
From September 26-30, 2009, the dose detennination testing for the cream was 
conducted. On March 9, 2010, CLBR received a I-year extension from lIRB because black flies 
are active in the spring. The field test was conducted on March 20, 2010. 

The primary report was submitted to EPA in early April 2010, and EPA notified CLBR 
that there was no record ofllRB approval of Amendment 1. CLBR submitted a supplement 
including the missing document. In early June 2010, after EPA's reviews had been released to 
the HSRB, CLBR submitted a second supplement reporting the discovery that a second black fly 
species not listed in the protocol had been present in the field. In reviews, EPA considered the 
primary study report and both supplements, its review of the protocol, the HSRB report's review 
of the protocol, and CLBR supplemental submission of the IlRB roster and procedures. 

EPA Science Assessment: LNX-002 

Mr. Kevin Sweeney (OPP, EPA) noted that the objectives of the study were to test the 
black fly repellent efficacy of the test materials and to satisfY a condition ofregistration imposed 
by EPA. The test materials were a cream and a spray both containing 20 percent picaridin. 

Amendment I added a dose-detennination phase to supplement data collected in study 
LNX-OOI, and the new and old dosing data for the cream were pooled to define the standard dose 
rate used in this study; the dose for the spray was detennined in LNX-OOI. 

In the field study, 10 subjects were treated with each formulation and two untreated 
control subjects participated in the l-day field trial in the Mojave Desert. Untreated subjects 
monitored black fly pressure, with two technicians attending each subject to aspirate landing 
flies. Treated and untreated subjects' forearms were exposed to target insects for 1 minute at 
15-minute intervals, and the duration ofefficacy for each subject was measured as the time from 
treatment to the [JIst confirmed LIBe (FCLIBe). 

Based on the mean surface area of treated anTIS and an assumed mean body weight of 
70 kilograms (kg), the highest picaridin dose administered (cream on anns) delivered a mean 
dose per subject of2.86 milligram (mg) per kg (mgJkg). The limit for picaridin dermal toxicity in 
the rat is greater than 2,000 mg/kg. The margin of exposure (MOE) for dermal toxicity of the 
picaridin cream was at least 699; mean dose for the pump spray on arms was 1.43 mglkg with an 
MOE greater than or equal to 1,399. Twice as much cream was applied as spray, and as a result 
the dose is twice as high and the MOE is half. 

Data was analyzed using the Kaplan-Meier (K-M) survival analysis, and mean complete 
protection times (CPT) could be calculated and were reported for both tests along with time to 
25 percent failure. Field tests found the mean CPT (plus or minus standard deviation[sdJ) to be 
9.9 ± 2.0 hours (cream) and 9.9 ± 1.5 hours (spray); the K-M Median CPT to be 10.1 hours 
(cream) and 9.8 hours (spray); the time to 25 percent failure to be 9.1 hours for both cream 
and spray. 

Regarding the role ofdata censorship, 5 of the 10 subjects treated with the cream 
experienced a FCLIBe, as did 6 ofthe 10 subjects treated with the spray. Censored data points 
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Preview of Upcoming Meetings 

Ms. Kelly Sherman (OPP, EPA) listed the topics expected for the HSRB's October 2010 
meeting, which will likely be a multi-day meeting. 

•	 From the Agricultural Handlers Exposure Task Force (AHETF), a new protocol 
for an applicator exposure study for utility rights ofway examining two 
application methods: backpack application ofliquid spray, and handgun 
application at a distance from a truck. 

•	 Also from the AHETF, two completed studies and the associated monograph: the 
closed cab air blast study and the open cab air blast study, both ofwhich were 
reviewed by the Board in 2008. 

•	 From the AEATF, a completed mop study. The protocol was reviewed by the 
Board in 2008. 

•	 From CLBR, a new protocol on a mosquito field study with a new active 
ingredient, eucalyptus extract and oil of lemon in one formulation. 

Mr. Downing noted that the next meeting would be held October 26-29, 2010; members 
should hold those dates and will be informed of exact dates as the meeting approaches. 

Closing Comments 

Dr. Philpott closed the meeting by thanking members for their work and noting that he 
looked forward to meeting with them via teleconference. He will send an e-mail to try to 
schedule the teleconference within the next few months. 

Dr. Philpott adjourned the meeting at 5:25 p.m. 

Respectfully submitted: 

I4n---O~	 
Jim Downin; - - . [) 

Designated Federal Officer 
Human Studies Review Board 
United States Environmental Protection Agency 
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Certified to be true by: 

Sean Philpott, Ph.D., M.S. Bioethics 
Chair 
Human Studies Review Board 
United States Environmental Protection Agency 

NOTE AND DISCLAIMER: The minutes of this public meeting reflect diverse ideas and 
suggestions offered by Board members during the course ofdeliberations within the meeting. 
Such ideas, suggestions, and deliberations do not necessarily reflect definitive consensus advice 
from the Board members. The reader is cautioned to not rely on the minutes to represent fina~ 

approved, consensus advice and recommendations offered to the Agency. Such advice and 
recommendations may be found in the final reJX>rt prepared and transmitted to the EPA Science 
Advisor following the public meeting. 
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Attachment A 

EPA HUMAN STUDIES REVIEW BOARD MEMBERS
 

Chair 

*Sean Philpott, PhD, MS Bioethics Tenn: 3/27/2006-10/31/2011 
Director, Research Ethics 
The Bioethics Program 
Union Graduate College-Mt. Sinai School of Medicine 
Schenectady, NY 

Vice Chair 

*Janice Chambers, Ph.D., D.A.B.T. Tenn: 3/27/2006-10/31/2011 
William L. Giles Distinguished Professor 
Director, Center for Environmental Health Sciences 
College ofYeterinary Medicine 
Mississippi State University 
Mississippi State, MS 

Members 

*George c.l. Fernandez, Ph.D. Tenn: 511/2010-8/31/2013 
Director, Center for Research Design and Analysis 
University of Nevada - Reno 
Reno, NY 

*Yanessa Northington Gamble, M.D., Ph.D. Tenn: 10/19/2009-10/31/2012 
University Professor of Medical Humanities 
Gelman Library 
The George Washington University 
Washington, DC 

*Sidney Green, Jr., Ph.D., Fellow, ATS Tenn: 10/19/2009-10/31/2012 
Department of Pharmacology 
Howard University College ofMcdicine 
Howard University 
Washington, DC 

*Dallas E. Johnson, Ph.D. Tenn: 8/3112007-8/3112013 
Professor Emeritus 
Department of Statistics 
Kansas State University 
Manhattan, KS 
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'Michael D. Lebowitz, Ph.D., FCCP Term: 3/27/2006-8/31/2012 
Retired Professor of Public Health 
(Epidemiology) & Medicine & Research Professor of Medicine 
University of Arizona 
Tucson, AZ 

"Jose E. Manautou, Ph.D. Term: 5/1/2010-8/31/2013 
Associate Professor ofToxicology 
Department of Pharmaceutical Sciences 
School of Phannacy, University ofConnecticut 
Storrs, CT 

Jerry A. Menikofl; M.D. Term: 3/27/2006-8/31/2012 
Director, Office for Human Research Protections 
Department of Health and Human Services 
Rockville, MD 

"Rebecca Tyrrell Parkin, Ph.D., MPH Term: 10/1/2007-8/31/2013 
Associate Dean for Research and Public Health Practice 
School of Public Health and Health Services 
The George Washington University 
Washington, DC 

'William J. Popendorf, Ph.D. Term: 10/19/2009-10/31/2012 
Professor 
Department of Biology 
Utah State University 
Logan, UT 

'Ernest D. Prentice, Ph.D. Term: 10/1/2007-9/30/2010 
Associate Vice Chancellor for Academic Affairs 
Professor of Genetics, Cell Biology and Anatomy 
Professor of Preventive and Societal Medicine 
Omaha, NE 

Virginia Ashby Sharpe, Ph.D. Term: 5/1/2010-8/31/2013 
National Center for Ethics in Health Care 
Veterans Health Administration 
Department ofVeterans Affairs 
Washington, DC 
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*Linda J. Young, Ph.D. Term: 3/28/2008-8/31/2012
 
Department of Statistics
 
Institute of Food and Agricultural Sciences
 
University of Florida
 
Gainesville, FL
 

'Special Government Employee (SGE)
 
I\Not in attendance at the June 23, 2010 Meeting
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Attachment B 

Federal Register Notice Announcing Meeting 

[Federal Register: June 8, 2010 (Volume 75, Number 109)]
 
[Notices]
 
[page 32461-32463]
 
From the Federal Register Online via GPO Access [wais.access.gpo.gov]
 
[DOCID:frQ8jn1 0-91]
 

ENVIRONMENTAL PROTECTION AGENCY 

[EPA-HQ-ORD-201O-D381; FRL-9159-9] 

Human Studies Review Board; Notice of Public Meeting 

AGENCY: Environmental Protection Agency (EPA). 

ACTION: Notice. 

SUMMARY: The U.S. Environmental Protection Agency's (EPA or Agency) Office of the Science 
Advisor (OSA) announces a public meeting of the Human Studies Review Board (HSRB) to advise the 
Agency on EPA's scientific and ethical reviews ofresearch with human subjects. 

DATES: The public meeting will be held on June 23, 2010, from approximately 10 a.m. to approximately 
5:30 p.m., Eastern Time. 

Location: Environmental Protection Agency, Conference Center-Lobby Level, One Potomac Yard 
(South Bldg.), 2777 S. Crystal Drive, Arlington, VA 22202. 

Meeting Access: Seating at the meeting will be on a first-<:ome basis. To request accommodation of a 
disability, please contact the person listed under FOR FURTHER INFORMATION CONTACT at least 
10 business days prior to the meeting, to allow EPA as much time as possible to process your request. 

Procedures for Providing Public Input: Interested members of the public may submit relevant written or 
oral comments for the HSRB to consider during the advisory process. Additional infonnation concerning 
submission of relevant written or oral comments is provided in section 1., under subsection D., 
SUPPLEMENTARY INFORMATION of this notice. 

FOR FURTHER INFORMATION CONTACT: Any member of the public who wishes further 
information should contact Jim Downing, EPA, Office of the Science Advisor, (8105R), Environmental 
Protection Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460; telephone number: (202) 
564-2468; fax: (202) 564-2070; e-mail addresses: dowuing.jim@epa.gov. General information 
concerning the EPA HSRB can be found on the EPA Web site at hltp;//www.epa.gov/osa/lL"rb/. 

ADDRESSES: Submit your written comments, identified by Docket ID No. EPA-HQ-ORD-20 10-038 I, 
by one ofthe following methods: 

Internet: http://www.regulations.gov: Follow the on-line instructions for submitting comments. 
E-mail: ord.dockeH@:ew.gov. 
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Mail: Environmental Protection Agency, EPA Docket Center (EPAlDC), 
ORO Docket, Mailcode: 28221T, 1200 Pennsylvania Ave, NW., Washinb1ton, DC 20460. 

Hand Delivery: The EPAlDC Public Reading Room is located in the EPA Headquarters Library, Room 
Number 3334 in the EPA West Building, located at 1301 Constitution Ave., NW., Washington, DC 
20460. The hours ofoperation are 8:30 a.m. to 4:30 p.rn. Eastern Time, Monday through Friday, 
excluding Federal holidays. Please call (202) 566-1744 or e-mail the ORD Docket at ord.docketCa,epa.gov 
for instructions. Updates to Public Reading Room access are available on the Web site 
(http://www.epa.gov/epahomeldockets.htm). 

Instructions: Direct your comments to Docket lD No. EPA-HQ-ORD-2010-o381. EPA's policy is that 
all comments received will be included in the public docket without change and may be made available 
online at http://www.regulations.gov, including any personal information provided, unless the comment 
includes information claimed to be Confidential Business lnfonnation (CBI) or other infonnation the 
disclosure of which is restricted by statute. Do not submit information that you consider to be CBI or 
otherwise protected through hup:/lwww.regulations.gov or e-mail. The http://www.reeulations.govWeb 
site is an "anonymous access" system, which means EPA will not know your identity or contact 
information unless you provide it in the body of your comment. If you send an e-mail comment directly to 
EPA, without going through hUp:l/www.regulations.gov, your e-mail address will be automatically 
captured and included as part of the comment that is placed in the public docket and made available on 
the Internet. If you submit an electronic comment, EPA recommends that you include your name and 
other contact infonnation in the body of your comment and with any disk or CD-ROM you submit. If 
EPA cannot read your comment due to technical difficulties and cannot contact you for clarification, EPA 
may not be able to consider your comment. Electronic files should avoid the use of special characters, any 
form of encryption, and be free of any defects or viruses. 

SUPPLEMENTARY INFORMATION: 

I. Public Meeting 

A. Does this action apply to me? 

This action is directed to the public in general. This action may, however, be of interest to persons who 
conduct or assess human studies, especially studies on substances regulated by EPA, or to persons who 
are, or may be required to conduct testing of chemical substances under the Federal Food, Drug, and 
Cosmetic Act (FFDCA) or the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). Since other 
entities may also be interested, the Agency has not attempted to describe all the specific entities that may 
be affected by this action. If you have any questions regarding the applicability of this action to a 
particular entity, consult the person listed under FOR FURTHER INFORMATION CONTACT. 

B. How can I access electronic copies of this document and other related information? 

In addition to using regulations.gov, you may access this Federal Register document electronically 
through the EPA Internet under the Federal Register listings at hltp:/lwww.epa.gov/fedrgstr/. 

Docket: All documents in the docket are listed in the http://www.regulations.gov index. Although listed 
in the index, some infonnation is not publicly available, e.g., CEI or other infonnation whose disclosure 
is restricted by statute. Certain other material, such as copyrighted material, will be publicly available 
only in hard copy. Publicly available docket materials are available either electronically in 
http://www.regulations.govor in hard copy at the ORO Docket, EPAlDC, Public Reading Room. The 
EPNDC Public Reading Room is located in the EPA Headquarters Library, Room Number 3334 in the 
EPA West Building, located at 1301 Constitution Ave., NW., Washington, DC 20460. The hours of 
operation are 8:30 am to 4:30 p.m. EST, Monday through Friday, excluding Federal holidays. Please call 
(202) 566-1744 or e-mail the ORD Docket at ord.docket@epa.gov for instructions. Updates to Public 
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Reading Room access are available on the Web site (http://www.epa.gov/epahomeJdockets.htm). EPA's 
position papcr(s), charge/questions to the HSRB, and the meeting agenda will be available by early June 
2010. In addition, the Agency may provide additional background documents as the materials become 
available. You may obtain electronic copies of these documents, and certain other related documents that 
might be available electronically, from the regulations.gov Web site and the EPA HSRB Web site at 
hllp://www.epa.gov/osa/hsrb/. For questions on document availability, or if you do not have access to the 
Internet, consult the person listed under FOR FURTHER INFORMATION CONTACT. 

C. What should J consider as J prepare my comments for EPA? 

You may find the following suggestions helpful for preparing your comments: 
1. Explain your views as clearly as possible. 
2. Describe any assumptions that you used. 
3. Provide copies of any technical information and/or data that you used to support your views. 
4. Provide specific examples to illustrate your concerns and suggest alternatives. 
5. To ensure proper receipt by EPA, be sure to identify the docket ID number assigned to this action in 

the subject line on the first page of your response. You may also provide the name, date, and Federal 
Register citation. 

D. How may I participate in this meeting? 

You may participate in this meeting by following the instructions in this section. To ensure proper 
receipt by EPA, it is imperative that you identify docket ill number EPA-HQ-ORD·2010-0381 in the 
subject line on the first page of your request. 

I. Oral comments. Requests to present oral comments will be accepted up to June 16, 2010. To the 
extent that time permits, interested persons who have not pre-registered may be permitted by the Chair of 
the HSRB to present oral comments at the meeting. Each individual or group wishing to make brieforal 
comments to the HSRB is strongly advised to submit their request (preferably via e-mail) to the person 
listed under FOR FURTHER INFORMATION CONTACT no later than noon, Eastern Time, June 16, 
2010, in order to be included on the meeting agenda, and to provide sufficient time for the HSRB Chair 
and HSRB Designated Federal Officer (DFO) to review the agenda to provide an appropriate public 
comment period. The request should identify the name of the individual making the presentation, the 
organization (if any) the individual will represent, and any requirements for audiovisual equipment (e.g., 
overhead projector, LCD projector, chalkboard). Oral comments before the HSRB are limited to five 
minutes per individual or organization. Please note that this limit applies to the cumulative time used by 
all individuals appearing either as part of, or on behalf of an organization. While it is our intent to hear a 
full range of oral comments on the science and ethics issues under discussion, it is not our intent to pennit 
organizations to expand these time limitations by having numerous individuals sign up separately to 
speak on their behalf. If additional time is available, there may be flexibility in time for public comments. 
Each speaker should bring 25 copies of his or her comments and presentation slides for distribution to the 
HSRB at the meeting. 

2. Written comments. Although you may submit written comments at any time, for the HSRB to have 
the best opportunity to review and consider your comments as it deliberates on its report, you should 
submit your comments at least five business days prior to the beginning of the meeting. If you submit 
comments after this date, those comments will be provided to the Board members, but you should 
recognize that the Board members may not have adequate time to consider those comments prior to 
making a decision. Thus, ifyou plan to submit written comments, the Agency strongly encourages you to 
submit such comments no later than noon, Eastern Time, June 16, 2010. You should submit your 
comments using the instructions in section I., under subsection C., "What should I consider as I prepare 
my comments for EPA?" above in this notice. In addition, the Agency also requests that pcrson(s) 
submitting comments directly to the docket also provide a copy of their conunents to the person listed 
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under FOR FURTHER INFORMATION CONTACT. There is no limit on the length ofwrittcn 
comments for consideration by the HSRB. 

E. Background 

I. Topics for discussion. The HSRB is a Federal advisory committee operating in accordance with the 
Federal Advisory Committee Act (FACA) 5 U.S.c. App. 2 section 9. The HSRB provides advice, 
information, and recommendations to EPA on issues related to scientific and ethical aspects of human 
subjects research. The major objectives of the HSRB are to provide advice and recommendations on: (l) 
Research proposals and protocols; (2) reports of completed research with human subjects; and (3) how to 
strengthen EPA's programs for protection of human subjects of research. The HSRB reports to the EPA 
Administrator through EPA's Science Advisor. 

At its meeting on June 23, 2010, EPA's Human Studies Review Board will consider scientific and 
ethical issues surrounding these topics: 

(a) The unpublished report of the completed Carroll-Loye Biological Research, Inc. study LNX-002: 
Field Repellency of Two Picaridin-Based Personal Insect Repellents to Black Flies. 10e protocol for this 
study was reviewed favorably by the HSRB at their meeting in June 2009. EPA secks the advice of the 
HSRB on the scientific soundness of this completed study for use to estimate the duration ofcomplete 
protection against black flies provided by the tested repellents, and on whether available information 
supportS a determination that the study was conducted in substantial compliance with subparts K and L of 
40 CFR part 26. 

(b) The unpublished report of the completed Carroll-Loye Biological Research, Inc. study LNX-003: 
Laboratory Repellency ofTwo Picaridin-Based Personal Insect Repellents to Two Species of Ticks . The 
protocol for this study was reviewed favorably by the HSRB at their meeting in October 2009. EPA seeks 
the advice of the HSRB on the scientific soundness of this completed study for use to estimate the 
duration of complete protection against ticks provided by the tested repellents, and on whether available 
information supports a determination that the study was conducted in substantial compliance with 
subparts K and L of 40 CFR Part 26. 

(c) In addition, EPA will present to the HSRB update reports on two topics of interest: 
(1) The revised guideline for performance testing of topically applied repellent products. for use by 

investigators and sponsors ofnew studies 
(2) The terms of a recent settlement of litigation related to EPA's 2006 rule for the protection of human 

subjects of research, in which EPA has agreed to initiate rulemaking to amend the 2006 rule. 
2. Meeting minutcs and reports. Minutes of the meeting, summarizing the matters discussed and 

recommendations, if any, made by the advisory committee regarding such matters, will be released within 
90 calendar days of the meeting. Such minutes will be available at http://www.epa.gov/osalhsrb/and 
http://www.regulations.gov. In addition, infonnation concerning a Board meeting report, if applicable, 
can be found at http://www.epa.20v/osa/hsrb/orfrom the person listed under FOR FURTHER 
INFORMATION CONTACT. 

Kevin Teichman,
 
EPA Science Advisor.
 
[FR Doc. 2010-13684 Filed 6-7-10; 8:45 am]
 
BILLING CODE 6560-50-P
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Attachment C 

U.S. ENVIRONMENTAL PROTECTION AGENCY
 
HUMAN STUDIES REVIEW BOARD
 

JUNE 2010 PUBLIC MEETING
 

Environmental Protection Agency Conference Center
 
Lobby Level- One Potomac Yard (South Bldg.)
 

2777 S. Crystal Drive, Arlington, VA 22202
 

JUNE 23, 2010
 

10:00 AM	 Convene Meeting and Administrative Procedures - Mr. Jim Downing 
(Designated Federal Officer, EPA Human Studies Review Board [HSRB], Office of 
the Science Advisor rOSA]) 

10:05 AM*	 Introduction and Identification of Board Members - Scan Philpott, Ph.D. 
(HSRB Chair) 

10: 15 AM	 Welcome - Pai-Yei Whung, Ph.D. (Chief Scientist, OSA, EPA) 
10:20 AM Opening Remarks - Steven Bradbury, Ph.D. (Director, Office of Pesticide 

Prograros [OPP], Office of Chemical Safety and Pollution Prevention, EPA) 
10:25 AM	 EPA Follow-up on Previous HSRB Recommendations - Mr. William Jordan 

(OPP, EPA) 

Completed Carroll-Loye Biological Research, Inc. (CLBR) Study LNX-002: Field Repellency 
of Two Picaridin-Based Personal Insect Repellents to Black Flies 

10:30 AM	 EPA Science aod Ethics Reviews - Mr. Kevin Sweeney (OPP, EPA) and 
Mr. John Carley (OPP, EPA) 

11:00 AM	 Board Questions of Clarification - Sean Philpott, Ph.D. (HSRB Chair), EPA, 
Principal Investigator/Sponsor 

11:30 AM	 Public Comments 
11:45 AM	 Board Discussion 

Charge to the Board: 

1.	 Is the CLBR study LNX-002 sufficiently sound, from a scientific perspective, to be used to 
estimate the duration of complete protection against black flies provided by the tested repellents? 

2.	 Does available infonnation support a detennination that study LNX-002 was conducted in 
substantial compliance with subparts K and L 40 CFR Part 26? 

12:15 PM	 Lunch 
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Completed Carroll-Loye Biological Research, Inc. (CLBR) Study LNX-003: Laboratory 
Repellency of Two Picaridin-Based Personal Insect Repellents to Two Species of Ticks 

1:15 PM EPA Science and Ethics Reviews - Mr. Kevin Sweeney (OPP, EPA) and 
Mr. John Carley (OPP, EPA) 

1:45 PM Board Questions of Clarification - Sean Philpott, Ph.D. (HSRB Chair), EPA, 
Principal Investigator/Sponsor 

2:15 PM Public Comments 
2:30 PM Board Discussion 

Charge to the Board: 

I.	 Is the CLBR study LNX-003 sufficiently sound, from a scientific perspective, to be used to 
estimate the duration ofcomplete protection against ticks provided by the tested repellents? 

2.	 Does available information support a detennination that study LNX-003 was conducted in 
substantial compliance with subparts K and L 40 CFR Part 26? 

3:00 PM	 Break 

3:15 PM	 opp Presentation: Revised Product Performance Test Guidelines for Insect 
Repellents to be Applied to Human Skin - Mr. John Carley (OPP, EPA) and Mr. 
William Jordan (OPP, EPA), with Clara Fuentes, Ph.D. (OPP, EPA) and Mr. Kevin 
Sweeney (OPP, EPA) 

3:45 PM	 Board Questions of Clarification - Sean Philpott, Ph.D. (HSRB Chair) 

4:15 PM	 opp Presentation: Settlement Agreement in Litigation Against EPA's Human 
Studies Rule- Mr. William Jordan (OPP, EPA) 

4:45 PM	 Board Questions of Clarification - Sean Philpott, Ph.D. (HSRB Chair) 

5:15 PM	 Preview of Upcoming Meetings - Ms. Kelly Sherman (OPP, EPA) 

5:20 PM	 Adjournment 

* Agenda times are approximate and subject to change. For further information, please contact 
the Designated Federal Officer for this meeting, Jim Downing, via telephone: (202) 564-2468 or 
e-mail: downing.jim@epa.gov. 

HSRB WEB SITE: http://www,epa,gov/osalhsrb/ 
Docket Telephone: (202) 566-1752 
Docket Number: EPA-HQ-ORD-2010-0381 
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