Federal Register. For all other research, the official is the <Organizational Official>.
Copyright 2017 © WIRB Copernicus Group. All rights reserved.
Jeffrey A. Cooper, MD, MMM
CHECKLIST: Neonates of Uncertain Viability
HRP-306
	imgLogo: iVBORw0KGgoAAAANSUhEUgAACKEAAAMxCAYAAAA5HDItAAAACXBIWXMAAC4jAAAuIwF4pT92AAAg	imgLogo: iVBORw0KGgoAAAANSUhEUgAACKEAAAMxCAYAAAA5HDItAAAACXBIWXMAAC4jAAAuIwF4pT92AAAg	imgLogo: iVBORw0KGgoAAAANSUhEUgAAA7oAAADzCAYAAACou2pUAAAAAXNSR0IArs4c6QAAAARnQU1BAACx	Button1: 
	txtTitle: CHECKLIST: Neonates of Uncertain Viability
	txtTitle: CHECKLIST: Neonates of Uncertain Viability
	strDocumentNo: HRP-306
	strDocumentNo: HRP-306
	strEditionNo: 001
	strEditionNo: 001
	strEditionNo: 001
	strEffectiveDate: January 2, 2020
	strEffectiveDate: January 2, 2020
	strEffectiveDate: July 15, 2019
	intCurrentPageNumber: 
	intNumberofPages: 
	strCopyright: This work is licensed by WIRB Copernicus Group, Inc. under a Creative Commons Attribution-NonCommercial-ShareAlike 4.0 International License.
	strCopyright: This work is licensed by WIRB Copernicus Group, Inc. under a Creative Commons Attribution-NonCommercial-ShareAlike 4.0 International License.
	btnWCG: 
	strID: 
	strNotes: 
	Click to add a component: 
	Click to expand or contract criteria: 
	Click to clear all entries: 
	strComponent: 
	Click to delete this item: 
	strNumber: 1.
	strNumber: 1.1.
	strNumber: 1.2.
	strNumber: 1.3.
	strNumber: 1.4.
	strNumber: 1.5.
	strNumber: 1.6.
	strNumber: 2.
	strNumber: 2.1.
	strNumber: 2.2.
	strNumber: 2.3.
	strNumber: 2.4.
	strNumber: 2.5.
	strNumber: 2.6.
	strNumber: 2.7.
	strNumber: 3.
	strNumber: 3.1.
	strNumber: 3.2.
	strNumber: 3.3.
	strNumber: 3.3.1.
	strNumber: 3.3.2.
	strNumber: 3.3.3.
	Click to expand or contract: 
	An official, after consultation with a panel of experts in pertinent disciplines and after opportunity for public review and comment, including a public meeting, has determined: 
	btnMinutes: 
	Document study-specific findings justifying the above determination. For example: The research procedures are limited to venipuncture and medical record review.: 
	Criterion: 
	strTitle: CHECKLIST: Neonates of Uncertain Viability
	btnExecute: 
	strDocumentation: 
	intCounter: 



