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Summary 

This supplement provides additional documentation of ethical conduct of Carroll-Loye 
repellent efficacy study LNX-002 pursuant to 40 CFR 26 subparts K and L, to be 
appended to MRID 48053802, Study Report LNX-002, as requested by John Carley, 
Program Analyst, US Environmental Protection Agency, on April 12, 2010. 

This supplement adds information to assist review of Appendix 11 of the Study Report. 
The following documents are provided: 

Document Description Pages of this supplement 

IIRB, Inc. 8/18/09 Approval Letter for Amendment 1 5-6 
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~ INDEPENDENT

~'j ~~~;~Jl~~lk~NI~c.
Your Advocate for Clinical Research Participants

DATE: August 18, 2009
"I:!I i

TO: Scott P. Carroll, PhD

FROM:

Principal Investigator

Authorized Signatory /1 I.'. e~
Independent Investigati~eview Board, Inc.

SUBJECT: Revised Protocol;
Treated Informed Consent Form version 8/18/2009
Untreated Informed Consent Form version 8/18/2009
California Experimental Subject's Bill of Rights
Efficacy Test Protocol dated 8/13/2009
Amendment 1 dated 8/13/2009
CLBR Training Manual
Lotion dosimetry recording form
Lotion dosimetry data entry
Biting Fly L1Bes at 15 Minutes Intervals Form
Efficacy Data Form
Repellent Applications Form

PROTOCOL: LNX-002

At the meeting held on August 18, 2009 the Independent Investigational Review Board, Inc. had
an opportunity to review the above referenced Treated Informed Consent Form, Untreated
Informed Consent Form, California Experimental Subject's Bill of Rights, Efficacy Test Protocol,
Amendment 1, CLBR Training Manual, Lotion dosimetry recording form, Lotion dosimetry data
entry, Biting Fly UBes at 15 Minutes Intervals Form, Efficacy Data Form and Repellent
Applications Form for the above noted research study. The Protocol was revised to include the
California Department of Pesticide and HSRB request as well as the Sponsor's request for
additional dosimetry data to be added. In addition, other administrative changes were made
throughout the document.

The Treated Informed Consent Form, Untreated Informed Consent Form, California
Experimental Subject's Bill of Rights, Efficacy Test Protocol and Amendment 1 are unanimously
approved. The CLBR Training Manual, Lotion dosimetry recording form, Lotion dosimetry data
entry, Biting Fly L1Bes at 15 Minutes Intervals Form, Efficacy Data Form and Repellent
Applications Form are acceptable with favorable opinion. The Independent Investigational
Review Board does not require these documents be stamped and no other evidence of approval
is required. The Treated Informed Consent Form and Untreated Informed have been revised to
accommodate the Protocol. The California Experimental Subjects Bill of Rights has been
revised to accommodate the California Department of Pesticide.

phollc 954·327·0778 • JC/x 954-327-5778 • 6738 Wcst Sunrise Blvd., Suite 102 • PIc/lltatioll, FL .3.3.313 • inJo@iirb,cClIn (elllail) • www.iirb.colII
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Page: 2 
August18,2009 
Scott P. Carroll, PhD 
LNX-002 

The approved revised Treated Informed Consent Form and approved revised Untreated 
Informed Consent Form are both identified as Version 8/18/2009 and are both stamped, 
"Approved 8/18/2009". The approved revised California Experimental Subject's Bill of Rights is 
stamped, "Approved 8/18/2009". All current subjects and future research participants must sign 
the revised consent forms. 

Thank you for your cooperation. 

KUAMS/yc/: rr 




