NCEZID Tracking Number: 012517AH-a

Determination of Non-applicability of Human Subjects Regulations
National Center for Emerging and Zoonotic Infectious Diseases (NCEZID)

Project title  Backyard integrated tick management study

Primary contact Alison Hinckley, PhD Division/Branch DVBD/BDB

The purpose of this form is to document NCEZID’s determination that the above-listed protocol does not
require submission to CDC’s Human Research Protection Office. Under existing institutional policy,
authority to determine whether a project is research involving human subjects or whether CDC is
engaged in human subjects research is delegated to the National Centers.

Determination
[] Project does not meet the definition of research under 45 CFR 46.102(d). IRB review is not required.
[] Project does not involve human subjects under 45 CFR 46.102(f). IRB review is not required.

@ CDC is not engaged in the conduct of human subjects research per 2008 OHRP engagement
guidance. CDC IRB review is not required. Investigator has provided documentation of appropriate
local review.

Rationale

The above-referenced study has been reviewed and approved by an appropriately constituted IRB, in accordance
with the requirements of 45 CFR 46. CDC's role in this study is limited to laboratory testing of ticks collected on the
outdoor property of consenting households. There are no plans for CDC to receive any individual-level human data
pertaining to this study. Because CDC will not interact or intervene with subjects, and because CDC will not obtain
identifiable private information, CDC's role in this study does not constitute engagement in the conduct of human
subjects research.

Additional considerations

As written, the IRB-approved protocol allows for the possibility of sharing study data with CDC. Should plans change
to include provision of study data, CDC's engagement status will need to be re-assessed.

Additional requirements

Please keep NCEZID apprised of any planned changes in the nature of CDC's role in this study.

Changes in the nature or scope of this activity may impact the regulatory determination. Please
discuss any changes with your NC Human Subjects Advisor before they are implemented.
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Digitally signed by Laura Youngblood -S
Lau ra ODll‘\l_CchSongez iovemment, ou=HHS,
Y bI d S 0.9_.33421192_0030%.i00.1.1=1001704097 1/25/17
signature: | OUNGDI000 -0 s e asno Date:

o NS



zfk9
Pencil

zfk9
Pencil


	Project does not meet the definition of research under 45 CFR 46102d IRB review is not required: Off
	Project does not involve human subjects under 45 CFR 46102f IRB review is not required: Off
	CDC is not engaged in the conduct of human subjects research per 2008 OHRP engagement: On
		2017-01-25T17:48:15-0500
	Laura Youngblood -S


	Date: 1/25/17
	Text3: 012517AH-a
	Text5: Alison Hinckley, PhD
	Text6: DVBD/BDB
	Text7: The above-referenced study has been reviewed and approved by an appropriately constituted IRB, in accordance with the requirements of 45 CFR 46.  CDC's role in this study is limited to laboratory testing of ticks collected on the outdoor property of consenting households.  There are no plans for CDC to receive any individual-level human data pertaining to this study.  Because CDC will not interact or intervene with subjects, and because CDC will not obtain identifiable private information, CDC's role in this study does not constitute engagement in the conduct of human subjects research.
	Text8: As written, the IRB-approved protocol allows for the possibility of sharing study data with CDC.  Should plans change to include provision of study data, CDC's engagement status will need to be re-assessed.
	Text9: Please keep NCEZID apprised of any planned changes in the nature of CDC's role in this study. 
	Title: Backyard integrated tick management study


