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CONFIDENTIALITY STATEMENT

No claim of confidentiality is made for any information contained in this study on the
basis of its falling within the scope of FIFRA section 10(d)(1)(A), (B), or (C).

Company:
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J. Michael Kelley, Ph.D.
Vice President,
foXcel, LLC
Authorized Representative of 5

Please Note: A supplemental claim of confidentiality is being made for certain
information that the registrant wishes 1o claim as proprietary for its business and
marketing integrity. Substantiation of this supplemental claim follows on pages 4-5
of this volume.
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STATEMENT OF SUPPLEMENTAL DATA CONFIDENTIALITY CLAIMS

Company identity is considered to be sensitive information that could alert the
registrant's competitors fo its future business strategies in a highly competitive market.
Company identity is not necessary for the HSRB to determine the ethical acceptability of
the study protocols during the public HSRB review meeting.

Insect repellent products are high consumer value, marginal profit items. Loyalty is
obtained and maintained by consistently providing effective and affordabie protection

inst irritating and persistent pests. This registrant faces a market that is occupied by
other companies that work to compete with its market share and associated sales.

Therefore, the registrant submits the following justifications for the supplemental
confidentiality claim to protect the company identity in the submission of this redacted
version for the HSRB:

Firstly, the mere disclosure that this registrant has g study'protocoi under review
provides its competitors with marketing intelligence that i is developing new insect

Secondly, by disclosing the registrant’s identity, it gives its competitors insight into the
types of testing protocols that it routinely conducts on its insect repellent products. The
disclosure of the registrant’s identity reveals to competitors its testing strategies as to
how it conducts such studies. By this means, the registrant’s confidential product

strategies, designs of studies, and development of protocols were done at considerable
costs fo the company.

Thirdly, withholding the company name would eliminate any possible HSRRB bias —
favorable or negative - associated with the company’s name or reputation.

Lastly, knowing the identity of a company should not have any bearing on the HSRB's
ability to determine the acceptability of the study protocols,

The registrant has strict company controls in force that involve fimitation of staff with

cess fo brand strategies, limited access by any party to formulations, and restrictions
on sales and marketing associates to keep future marketing plans in secret. The
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registrant has non-disclosure agreements with its suppliers and distributors to protect
-sensitive business information. External independent consultants and contract research

Conclusion

For these reasons, it is imperative that the requested CBI contained in the registrant’s
protocols be fully protected from disclosure. The requested CBIi contained in thig
document is not necessary for the HSRB to determine the ethical acceptabiiity of the
study protocols during the public HSRRB review meeting.

The unredacted original version provides all the necessary study protocol details to the
Agency to conduct its decision-making process 10 issue anapproval. Furthermore,
there is no public interest or health issue that wauld require the Agency to disclose the
hame of the study sponsor.

The redacted version of this study protocol can be released without restriction, as
sensitive information has been selectively redacted by blacking out information covered
by this statement of supplemental data confidentiality claims. This document is
submitted in addition to the original version (not redacted) of the study protocol,
concurrently being submitted.

Company:
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Company Agent: Date: f (] (0?

J. Michael Kelley, Ph.D.
Global Regulatory Affairs,
foXcel, LLC
Authorized Representative of B
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*NOTE:

Any person or institution who intends to condy
approval from all appropriate IRBs, submit to E
research specified by §26.1115(a), and the foll

Please see subsequent pages for further details and page references.

APPENDIX A

40 CFR 26.1125 Prior submission of proposed human research for EPA review
[Protocol ID: G0590307001A044]: [April 11, 2007]

ct or sponsor human research covere
PA prior to initiating such research all
owing additional information, to the extent

d by §26.1 1 01 (a) shall, after receiving
information relevant to the proposed

not already included:

Requirement YIN Commenfs/Page Refs
.. | (1) The potential risks to human Subjects Y § 13-14.23-26.142.3_151-2. see next page
o g {2) The measures proposed to minimize risks to the human
%:'; T .g subjects; Y 13-14.23-36,142-3. 151-2, see next page
% @ 2 | (3) The nature and magnitude of all expected benefits of such
‘;f a research, and to whom they would accrue Y 14.26.56.64.117.125.143.152
& = | (4) Alternative means of obtaining information comparable to what
e would be coliected through the proposed research; and Y 13-15.19
= (5) The balance of risks and benefits of the proposed research. Y 13:14.23-26.142-3. 1512, see next pape
L §1125(b): All information for subjects and written informed consent
E © | _agreements as originally provided to the IRB, and as approved by the Y 50-63. 112-127.138-154
8 S | §1125(c): Information about how subjects will be recruited, including any
£ 5 | advertisements proposed to be used. Y 20-21, 27-20
2.5 | g1125(d): A description of the circumstances and methods proposed for
'g '}? presenting information to potential human subjects for the purpose of
= © | obtaining their informed consent. Y 138-138. 147-148, see nexi page
‘s © | §1125(e): All correspondence between the IRB and the investigators or
£ 5 sponsors, Y D-161. see next page
§1125(f): Official notification to the sponsor or investigator. ... that
research involving human subjects has bheen reviewed and approved by
an IRB. Y 134

all information relevant to the proposed research specified by § 26.1115(a)

[

{1) Copies of
*  allresearch proposals reviewed by thel
* "~ scientific evaluations, if any, that accompanied the
reviewed by the [ RB,
* approved sample consent documents,
®  Pprogress reports submitted by investigators, and reports of injuries
o subjects,

10-41 research proposals,
N _|138-154 approved consent forms

{2} Minutes of IRB meetings ... in sufficient detail to show
* attendance at the meetings;
* actions taken by the IRB;
* the vote on these actions including the number of
* members voting for, against, and abstaining;
* the basis for requiring changes in or disapproving research;
* a written summary of the discussion of controverted issues and

100-108, 136

by §26.1116(h)(5).

their resolution. N
{3) Records of continuing review activities. n/a nfa for protocols
(4) Copies of all correspondence between the IRB and the investigators. N 9-161. see next page
(5)
* Alist of | RB members identified by name; earned degrees;
representative capacity; indications of experience such as hoard 155-157
certifications, ficenses, etc., sufficient to describe each member's
chief anticipated contributions to IRB deliberations;
® any employment or other relationship between each member and
the institution, for example, full-time employee, a member of
governing panel or board, stockholder, paid or unpaid consuitant, N
(6) Written procedures for the | RB in the same detail as described in -
_§26.1108(a) and §26.1 108(h). N 160-161. see next page
(7) Statements of significant new findings provided to subjects, as required | nfa n/a for protocols
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Protocol ID: G0590307001A044

Protocol for Conducting Insect Repellent Field Efficacy Testing on Mosquitoes
Including Supporting Materials Satisfying
40 CFR §26.1125
for
Test Materials 1003715-019 & 1003715-020

Note: This summary follows the 26. 1125 checklist (see p. 6)
(a) The following information, to the extent not already included (§26.1 125(a)-(f):

Note: Many of the responses to the requirements listed below refer back to their inclusion
either in the study protocol on pages 10-41 or in the approved informed consent documenis
(CDs) on pages 138-154 of this volume. Study location-specific ICDs are identical with the
exception of site-specific information (GA on pp. 138-145; FL on pp. 147-154). Preliminary
ICDs that were reviewed by Essex IRB are confained on pp. 50-65 and pp. 112-127.

(&)(1) ~ Characterization of potential risks posed to study subjects and measures taken to
minimize those risks are described in the study protocol (pp. 13-14,23-26) and the informed
consent documents (pp. 54-56,62-64,116-11 7,124-125,142-143, and 151-1 52).

(al(2) ~ Characterization of potential risks posed to study subjects and measures taken to
minimize those risks are described in the study protocol (pp. 23-26) and the informed
consent documents (pp. 54-56,62-64, 1 16-117,124-125,142-143, and 151-152).

(a)(3) - Details regarding expected benefits are described in the study protocol (pp. 14,26)
and in each informed consent document (pp. 56,64,117,125,143,1 52).

(a)(4) - The most reliable data for insect repellent efficacy testing is derived from studies
conducted in a field setting on human subjects. This rationale is justified in the study
protocol (pp. 13-15,19).

(2)(5) - The risks and benefits of this study are addressed within the study protocol (pp. 23-
26) and within the informed consent documents (pp. 54-56,62-64,116-11 7,124-125,142-143,
and 151-152),

(b) - The informed consent documents (ICDs) for study subjects (Georgia and Florida) as
originally provided to the IRB are located 0N pp. 50-65. Updated ICDs (April 5, 2007) are
located on pp. 112-127. Approved ICDs are located on pp. 138-154.

(c) — Details regarding test subject recruitment are presented in the protocol on pp. 20-21,
27-20.

(d) - A description of presenting information to potential subjects to obtain his or her
informed consent is located on Pp. 27-29 of the protocol and on Pp. 51-52,59-60,112-
113,120-121,138-139,147-148 of the ICDs.

(e}~ All correspondence between the investigator and IRB is outlined on the
Correspondence Chronology page which foliows (essentially pp 9-161). All correspondence
is included in this volume including submitied documents for IRB review and IRB approval
documents.
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Protocol ID: G0590307001A044
(f) - Official notification from the IRB to conduct the proposed research is provided on p.
1386. :
(b) Ait information relevant to the proposed research specified by §26.1115(a):

(1) - The study protocol (research proposal) is included on pp. 10-41. Approved sample
consent documents are provided on pp. 138-154,

(2) ~ Information fulfilling this requirement is provided on pages 100-108 and page 1386.
(3) - Not applicable for protocols.

(4) - Please refer to 11.25(e) above.

(5) - Information fulfilling this requirement is provided on pages 155-157.

{6) — A copy of a brochure is attached (pp. 160-161) describing some duties of the IRB.
Essex IRB asserts its position that copies of its written procedures and standard operating

procedures are available to USEPA for review only on the premises of Essex IRB.

(7}~ Not applicable for protocols.
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Protocol ID: G0590307001A044

Correspondence Chronology between the Investigator and the IRB
Date Page
March 28, 2007

Cover Letter from N. Spero (Insect Control & Research, Inc., “ICR") to Dr. G,
Lambert (Chair, Essex Institutional Review Board, “EIRB") requesting board review

............................................................................................................................... 9
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dndependent Laboratory
Pesricicle Efficacy Tessing
Reguelatary Services

March 28,2007

Chairman

Essex Institutional Reéview Board, Inc.
[21 Main Street

Lebanon, NJ 08833-2162

Pljotm:ol # G0590307001A044; ICR Preject # 0307-059-0155

Dear Dr. Lambert:

Please find enclosed our complete document package for your Full Board Review and approval. The
proposed date that we will submit this project to the EPA is April 4, 2007, so we respectfully request that
We receive your approval prior to this date. We would like these documents sent to us by Federal '
Express Overnight, so please charge the delivery to our FedEx account number 1028-0348.5.

We also request a copy of the niinvdes of the IRR meeting that pertain to this study, so that we submit
them to EPA’s HSREB as required by the Common Rule,

We enclose the following documents to support our request:

We are enclosing the following documentation to support this request:
-Protocol (6 copies) (please refurn one approved copy to us)
~Informed Consent Form (6 copies each see below)

Template Informed Consent Document
Site specific Informed Consent Document {Georgia)
Site specific Informed Consent Document (Florida
-Signed Investigator Attestation Form :
-Signed Investigator Conflict of Tnterest Declaration
-Signed Site Application Letter (Georgia)
-Signed Site Application Letter (Florida)
-MSDSs for each of the 2 test samples
-Three signed copies of the indemnification from B,
capies to us) '
-One signed copy of the indemnification from por ICR, Inc. (please keep for your files)
. ~CVs for several ICR personnel participating in this study are on file at Essex IRB. Also find
enclosed updated Cvs for Timothy Foard, Christy Johnson, John Sharpe, and Niketas C.

Spero.

Thank you for your attention, and please do not hesitate to contact me by telephone at 41 0-747-4500, by
fax at 410-747-4928, or email address Nspero@icrlab,com if you have any guestions.

:lxseiely,
iketas C SperoO/ﬂ/c
Principal Investigator

Enelosures
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©2007 by ICR, Inc.
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PROTOCOL TITLE:
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TBD
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Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: G0590307001 A044
1CR Project No.: 0307-059-0155
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Mosquito Repellent Field Test, Florida & Georgia

Protoco No.: G0590307001 A 044
ICR Project No.: 0307-055-0155

Mosquitoes make enjoyment of outdoor activities unpleasant in many parts of the U.S.A. There
are few effective, registered active ingredients available as insect repeilents. These two factors
provide the impetus for the current search for new effective repellents. Because we are using
human study subjects, we will attempt to avoid any positive field locations that could lead to any
arthropod-borne fransmission, thus reducing the risk fo study subjects,

OBJECTIVE

The objective is to evaluate the efficacy of two topical picaridin-based repellents against
mosquitoes in two field locations. The sponsor believes the two repellent products will produce
an effective mosquito repellent for up to 12 hours. Therefore ICR will conduct field studies to

assess repellency of these test samples,

STUDY RATIONALE

This study will evaluate the efficacy of two picaridin-based repellents which have not been
previously tested in the field for a duration of up to 12 hours. Presently there are 15 picaridin-
based insect repellent products registered under FIFRA. The products range from 5% picaridin
to 20% picaridin and include pump spray, aerosol, lotion, and towelete applicator products. ICR
has previously evaluated Picaridin-based repellents in both the laboratory and in the field for
efficacy. We have found these types of repellents to be efficacious in the laboratory as well as in
field studies for up to and beyond 8 hours, In previous studies we have seen no indication of any
type of reaction from these repellents, or cause for concern regarding safety issues.

Field studies, such as the one proposed, have been long considered by regulatory authorities and the
scientific community to be the most realistic and reliable method for testing the performance of a
topically applied insect repellent product. Under FIFRA, EPA requires submission of such human
efficacy study data (EPA/OPPTS Guideline 810.3 700) in support of insect repellent product
registration. Each new insect repelient formulation must have performance studies conducted on

human subjects to substantiate the product’s jabel claims.

Each product is unique and will provide different protection times for different pests depending on
both its percent active ingredient and formula composition

The prominent risks associated with the proposed field study to assess the performance of these
msect repellent formulations are the potential for allergic or irritation responses to the test materials
and mosquito bites, and the potential rigk of contracting a mosquito or other insect-borne disease.
Both of these tisks, skin reactions and the disease threat, were significant factors that were
considered in detail and addressed in the development of the proposed study design.

Page 3 of 31 .



Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: GO5903070014044
ICR Project No.: 0307-059-0155

With regard to the potential for irritation or aliergic reactions to the test material, this risk has been
greatly reduced by careful consideration of the components of the test material and avoidance of the
use of known sensitizers and irritants. Asap added precaution, subjects with a history of reaction
to Insect bites, insect repellents, and skin care products will be excluded from the study. Further, the
subjects will be closely monitored during the study for signs of significant skin reactions and prompt
medical attention will be obtained should an adverse reaction be experienced.

While the above risks are a concem to the'study sponsor and the conducting laboratory, there are
currently no viable alternatives to such human studies for determination of the performance
characteristics of insect repellents, As indicated above, it is unlawful to distribute unregistered
pesticide products, which include insect repellents. EPA requires that efficacy data collected from
human studies be submitted for EPA review in order to obtain approval for an insect repellent
registration. These data must substantiate the public health protection claims made on the product’s
labeling. Specifically, data are required to both substantiate the repellency of specific insect pests
and provide the user realistic expectations of the protection time provided from each of those pests

‘by the product.

While there is obviously an economic incentive to the sponsor of the study to offer a new insect
repellent alternative to consumers, such products must offer a recognized benefit to CORSWMErs or
they will simply not be purchased or used. It ig important fo bring new insect repellent products to
market 5o that consumers have alternatives that they find personally acceptable and convenient to
use to protect themselves and family members from irritating and potential disease-carrying insect
bites. New products, such as the proposed test samples, have been formulated to provide protection
from insect bites in combination with other benefits that promote consumer acceptance and use of
the product (ie., convenience of product form or method of application, fragrance preferences,

preference for, or avoidance of, a specific active ingredient, etc.).

ICR plans to evaluate repellency based on protection from bites rather than landings. Disease can
only be transmitted by probes and bites, not by landings, so measuring repellency by bites is
more realistic from a public health perspective than landings,

In this study efficacy is defined as the Protection Time (PT). The PT is the time interval between
the application of the repellent and the First Confirmed Bite (FCB). A bite is defined as the
ingestion of blood by a mosquito while it is on a repellent-treated area of skin, as evidenced by
an enlarged, blood filled abdomen of the mosquito. The FCB is a bite which is followed by
another bite in either the same 5 minute exposure period or the next consecutive 5 minute

€Xpostre period.

This study may be submitted to EPA to support an insect repellent registration. The effi cacy
study will test the repellent formulations at two locations, Georgia or Florida, using12 treated test
subjects, and 2 untreated test subjects. The test locations will be based upon the absence of
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Mosquito Repellent Field Test, Florida & Georgia

roiocol No.: 005307001 Al44
. ICR Project No.: 0307-059-0155

mosquito-borne disease and adequate mosquito populations. Dosage will be at the EPA
recommended rate (OPPTS Guideline No. 810.3700) of 1g/600cm?® (1.67mg/cm?). This
application rate is one that we have successively used in prev;ous studies. We have found
through 20 years of conducting repellent studies that this rate is the minimwm amount of product
that provides excellent coverage to the designated treated area (250 cm?).

According to the draft EPA OPPTS Guideline No, 810.3700 “ Product Performance of Skin-
Applied Repellents of Insect and Other Arthropods”, there exists no alterative to evaluating
topical repellents on human subjects in the field; therefore, field testing repellents is necessary.

STUDY OVERVIEW

@ ICR will recruit from our database of test subjects.

@ During the recruitment process, interested potential test subjects will have an
Informed Consent Document (ICD) mailed to them if required. ICR will call to
confirm receipt of ICD. They will be instructed to contact the Principle

Investigator (P.1.) to verify receipt of the ICD and to ask any ICD or study

related questions.

® All interested people will be offered the opporfunity to come to ICR to go
through the consent process in person.

® The P.I will contact all interested subjects by phone several days after receipt
of the ICD to fully explain the ICD by reading it to them. Sufficient time will
be spent with each interested subject to answer any questions they may have.

They will then be invited to sign the ICD. Each consenting subject will be
asked to sign and date the ICD in the presence of a witness. The witness will
then sign and date the ICD, Each consenting fest subject will be asked to mail
the signed ICD back to ICR.

® A capy of the signed ICD will be provided to each study subject, either by
mat] or in person depending upon whether consent was in person or by phone.

® Consenting subjects will be notified of travel arrangements in advance of the
study date.

@ The P.I anhd ICR staff meet with test subjects at the airport either in Florida or
Georgia, depending on test location. In the event of a delayed flight ICR staff
will make arrangements to escort subjects to our hotel. Local test subjects will
meet at our place of lodging.

@ The night before the test, staff and test subjects will be instructed to meet at a

predetermined time and location at the hotel.

* At this meeting unscented soap will be provided to each test subject.
* The study parameters will be explained to everyone,
* Any subjects found to be ineligible for any reason or who decline to

Page 5 of 31
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ent Field Test, Florida & Georgia

Protocol No.: G0590307001 A044
ICR Praoject No.: 0307-059-0155

participate will be taken to the airport and rerouted home if
possible. If this is not possible they will be provided food and lodging at
ICR’s expense for the duration of the study.

+ All subjects will have their arms measured. If a subject has been
previously measured, these existing measurements will be used.

* Subjects will be instructed when and where to meet for fransportation to
the field site.

» The night before the test ICR staff will spray the outside of everyone’s
shoes that will be worn during the field study with permethrin to help
repel ticks that may be at the test site.

® If time permits on our day of arrival ICR staff will scout for test locations. If
the locations and mosquito density are appropriate, we will test the next day, if
not we will scout again the next day.

® The following will occur on the study day:

» All test females will take an OTC pregnancy test.

= The pregnancy tests will be read by a qualified female ICR staff to verify
no positive pregnant test subjects are present.

= Selection of treated test subjects and control test subjects

will be done by lottery. :

* Treated test subjects and controls will be identified.

« Treated and controf subjects will wash their arms.

= ICR staff will measure, and establish the treatment area and untreated

control area on test subjects’ arms.
** Treatment and control areas will be bandaged and taped.
» ICR staff will transport themselves and the test subjects o the field test

location. :
= Subjects are supplied necessary test protective equipment(headnet,

gloves).

* ICR staff verifies adequate mosquito pressure with control subjects.

« Treatments are applied to the test subjects.

» Exposure begins for the treated test subjects. Exposure periods will be 5
minutes in duration every 30 minutes.

* i mosquito density drops below the target goal, the group may travel to
the alternate site previously determined by scouting,

* Treaiment exposure ends either through breakdown or end of study
duration

« ICR staff helps subjects remove bandages, clean off repellent and treat

bites. ‘
* ICR staff will inspect the clothing of all test participants for ticks

*» Everyone returns 1o our place of lodging,

Page 6 of 31
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Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: G0500307001A044
ICR Projeet No.: 0307-056-0155

MATERIALS
TEST SAMPLE NOMENCLATURE
Product Name Specific Gravity  Application Rate Application/250cm®
TA# 1003715-019 (A) 0.96 1..67 mg/em? 0 .44 ml
TA# 1003715-020 (B) 0.96 1.67 mg/em? 0 .44 ml.

A Material Safety Data Sheet (MSDS) shali be provided for each test, control,
and/or reference sample, which will include any hazardous information of the samples.
The percentage of all active ingredients and any hazardous constituents must be included

in all MSDSs.

A chain of custody letier must accompany all test, control, and/or reference samples.

NOTICE: Sample characierization is a key GLP (Good Laboratory Practices)
requirement detailed in 40 CFR Pari 160. The sponsor is solely responsible for
conducting the complete test sample, control sample, and any reference sample
characterizations according to GLPs, and for providing ICR with this
characterization data prior to the experimental start date of this study. This
characterization must define the identity, strength, purity, and composition of the
batch(es) or lot(s) of test samples If any of the test, control and/or reference samples are
currently available for consumer use and/or purchased in the marketplace, ICR will need
the same characterization information provided by the sponsor prior to the experimental
start date of this study. If documentation of this characterization is not provided prior to
the experimental start date, this will be noted as a non-compliance item in the GLP
compliance statement. This sample characterization information will be retained in the
ICR archives, and a statement identifying this location will be included in the final report.

According to GLP, the study sponsor will provide the ICR Study Director with the
confidential disclosure of the entire compositions of the test samples prior to the
experimental start date. These proposed insect repellent formulations use the active
ingredient, Picaridin®, which was first registered by the US EPA under FIFRA on December
7, 2000, As required under FIFRA, registration of Picaridin® as an active ingredient is
supported by an exfensive data package that includes toxicity test data that demonstrate low
acute and chronic toxicity. This active ingredient has been successfully used without
significant incident by the study sponsor and other insect repellent formulators (and millions

of consumers).

Page 7 of 31
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Mosquito Repellent Field Test, Florida & Georgia

Brotocal No.: G0590307001 A044
ICR Project No.: 0307-059-0155

The inert ingredients in the test samples were selected because they are widely used in
cosmetic and personal care formulations, are non-sensitizers, and experience has shown
that their combination is both beneficial for skin care and safe for direct human exposure.
To expedite product registration under FIFRA, the sponsor has confirmed that the inert
ingredients have been previously reviewed and approved by EPA for use in FIFRA
registered products,

For currently registered products containing the same concentration of Picaridin® as the active
ingredient (a.i.), the US EPA risk assessment assumes that each application of insect repellent
products is applied to a skin surface area of 4,538 cm? for adults, In the proposed tests for
mosquito repellent efficacy, the formulated product is applied once to adults on the test day over
a surface area of only 500 cm® (i.e., two patch areas of 250 cm? each). Consequently, the test
subjects in this study will only be exposed over an area of approximately 11 percent of that
previously reviewed and approved by EPA for products with the same a.i. concentration.
Further, the 1abel directions of these registered products allow for up to two applications per day,
while the efficacy study will employ only one. A’ 100-fold margin of exposure (MOE) is
considered to be the target for the determination of acceptable risk from systemic exposure. The
MOE is based on the No Observed Adverse Effect Level (NOAEL) for systemic effects, the
concentration of active ingredient in the formulation, frequency and rate of application, skin
surfaceé area and body weight, and dermal absorption. The MOE for the test subjects in this
efficacy study will substantially exceed the minimum 100-fold target and is, therefore,
considered acceptable under widely recognized scientific standards.

The stability of the test, control, and/or reference samples shall be defermined by the
sponsor prior to the experimental start date. When relevant to the conduct of this study,
the solubility of each test, control, and/or reference sample shall be determined prior to the

experimental start date.

Methods of synthesis, fabrication, or derivation of the test, control, and/or reference
samples shall be documented by the sponsor, and the location of such documentation
shall be specified by the sponsor in a lefter to the Study Director.

The stability of test, control, and/or reference samples stored under the test site
conditions shall be knowa for all studies.

All unused test samples will be returned to the sponsor within 30 days after the final report is
sent to the sponsor. The sponsor will be responsible for all costs for the return of the
samples, including any costs associated with hazardous materials shipping.
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lent Ficld Test, Florida & Georgia

Protocol No.: G0590307001 A044
ICR Project No.: 0307-059-0155

TEST SITES
This study will be performed in two different times at two different sites. Two sites will be chosen
based upon the absence of mosquito-borne disease and adequate mosquito populations. The first site

will be at the following address:

The Savannah-Ogeechee Canal Museum & Nature Center

618 Fort Argyle Rd.
Savannah, Georgia 31419

The second site will be at the following address:
Pine Island, Florida Lee County Mosquito Abatement District

TEST ORGANISM(S)

Natural adult populations of mosquitoes found in the Coasta) area of Georgia will be the test
organisms. The anticipated species occurring in this test area should be primarily dedes vexans,
Psorophora ferox and Ochlerotatus infirmatus plus other minor occurrences of native species.

Natural adult populations of mosquitoes found in the Gulf Coast area of Florida will be the test
organisms. The predominant species in this test area is anticipated to be Ochlerotatus
taeniorhynchus plus other minor occurrences of native species.

Specimens will be collected from landings on the ICR staff at both sites and returned to the
laboratory for identification by a Board Certified Entornologist.

SUBJECTS

Human subjects are required for this study because they represent the feeding target of the
mosquitoes. The purpose of these repellents is 1o prevent mosquitoes from biting humans, There are
no satisfactory substitute models for testing repellency to mosquitoes. While there has been
experimental work on product repellency accomplished using mice or guinea pigs, the data did not
give reliable results when compared to data gathered from human subjects.’

ICR, Inc., (ICR) policy complies with the Department of Health and Human Services Policy at 45
C.FR. pt. 46 and 45 C.F.R. §§ 46.109, 46.116, and the EPA Part 26 model rule at 40 C.F.R. pt. 26
Subparts K and L, when human volunteers are used. Thus ICR submits a protocol, informed consent

! Busvine, James R. 1971, A Critical Review of the Techniques for Technigues for Testing Insecticides,

Commonwealth Agricultural Burcaux, England, p 233-245
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Protocol No.: GO590307001A044
ICR Project No.: 0307-059-0155

document, and standard indemnification forms to an independent institutional review board (JRB)
set up to ensure that the rights and welfare of the participants are protected and that the study is

carried out in an ethical manner.

ICR uses the following IRB for this service:

Essex Institutional Review Board, Inc.
121 Main Street
Lebanon, NJ 08833

This IRB is accredited by PHRP, and is in the process of obtaining accreditation from AAHRPP.

Approval of all documentation for human volunteer testing must be obtained before such testing can

accur.

ICR has developed a pool of male and female test subjects. The test subjecis we recruit represent a
diverse group including professionals such as working teachers, business owners and engineers, as
well as students, housewives and others. They are available to travel for field tests. ICR will recruit

14 subjects from this group for each location (a total of 28).

ICR will exclude pregnant and breastfeeding women from this study due to ethical concerns. We
will also exclude children under the age of 18 for the same reason. Non-English speaking individuals
will be excluded to ensure that comprehension and understanding of the ICD and test parameters is
without question. Full time employees of either ICR, Inc. or the sponsor will be excluded to ensure
that coercion is not an issue. Individuals sensitive to either mosguito bites, insect repellents, or skin
care skin products will be excluded to avoid placing them at risk. Although the groups of people
that ICR would exclude from using as test subjects would certainly represent individuals that could
use repellents, we feel justified for not including them for the reasons that are mentioned above.

ICR will only include individuals attesting to bé healthy in this study who are available to travel to
distant field locations. These subjects need to be capable of reading and understanding English,

The database of potential test subjects that we select our subjects from, is as representative of
potential repellent users as we are able make it in terms of both practical and ethical considerations.
Our test subjects need to be in good health to withstand the rigors of field testing, They must be
available to travel to out of state test locations, Test subjects must be able to speak and understand
English in order to truly be informed and comprehend the scope of the study as explained to them.
We will accept individuals between the ages of 18 to 65. This age group represents a large portion of
the population who through their diverse activities would both encounter mosquitoes and could have

a need to use insect repellents.
Page 10 of 31
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ito Repelient Field Test, Florida & Georgia

Protocol No.: G0590307001A044
ICR Project No.: 0307-059-0155

ICR will select individuals from our database of potential test subjects. This will be accomplished by
drawing numbers that correspond to a particular test subject. We will attempt to select even numbers
of male and female test subject to eliminate any gender bias to attractiveness to mosquitoes.

REMUNERATION

All travel costs, as well as lodging and food expense, for the subjects will be paid by ICR. The
subjects will be paid $11/hour for a typical 9-hour travel day, for a total payment of $99 for the day.
For working days that go beyond 9 hours, the subjects will be paid at a rate of time and one half
($16.50/hour) for the overtime hours. The payment for a 12 hour test day will be $ 148.50 for 12
hours plus $16.50 for any additional hours beyond 12. Payment will be mailed to the subject at the

conclusion of the field portion of the study.

All subjects will have signed "Informed Consent Statements” prior 1o acceptance as a study
participant. The Informed Consent Document will be formally explained to all of the test subjects
before the study is scheduled to begin. If any test subject refuses to sign after learning the details of
the document, they will not be allowed to participate in the study. To try to avoid this inconvenience,
the informed consent will be explained to each test subject, either in person, on the telephone, and by
mailing ICDs prior to the study, to try to eliminate any potential test subject not interested in the
project. The “Informed Consent Document” will have been approved by an Institutional Review
Board before it is presented to the test subjects,

NEGATIVE CONTROL

Sufficient biting pressure (i.e., mosquito landing rates in the range of 1 to 10 per minute in a 250 ¢m?
area on each of the exposed untreated control arms for up to a 5 minute period) will be confirmed at
the commencement of the study and throughout the study, One untreated arm of each of the two
contro} subjects will serve as negative controls. These controls will be selected at random from the
total pool of test subjects by drawing names. Different subjects will be used as controls for each day
of the study. This will be accomplished by removing the names of subjects already used as negative
controls from the pool when drawing names of subjects to be used for the next day’s test.

Negative controls will be used to monitor the level of mosquito activity in the area by baring the
250cm® untreated area on their arm for up to five minutes every one-half hour while the study director
or an assistant counts the number of mosquitoes which land on the bare skin. If the stated landing rate
has been verified prior to the end of the five minute period, the control will stop exposing their bare
arm to mosquitoes. To minimize the number of bites, the mosquitoes will be brushed away with the
tip of a pencil or pen after being counted. The negative controls are also protected by covering the
unireated test area with the shirt sleeve in between the 5-minute test sessions. Like the treated test
subjects, the negative conirols will be protected with a head net and latex or vinyl gloves.

The negative controls will not be exposed to any repellent related risk.
: Page 11 of 31
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Field Test, Florida & Georgia

Protosal No.: G0590307001 A 044
ICR Project No.: 0307-0559-0155

POSITIVE CONTROLS

A positive control is intentionally excluded from the proposed study protocol for several reasons. The
sponsor understands that such practice is generally discouraged in these types of studies by the EPA/OPP
and that positive controls in these types of studies are optional. Data on a positive control 2roup Serves
no purpose in this study to confirm the mosquito repeilency of the test product and determine a reliable
protection period under real-life field conditions, Putting additional subjects at risk, however minimal,

to include a positive control group is not necessary.

SUPPORT STAFF

Additional ICR staff members will support the Study Director and test subjects in their activities.
ICR staff members, along with the Study Director, will record all test data. Test subjects will not
record any data. The study results would be difficult to defend in an EPA audit or in a court of law if 2

test subject records data.

ICR staff have been hired on the understanding that field study participation is a condition of
employment. All details of field testing are outlined to potential employees prior to their accepting a

position at ICR, Inc.

To meet one of the GLP requirements, a QA representative will monitor the study conduct and
prepare phase inspection reports.

MISCELLANEOQOUS

Stools, syringes, latex and vinyl gloves, aspirators and vials, clip boards, head nets, duct tape, data
record forms, scissors, elastic bandages, or Velero® straps, Elastikon® tape, pencils, marking pens
(e.g. Sharpie®), sling psychrometer, anemometer, unscented Neutrogena® soap, paper towels, ice
chest and ice, camera, mechanical counters.

RECORDS TO BE MAINTAINED

All study notes, data collection sheets (true copies), SOPs (originals), Chain of Custody letters (true
copies), Sample Log and Sample Record of Use Forms (true copies), the protocol (frue copy) and
signed Informed Consent documents will be maintained in the ICR archives. The original documents
will be provided to the sponsor for archiving with the exception of SOPs, Master Schedules, signed
Informed Consent documents, test sample characterization, and personnel files.

Page 12 of 31
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Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: G0590307001 AD44
ICR Project No.: 0307-859-0155

RISK CHARACTERIZATION AND MINIMIZATION

The subjects will be exposed to three types of risk:
1. They will be treated with 2 test repellent.

The active ingredient, Picaridin® demonstrates a low acute oral, dermal and inhalation toxicity. His
classed as Category IV for acute inhalation toxicity and primary dermal irritation, Tt is not 2 dermal
sensitizer. The EPA “New Pesticide Fact Sheet” indicates that the toxicology data base for the active

ingredient is complete and no additional studies are required,

There is minimal risk for subjects to experience an adverse reaction to the insect repellents being tested.
The study sponsor that developed the test repellents has over 120 years of experience formulating and
producing a wide variety of cosmetics and personal care products with worldwide sales.

All of the inert ingredients used in the finished insect repellent products have a long history of safe use
in various personal care and cosmetics products,

Moreover, the sponsor has confirmed that all of the inert ingredients used in each of the test repelients
have been previously reviewed and approved by EPA for use in FIFRA registered insect repelient

products,

While there is low concern for the toxicity potential for the test samples to induce an adverse reaction in
the test subjects, they will be monitored throughout the study and prompt medical attention will be
obtained if any adverse reaction is observed among the subjects on test. Those individuals who are
known or claim to have allerpies to mosquito bites, insect repellents, or skin care products will be

excluded from participation in the study.
2. They will be exposed to bites from mosquitoes.
All subjects known to have severe reactions to mosquito bites will be excluded from this study.

All subjects will be issued head nets and a choice of latex or vinyl gloves. Only a small area (250
em?) of skin on each arm will be exposed. All other parts of the body will be covered with the
subject’s personal clothing. The exposed areas will be coverad immediately upon receiving a FCB on
that area’ Caladryl® or Calamine® lotion and rubbing aleohol will be available at the study site

for use to mitigate any reaction to mosquito bites.

3. They may be exposed to vectors of arthropod-borne diseases

Page 13 of 31
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Protocol No.: 00590307003A044
ICR Project No.: 0307-059-0155

It is recognized that mosquitoes are vectors of many diseases and this issue is clearly communicated
to potential test subjects. Since the EPA requires demonstration of the repellency of mosquitoes
known to carry specific diseases such as the WNV in order to substantiate related product claims, the
sponsor is compelled to conduct field testing in areas in which test subjects will attract these potential
vector species. While the potential for contracting disease cannot be fully eliminated, that risk is
reduced by avoiding conduct of the study in an area known to be associated with current incidents of
mosquito and other insect-borne disease. Appropriate mosquito abatement authorities in the region of
the proposed test site will be consulted immediately prior to the initiation of the field study to confirm
that there has been no recent outbreak of mosquito or other insect-bome disease in that area.

The CDC estimates that only about I in 5 people who contract WNV will be affected. About one in
150 people infecied with WNV will develop severe illness and about 4 of 5 will show no symptoms.
Most people who have developed serious symiptoms have been the elderly or those with a compromised
immune system. The principal carriers of the WNV belong to the Culex genus (a genus is a group of
similar species). This particular genus of mosquitoes is not common in areas where we will be
conducting the study. While the risk of contracting WNV is considered io be low, no guarantees can be

offered.

Georgia reporied 8 cases of West Nile Virus, one case of Eastern Equine Encephalitis, one case of La
Crosse Encepahiltis in 2006. The La Crosse Encephalitis affects predominantly children under the

age of 16.

Of the 8 cases reported in Georgia, one incidence of the West Nile Virus was reported for Chatham
County, the proposed Georgia site of the study. ,

Florida reported 3 cases of West Nile Virus, one case of Eastern Equine Encephalitis and no other
arbovirus type cases in 2006. None of these cases occurred in Lee County, Florida, the proposed study

site.

Both the Mosquite Abatement Districts in Chatham County, Georgia, and in Lee County, Florida,
maonitor for disease bearing mosquitoes on a weekly basis and have agreed fo supply ICR with that
data for one week before and one week during the test. The study will be conducted only if surveys

prior to the test are negative.

To minimize the threat from ticks, on the evening prior to the day of testing, the outside of the shoes
to be wom during testing, of each subject and the ICR staff will be treated with a 0.5% permethrin
aerosol to stop any ticks in the test areas from crawling onto the test subjects. No one will be wearing
the shoes when the shoes are treated so that the spray will not hit any skin that will be treated in the
test, or clothing that will be near the treatment area. The spray will be dry before the test begins and it
will not be reapplied during the course of the test.
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Mosquito Repellent Field Test, Florida & Georgia
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The subjects will only need to receive two mosquito bites in each of the 250 ¢m? treatment areas
within 30 minutes to confirm breakdown, after which the exposed area is covered. Additionally, risk
is minimized due to limiting study subject exposure to 5 minute intervals every 30 minutes. All of the
above factors combined will minimize disease and bite risk. Thus the risk to the test subjects is no
more than one which they would experience in normal outdoor activities,

There will be First Aid qualified staff members on site, and First Aid supplies will be available at the
test site at all times. A selected local hospital will receive prior notification of this study and on-site
staff will have cell phones to make emergency calls if necessary. In the case of medical emergency
people will be transported to the selected local hospital by either ICR staff or professional ambulance.

The Savannah-Ogeechee Canal Museum & Nature Center, Savannah, GA study site the following
hospital will be available:

Distance from the study site - 10 miles
8t. Joseph Candier Health System

5353 Reynolds Street
Savannah, GA. 31405  Telephone 912-692-6000

For the Pine Island, Lee County, Florida study site the following hospital will be available:

Distance from the study site - 25 miles
Cape Coral Hospital

636 Del Pardo Blvd.
Cape Coral, Florida 33904 Telephone 239-574-2323

If any test subjects need medical attention, their medical care will be paid by ICR.
DISCOMFORT AND HAZARD

Mosquitoes are the primary vectors (carriers) of many diseases. F ortunately, most of these diseases do
not occur naturally in the United Siates. Diseases like malaria and dengue are occasionally introduced
by travelers, for example, two cases of naturaily acquired malaria have been diagnosed in northern
Virginia. Mosquitoes are also known 1o carry various types of encephalitis viruses. Currently the West
Nile Virus (WNV) is widespread throughout the U.S. This mosguito-borne virus has caused much
concern in some areas. The state of Georgia had 8 reported cases of WNV in humans in 2006, while
Florida had 3 cases of WNV in humans in 2006. The principal carriers of the WNV belong to the
Culex genus ( a genus is a group of similar species). These mosquitoes are not common along the coast
of Georgia or Florida in the areas where we will be conducting the study. The percentage of
mosquitoes carrying WNV is small. Of those people bitten by an infected mosquito only a small
percentage will contract WNV. Only a few of those people developing symptomns of WNV, wil]

" Page 15 of 31 i

35y
ergt
A
P
it
)
.y
o



llent Field Test, Florida & Georgia

Protocol No.: G0590307001 A044
ICR Project No.: 0307-059-0155

develop serious symptoms. Most people who have developed serious symptoms have been the elderly
or those with a compromised immune system. The most common symptoms of WNV are mild illness
with fever, headache, and body aches. While the risk of contracting WNYV is considered to be low, no
guarantees can be offered, After the study completion, any subjects experiencing any of the above
symptoms should seck medical attention. In the event that a study related injury or iliness should
oceur, test subjects would be instructed to seek medical attention through a health care provider, a
ICR’s expense. Test subjects would be insiructed to submit study related bills to ICR. ICR will incur

the cost of any study related bills.

BENEFITS

The purpose of this proposed insect repellent efficacy field study is to determine the protection time that
can be reliably anticipated from use of these products. Field studies, such as the one proposed, have been
long considered by the EPA (and the sponsor) to be the most realistic and reliable testing method
available to predict protection time of a topically applied insect product. While the sponsor is an obvious
beneficiary of the proposed test, the resulting information on the performance of the products will also
directly bepefit consumers because it will substantiate which insect pests will be repelled and provide
realistic expectations for protection time. Clearly, both the study sponsor and consumers benefit from
the performance of this study to provide the data required under FIFRA to substantiate this pesticide
product’s label claims. Specifically, FIFRA guidelines require human efficacy test data on insect
repellents intended to be applied directly to the skin claiming to repel insect vectors such as mosquitoes.

Insect repelient products help prevent annoying bites and likely serve to decrease the potential spread of
some diseases. It is known that consumers use insect repellents to help reduce the risk of WNV and other
vector-home diseases as stated by the CDC. The proposed study will attempt to substantiate that the test
articles repel mosquitoes and will provide the user with a reliable estimate of protection time that can be
anticipated under real-life conditions. I is important to bring such new products to market so that
consumers can have access to alternative formulations that work best for them. That is, some
formulations seem to provide longer protection times to certain individuals or simply be more convenient,
pleasurable, or preferable to use (i.e., convenient product form or method of application, fragrance
preferences, combination with sunscreen or skin care ingredients, aversion to or a preference for certain

active ingredients , etc.).

TEST SUBJECTS
Eligibility requirements:
Sex: Male/Female
Age: 1871065
Race: No exclusions
Literacy: Test subjects must be able to read, speak, and understand English
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Ineligibility reasons:

Test subjects can not participate if they are pregnant or breastfeeding.

Test subjects can not be a permanent full time employee of ICR Inc.

Test subjects must follow the requirements of the study as explained to them.
Test subjects must not be sensitive to mosquito bites.

Test subjects must have no known sensitivity to insect repellents or skin care

products.
Test subjects must be atiractive to mosquitoes, as evidenced by previous being

bitten by mosquitoes.
7. Test subjects must not smoke or drink alcoholic beverages 12 hours prior to the

test. .
8. Test subjects must not use perfumed cosmetics, skin creams, shaving lotions,

etc. after 12 AM before the test, and during the test.
9. Test subjects must wear proper protective clothing during the test, such as their
own blue jeans, heavy socks, long sleeve shirts, and a headnet and gloves

provided by ICR.

W

=

Number of subjects and Rationale for Sample Size
The EPA Guideline (EPA/OPPTS Guideline 81 0.3700) recommends at least six test subjects be used.

Because of the cost of doing field studies, it is prudent to ensure data collected will give a good
representation of the repellency of the test formulations. In a published paper” the number of subjects
required to achieve an estimated among-subjects standard deviation for specific times of 0.5 hours to
2.0 hours was calculated for protection times from 1 hour to 8 hours, The number of subjects
required to achieve an estimated among-subjects standard deviation of 2.0 hours at a 95% confidence
level for an 8 hour protection time was caleulated to be between 10 and 11 subjects. ‘This study,
therefore, will use ten treated test subjects. There will be an additional two conirol subjects, plus two
additional treated test subjects to replace anyone that either drops out or is ineligible to participate due
fo a positive pregnancy test or other unforseen circumstances. These additional two treated fest
subjects will help to ensure a minimum “n” of ten and will aid in protecting the privacy of any

dropouts,

Test Subject Recruitment
ICR has been conducting repellent studies for over twenty years. During this time ICR has amassed a

large list of potential study subjects. These subjects also refer friends and colleagues to us. When a
repellent study date has been established, ICR will contact potential study subjects by telephone and

2 L.C. Rutledge and R. K. Gupta, 1999, Variation in The Preicction Perfods of Repelents on Individual Human Subjects: An
Anglytical Review, Journal of the American Mosquite Control Assaciation, 15(3):348-355
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briefly discuss the study, the date of the study, and location. Any study specific inclusion/exclusion
requirements will also be mentioned at this time. When the number of interested subjects required for
a particular study has been met, ICR will stop recruitment.

ICR uses the following initial telephone script to recruit test subjects:

“ICR will be conducting a repellent project on these dates, (Month, Day(s), Year), at (exact study site)
would you be available 1o participate in this study?”

If the potential test subject is available, the inclusion/exclusion criteria will be discussed in detail
and verified whether the subject qualifies to participate. The ICD will also be discussed with the

test subject a this time. In addition, ICR will mail a copy of the ICD o each interested fest subject
for their review. They will be instructed to contact the P.L to verify receipt of the ICD and to ask any

ICD or study related questions they may have.

The P.1 will contact all interested subjects by phone several days afier receipt of the ICD to fully
explain the ICD with them. All coniacted people that show interest will be offered the opportunity to
come 10 ICR to go through the consent process in person. If interested subjects are unable to travel to
ICR, the consent process will be conducted on the phone. Sufficient time will be spent with each
interested subject to answer any questions they may have. When both the P.1. and the interested
subject are satisfied that they have meet the study qualifications for inclusion into the study,
understand and are comfortable with the ICD, they will then be invited to sign the ICD. Fach subject
will be asked to sign and date the ICD in the presence of a witness. Their signature wil acknowledge
that they have been informed and freely give their consent to participate in the study. The witness
will then sign and date the ICD. Each test subject giving their consent by phone will be asked to mail
the signed ICD back to ICR. A copy of the signed ICD will be provided to each study subject, efther
by mail or in person depending upon whether consent was in persen or by phone,

When a subject is available, and qualifies for a particular study, and is willing to participate based on
study requirements as explained, and has signed an ICD, they will be notified of study specific travel

arrangements in a follow up call closer to the study date.

ICR has been fully compliant with 40 CFR 26.1125 in obtaining written approval for all repellent
studies from an independent Institutional Review Board

In the event that an interested subject declines to sign an informed consent document, they will not be
permitied to participate in the stdy.

There is no coercion for any subject to participate. The inclusion/exclusion criteria are clear, the
payment is clear, the subjects are informed of the conditions they will likely encounter and what is
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expected of them. Each consenting test subject will be informed that they may drop out of the study
at any time. Further, they may leave as spon as practical after early withdrawal from the test,

METHODS

Experimental Design
This is a subject-blinded study. The delineated areas on the arms of subjects will be treated and used

as test areas. Only arms are being treated in this study, in an attempt to further reduce the areas

The test locations at each test site will be selected before the study is to start, The principal criterion

Test site selection criteria will be based og unobstructed space and aceeptable mosquito species
composition. The repellents will be evaluated at one or more sites depending on landing rates
observed and verified by ICR staff. At least two test sites will be selected for each day’s testing. The
sites will be rotated if necessary in order to maintain adequate biting pressure.

Blinding of the Study
The test samples will be coded as “A” and “B”. During the test these codes will be the only test

sample designation referred to or that the test subjects will see. The Study Director and members of
the ICR staff will know the actual test samples, but will refrain from such identifications in the field,

Treatment Groups
There will be two groups for each test location(Georgia and F lorida): a treated group of twelve

subjects whose arms will be treated, and an untreated (control) group of two test subjects whose armg
will be untreated. Subjects will be given a subject number, They will be assigned to the groups by

lottery selection of the subject number,
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Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: G05903070014 044
ICR Project No.: 0307-059-0155

Personnel preparation
All test subjects will complete and will sign an “Informed Consent Document” prior to acceptance as

a test participant.

On the evening prior to the first day of testing, the outside of the shoes of each test subject, the
controls and the ICR staff will be treated with a 0.5% permethrin aerosol to help prevent ticks from
crawling on test participants in the test areas. This treatment will not affect the test but will help
protect the people involved from ticks. Permethrin has a low vapor pressure and will not interfere

with the repellency of the treated arms.

Females will be required to perform an over the counter pregnancy test that will be supplied by ICR.
They will do this the morning of the test. The results will be verified by a qualified female ICR staff
member. They may not participate if they are pregnant or breastfeeding. The results of this pregnancy
test will be kept confidential and will not be disclosed to anyone other than the test subject and the P.L,

The evening before the study is scheduled to begin, the test subject’s arms will be measured in the
following manner for demarcation of the 250 cm’ test area;

For Arms: '
The subject’s elbow will be placed on a flat rigid surface with the forearm held perpendicular to that

surface. A mark will be made on the upper forearm 3" from the flat surface. A second mark will be
made on the lower forearm at a point just below the wrist bone. The circumference of the arm will be
measured at each of these points. The average of the two circumferences will be calculated. This
Tepresents the approximate circumference at the center point between the two marks, A third mark
will be made at the center point between the two marks. The average circumference will be divided
into 250cm?, the total exposed surface ares required for the test. This will yield the length of arm
required to be exposed. The end points of this length of exposure area will be marked on the forearm
50 that each end point is equidistant from the center point. The endpoint measurements from the
center point will be recorded so that they may be duplicated in the field, The distance from the tip of
the little finger to the center point will be measured and also recorded so that the center point may be

duplicated in the field,

The above mentioned measurements will be tecorded on a repellent measurement form. ifa test
subject has been previously measured, the existing measurements will be used,

Prior to arrival at the field test site, the twelve test subjects and the two controls will wash their arms
with unscented Neutrogena® soap. The test subjects and the control subjects will have 250 cm? areas
delineated around their forearms and these arms will be prepared for freatment. The skin above and
below the target area will be protected with elastic bandages and or Velero® straps held in place with
Elastikon® tape. Arms will be protected by shirt sleeves, Latex or vinyl gloves will be given to the
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Mosguito Repellent Field Test, Florida & Georgia

Protocol No.: GO390307001 AG44
ICR Project No.: 6307-859-0155

Treaiment Application
The test samples will be ready to use and will be tran

sided carrying case. The repellents will be coded ag “A” or “RB”

sported to the field, securely stored in a hard-
» and each arm will be labeled on the

brotective wrap with the code corresponding to the repellent applied. FEach test subject will be
treated on the right arm with repellent “A” and on their left arm with repellent “B”,

In the vicinity of the field test site, the twelve subjects to be treated will roll up their sleeves to their
elbows. The test articles will be applied to the test subjects using a syringe (minus needle). The
amount of test article applied will be adjusted according to specific gravity to provide 1.67 mg/em?.
The actual application rate for both of the test samples will be 0.44 ml/em®. By applying the test

used but will receive no treatment.

Subjects will be treated in pairs. Both members of a pair will be treated with one test sample and then
they will be treated with the other test sample. The time of treatment will be the time when the
application of the second test sample begins. This time will represent the starting time used for
calculation of the protection times afforded by the test samples.

Determination of Landing Rate
Biting pressure during the test day will be determined from the landing rate on the controls’ arm

uring one minute periods for up to five-minutes. Once the landing rate has been confirmed (1 to 10
ill cease when that minute period expires. The landing rate verification will

be conducted at, approximately, one-half hour interyais throughout each test day.

est and then hourly. The whole body count will be conducted by having the designated contro]
subject stand with their arms fully extended away from their sides. AnICR staff will record the
in each of four areas on the test subject, These areas will be defined
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Protocol No.: G0S90307001 AG44
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Criteria for Test Fnd Point
Efficacy will be evaluated by intermittent exposnre of the test subjects’ arms. The treated test

subjects will expose their treated arms to mosquitoes for 5 minutes at approximately 30 minuie

intervals. At the end of each 5 minute exposure period, the treated and control subjects will be

Once a confirmed bite occurs, the test subjects will Stop exposing that arm to mosquitoes, They will then
be able to remove the bandages and tape, scratch and wash that arm. Ifthey want to, they can use rubbin g
aleohol to help stop the itching from the bites they may have received. Caladryl® or Calamine® lotion

may also be used,

Criteria for Test Cancellation
The study could be cancelled for several reasons; the first would be inclement weather, [f weather

conditions on site present unsafe circumstances for fest personnel the study will be cancelled. These
conditions include severe storm threats, high wind, or threat of lightning,

Additional reasons for test cancellation would be insufficient target insect activity. Any health
concems, the presence of WNV, or test material related reactions could alsg be reason for

canceilation,

On-Site Data Coliection
The Study Director, or his designee, will record or ensure that temperature, relative humidity, wind

orded at least hourly throughout the test. Temperature and relative
humidity will be obtained by using a sling psychrometer. The wind speed will be obtajned by using
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Maesquitc Repellent Field Fest, Florida & Georgiz

Protocol No.: G0SOU30700} A04d
ICR Project No.: 0307-059-0155

an anemometer and cloud cover will be by a visual estimate. This data will be recorded on the
Environmental Data Sheet by an ICR staff member.

The test subjects will be positioned in pairs. Each pair will be seated on a stool approximately 110 3
meters apart or the pair may move about by slowly walking in the area, but remaining within

him/her to mosquito landings on hard to see parts of their arms. When a test subject believes a bite is
occurring, he/she will notify the Study Director or an ICR staff member for verification, ICR staff
have been trained through in-house seminars. Their supervisor will have verified their training to
recognize and discern between probes and bites, To ensure data integrity only ICR staff will record
the time each bite occurs and any additional data required for this study.

The Study Director, QA representative and the ICR staff assistants will observe test subjects from a
istance of approximately 1 to 3 meters. The controls will leave the immediate area as soon as the

Each test subject will be provided with & stool, 3 head net, latex or vinyl gloves, and a clip-board and
ICR Repellency Test Data Sheets for recording the bites. Only ICR staff will verify and record the

time of any bite that occurs.

Mosquitoes landing upon control subjects or ICR staff will be periodically aspirated into 9-dram vials
and held for subsequent identification, Specimens will be collected from landings on the ICR staffat
both sites and returned to the laboratory for identification by a Board Certified Entomologist.

At the conclusion of the study, ICR staff will inspect the clothing of all test participarts for ticks.
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epellent Field Test, Florida & Gecrgia

Protacol No.: G0590307001A044
ICR Project No.: 0307-059-0155

CONFIDENTIALITY
The information obtained from test subjects taking part in this test may be used by ICR and its sponsor and
may become part of a report. This report will be kept as confidentia] as possible under local, state and

cannot guarantee that their identity wil] be kept confidential. Essex Institutional Review Board has the right
to review their records, '

95% confidence limit will be determined. Ifa test subject protection ime appears to be an “ouilier” (one
that appears to deviate markedly from the other members of the sample in which it occurs), that data will be
subjected to the test for outlying observations as described in ASTM E 178-94 “Standard Practice for
Dealing With Outlying Observations”. Ifthe test indicates that the observation is an outlier, that data point

will be discarded,

QAU AND DATA ARCHIVING

Good Laboratory Practices will be followed throughout the study. The QAU representative will observe and
write phase report(s) for this study. All data will be archived.

SCHEDULE OF EVENTS
DATE PROCEDURE
Time Zero Test Conducted
At End of Test Verbal Report
Afier The Field Test Conduct Written Report
Afier Final Report Has Been Issued Samples Returned
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Mosquito chellcnt Ficld Test, Florida & Georgia

otaco] No.: GGEQOBD?OQIAOM
ICR Project No.: 0307-059-0155

STATEMENT OF AMENDMENT OR DEVIATION

Any amendments to this protocol must be discussed with and approved by

viations from, this protggol will be documented in the
C@f{mﬁ % 3/08/p7

Sponsor. Any amendments to,

L 3/28)07

Director, ICR, Inc. Date /QAU Representative Date
MW@ 3-28-07 3:27-97)
Study Director Date Sponsor's Representative Date
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Mosquito Repellent Field Test, Florida & Georgia

Pratocol No.; G0390307001 A044
ICR Project No.: 0307-059-015 5

APPENDIX II: DATA COLLECTION SHEETS
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Protacal No.: GOS90307001 A44
ICR Project No.: 0307-059-0155

CONTROL RAW DATA COLLECTION SHEET

SESSION: LOCATION:
DATE;: START TIME: AMLPM,
TEST SURJECT: STUPY DIRECTOR: NICK C. SPERO

STUDY ASSOCIATES: T. FOARD _D.HOSTEYTER J.SHARPE O JOHNSON

Time Required to Verify
Time (hrs) i of Landings on Arm Landing Rate

0

0.5

I

15

2

2.5

3

3.5

4

4.5

5

55

3

6.5

7

7.5

85

9

8.5

i0

105

11

115

12

Signatures of Study Associates Study Director's Signature/Date
Recording data on this sheet/date:

Test Subject’s Signature/Data
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Protacol No.: GO590307001 A 044
ICR Project No.: 0307-059-0155

TREATMENT RAW DATA COLLECTION SHEET

SESSION: LOCATION:

DATE; START TIME; AMIPM,

TEST SUBJECT: STUDY BIRECTOR:_NICK C. SPERG
STUDY ASSOCIATES: T, FOARD D, HOSTETTER J. SHARPE C. JOHNSON

COMPOUND: A COMPOUND: B
AMT. APPLIED; AMT, APPLIED:
AFFLIEDBY(INT.) ___ APPLIEDBY(INT) ___
METHOD OF APPLICATION: SYRINGE MINUS METHOD OF APPLICATION; SYRINGE MINUS
NEEDLE NEEDLE '
RIGHT ARM LEFT ARM
TIME OF BITE TIME OF BITE
Signatures of Study Assoriates Study Director's Signature/Date

Recosding data on this sheet/date:

Test Subject’s Signature/Date
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Mosquito Repellent Field Test, Florida & Georgia

Protocol No.: G0590307001 A 044
ICR Project Na.: 0307-059-0155

ENVIRONMENTAL DATA COLLECTION SHEET

SESSION: LOCATION:

DATE: START TIME : AMMPM,

RECORDER'S SIGNATURE: STUDY DIRECTOR; NICK C. SPER(D

STUBY ASSOCIATES: T, FOARD D. HOSTETTER J. SHARPE  C. JOHNSON
e Lo R et L SHARPE € JDHNSON

SLING PSYCHROMETER#: TURBO METER4:

ENVIRONMENTAL DATA

TIME N HOURS | TEMP=F | TEMP = F RELATIVE c UI)‘ WIND
DRY ¥ WET HUMIDITY ct'i'?mn ‘ MI!]’\’H

0.5

Lo

5

10

25

35

45 -

6.5

15

8BS

L]

9.5

g

0.5

3 |

11.5

‘ 12 _
S:gnatu_ms of Study Associates Sndy Director’s Signature/Date
Recording data on this sheet/date:

Test Subject’s Signature/Dats
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Repelent Field Test, Florida & Georgia

Protoco! No.: G0390307001 A044
ICR Project No.: 0307-059-01 55

WHOLE BODY COUNT DATA COLLECTION SHEET

SESSION: LOCATION:

DATE: START TIME; JAMP.M,
TEST SUBIECT: STUDY BIRECTOR: NICK C, SPERO

STUDY ASSOCIATES: T. FOARD D. HOSTETTER _J,SHARPE C. JOHNSON
e oAt P HUSTRITER

TIME # OF LANDINGS ON WHOLE BODY

0 (Starty

1.8 hoar

2.0 hours

3.0 hours

4.0 hours

5.0 hoors

6.0 hours

7.0 hours

8.0 bours

9.% hours

16.0 hours

11.0 hours

12.0 hours
Signatures of Study Associates Study Dirsctor's Signature/Date
Recording data on this sheet/date;

Test Subject’s Signature/Date
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Pratocol No.: G0S50307001 A04
ICR Project No.: 0307-059-0155

ent Field Test, Florida & Georgia

Repelient Measurements—A ym

SUBJECT;

DATE:

LEFT ARM

LOWERARM=__

AVG = 2800

UPPER ARM =

CENTER POINT = DISTAN CE FROM LARGE TO _cm=
: SMALL CIRCUMFERENCE 2

DISTANCE FROM CENTER POINT TO FLOOR

DISTANCE FROM EITHER SIDE OF CENTER POINT

RIGHT ARM
LOWER ARM =

AVG = 250 rm =

UPPER ARM =
CENTER POINT = DISTANCE FROMLARGE TO ci.

i

SMALL CIRCUMFERENCE 2

DISTANCE FROM CENTER POINT TO FLOOR

DISTANCE FROM EITHER SIDE OF CENTER POINT

DATE:

DATA TRANSFER VERIFIED BY:
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INFORMED CONSENT DOCUMENT

Pratocol Number: G0590307001A044

Original Issue Date: March 26, 2007 Version Date:
Page 1 of 7

PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TO PARTICIPATE IN AN ICR, INC.
MOSQUITO REPELLENT EVALUATION IN THE FIELD

Principal Investigator: Niketas C Spero
Address:

Telephone Number:
24 Hour Emergency Number: 443-865-6032

Purpose of Study

We (ICR, Inc.) have been contracted by an outside company (“Sponsor™) to conduct a research study
on two mosquito repellent products, to find out how well these products work outdoors against wild
mosquitoes. We are asking you to participate in this study. Your participation would be strictly
voluntary. We have prepared this Informed Consent Document (ICD) to explain this study to you.
We will go over the ICD with you to ensure that you fully understand what would be expected of you
if you participate, and explain any risks you may face through your participation. We will also use
the following suitability checklist to determine if you qualify to participate in the study. Pleasc ask
us about anything you do not understand befare deciding whether to participate in this study. Your
signing of the ICD indicates your willingness to participate in this study, but if you are selected to
participate, you would still be able to withdraw from the study at any time. If you have come into
our office to review the ICD, you may take the ICD home with you if you need more time to think
about whether to participate. If you decide to participate, you will receive a copy of your signed
ICD.

Suitability Checklist for the Study
To be suitable to participate in this study you must meet the following conditions:

1. You must be between 18 and 65 years of age and consider yourself to be in good health,

2, You must be able to read, speak and understand English.

3. You must not be pregnant or breastfeeding, Women will be required to perform an over
the counter pregnancy test on the morning of the study. We will provide the test kit.
A female ICR staff member will verify the results. We will keep the results of the
pregnancy test confidential from everyone except you.

4. You must not be a full time employee of ICR, Inc. ,

5. You must be willing to follow the requirements of the study as will be explained to you
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below. :

6. You must have been bitten by at least one mosquito in the past five years.

7. You must be comfortable with your reaction 1o that mosquito bite(s).

8. You must have no known sensitivity to insect repellents or skin care products.

9. You must not smoke or drink alcoholic beverages within 12 hours prior to the study.

10.You must not use perfumed cosmetics, skin creams, shaving lotions, etc. after midnight
the day of the study until after that day’s testing is completed.

11.¥You must be willing to wear proper protective clothing, as explained below, during the
study. )

12. You must be willing to either fly or provide your own transportation to the study site.
In both cases we would pay your travel expenses.

13. You must be willing to use the lodging accommodations we provide (at our expense} or
find your own accommodations (at your own expense).

14. You must be available 1o participate in the study for its maximum duration of six days.

There will be a total of 14 people (test subjects) who will participate in the one-day study. The study
itself will take one day, but we will allocate a total of six days for the trip to allow for travel time,
foul weather and study-related time. If you are chosen to participate in this study, you will be paid
for a total of six days as discussed below.

Procedures
Study Schedule Overview
' Prior to the test: )
1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD if you wish to be considered
for participation in the study. If you do not want to visit our Baltimore office, we
will mail the ICD to you, and after we fully discuss it with you via phone, you may
sign the ICD, have your signature witnessed by someone else, and fax the signed
ICD to us. ‘
2. We will notify you within one week whether we have selected you for
participation.
If selected to participate in this study:
On the morning prior to the study day: _
L. You will go to the designated airport to fly to the study site with our staff and other
test subjects. You will be assigned a hotel room when you reach your destination,
You may be required to share Yodging,
On the evening prior to the study day:
1. We will review with you the specifics of the study as described in the ICD, pre-
measure your arms to determine where your treatment area will be, and tell you

Date:,.......
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Study

where and when we will meet the following morning to begin the study.

2. We will treat the outside of your shoes with a 0.5% permethrin aerosol {an
insecticide) to prevent ticks present in the study area from crawling on you during
the study.

On the moming of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neutrogena® soap, and go 10 the designated meeting place.

2. We will measure and treata 3 - 5 inch wide test arca around both of your forearms
as described below and then travel to the study site.

Details

I. We will select two of you as control subjects, and the other 12 of you as ireated test
subjects.

2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if
you are a control and two forearms if you will be treated.

We will determine the exact location of this band by measuring the distance around
two locations of your forearm, i.e. a location near the wrist and another just below
the elbow of the forearm.

3. We will protect the skin above and below this band from mosquito bites by using mukiple
layers of elastic bandages and or Velcro® straps held in place with adhesive tape.

4. If we have selected you as a treated test subject, we will cover the band on your forearms
with less than 1/10 of a teaspoonful of repellent using a syringe without the needle.
This amount of repellent product is similar to that which would normally be applied
by consumers. _

5. We will then put on a latex or vinyl glove, and using a finger tip, spread the repellent
evenly over the band.

Once we treat your arms, you must not rub them against anything, as this could rub
off some of the test repellent and change the results.

6. We will mark your bandages with a letter identifying the repellent on that arm.

We will not identify the repellents to you.

7. If we have selected you as a controf test subject, you will receive no treatment.

8. You will all then put on your head net and gloves, pick up your collapsible chair, and we
will lead you into the study area to begin the first five-minute exposure period of the
day’s study. '

Treated subjects: we will pair you with another treated test subject and tell you where
you should sit. You will sit near your partner. You may move about by slowly
walking in the area, but must remain within approximately one to three meters of
your partner. You will assist your partner in alerting him/her to mosquito landings
on hard to see parts of their arms. When you see a mosquito land on you or your

-
----------
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partner, you will notify us.

9. Control subjects: we will count the number of mosquitoes which land on your untreated
arm during one-minute intervals for upto five minutes. When you reach the required
landing rate (1 - 10 landings per minute),we will stop counting. You will leave the
study site until the next five-minute exposure period begins.

We will try to brush the mosquitoes away before they can probe or bite you.,

10. Treated subjects: we will count the number of mosquitoes (up to two) which bite the
treated skin on either of your two arms during the five-minute exposure periods
which occur every 30 minutes,

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
not count them; we will just brush them away. When you receive two bites on the
same arm in the same exposure period, or one bite in each of two consecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breakdown”. You will no longer expose that arm for the rest of the day’s study.
You will then be able to remove the bandages and tape, and scratch that arm, If you
wish, you may use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and will not have to return to the study site,

11. At the end of the five-minute exposure period we will lead all of you out of the study
site to an area where mosquitoes are not prevalent, possibly a screened enclosure.

12, The day’s study will consist of five-minute exposure periods every half hour for up to
12 hours or until all treated test subjects have reached breakdown on both arms,
The test may also be ended by rainy weather or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your limbs for the test, along with
preparing the other test subjects, will take about one hour; transport to and from the study site could
take up to one hour; exposures to mosquitoes will go on for up to 12 hours.

Discomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:

| Test

1. Mosquito bites or probes
A bite occurs when a mosquito pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The irritation from a mosquito bite or probe may
cause itching, redness or swelling that will usually disappear within a couple of days,
or in severe cases may cause the development of large bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse.

We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves, We will instruct you on the use of two layers of

subject’s initials:.......

----------
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clothing so mosquitoes cannot bite you through your clothes. We will promptly
remove mosquitoes which land on your bandages, rather than on your skin, and lean
over to bite your treated skin, We will only expose you fo mosquitoes for five
minutes every half hour. We will also minimize the irritation from bites or probes
you receive by making Caladryl® or Calamine® lotion or rubbing alcohol available
at the study site for your use afier the study is completed,

2. Diseases transmitted by mosquitoes or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturally in the United States, but
diseases like malaria and dengue are occasionally introduced by travelers.
Mosquitoes are also known to carry various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is small and
most people who have developed serious sympitoms have been the elderly or those
with compromised immune systems. The most common symptoms of WNV aremild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

" We will minimize your risk of contracting the mosquito-borne diseases by

minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement District to verify that no recent cases of any
mosquito-borne diseases have been reported in the area. We will minimize your
contact with ticks by spraying the outside of your shoes the night prior to the test with
2 0.5% permethrin spray.

3. Reaction to the test repellents

You may have a reaction to the test repellents,

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) which has demonstrated low acute oral, skin, and inhalation toxicity. The
Environmental Protection Agency (EPA) has classified it as Toxicity Category IV,
lowtoxicity for acute inhalation toxicity and primary skin irritation, The S ponsor has
selected the inert ingredients in the formulation because these inerts are widely used
in cosmetic formulations, are not sensitizers, and experience has shown that theiruse
is both beneficial for skin care and safe for direct human exposure.

Should you have any medical problems, we will have First Aid qualified staff members, as well as
First Aid supplies, present on site, We will have cell phones to make emerpency calls if necessary.

------
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In the case of medical emergency, we will transport you to a selected local hospital at our expense.
We will pay all of your medical bills for study-related illnesses and injuries.

Financial Consideration

We will pay you $99/day (31 1/hour) for every day you are away from home. In addition, we will
pay you $16.50/hour on the study day for every hour beyond 9 hours that the study continues. The
payment for a 12-hour test day will be $148.50 for 12 hours plus $16.50 for any additional hours
beyond 12. You will receive this payment by mail at the conclusion of the study. If we ask you to
drop out of the test, and you have complied with all of our requests, we will still give you full
payment, If we ask you to drop out of the test because you have not followed all of our directions,
or if you choose to drop out of the test, we will compensate you for time up to that point at the stated
howly rate. We will attempt to fransport you back to your home as soon as reasonably possible.. If
we cannot accomplish this, you will stay at our place of lodging until the end of the study, We will
pay for your travel, lodging, and breakfast, Iunch, and dinner costs.

Benefits
While you will probably get no personal benefit from this study, the results of the study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.

Your Rights

We will give you an opportunity to discuss with us any aspects of this ICD that are not clear fo you
so that you can fully understand the nature of the study, its purpose, and the procedures to be used,
together with the discomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse to take part in this study of quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. If after reading thisICD
you sign it to signify your agreement, we will give you a copy for your files, :

Alternative :

Your only alternative to participating is to not do so. If you are already at the test site when you
decide to drop out of the study, we will attempt to transport you back to your home. If we cannot
accomplish this, you will stay at our place of lodging until the end of the study.
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Questions

If you have any questions about this study or suffer a reaction potentially associated with the study,
call us at 410-747-4500. If you have any questions about your rights as a research participant, or
complaints, you can ask the Essex Institutional Review Board (IRB), 121 Main Street, Lebanon, NJ
08833, and its telephone is 908-236-7735. Essex IRBisa committee that has reviewed this research
project to help ensure that the rights and welfare of the participants are protected and that the study
is carried out in an ethical manner. Review of this study by Essex IRB is not an endorsement of the
study or its outcome. -

Confidentiakity

We and our sponsor may use the information obtained from your taking part in this test, and this
information may become part of a report, We will keep this report as confidential as possible under
local, state and federal law. We will reference only your first name and the first initial of your last
name in the report. However, we cannot guarantee that your identity will be kept confidential;
Essex Institutional Review Board has the right to review your records.

Consent
I voluntarily agree to participate in this study. 1will be given a copy of this signed form.
I'am 18 to 65 years of age. By signing this form I have not given up my legal rights.

Signature of Subject Date Signature of Witness Date

Printed Name of Subject Date

Signature of Principal Investipator Date
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PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TO PARTICIPATE IN AN ICR, INC,
MOSQUITO REPELLENT EVALUATION IN THE FIELD

Principal Investigator: Niketas C Spero

Address: The Savannah-Ogeechee Canal Museum & Nature Center 618 Fort Argyle Rd.
Savannah, Georgia 31419

Telephone Number: 912-748-8068

24 Hour Emergency Number: 443-865-6032

Purpose of Study

We (ICR, Inc.) have been contracted by an outside company (“Sponsor”) to conduct a research study
on two mosquito repellent products, to find out how well these products work ouwtdoors against wild
mosquitoes. We are asking you to participate in this study. Your participation would be strictly
voluntary. We have prepared this Informed Consent Document (ICD) to explain this study to you.
We will go over the ICD with you'to ensure that you fully understand what would be expected of you
if you participate, and explain any risks you may face through your participation. We will also use
the following suitability checklist to determine if you qualify to participate in the study. Please ask
us about anything you do not understand before deciding whether to participate in this study. Your
signing of the ICD indizates your willingness to participate in this study, but if you are selected to
participate, you would still be able to withdraw from the study at any time. If you have come into
our office to review the ICD, you may take the ICD home with you if you need more time to think
about whether to participate. If you decide to participate, you will receive a copy of your signed
ICD.

Suitability Checklist for the Study
To be suitable to participate in this study you must meet the following conditions:

1. You must be between 18 and 65 years of age and consider yourselfto be in good health.

2. You must be able to read, speak and understand English.

3. You must not be pregnant or breastfeeding, Women will be required to perform an over
the counter pregnancy test on the morning of the study. We will provide the test kit.
A female ICR staff member will verify the results. We will keep the results of the
pregnancy test confidential from everyone except you,

4. You must not be a full time employee of ICR, Inc.

Y
iy
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5. You must be willing to follow the requirements of the study as will be explained to you
below.

6. You must have been bitten by at least one mosquito in the past five years.

7. You must be comfortable with your reaction to that mosquito bite(s).

8. You must have no known sensitivity to insect repellents or skin care products.

9. You must not smoke or drink alcoholic beverages within 12 hours prior to the study.

10.You must not use perfumed cosmetics, skin creams, shaving lotions, etc. after midnight
the day of the study uniil after that day’s testing is completed.

11.You must be willing to wear proper protective clothing, as explained below, during the
study.

12. You must be willing to either fly or provide your own transportation to the study site.
In both cases we would pay your travel expenses.

13. You must be willing to use the lodging accommodations we provide (at our expense) or
find your own accommodations (at your own expense).

14. You must be available to participate in the study for its maximum duration of six days.

There will be a total of 14 people (test subjects) who will participate in the one-day study. The study
itself will take one day, but we will allocate a total of six days for the trip to allow for trave] time,
foul weather and study-related time, If you are chosen to participate in this study, you will be paid
for a total of six days as discussed below.

Procedures
Study Schedule Overview
Prior to the test:
1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD if you wish to be considered
for participation in the study. If you do not want to visit our Baltimore office, we
will mail the ICD to you, and afier we fully discuss it with you via phone, you may
sign the ICD, have your signature witnessed by someone else, and fax the signed
ICD to us.
2. We will notify you within one week whether we have selected you for
participation.
If selected to participate in this study:
On the morning prior to the study day:
1. You will go to the designated airport to fly to the study site with our staff and other
test subjects. You will be assigned a hotel room when you reach your destination,
You may be required to share lodging.
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On the evening prior o the study day:

1. We will review with you the specifics of the study as described in the ICD, pre-
measure your arms to determine where your treatment area will be, and tell you
where and when we will meet the following moming to begin the study.

2. We will treat the outside of your shoes with a 0.5% permethrin aerosol (an
insecticide) to prevent ticks present in the study area from crawling on you during
the study.

On the morning of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neuirogena® soap, and go to the designated meeting place.

2. We will measure and treat a 3 - 5 inch wide test area around both of your forearms
as described below and then travel io the study site.

Study Details ‘

1. We will select two of you as control subjects, and the other 12 of you as treated test
subjects.

2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if
you are a control and two forearms if you will be treated. :

We will determine the exact location of this band by measuring the distance around
two locations of your forearm, i.e. a location near the wrist and another just below
the elbow of the forearm. -

3. We will protect the skin above and below this band from mosquito bites by using multiple
layers of elastic bandages and or Velcro® straps held in place with adhesive tape.

4. If we have selected you as a treated test subject, we will cover the band on your forearms
with less than 1/10 of a teaspoonful of repellent using a syringe without the needle.
This amount of repellent product is similar to that which would normally be applied
by consumers. _

5. We will then put on a laiex or vinyl glove, and using a finger tip, spread the repellent
evenly over the band,

Once we treat your arms, you must not rub them against anything, as this could rub
off some of the test repelient and change the results.

6. We will mark your bandages with a letter identifying the repellent on that arm.

We will not identify the repellents to you.

7. If we have selected you as a control test subject, you will receive no treatment.

8. You will all then put on your head net and gloves, pick up your collapsible chair, and we
will lead you into the study area to begin the first five-minute exposure period of the
day’s study.

Treated subjects: we will pair you with another treated test subject and tell you where
you should sit. You will sit near your partner. You may move about by slowly

dagFe B3 thy
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walking in the area, but must remain within approximately one to three meters of
your partner. You will assist your partner in alerting him/her to mosquito landings
on hard to see parts of their arms. When you see a mosquito land on you or your
partner, you will notify us.

9. Control subjects: we will count the number of mosquitoes which land on your untreated

arm during one-minute intervals for up to five minutes. When you reach the required
landing rate (1 - 10 landings per minute),we will stop counting. You will leave the
study site until the next five-minute expasure period begins.

We will try 1o brush the mosquitoes away before they can probe or bite you.

10. Treated subjects: we will count the number of mosquitoes {(up to two) which bite the

treated skin on either of your two arms during the five-minute exposure periods
which occur every 30 minutes.

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
not count them; we will just brush them away, When you receive two bites on the
same arm in the same exposure period, or one bite in each of two consecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breakdown”. You will no longer expose that arm for the rest of the day’s study.
You will then be able to remove the bandages and tape, and scratch that arm. If you
wish, you may use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and will not have to return to the study site.

11. At the end of the five-minute exposure period we will lead all of you out of the study

site to an area where mosquitoes are not prevalent, possibly a screened enclosure.

12. The day’s study will consist of five-minute exposure periods every half hour for up to

12 hours or until all treated test subjects have reached breakdown on both arms,
The test may also be ended by rainy weather or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your limbs for the test, along with
preparing the other test subjects, will take about one hour; transport to and from the study site could
take up to one hour; exposures to mosquitoes will go on for up to 12 hours.

Discomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:
1. Meosquito bites or probes

A bite occurs when a mosquito pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The irritation from a mosquito bite or probe may
cause itching, redness or swelling that will usually disappear within a couple of days,
or in severe cases may cause the development of large bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse,

nnnnn
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We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves. We will instruct you on the use of two layers of
clothing so mosquitoes cannot bite you through your clothes. We will promptly
remove mosquitoes which land on your bandages, rather than on your skin, and lean
aver to bite your treated skin. We will only expose you to mosquitoes for five
minutes every half hour. We will also minimize the irritation from bites or probes
you receive by making Caladryl® or Calamine® lotion or rubbing alcohol available
at the study site for your use after the study is completed.

2. Diseases transmitted by mosquitoes or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturally in the United States, but
diseases like malaria and dengue are occasionally introduced by travelers.
Mosquitoes are also known to carry various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is small and
most people who have developed serious symptoms have been the elderly or those
with compromised immune systems. The most common symptoms of WNV are mild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

Georgia reported 8 cases of WNV, one case of Eastern Equine Encephalitis, one case
of La Crosse Encephalitis in 2006. The La Crosse Encephalitis affects predominantly
children under the age of 16. Of the 8 cases of WNV in Georgia, one incidence was
reported for Chatham County, the Georgia site of the study.

We will minimize your risk of confracting the mosquito-borne diseases by
minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement Districtto verify that no recent cases of any
mosquito-borne diseases have been reported in the area. We will minimize your
contact with ticks by spraying the outside of your shoes the ni ght prior to the test with
a 0.5% permethrin spray.

3. Reaction to the test repellents

- You may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) which has demonstrated low acute oral, skin, and inhalation toxicity. The
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Environmentel Protection Agency (EPA) has classified it as Toxicity Category IV,

low toxicity for acute inhalation toxicity and primary skin irritation. The Sponsor has

selected the inert ingredients in the formulation because these inerts are widely used

in cosmetic formulations, are not sensitizers, and experience has shown that their use
- is both beneficial for skin care and safe for direct human exposure.

Should you have any medical problems, we will have First Aid qualified staff members, as wel] as
First Aid supplies, present on site. We will have cell phones to make emergency calls if necessary.
In the case of medical emergency, we will transport you to a selected local hospital at our expense.
We will pay all of your medical bills for study-related illnesses and injuries.

Financial Consideration

We will pay you $99/day ($11/hour) for every day you are away from home. In addition, we will
pay you $16.50/hour on the study day for every hour beyond 9 hours that the study continnes. The
payment for a 12-hour test day will be $148.50 for 12 hours plus $16.50 for any additional hours
beyond 12. You will receive this payment by mail at the conclusion of the study. If we ask youto
drop out of the test, and you have complied with all of our requests, we will still give you full
payment. If we ask you fo drop out of the test because you have not followed all of our directions,
orif you choose to drop out of the test, we will compensate you for time up to that point at the stated
hourly rate. We will attempt to transport you back to your home as soon as reasonably possible.. If
we cannot accomplish this, you will stay at our place of lodging until the end of the study. We will
pay for your travel, lodging, and breakfast, lunch, and dinner costs.

Benefits
While you will probably get no personal benefit from this study, the results of the study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.

Your Righits

We will give you an opportunity to discuss with us any aspects of this ICD that are not clear to you
so that you can fully understand the nature of the study, its purpose, and the procedures to be used,
together with the discomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse to take part in this study or quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. If after reading this ICI}
you sign it to signify your agreement, we will give you a copy for your files.

Alternative :

Your only alternative fo participating is 1o not do so. If you are already at the test site when you
decide to drop out of the study, we will attempt to transport you back to your home. If we cannot
accomplish this, you will stay at our place of lodging until the end of the study.
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Questions

If you have any questions about this study or suffer a reaction potentially associated with the study,
call us at 410-747-4500. I you have any questions about your rights as a research participant, or
complaints, you can ask the Essex Institutional Review Board (IRB), 121 Main Street, Lebanon, NJ
08833, and its telephone is 908-236-7735. Essex IRB is a committee that has reviewed thisresearch
project to help ensure that the rights and welfare of the participants are protected and that the study
is carried out in an ethical manner. Review of this study by Essex IRB is not an endorsement of the
study or its outcome.

Confidentiality

We and our sponsor may use the information obtained from your taking part in this test, and this
information may become part of a report. We will keep this report as confidential as possible under
local, state and federal law, ‘We will reference only your first name and the first initial of your last
name in the report. However, we cannot guarantee that your identity will be kept confidential;
Essex Institutional Review Board has the right to review your records.

Consent
I voluntarily agree to participate in this study. I will be given a copy of this signed form.
I am 18 to 65 years of age. By signing this form I have not given up my legal rights.

Signature of Subject Date Signature of Witness Date

Printed Name of Subject Date

Signature of Principal Investigator Date

REE B0
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PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TQ PARTICIPATE IN AN ICR, INC.
MOSQUITO REPELLENT EVALUATION IN THE FIELD

Principal Investigator: Niketas C Spero
Address: Pine Island, Florida Lee County Mosquito Abatement District

Telephone Number: 941-694-2174 / 941-283-12548
24 Hour Emergency Number: 443-865-6032

Purpose of Study

We (ICR, Inc.) have been contracted by an outside company (“S ponsor”) to conduct a research study
on two mosquito repellent products, to find out how well these products work outdoors against wild
mosquitoes, We are asking you to participate in this study. Your participation would be strictly
voluntary. We have prepared this Informed Consent Document (ICD} to explain this study to yov.
We will go over the ICD with you to ensure that you fully understand what would be expected of you
if you participate, and explain any risks you may face through your participation. We will also uge
the following suitability checklist to determine if you qualify to participate in the study. Please ask
us about anything you do not understand before deciding whether to participate in this study. Your
signing of the ICD indicates your willingness to participate in this study, but if you are selected to
participate, you would still be able to withdraw from the study at any time. If you have come into
our office to review the ICD, you may take the ICD home with you if you need more time to think
about whether to participate. If you decide to participate, you will recejve a copy of your signed
ICD.

Suitability Checklist for the Sitady
To be suitable to participate in this study you must meet the following conditions:

1. You must be between 18 and 65 years of age and consider yourself to be in good health.

2. You must be able to read, speak and understand English.

3. You must not be pregnant or breastfeeding, Women will be required fo perform an over
the counter pregnancy test on the morning of the study. We will provide the test kit.
A female ICR staff member wiil verify the results. We will keep the results of the
pregnancy test confidential from everyone except you.

4. You must not be a full time employee of ICR, Inc.
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3.

6.
7. You must be cornfortable with your reaction to that mosquito bite(s).

g
9
1

You must be willing to follow the requirements of the study as will be explained to you
below. o
You must have been bitten by at least one mosquito in the past five years.

- You must have no known sensitivity to insect repellents or skin care products.

0.

You must not smoke or drink alcoholic beverages within 12 hours prior to the study.
You must not use perfumed cosmetics, skin creams, shaving lotions, etc. after midnight
the day of the study until afler that day’s testing is completed,

I1.You must be willing to wear proper protective clothing, as explained below, during the

study.

12. You must be willing to either fly or provide your own transportation to the study site,

In both cases we would pay your travel expenses,

13. You must be willing to use the lodging accommodations we provide (at our expense) or

find your own accommodations (at your own expense).

14. You must be available to participate in the study for its maximum duration of six days.

There will be a total of 14 people (test subjects) who will participate in the one-day study. The study
itself will take one day, but we will allocate a total of six days for the trip to allow for travel time,
foul weather and study-related time. If you are chosen 1o participate in this study, you will be paid
for a total of six days as discussed below,

Procedures
Study Schedule Overview
Prior to the test:

1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD if you wish to be considered
for participation in the study. If you do not want to visit our Baltimore office, we
will mail the ICD to you, and after we fully discuss it with you via phone, you may
sign the ICD, have your signature witmessed by someone else, and fax the signed
ICD to us.
2. We will notify you within one week whether we have selected you for
participation.

If selected to participate in this study:
On the morning prior to the study day:

1. You will go to the designated airport to fly to the study site with our staff and other
test subjects. You will be assigned a hotel room when you reach your destination,
You may be required to share lodging.
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On the evening prior to the study day:

1. We will review with you the specifics of the study as described in the ICD, pre-
measure your arms to determine where your treatment area will be, and tel] you
where and when we will meet the following morning to begin the study.

2. We will treat the outside of your shoes with a 0.5% permethrin aerosol (an
insecticide) to prevent ticks present in the study area from crawling on you during
the study,

On the moming of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neutrogena® soap, and go to the designated meeting place.

2. We will measure and treat a 3 - 5 inch wide test area around both of your forearms
as described below and then travel to the study site,

Study Detaiis

1. We will select two of you as control subjects, and the other 12 of you as treated test
subjects.

2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if
you are a contro] and two forearms if you will be treated,

We will determine the exact location of this band by measuring the distance around
two locations of your forearm, i.e. a location near the wrist and another just below
the elbow of the forearm.

3. We will protect the skin above and below this band from mosquito bites by using multiple
layers of elastic bandages and or Velcro® straps held in place with adhesive tape.

4. If we have selected you as a freated test subject, we will cover the band on your forearms
with less than 1/10 of a teaspoonful of repellent using a syringe without the needie,
This amount of repellent product is similar to that which would normally be applied
by consumers.

2. We will then put on a latex or vinyl glove, and using a finger tip, spread the repellent
evenly over the band.

Once we treat your arms, you must not rub them against anything, as this could rub
off some of the test repellent and change the results.

6. We will mark your bandages with a letter identifying the repellent on that arm.

We will not identify the repellents to you.

7. If we have selected you as a control test subject, you will receive no treatment.

8. You will 2]l then put on your head net and gloves, pick up your collapsible chair, and we
will lead you into the study area to begin the first five-minute exposure period of the
day’s study.

Treated subjects: we will pair you with another treated test subject and tell you where
you should sit. You will sit near your partner. You may move about by slowly

PREF B R F IR
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walking in the area, but must remain within approximately one to three meters of
your partner. You will assist your parter in alerting him/her to mosquito landings
on hard to see parts of their arms. When you see a mosquito land on you or your
partner, you will notify us.

9. Control subjects: we will count the number of mosquitoes which land on your untreated

arm during one-minute intervals for up to five minutes. When you reach the required
landing rate (1 - 10 landings per minute),we will stop counting. You will leave the
study site uniil the next five-minute exposure period begins.

We will try to brush the mosquitoes away before they can probe or bite you,

10. Treated subjects: we will count the number of mosquitoes (up to two) which bite the

treated skin on either of your two arms during the five-minute exposure periods
which occur every 30 minutes.

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
not count them; we will just brush them away. When you receive two bites on the
same arm in the same exposure period, or one bite in each of two consecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breakdown”. You will no longer expose that arm for the rest of the day’s study.
You will then be able to remove the bandages and tape, and scratch that arm. If you
wish, you may use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and will not have to return to the study site,

11. At the end of the five-minute exposure period we will lead all of you out of the study

site to an area where mosquitoes are not prevalent, possibly a screened enclosure.

12. The day’s study will consist of five-minute exposure periods every half hour for up to

12 hours or until all treated test subjects have reached breakdown on both arms,
The test may also be ended by rainy weather or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your limbs for the test, along with
preparing the other test subjects, will take about one hour: transport to and from the study site could
take up to one hour; exposures to mosquitoes will go on for up to 12 hours.

Discomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:
1. Mosquito bites or probes

A bite occurs when a mosquita pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The irritation from a mosquito bite or probe may
cause iiching, redness or swelling that will usually disappear within a couple of days,
or in severe cases may cause the development of large bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse.

-----
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We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves. We will instruct you on the use of two layers of
clothing so mosquitoes cannot bite you through your clothes. We will promptly
remove mosquitoes which land on your bandages, rather than on your skin, and lean
over o bite your treated skin. We will only expose you to mosquitoes for five
minutes every half hour. We will also minimize the irritation from bites or probes
you receive by making Caladryl® or Calamine® lotion or rubbing alcohol available
at the study site for your use after the study is completed.

2. Diseases transmitted by mosquitoes or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturally in the United States, but
diseases like malaria and dengue are occasionally introduced by travelers.
Mosquitoes are also known to carry various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is small and
most people who have developed serious symptoms have been the elderly or those
with compromised immune systems. The most common symptoms of WNV are mild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

Florida reported 3 cases of WNV, one case of Eastern Equine Encephalitis, and no
other arbovirus type cases in 2006. None of these cases occurred in Lee County,
Florida, the proposed study site.

We will minimize your risk of contracting the mosquito-borne diseases by
minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement District to verify that no recent cases of any
mosquito-borne diseases have been reported in the area. We will minimize your
contact with ticks by spraying the outside of your shoes the night prior to the test with
a 0.5% permethrin spray.

3. Reaction to the test repellents

You may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) whichhas demonstrated low acute oral, skin, and inhalation toxicity, The
Environmental Protection Agency (EPA) has classified it as Toxicity Category IV,
low toxicity for acute inhalation toxicity and primary skin irritation. The Sponsor has

-----
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selected the inert ingredients in the formulation because these inerts are widely used
in cosmetic formulations, are not sensitizers, and experience has shown that their use
is both beneficial for skin care and safe for direct human exposure.

Should you have any medical problems, we wili have First Aid qualified staff members, as well as
First Aid supplies, present on site. We will have cell phones to make emergency calls if Necessary.
In the case of medical emergency, we will transport you o a selected local hospital at our expense.
We will pay all of your medical bills for study-related illnesses and injuries.

Financial Consideration

We will pay you $99/day (§11/hour) for every day you are away from home. In addition, we will
pay you $16.50/hour on the study day for every hour beyond 9 hours that the study continues. The
payment for a 12-hour test day will be $148.50 for 12 hours plus $16.50 for any additional hours
beyond 12. You will receive this payment by mail at the conclusion of the study. If we ask you to
drop out of the test, and you have complied with all of our requests, we will still give you full
payment. If we ask you to drop out of the test because you have not followed all of our directions,
or if you choose to drop out of the test, we will compensate you for time up to that point at the stated
hourly rate. We will attempt to transport you back to your home as soon as reasonably possible.. If
* we cannot accomplish this, you will stay at our place of lodging until the end of the study. We will
pay for your travel, lodging, and breakfast, lunch, and dinner costs.

Benefits
While you will probably get no personal benefit from this study, the results of the study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.

Your Righis

We will give you an opportunity to discuss with us any aspecis of this ICD that are not clear 1o you
so that you can fully understand the nature of the study, its purpose, and the procedures to be used,
together with the discomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse to take part in this study or quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. If afier reading this ICD
you sign it to signify your agreement, we will give you a copy for your files.

Alternative

Your only alternative to participating is to not do so. If you are already at the test site when you
decide to drop out of the study, we will attempt to transport you back to your home. If we cannot
accomplish this, you will stay at our place of lodging until the end of the study.
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Questions

If you have any questions about this study or suffer a reaction potentially associated with the study,
call us at 410-747-4500. If you have any questions about your rights as a research participant, or
complaints, you can ask the Essex Institutional Review Board (IRB), 121 Main Street, Lebanon, NJ
08833, and its telephone is 908-236-7735. Essex IRB is a committee that has reviewed thisresearch
project to help ensure that the rights and welfare of the participants are protected and that the study
is carried out in an ethical manner. Review of thig study by Essex IRB is not an endorsement of the
study or its outcome.

Confidentiality

We and our sponsor may use the information obtained from your taking part in this test, and this
information may become part of a report. We will keep this report as confidential as possible under
local, state and federal law. We will reference only your first name and the first inifial of your last
name in the report. However, we cannot guarantee that your identity will be kept confidential;
Essex Institutional Review Board has the right to review your records.

Consent
I voluntarily agree to participate in this study. I will be given a copy of this signed form.
1am 18 to 65 years of age. By signing this form J have not given up my legal rights.

Signature of Subject Date Signature of Witness Date

Printed Name of Subject Date

Signature of Principal Investigator  Date

A

Crog.
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Protocol ID: G0590307001A044

Additional Materials:

Site Application Letters with Attachments
Resumes/CVs of sub-investigators
Material Safety Data Sheets for Test Materials
Indemnification Form
Investigator Attestation
Investigator Conflict of Interest Declaration
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SITE APPLICATION LETTER

Date March 26, 2007

Chairman

Essex Institutional Review Board, Inc.
121 Main Street

Lebanon, NJ 08833-2162

In connection with the [Sponsor] clinical research project, entitied:

[Protocoi Title] Evaiuation of the Efficacy of Personal Repellents Against Mosquitoes in the Field, Version

Date March 26, 2007
.-—-"-—"'"—H—u—n—.u—

and {Protocol number] Protocol No. G0590307001A044

application is being made fo the Essex institutional Review Board for review under the provisions of 21
CFR 50, 21 CFR 56, 45 CFR 48, and 40 CRF 28,

The following information will assist the Essex IRB review of your request. All questions must be
answered completely.

You must transmit this letter for each site requesting review and a roval,
e e e Jor each site requesting review and approval

1. D A Form 1572 (if applicable to this study) listing each research site is attached,

A Form 1572 is not applicable to this study. A copy of the Investigator Attestation
Form is attached.

l:] A copy of a valid IND, when one is required. A copy of the Form 1572 or a copy of the
Investigator Attestation Form is attached.

EI For device study, attach IDE letier from the FDA or statement supporting non-significant risks
or why exempt from IDE requirements under 29 CF R 812.2 or otherwise exempt. A copy of

the Investigator Attestation Form is attached,

2a. Research Site: {Complete a separate letter for each site seeking approval.}

The Savannah-Ogeechee Canal Museum & Nature Center

Name:

Address: 818 Fort Argyle Road
“Savannah Georgia 31419

24 Hour
Office Emergency
Phone; 912-748-8068 Fax /@ Number _ ™a

How many clinical research studies are currently underway at this site? Nene

Page 1 (f E ? Version Date: January 31, 2007
|
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SITE APPLICATION LETTER

2b. A site should ensure that adequate medical care ts provided to subjects for any adverse svents.
Does the site have a policy and provisions for handling adverse reactions, including abnormal

lab results related to the trial?

Yes

D No (Please explain)

3. Can the principal investigator be reached 24-hours a day? (NOTE: Answering machines not
acceptable)

Yes

DNO (Please explain)

4. Hospital to be used in an emergency: Distance from site; 10 miles

Name: St Joseph Candler Health System

. 5353 Reynolds Straei
ATUIeSS: o annah Ga, 31405 .

Phone: 812-692-6000

Is this hospital equipped to handle adverse reactiong?

Yes
DNO

5. The research site listed in question 2a is [check all boxes that apply]:
a} Dlndependent private practice(s).
b) DPn‘vate practice(s} located within a hospital or teaching institution.
c) DHospitat(s) or teaching institution{s) without a local IRB.
d) Other [specify]: cantract testing laharatory

[if only 5a, 5b, 8¢ and/or 5d are selected, skip to question 7]
e} DHospital(s) or teaching institution(s) with a local IRB.,

6. The local IRB could have jurisdiction over DYes [if yes, attach local No
this study. IRB waiver letter] k

Page 2 Version Date; January 31, 2007
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SITE APPLICATION LETTER

7. The local IRB has restrictions on ]:lYes [if yes, attach listing No
independent IRB approval of this study for of restrictions]

the listed site.

8. Has this protocol been submitted to, [:]Yes fif yes, attach IRB No

reviewed by, disapproved, terminated findings]
and/or withdrawn from another IRB?

9. Is there a local community attifude that

Yes [if yes, attach listing Mo

could impact on the manner in which your of attitudes]
study will be conducted?
10. Please provide the names of the sub- Timothy Foard, Donald Hostetter, John Sharpe, and
investigators in this study. If none, Christy Johnson
please write “NONE”. (This includes (CVs are on file at Essex IRB)

any individual member of the clinical trial
team designated and supervised by the
investigator at a {rial site to perform
ctitical trial-related procedures and/orto -
make important trial —related decisions.)
(If necessary, please attach an addendum
providing the names of the sub-
investigators)

NOTE: These names must be listed on
the 1572 form [Box 6], if required by this
study type.

Include resume(s) and current
license{s)/certification.

11. Do you personally attend o research Yes
participants at this site?

if “No", list the names of those who attend the pariicipants;

Include resume(s) and current license{s)/cettification.

12.  In your absence, research-related medical emergencies are handled by which healthcare giver?

A designated company representative (T imothy Foard)

Include resume(s} and current license(s)/certification.

13.  a. How will you identify and recruit potential subjects?

When a study date is established, ICR contacts potential study subjects by phone.

b. Will there be any bonus payment for recruiting participanis?
If yes, please explain and submit amounts;

DYes _ No

Page 3
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SITE APPLICATION LETTER

14, Will subjects be eligible to participate in any additional studies during this trial?

[ Yes (Please explain) [V]No

15.  Please provide information about the planned methods for obtaining informed consent,

I When will the consent process take place? PTor 0 departure to field location

. Where will the consent process take place? Either via telephone, or in person at ICR

ik How will you verify whether the subject understands or has the capacity fo comprehend

what has been explained the consent process?

Subjects will have time to ask quastions, and decline to participate if they choose. The principal
investigator will ask if informed consent is understood, and if subjects will sign to verify
comprehension & acceptance.

V. Will you provide the opportunity for the prospective subjects to consider whether or

not to participate? Yes DNQ (Please explain)
V. For studies of greater than one year duration, will you be reviewing the consent form
again with the subject? [ Jres No (Please explain)

NIA Our studies only Jast parts of one or two weeke.

16.  Please list the individuals other than the principal investigator and sub-investigator(s) as
requested below. If none, please wrife "NONE”". include resume(s) and current
license(s)/certification,

a. Individual(s) who will administer the consent form &t this site:
.none
b, Individual(s} involved with this study ({include responsibility):
17.  a. Will a non-English consent form be [:]Yes No {skip to Q. 18)

required for your study population?

b. If so, what language(s)?

Would you like Essex IRB to contract for this service? [ |Yes [ |No

If “Yes”, consult the Essex IRB Fee Schedule for estimated fees.
If “No”, consult the “submission guidelines” for transtation certification required.

Page 4 , V?-rsion Date: January 31, 2007
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SITE APPLICATION LETTER

18. Has the Food and Drug Administration || Yes (Continue with No (Skip to Q.
Inspected this site? next question) 19)

Ifinspected, was a Form 483 issued at the D Yes (if yes, attach EI No (if no, attach
end of the inspection? copy of the Form any related
483 & related correspondence
correspondence with the FDA for
for Board review) verification)
Was a Warning Letter subsequently D Yes (If yes, attach D No
issued? copylies) of ali
correspondence

for Board review)

18. Has the FDA, OHRP or any regulatory D Yes (If yes, attach No

agency, a Sponsor, or an IRB ever explanation for
terminated a2 study at this site? : Board review)

20. Does this site have established, written Yes D No
standard operating procedures?

21, a. Does this site have ongoing {raining for Yes D No

investigators and staff in clinical
research procedures? If yes, please
provide documentation (ACRP, NiH,

efc.).
b. Does anyene plan to become certified? Yes [ Ino
¢. May we assist anyone in obtaining

certification? D Yes No

22, We need to know If you or anyone involved with this research has any financial or nonfinancial
conlict of interest (COI) that could compromise or lessen the safety and welfare of subjects who
enroll in the study. Please complete the separate Investigator Conflict of Interest Form and

submit with this form.

The threshold amount is $50,000 or more equily in the sponsor. If you qualify for a GOl pléase
attach a separate sheet to describe how it will be managed and who will have the authority to
impose those measures, how subjects and others will be informed and whether you have a COI
Committee or equivalent backed by policies and procedures.

Page § Version Date: January 31, 2007
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SITE APPLICATION LETTER

23. CERTIFICATION ~

- Your signature below certifies that:

a) Selection of participants for the above research study will be on an equitable basis and that
ali participants will be treaied fairly;

b} informed consent wil! be sought from each prospective participant or the participant's
legally authorized representative;

c) the research site listed in question 2a is appropriately equipped to handle adverse
reactions should they occur;

d) adverse reactions and unexpected events will be reported to the Sponsor (for notification to
the FDA and other investigators), with a copy forwarded to the IRB within 15 working days

afier the event;

€) any FDA site audits leading to a Form 483 or Warmning Leter will be promptly reported to
Essex IRB for fts review and determination of adequacy of responses and corrective

actions;

f} any participant recruitment material {which includes but is not limited to printed media; video
and audio tape; and Web sife pages and information) will be submitted fo the IRB for
review and approval prior to its release o the study population;

g) you shall provide a periodic, continuing review report prior to the expiration date of the
approval and a final report no iater than 90 days after completion of your participation in the
study (last study participant contact); and,

h) you have examined this application letter and any accompanying documentation, and to the
best of your knowledge and belief, they are true, correct and complete.

i) State laws shall be observed during the conduct of the study.

J} You will not commence any research activity until you have received approvai to do
so by Essex IRB, '

SIGNATURE: DOCUMENT WMAILING ADDRESS:
0 () ﬂ & ICR, Inc. 1330 Dillon Heights Avenue
¢ {ZA( % 87
sz 3 2 > foffice street address 1]
[Principal !nvestig‘éor’s Signature] [Date)
Niketas C. Spero B.S.

[office street address 2]

[Printed Name and Degrees] Baltimeore, MD 21228
[city, stale, ZIP code]
410-747-4500 [410—747’-4928
[phone number] [fax number]

NSpero@icriab.com Niketas C. Spero N
e-mail address and name of Study Contact Person

Page 6 Version Date: January 31, 2007

LSEC gob 160



SITE APPLICATION LETTER

Date March 26, 2007

Chairman

Essex Institutional Review Board, Inc.
121 Main Street

Lebanon, NJ 08833-2162

In connection with the [Sponsor] &

clinical research project, entitled:

[Protocol Title] Evaiuation of the Efficacy of Personal Repellents Against Mosquitoes in the Field, Version

Date March 26, 2007

e
——— e

and [Protocol number] Frotocol No. GOSS03D7001A044

application is being made to the Essex Institutional Review Board for review under the provisions of 21
CFR 50, 21 CFR 56, 45 CFR 46, and 40 CRF 28,

The following information will assist the Essex IRB review of your request. All questions must be
answered completely.

You must transmit this letfer for each site requesting review and approval,

1.

2a,

D A Form 1572 (if applicable to this study) listing each research site is attached.

A Form 1572 is not applicable to this study. A copy of the Investigator Attestation
Form Is attached.

I:I A copy of a valld IND, when one is néquired. A copy of the Form 1572 ora copy of the
Investigator Attestation Form is attached,

E] For device study, aftach IDE letier from the FDA or statement supporting non-significant risks
or why exempt frorn IDE requiremenis under 21 CER 81 2.2 or otherwise exempt. A copy of

the Investigator Attestation Form is aftached.

Research Site; (Complete a separate letter for each site seeking approval.)

Pine lsland Florida

Name:

Address: Lee County Mosquito Abatement District {MAD)
"“MAD Director Mr. Wayne Gale (239-694.2174)

24 Hour
Office Emergency
Phong: 239-283-1254 Fax: 2 Number '@

How many clinical research studies are currently underway at this site? None

Page 1 Version Date: January 31, 2007
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SITE APPLICATION LETTER

2b. A site should ensure that adequate medical care is provided o subjecis for any adverse events.
Does the site have a policy and provisions for handling adverse reactions, including abnormal
lab results related o the trial?

Yes

D No {Piease explain)

3. Can the principal investigator be reached 24-hours a day? (NOTE: Answering machines not
accepiabie)

Yes

D No (Please explain)

4. Hospital o be used in an emergency: Distance from site: 25 miles

Name: Cape Corai Hospital

. 636 Del Pardo Blvd,
Address:. - pe Goral, Florida 33904

Phone: 238-574-2323

Is this hospital equipped to handle adverse reactions?

Yes
DND

5. The research site listed in question 2a is [check all boxes that apply):
a} Dindependent private practice(s).
) DPrivate practice(s) located within a hospital or teaching institution.
c) D Hospital(s) or teaching institution(s) without a local IRB.
d) Other [specifyl; contract testing laboratory

[if only 5a, 5b, 5c and/or 5d are selected, skip to question 7]
e} [:]Hospital(s) or teaching institution(s) with a local IRB.

6. The local IRB could have jurisdiction over D\’es [if yes, attach locaf No
this study. IRB waiver letter] -

Fage 2 Version Date: January 31, 2007
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SITE APPLICATION LETTER

7. The local IRB has restrictions on DYes [if yes, attach fisting No
independent IRB approvatl of this study for of restrictions]

ihe listed site.

8. Has this protocol been submitted to, DYes fif yes, attach IRB No

reviewed by, disapproved, terminated findings]
and/or withdrawn from another IRB?

8. Is there a local community aftifude that | | Yes [if yes, attach listing [/] No

could impact on the manner in which your of atfitudes]
study will be conducted?

10. Please provide the names of the sub- Timothy Foard, Donald Hostetter, John Sharpe, and
investigators in this study. If none, Christy Johnson

please write “NONE", (This includes (CVs are on file at Essex IRB)

any individual member of the clinical trial
team designated and supervised by the
investigator at a trial site to perform
critical trial-related procedures and/or to
make important frial —related decisions.)
(If necessary, please attach an addendum
providing the names of the sub-
investigators)

NOTE: These names must be listed on
the 1572 form [Box 6), if required by this
study type.

Include resume(s) and current
license(s)/cerstification.

11. Do you personally attend to research Yes
participants at this site?

If "No", list the names of those who attend the pariicipants:

DNO

inctude resume(s) and current license(s)/certification.

12. In your absence, research-related medical emergencies are handled by which healthcare giver?

A designated company representative {Timothy Foard)

Include resume(s} and current license{s)certification.

13. a. How will you identify and recruit potential subjects?

When a study date is established, ICR contasts potential study subjects by phone.

b. Wil there be any bonus payment for recruiting participants?
I¥yes, please explain and submit amounts: .

DYes No

Page 3
wE 18]

1o He ? P
o 9

Verslon Date: January 31, 2007



SITE APPLICATION LETTER
4. Will subjects be eligible to participate in any additional studies during this triai?

DYes {Please explain) No

15.  Please provide information about the planned methods for obtaining informed consent,

L When will the consent process take place? Pror fo departure to field location

I Where will the consent process take place? Fither via telephone, or in person at ICR

B, How will you verify whether the subject understands or has the capacity to comprehend

what has been explained the consent process?

Subjects will have time to agk questions, and decline to participate i they choose. The principal
investigator will ask if informed consent js understood, and if subjicts will sign to verify
comprehension & acceptance.

v Will you provide the epportunity for the prospective subfects to consider whether or

not to participate? Yes DNO {Please explain)
V. For studies of greater than one year duration, will you be reviewing the consent form
again with the subject? [ Jyes [v[No (Please explain)

N/A Our studies only iast paris of one or two weeks,

16.  Please list the individuals other than the principal investigator and sub-investigator(s) as
requested befow. If none, please write “NONE”. include resume(s) and current
license(s)/certification.

a. Individual(s) who will administer the consent form at this sile:
fone '

b. Individual(s) involved with this study (include responsibility);

17. a. Willa nonnEriglish consent form be DYes No {skip to Q. 18)
required for your study population?

b. Ifso, what language(s)?

Would you like Essex IRB to contract for this service? DYes DNo

If “Yes”, consult the Essex IRB Fee Schedule for estimated fees.
If “No”, consult the “submission guidelines” for transiation certification required.

Page 4 Version Date: January 31, 2007
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SITE APPLICATION LETTER

18. Has the Food and Drug Administration ]:f Yes (Continue with ;do} (Skip to Q.
8

inspected this site? next question)

if inspected, was a Form 483 issued at the D Yes (if yes, atlach D No (if no, attach
end of the inspection? copy of the Form any refated
483 & related correspondence
coftespandence with the FDA for
for Board review) verification)
Was a Warning Letter subsequently D Yes (If yes, aftach E’ No
issued? copy(ies) of all
correspondence

for Board review)

18,

Has the FDA, OHRP or any regulatory D Yes (If yes, attach No
agency, & Sponsor, or an IRB ever explanation for
terminated a study at this site? Board review)

20.

Daes this site have established, written Yes [ Ine
standard operating procedures?

21.

. Does this site have ongoing training for Yes D No
investigators and staff in clinical
fesearch procedures? If yes, please
provide documentation (ACRP, N,
elc.).

b. Does anyone plan to become cerlified? Yes D No

¢. May we assist anyone in obtaining ,
certification? D Yes No

22,

We need to know if you or anyone invoived with this research has any financial or nonfinancial
contlict of interest (COI) that could compromise or lessen the safety and welfare of subjects who
enroll in the study. Please complete the separate Investigator Conflict of Interest Form and

submit with this form.

The threshold amount is $50,000 or more equity in the sponsor. If you quatify for a COl, please
attach a separate sheet to describe how it will be managed and who will have the authority to
impose those measures, how subjects and others will be informed and whether you have a CO|
Committee or equivalent backed by policies and procedures.

Page 5
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SITE APPLICATION LETTER

23. CERTIFICATION —

SIGNATURE:

Your signature below certifies that:

a) Selection of participants for the above research study will be on an equitable basis and that
all participants will be treated fairly;

b) informed consent wili be sought from each prospective participant or the participant’s
legally authorized representative;

c) the research site listed in question 2a is appropriately equipped to handle adverse
reactions should they occur;

d) adverse reactions and unexpected events will be reported to the Sponsor (for notification fo
the FDA and other investigators), with a copy forwarded o the IRB within 15 working days

after the event;

e) any FDA site audits leading to a Form 483 or Warning Letter will be promptly reporied to
Essex IRB for its review and determination of adequacy of responses and corrective

actions:;

f) any participant recruitment material (which includes but is not imited to printed media; video
and audio {ape; and Web site pages and information) will be submitied to the IRB for
review and approval prior to is release to the study population;

g} you shall provide & periodic, confinuing review report prior to the expiration date of the
approval and a final report no later than 90 days after completion of your participation In the
study (last study participant contact}; and,

h) you have examined this application letter and any accompanying documentation, and to the
best of your knowledge and belief, they are true, correct and complete.

i) State laws shall be abserved during the conduct of the study.

i} You will not commence any research activity until you have recsived approval to do
so by Essex IRB,

DOCUMENT MAILING ADDRESS:

m p ﬂ ICR, Inc. 1330 Dillon Helghts Avenue
i MQ 2B [office street address 1]

[Principal lnvestigato#s Signature] [Date)
Niketas C. Sperg B.8.

[office street address 2]

[Printed Name and Degrees] Baltimore, MD 21228
[city, state, ZIP code]
410-747-4500 / 410-747-4928
[phone number) [fax number]

Page 6

NSpero@icriab.com Niketas ¢. Spero
e-mail address and name of Study Contact Person
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24 Hour Emergency:
Date Prepared: July 28, 2006
TA# 1003715-019

MATERIAL SAFETY DATA SHEET

L PRODUCT NAME
TA# 1003715-619

. INGREDIENTS
HAZARDOUS INGREDIENT(S) (as defined by OSHA Hazard Communication Standard,

29 CFR 1910.1200)

NAME CAS# HAZARD DATA
SD Alcohol 40B 64-17-5 Flammable; CNS
(denatured with depressant
Bitrex® [denatonium benzoate])

Picaridin 119515-38-7 Eyve Irritant

Ingredients not precisely identified are proprietary or non-hazardous.

PRECAUTIONARY LABEL STATEMEN T(S):

FLAMMABLE: KEEP AWAY FROM HEAT OR OPEN FLAME.

WARNING: FOR EXTERNAL USE ONLY. '

CAUSES MODERATE EYE IRRITATION. AVOID CONTACT WITH EYES.
DISCONTINUE USE IF IRRITATION OR RASH APPEARS. CONSULT A
PHYSICIAN IF IRRITATION OR RASH PERSISTS.

USE ON CHILDREN UNDER 6 MONTHS OF AGE ONLY WITH THE ADVICE

OF A PHYSICIAN.

0.  HEALTH HAZARD DATA
EFFECTS OF OVER EXPOSURE

SKIN: None expected. Use only as directed.
EYES: This material may cause eye irritation. In accordance with good worker health and safety

practices, avoid contact with the eye. Rinse immediately with water if product comes in contact

with the eye.

INHALATION: N/A
INGESTION: Ingestion of this product may cause temporary gastric distress,

NA= Not Applicable PAGE 1 OF 3
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24 Hour Emergency: i
Date Prepared: July 28, 2006
TA# 1603715-019

MATERIAL SAFETY DATA SHEET

IV.  FIRST AID PROCEDURES
SKIN: This material is not expected to irritate skin. However, if redness, itching, or a burning

sensation should develop, wash material off the skin with soap and water. If irritation persists, seek
medical attention.

EYES: Immediately flush with copious amount of water for at least 15 minutes. If redness,
itching, or a burning sensation develops, have eyes examined and treated by medical personnel.
INHALATION: This material is not expecied to present an inhalation hazard or exposure at
ambient conditions.

INGESTION: Give one or two glasses of water to drink, If gastrointestinal symptoms develop,
consult medical personnel. (Never give anything by mouth fo an unconscious person.)

V. SPECIAL PROTECTION INFORMATION:
SKIN: N/A. Use only as directed.
EYES: Avoid direct contact with eyes.
INHALATION: N/A

VL. FIRE AND EXPLOSION HAZARD DATA
Flash Point and Method: Flammable
“Autoignition Temperature: No data

Flammable Limits: No data
Extinguishing Media: Use water fog, foam, carbon dioxide, dry chemical, alcohol-type or

universal-type foams applied by manufacturer's recommended technique to extinguish fire,
Special Fire Fighting Procedure: Keep all unprotected and unnecessary people away.
Unuvsual Fire and Explosion Hazards: None

VI, SPILL, LEAK, AND DISPOSAL PROCEDURES
Collect spilled material with vermiculite or. other absorbent material. Sweep up and shovel into

appropriate waste container.
Do not reuse empty container, Dispose of waste and container in compliance with all federal, state,

and local Jaws concerning health and environmental regulations.

VII. REACTIVITY DATA

Stability: Stable
Incompatibility (Materials to Avoid): Avoid contact with plastics, such as eyeglass frames, plastic

watch crystals, costume jewelry, leather, and synthetic fabrics such as acetate, rayon, spandex, and
dynel. May damage painted or varnished surfaces, including nail polish.
Hazardous Decomposition: Thermal decomposition in presence of air may yield carbon monoxide,

carbon dioxide, and water vapor.

NA= Not Applicable PAGE 2 OF 3



24 Hour Emergency:§ -
Date Prepared: July 28, 2006
TA# 1003715-019

MATERIAL SAFETY DATA SHEET

IX. PHYSICALDATA
Boiling Point: NA
Vapor Pressure (mm Hg at 20°C): No data
Solubility in Water: Miscible
Viscosity @ 25°C (Cps): NA
pH @ 25°C: 6.0-8.0 (pH meter)
Specific Gravity (HpO=1): 0.89 —1.03 (pycnometer)
Appearance and Odor: Water white to pale yellow liquid; Fragrant/ethanolic odor.

The information provided in this Material Safety Data Sheet has been compiled from our
experience and data with similar, commercially available materials and is believed to be
accurate, No guarantee of accuracy is made. It is the user's responsibility to determine
the suitability of this information for the adoption of necessary safety precautions.

NA= Not Applicable PAGE3 OF 3



24 Hour Emergency: i, -
Bate Prepared: Inly 18, 2066
TAR 1003715-020

TATERIAL SAFETY DATA SHEETY

3 PRODULCT NAME

Ta# 1883715-020

. INGREDPIENTS
HAZARBOUS INGRERIENT(S) (as defined hy OSHA Hazard Communicaiion Standard,
29°CER 1216.1200)
NAME Casd HAZARD DATA
5D Aleghol 40R 64-17.5 Flammeble; CNS
(denatured with ' depressant
‘Ritrex® [denatonium benzoate])

.. Picaridin 119515-38-7 ’ Eye Imitant
Irgredients viot pracisely identified e Proprietary or non-hazardous.
PRECAUTIONARY LABEL STATEMENT(S): _
' FLAMMABLE: KEEP AWAY FROMHEAT OR QPEN FLAME, -

WARNING: FOR EXTERNAL USEONLY. A
CAUSES MODERATE EYE IRRITATION. AVOID CONTACT WITH EVES,
DISCONTINUE USE IF IRRITATION OR RASH APPEARS. CONSULT A
PEYSICIAN IF IRRITATION OR RASH PERSISTS. L o
USE ON CHILDREN UNDER 6 MONTHS OF AGE ONLY WITH THE ABVICE
OF A PHYSICIAN.

I,  HEALTH HAZARD DATA

- EFFECTS OF OVER EXPOSURE

SKIN:None expected. Use only as directed,
EYES: This miaterial may cause eye imitation, In accordance with good worker health and safety
practices, avoid contect with the eye. Rinse immedistely with water if product comes in contact
with thie cye.
INHALATION: N/A
INGESTION: Ingestion of this prodigt may cnuse temporary gastric distress,

WA= Mot Applicable 5 AE E‘ N 8 2 f} F »i 5 !.} PAGE 1 OF 1
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24 Hour Emergency: £
Bate Prepared: Fuly 28, 2006
TA# 1603715-026

MATERIAL SAFETY DATA SHEET

IV. FIRST AID PROCEDURES
SKIN: This material is rot expected to irritate skin. However, if redness, iiching, or a burning

sensetion should develop, wash materizl off the skin with soap and water. Ifirritation persists, seek
medical attention, '

EYES: Immediately {lush with coplous amount of water for at least 15 minutes, IFf redness,
fiching, or & burning scnsatfon develops, have eyes examined and treated by medical personnel.
INHALATION: This materis] is nol expecied to present an inhalation hezard or EXPOSUre 8t

ambient conditions.
INGESTION: Give one or two glesses of water to drink. If gastrointestinat symptoms develap,

cansiilt médical personnel. (Never give anything by mouth fo an uneonscious person.)

¥, SPECIAL FROTECTION INFORMATION:
SKIN: N/A. Use only as directed.
EYES: Avojd direct contact with eyes,
INHALATION: NIA

Vi FIRE AND EXPLOSION HAZARD DATA
' Fldsh Point and Method: Flammable
Autoignition Temperature: No dats

Flarivmable Limits: No data
Extinguishing Mediz:  Use water fog, foam, carbon djoxide, dry chemical, aleohol-type or

universal-typé foams dpplicd by manufacturer’s recommended lechnigue (o extinguish firs.
Snecial Fire Fighting Procedure; Keep ail unprotacted and unnecessary people away.
~Unveval Fire and Bxplosiott Hazards: None

=

SPYLL, LEAK, AND DISPOSAL FROCEDURES
Collect spilled material with vemiiculitc or other absorbent wuderial. . Sweep up and shovel into

Rppropriate waste coniner. _
Do not reuse empty coniainer. Dispose 6f waste and container in complisnce with all federal, state,

and local laws concerning health and environmental repulations.

VIYL, REACTIVITVDATA

Stability:, Stable )
Incompetibility (Materials to Avoid): Avoid cantact with plastics, such as eyeginss frames, plastic

waich crystals, costume _jcwc}ry, leather, and synthetic fabrics such 8§ acetate, rayon, spandex, and
dynel. May damage painied or vernished surfaces, including nail polish.
Hazardous Decomposition: Thermal decomposition in présence of air may yield carbon manoxide,

carbon dioxide, and water vapor.

NA=N ; NSTOR TR
A= Not Applicable 3 "ﬁ‘f:l 83 pE TR PAGE 20F 3
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24 Hour Emergency:
Diate Prepared: July 28, 2006
TA# 1063715026

MATERIAL SAFETY DATA SHEET

na

IX. PHYSICALDATA
Boiling Point: Na
Vapor Pressure (mm Hg at 20°C}: No data
Solubility in Water: Miscibla
 Viscosity @ 25°C (Cps): NA
pH @ 25°C: 6.0-8.0 (pH mcter)
Specific Gravity (H20=1): 0.88 -1.03 {(pycnometer)

Appearance and Odor: Water whits 1 pale yellow liquid; Fragrant/ethanolic odor.

The informatiou provided in this Material Safsty Data Sheet has. sen compiled from our

eXperience and data with similar, commercially availsble materizs and js believed.io be

accurate. No 'gusraniee of acouracy js made. Xt is the user's responsibility to determine
__the suitabillty of this information for the sdoption of NECEssary safely precautions:

N:Nt H "l"‘c“? . ‘.._r . a
A= Not Applicable iE gg NF | G 1 PAGE 3 OF 3
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March 28, 2007

NIKETAS C. SPERO
ICR, Inc. Baltimore, MDD
Tel: 410-747-4500

EDUCATION:
'AIlegheny Community Coﬂcge . 1975-1 976 Forestry
Penn State University 1977-1978 Forfcs'try
State College, PA _ | ,
Towson State University _ BS. 1978-1981 B:ology/erId
' Towson, MD & Na’rura] Sci
C ERITFICATIONS
Pest Control Certification No 165-19757 1997-2007
SHORT COUR SES/CONFEMNCE_S:
Society of Quality Assurance Annual Meeting | 2.006
American Mosquito _Conjroi Association Annual Meeting 2006
American Mosquito Control Association Annual Meeting 2005
National Safety Counc:is Adult CPR and First Aid Training _
and cemﬁcat;on - 2005
. Society of Quality Assurance Annual Meeting -2004
'MDA Pesticide ‘Safety Course 2002
Hazardous Méferial Course 2002
American Red Cross Adult CPR and First Aid Training 2002

and certification

GLP Essentlais For Technical Staff and _
Quahty Assurance : 2002 -

Training On Proper Wearing of The Respirator ' 2002

%A a.L '85}-‘ 16 {’_i

3

L ';:-)'2'." Lo
[, ST W



Basic Rules and Procedures For Working With

Chemicals 2002
Workers Right To Know and Chemical Hazard
Inventory and MSDS Information 2002
Hazardous Materials Training 2002
Society of Quality Assurance Annual Meeting 2001
MDA Pesticide Safety Course 2001
MDA Pesticide Safety Course 2000
MDA Pesticide Safety Course 1999
Fed Ex Dangerous Goods Seminar 1999
MDA Pesticide Safety Course 1998
Society of Quality Assurance Annual Meeting 1998
NCARSQA, Quality Assurance and Data Mgmt
Forming an Alliance 1996
Society of Quality Assurance Annual Meeting ‘ 1996
Society of Quality Assurrance Annual Meeting 1994
CSMA GLP Seminar 1992
PROFESSIONAL EXPERIENCE:
2006-Present Associate Director of Operations, ICR, Inc.
1983-2006 Laboratory Manager, Insect Control and Research, Inc.,

Baltimore, MD. Served as study director, managed
personnel, supervised the rearing of approximately 48
species of insects. ’

1978-1983 Spero's Salads, Lexington Market, Baltimore, MD
Managed operations and personnel while attending Towson
State University.
1976 Koogle and Pouls Engineering, Albuguergue, NM,
. Worked as Surveyor's Aid. . )
NS O ﬂ/s 32807
Niketas C, Sperc}7 Date _
3:5 ¥ 88 pe b



March 28, 2007 TIMOTHY FOARD

EDUCATION:
M.S. - Entomology (1995), The University of Georgia, Athens, Georgia

B.S. - Biology (1984), Armstrong Atlantic State University, Savannah, Georgia

CERTIFICATIONS:

Pest Control Applicator Certification No 165-50614 2001 - Present
Adult CPR and Standard First Aid 2003 - Present

EMPLOYMENT:
3/2000 - Present ' Entomologist, Insect Contro] and Research, Inc.,
‘ Baltimore, Maryland
10/97 - 12/99 Agricultural Research Assistant If, Department of
Crop and Seil Sciences, University of
Georgia, Athens

2/94 - 9/96 ‘ Biological Laboratory Technician, U.S. Department

of Agriculture, Russell Research Center,
Athens, Georgia

3/87 - 12/92 Biological Laboratory Technician, U.S, Department

of Agriculture, Stored Products Insects Research
and Development Laboratory, Savannah,
Georgia

6/82 - 3/87 Archaeological Field Supervisor/Labgratory

Technician, Center for Low Country Studies,
Armstrong Atlantic State University, Savannah,

Georgia

3/81-3/82 Young Adult Conservation Corps (YACC) Worker,
Oatland Island Education Center, Savannah,

Georgia




TRAINING AND WORKSHOPS:

Entomological Society Of America Anmual Meeting 2006
Entomological Society Of America Annual Meeting 2004
Entomological Society Of America Annual Meeting 2003
Entornological Society Of America Annual Meeting 2002
Entomological Society Of America Annual Meeting 2000
GLP Essentials For Technical Staff and
Quality Assurance 2006
GLP Essentials For Technical Staff and
Quality Assurance 20602
Training On Proper Wearing of The Respirator 2002
Basic Rules and Procedures For Working With .
Chemicals 2002
Workers Right To Know and Chemical Hazard
Inveniory and MSDS Information 2002
Hazardous Materials Training 2004
Hazardous Materials Training 2002

FROFESSIONAL MEMBERSHIP

Entomological Society of America
Entomological Society of Washington
Maryland Entomological Society

PUBLICATIONS

D. MICHAFL JACKSON, &. F. NOTTINGHAM, W. S. SCHLOTZHAUER, R. J. HORVAT, V.
A. SISSON, M. G. STEPHENSON, T. FOARD, AND R. M. McPHERSON, 1996. Abundance
of Cardiochiles nigriceps (Hymenoptera: Braconidae) on Nicotiana Species (Solanaceae),

Journal of Environmental Entomology 25 (5): 1248-1255

T. FOARD, 1992, Occurrence of the Acanthocephalan, Eocollis arcanus Van Cleave, in Georgia,

Journal of Parasitology 78 (4): 734
T.FOARD, ANDD. L. AUTH, 1990. Food Habits and Gut Parasites of the Salamander,
Stereochilus marginaius, in Georgia. Journal of Herpetology 24 (4): 428-431

@B - > /23532

Timothy Foard © Date
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FROM @ HOSTETTER CONSL'T INT'L PHOME NO. : 4686 255 gaon JUr, 16 2664 ienatan B

INTERNATIONAL ATOMIC ENERGY AGENCY (IAEA)
WABRAMERSTRASSE S, PO, Bew 10D, A-1400 VIEWHA (AUSTRIA)

TEIEPHONE (+4531) 23800 TELEX: 1-12845/.- 1w’ ATOM A FACSMMILE; (+231) 20907
E-Mei OFFICIAL MAILBILER ORG

PERSOQNAI HIRTORY
FOR LSSIGNIMENT AS EEPERTR ECTURER
A« ADWINIS TRATIVE iNFORMATION

1 Feniity namis Firpt and middle perme Foimer hame, If eny
HOBTETTER DONALD LEE BfA MALE
2} Drte of iy Bince of birtt: Hetionallty 3t ke caee of snengenay rotify:
£} OFFICE ADDRESS

8} ROME ABDREES 7]

T} Airportnown reacest fo residanoe:
Biffrigs Logan (mamsstions! Alrport, Rilrgs, 14T

o !

B 1damer  ohject to yatr making hnuitios of my presantiocent employes.

10} REFERENCES {Lie2 twa persone om fefsted to youi, wha am famillar with your charsrtar and auatifictons)
Rame . | Adiress Telephone BuinessiOcrunstion

t

%) bearlify ot this statemants made by ms I PART-A.of fhis form &re frue, compieie ahd vofres Lo the besi of my knowiedge and
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FROM © HOSTETTER CONSL'T INT'L PHEONE HD. [ 48 255 9496 JUBL 16 2084 1882401 P2

1

INTERNATIONAL ATOMIC ENERGY AGENCY (IAEA)
WACRAMERSTRASSE 5 P.O, Bux 100, A-1400 VIENNA {AUGTRIA)

TELEPHONE (~21} 2000 TELEX: 112645113507 ATOM &  FACSIMILE: {+q31) 2087
E-Mialh CEFICIAL AR BIAEA ORG

PEREONAL HISTORY
FOR ASSIGAMENT AS EXPERTAECTURER

8 « PROFEERIDNAL INFORMATION

1} Name: My, Doneld L, Hostefter Natlonaltty: Unked Stees of Americe Pxbe of Bing:
¢} KROWLEDGE oF
LANGUAGES
Mother tongue: Englich _
Fortuguess Fegd; easty -Mifrlie nolpesly  Spoow: revanely  Understzndd not easy
3 ERICATION
Frome  To harmedl pomtions of Instiuiion " Astefero-Bragre ~Mek feld of sty
1962 1094 &BIBY, Biookdngs, 8D WS Ersemalogyficrobiotogy
1REh 196z E0SH, Brmidngz, 8D Be -Enstreinau Al Onomeny,

4} List the speciafizatier’s in which you congider yoursell.qintified
Insect Pattrofogy, Misrabial Confentof taoests, Integrated Pest Marvsgemant, & Pl miaters Entometosy.

My regesreh epeciaty s Insect pathelagy & blalogles! comtral with emnphagis on loolation, identificmtion, and proesmtion of
imsest pathegans ent their tes i fiatd sipetionn,

£} PROFESSIONAL EXPERIERCE;

Feem: Deg, 1604 Vo Do, 1996 Titte of position: CotmubtafTecimical Advinr
dapsness Beote Prejost
Emplayer: Reghoral Diractor of Agoetiirs! Development  MNaomber & kvt of ez supervised: S projeot enplness; & technidans
Vinkea Brave, ¥R Angre do Herslemn £ 5 ficld worlers
Arotes, Portuag!

Lurtior: Responsibifies includedt all sepects of develaping operations! and resesrch strmtegios for en friegrted pest menmgement
progrom desianed far the comtainment and cortml of Japetesa bealie populetians on the iand of Tercelra, Tnks profec! wae primarity
furied by the EEC. | provided technionl guitunes und lrection to 5 project anginsers, 4iesihwens and S feld workers s e asems o
eromopatfagenla nematedes, Tungl, parasitiods, sealoical etudias, and quereniine/chemical contrel. | Eisted end {enplemenied
salibaretive prefocts with speciafists from faselal, wiiie, univensy ans indusiny willin tho Asnies, USE, and the UK | infated and
implemented & eystematic trapping rurvery on the Cantral Group af irlands that resuited & e discovary of & Japanets bestls paputston
ol it iland of Foll, Augpet, 1555, | also drliad and initated knpliventttion o7 en 2Ciion pian for ohemical and bislogiza! eontes!
procacurer against e popuition on Faizl. (ither dubies inciuded fechnicat ieairrny of thohninine, lequsiion of iseraiory equlprisn
&l vehicien, design of @ new 1700 o4, meler ibaratary an fumigaion faeilly, maimiziring invertorizs of meacieides snd auplication
enuipmesn, genermtion of reports, participetion in inkmationsl scisnttfic menlinge, congresses, and symposia and ether ditios teguired for
e oally sdministration and renagement of 8 resaench progrem,

Pram: Jul, 1687 Yo dud, 1621 Tile of prostilon: Research Entomologis:
Enplovec USDAJARS, Crreshopper (PR Program Nitmber & Bind of siaff suparviged: 1 techiicdn, 2 stutants
Bof & Weler Mngmt Reseerch Ling
nberty, kaho : -
Saien: {wan mepunaisa lor resesrel of fvauites and groteiors of tngeland prsshopess tnaupean of en bnisragansy IRRS
experimentsl demonstration. My research Senified kep-fectol paresficahrudatons of presstoppers and ouaniiied the 1ol of diplerem

paresies in graseharpar poputation dyrmiles, déveluped nothedls far miankasing paratiles and Implemented on B job ireiing in
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7} Lot any testuing expertense you hizve fopics, durstion};

Provied & {2 hour bloek af instruetion, entilled "syslemsilos und Molepy of heest peliogens (20 semester 1G74TE; fer 5 gradints lovel
cvitia (Biologlesl Control of inascis) at the Universiy of Missaur, Cofumbia, MO Also tught the weekiy lnbomtory for fhis courns,

I'ave dofhvored 28 Invismional presontatione and petivipated in ovar S0 professionn! meetings, Sympests, cangrasuss, eahferenses snd
wirkshops gt of which required ora] and written pressntalions. | fave inferaclod with aradymte faculty and stutlent= In planning,
rplstieniing and itelereiing theoks Frojects &l resuls and Rrovidsg dieciad the rasesreh of # Mastars Degres ehidant (1, A, Gruds
1EES-108Y). | heve developed e presented blocks of nstuclion in @ wite variery of ermomsiglca! subdacis, In format and nformal
esttlinge, i labarstory, undverslly, and miliany foniens, |l hoay Resporvilble for frelning techiksans, 6hd forelah sclshiiets in the

Eohiibenl gopests of mistes] contro! agevda,

Bl Lim specific expawiencs, not given ahove, releind fo the trenefer of seierific and technlzai knowiedon with
spedal emehesis an developing countrles ahd o peolpst menanement:

| s srlectodd and appointed by the Regional Diedlor of Agrisuliural Developmant, Anpre do Herolome. Tercsire, ATores fs be the
warsiionifoshnkat sdvisor for @ Jspaneas bastla proglam {Pec., 1523 ks Dep,, 1835,

Hostod Dr, Olug N, 'Naumovich, Asrldalnglel/Systematizt), Alk-LUinkon instiiite of Plant Frotection, St Petershirp, Russis who was the
Inviad spasker for the Grasehopear IPNA Projett Dr. Novnwwvich's imdatisn was 3 direst neeult of my prdisioalion in e B8R, A joint
teassrh propmeel Tor conpomptive vestures bobwaen soionticls of the St Pelarshurg Instinge ehd US0A, ARS, Rangcland Incect
ebotatery was drafied et cubmiisd dusing Dr. Naumovich's Vgl (Feb., i1}

| wak ammolnied by UZOA, ARS, NES 9% n offised US mpresanistive on a Bavie! sclertilic expedition in Kozakheian, S5R.n seaveh of
peresies/patiogens of Acrididsn In Contral Aok, |was tha shly nan.Soviet membsr of 2 Rine wah expedition lad by Dr. Viedimir
Epmbulin, Diraedor of Losust Researeh, Insthime for Plam Procection, Alme Afln, WKemihatzn, Three aher ey uclastists DEAiGipEY
alongt with four tackinichems, \ite epent 17-tizys in We Fisfd i ihe ares of Laks Bakicarh (15 Aug - 15 Sep., 1920),

8 bt spedlel quuliftcations ant sliflo cordinvst &y Besnaps beld apd srmtbatedipy In profersionss, eivis, Fibils o
intsrntinan) paristior or insiutions refeyant ta ypur eppfeation:

Ernmclneg! Soatsty of Amerley

Sosialy for Invertebists

Amvierizen Reglsicy of Profevalons! Erénmatogtste, Board Certified Entnralaiet sl 1953 Reghtn: e B0
Sigrn X{ (Preskient of iocai chapiar, Twin Falie, |D, i=ca)l
Amatisn Mem eod Women of Selonce
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John W. Sharpe II

Parkville MD 21234
EDUCATION;
Institution Year degree carned Major and/or degree
University of Wisconsin, Madison 1997 B.S. Entomology

OTHER EDUCATION: Training, Short Course, Conference, Presentations, Etc.

West Coast Training Institute GLP Training Seminar February 2006
Maryland Dept of Agriculture Pesticide Applicators License February 2006
CPR Certification Baltimore FD 2606

AWARDS, HONORS, CERTIFICA TIONS:

EMPLOYMENT AND PROFESSIONAL, EXPERIENCE:

2005-Present Entomologist ICR, Inc., Baltimore MD 21228
2004-2005 Science Teacher NOVA High School, Milwaukee WI 53209
2004 Vector Control Specialist Winnebago County Health Dept., Rocldord IT. 61104
2003-2004 Operations Manager *DX: Geothermal Systems Inc., Frankiin W1 53132
1998-2003 Co-Owner Breakaway Bicycle Courier LLC, Milwaukee W1 53203
PUBLICATIONS

/’[ (éZ» RRE-2007)
?ﬁme 4 Date :



CHRISTY E. JOHNSON

Laurel, MD 20723

B.S., Biology, \Vinthfop University, Rock Hill, South Carolina  May 2004
e Minor: Philosophy and Religion
e GPA 3.1/4.0

Education

American Heart Association  CPR/First Aid Pebruary 2006
e Aerie Backcountry Medicine  Wilderness Advanced First Aid June 2005
*  Swudent Conservation Assoc, Off Road Driving June 2005

Certifications

South Carolina Entemological Society
Entomological Sociery of America
Association of Southeastern Biologists

Professional
Memberships

Johnson, C, E., C. Franeis, and P, L. Mitchell, Antifeedant effects of Asimina
triloba extract on milkweed bugs znd southern green stink bugs. Presented by P.
L. Mitchell at the 50th Annual Meeting of the South Carolina Entomological
Society, Columbia, SC, October 2004 (Poster)

* Johnson, C.E. Anrifeedant effecr of aqueous pawpaw {Annonaceae) extract on
milkweed bugs. Presented ar the Biennial Convention of the Beta Beta Beta
Biological Honor Society, Grand Junction, CO May 2004 (Poster)

¢ Johnson, C.E. Antifeedant effect of aqueous pawpaw (Annonaceae) extract on
millcweed bugs. Presented at the Southeastern District T Convention of the Beta
Beta Beta Biological Honor Society, Memphis, TN April 2004 (Poster)

e Johnson, C. E., P.I Mitchell, and JM. Schmidt. Antifeedant effect of agueous

pawpaw (Annonaceae) extract on milleweed bugs. Presented at the Anmual

Meeting of the Southeastern Branch of the Entomological Society of America,

Charleston, SC February 2004 (Poster)

Presentations

Winthrop University Research Council Grant, 2003
© Bera Beta Bera Biological Honor Society Travel Grant, 2004

Grants

Awards & Beta Beta Beta Biological Honor Society, 2001-present
Johnson Award, Bera Bera Beta Biological Honor Society, 2004

Honors
’ * Undergraduate Research Award, Sigma Xi, Charlotte Chapter, 2004

Ol Powane 317
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Christy E. Johnson—Resume

Page20f 3

Experience

Insect Control & Research, Inc 11/2006~current
Entomologist
Baltimare, MD

e Prepare and design protocols

* Coordinate and conduct studies on insecticides, traps, etc.

® Prepare final reports of studies conducted

© Assist in colony rearing and maintenance

Consortium of Conservation Medicine, Smithsonian 05/2006-10/2006
West Nile Virus Mosquito Technician
Washingron, DC
¢ Collected mosquitoes using CDC light traps, gravid traps, and backpack
aspirators
¢ Idemified mosquito species
Sorted mosquitoes into pools for West Nile Virus testing
* Provided training in mosquito identification

USGS, Pacific Island Ecosystems Research Center 01/2006-05/2006

Lntomology Intern
Hawaii National Park, HI

¢ Identified insects using dichotomous keys
Pinned insects for collection

o

* Surveyed spread of invasive ant species by using pan traps

¢  Collected other insects using malaise traps and aspirators

* Assisted with vegetation surveys and bird point counts
SCA Landfire, Bureau of Land Management 06/2005-12/2005
Conservation Intern (Landfire is a nationwide fire and fuels mapping project) ’
Boise, ID

¢ Conducted vegetation and fuel surveys around Wyoming and sauthern

California.
* Identified plant species using dichotomous keys
* Camped backeountry for ten days at 2 time
¢ Contacted agencies and homeowners




Christy E. Johnson—Resume

Page 3 of 3

Experience-
Con’t

Professional
Activities

Publications

SC Department of Health and Environmental Control Summer 2004
Laboratory Specialist I '
Columbia, SC

 Identified mosquito species

* Prepared samples for arbovirus resting

*  Set up mosquito traps and gravid traps

« Maintained and organized mosquito data

Winthrop University, Department of Biology 01/2003-04/2004

Research Assistant
Rock Hill, 5C

¢  Conducted Botanical Exrract Pest Management Research Project
Maintained 2n insect colony
Prepared botanical extract

Prepared Acid Fuschin staining solution
Presentation of resulis won st place at Regional Beta Beta Bera Southeastern

Convention

President, Psi Chapter, Winthrop University, Beta Beta Beta Biological Honor
Sociery 2003-2004

Treasurer, Student Environrmental Council, Winthrop University 2003-2004
Treasurer, Psi Chapter, Winthrop University, Beta Beta Beta Biological Honor

‘Sociery 2002-2003

Johzson, C. E. 2004, Aptifeedant effect of aqueous pawpaw (Annonaceae)
extract on milkweed bugs. (abstract) Southeastern Biologist 51(3); 355-356
September 2004

18
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Indemnification Agreement
Between

and
INSECT CONTROL & RESEARCH, INC,

_ - ) agrees to hold harmless Insect Control & Research,
Inc. ("ICR") from any cia:ms of injury or illness resulting from the development, evaluation and
implementation of Protocol No. G0590307001 A044 , entitled Evaluation of the Efficacy of
Personal Repellents Apainst Mosquitoes in the Field ouly under the following circumstances:

If any undesirable side effect or reaction occurs following the administration of the test
produci(s), and if ICR has employed reasonable care in the development of the protocol
and has not violated any local, state or federal laws pertaining to the administration of
chemical substances, medical devices, drugs or biological agents, including but not
limited to the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, and the
Federal Food, Drug and Cosmetic Act of 1938, as amended, and the regulations

. promulgated pursuant thereto, | shall indemnify and hold harmless ICR against any
and all claims, lawsuits and judgements thereon (including reasonable attorney's fees
through the appellate level) which may be brought against it as a result of the
development or implementation of the protocol.

In the event any such claim is made or lawsuit is initiated, ICR shail give prompt written
L |, shall permit | | oritsinsurance carrier to defend such claim or
lawsuit, and shall cooperate fully in any such defense.

Insect Control & Research, Inc. =
Accepted By: Accepted By:

it £ 214

Robin G. Todd, PhD, BCE |

Title: Director Title: Director Toxicoclogy

Date: B/Q X/E:F Date: 3/27/07
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ESSEX INSTITUTIONAL REVIEW BOARD, INC.

Investigator Attestation

Qualifications: I am qualified by education, training and experience o assume responsibility for the proper
conduct of the following research study:
Sponsor name: Avon Products, Incorporated

Protocol name: .
Evaluation of the Efficacy of Personal Repellents Against Mosquitoes in the Field; dated March

26,2007

Protocol number: G0590307001A044

* Any patients and participants involved in the research shall be informed of the procedures related to the
research study, ensuring that consent has been oblained in accordance with 21 CFR 50, as it relates to

IRB review and approval.

o Essex [RB is in compliance with 21 CFR 50 and 56 and 45 CFR 46, and is responsible for the initial and
continuing review of all changes, recruitment procedures, safety reporting and annual review of the
research site(s). The investigator shall promptly report to the Essex [RB any changes in research activity
and all unanticipated (adverse) events involving risks to human subjects or others.

© Changes to the research plan and/or participant consent form shall not be made without the approval of
Essex IRB, with the exception of the elimination of apparent immediate hazards to human subjects,

© Past performance as an investigator where the Food & Drug Administration (FDA) and/or the Office of
Human Research Protection (OHRP) inspection(s) or audii(s) led to recommendations for corrective
actions, sanctions, or disqualification (FDA Form 483, FDA Wamning Letter, etc.) will be submitted to
the Essex IRB, along with documentation of resolution of the issue(s).

* Resources to conduct the research study in a manner providing protection to human participants in the
study will be employed, including, but not limited to: adequate qualified staff and facilities; providing
information and necessary training with regard to the protocol, the test product, and duties and functions.
It is the obligation of the Principal Investigator to oversee all aspects of the study, providing adequate

medical (or dental) care, as indicated,

¢ The Principal Investigator certifies compliance with 21 CFR 54 regulations regarding financial interesi in
the outcome of the research and to minimize bias in the design, conduct, reporting and analysis of the
study. Disclosure of certain financial arrangement with the Sponsor will be made available to the Essex

IRB upon request or at site inspection.

Attestation: I will comply with applicable regulatory requirements, ICH Guidelines and Good Clinical
Practices. 1 understand my responsibilities as Principal Investigator in conducting research, [
am familiar with human research protection reguiations and will strictly adhere to these

regulations, !
Niketas C. Spero D(Q’(ﬁz (]ﬂq/a B _2(3,0:)

Printed Name of Principal Investigator Signature of Principal | és(vesti gator Date
Version Date: January 31, 2007
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ESSEX IRB

INVESTIGATOR CONFLICT QF INTEREST DECLARATION

gtudy }:ﬂ:f Evaluation of the Efficacy of Personal Repellents Against Mosquitoes in the
aNe OUMBCT: Fietd, Version Date March 26, 2007 Protacol No. GO590307001A044

Sponsor: ¢

Financial relationships of investigators (or institutions/sites) to sponsors have the
potential to adversely affect the rights and welfare of human subjects involved in
research. In order 1o help ensure that such issues do not compromise the results or create
hazards for the subjects, Essex TRB requesis you to make a declaration regarding any
conflict of interest (COI) in the conduct or outcome of the trial. To achieve this, we ask
you to answer the following questions and submit a response to any that have a “Yes”
reply in a separate letter.

¢ Do you have any relationship with the sponsor or institution that could cause
potential or actual conflict of interest? Yes]| JNol /1
If yes, describe the degree of conflict and with which parties.
e s there any compensation that your institutional ethics/COI committee has
deemed to be a conflict or could affect the outcome of the trial?
Yes | | No |_v__11If yes, describe,

s Does anyone involved with the research have proprietary interests in the
product, drug or device, including patents, trademarks, copyright and
licensing agreements? Yes| ] No[“/ ] If yes, describe.

o Does anyone have an equity interest in the research sponsor?
Yes[___INo[_v_IDescribe, if yes.

e Do you receive significant payments, equipment, retainers, incentives, grants
or honoraria from the sponsor? Yes| I No[_v_ If yes, describe.

* Are the payments or incentives you receive per-participant considered to be
putside the norm? Yes| } No 7] If yes, describe.

You may submit a letter from your institution’s COl Committee regarding their
determination of any COIL in this study. Any recommendations you or they make to
reduce or eliminate any COI will be appreciated. Examples of these are: describing any
COl in the informed consent form, having an impartial third party obtain consent,
reduction or elimination of the financial interest or equity ($50000 or greater), monitoring
by an impartial party (independent data and safety committee), or separaticn of duties or
roles (e.g., change of principal investigator). Violation of this declaration may result in it
being reported to the FDA or OHRP (Office for Human Research Protection), as well as,
our terminating approval for you to conduct this research study. '

We thank you for indulgence in completing this document. If you have any questions,
please contact us.

Principal Investigator’s Printed Name; Niketas C. Spero "

Signature: U w\,@ _ ‘Date: 3 '28) 0 7

Version Date: January 31, 2007
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Protocol ID: G0590307001A044

Initial Essex IRB Review of Submitted Materials

Essex IRB Response to ICR and Meeting Minutes
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Essex Institutional Review Board, Inc.
121 Main Street o Lebanon, New Jersey 08833

Telephone (208) 236-7735  Fax (908) 236-2027
April 3, 2007 www.essexirb.com

Niketas C. Spero

Insect Control & Research, Inc.
1330 Dillon Heights Avenue
Baltimore, MD 21228

Dear Mr. Spero:

On April 2, 2007 the Essex Institutional Review Board met and reviewed the
clinical research project, “Evaluation of the Efficacy of Personal Repellents A
Field” (G0590307001A044, 2/16/07).

osquitoes in the

The Protocol (dated 3/26/07) reviewed by a full board, was conditionally approved pending the
following modifications recommended by the board:

Page 2:
o Under TABLE OF CONTENTS - The Table of Contents lists “Appendix I, Data

Collection Sheets” on page 26 but page 26 states “Appendix 11, Data Collection
Sheets”. Isthere an Appendix 1?7 Please clarify.

Page 9:
¢ Under section TEST SITES, [I* paragraph, line 1 — Please delete the word “in” after the

words “will be performed”,

Pape 10:
e Under 8" paragraph, line 2 — Please replace the words “we are able make” with the

words “we are able to make”™,

Page 11;

o 1% paragraph, top of page, line 3 — Please replace the words “test subject” with the
words “test subjects”. (add an “s” to the word “subject™).

Page 16:
¢ Under section TEST SUBJECTS, Eligibility Requirements, Literacy — Please replace

the words “and understand English” with the words “and understand English
sufficiently enough to follow directions”.

Page 17: .
e Under 1* paragraph, item #6, line 1 — Please replace the words “by previous” with the

words “by previously™.
o Under 1% paragraph, item #7, line 1 — Please replace the words “beverages 12 hours™
with the words “beverages for 12 hours”.
PAGE HF 167
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4/3/2007
Page 2 of 4
GO0590307001A044

Page 18:

e Under section 5" paragraph, line 8 — Please replace the words “presence of a witness”
with the words “presence of the person obtaining consent.”

Page 26:
s Sheet title APPENDIX II: DATA COLLECTION SHEET - This page states

“Appendix II, Data Collection Sheets” but the Table of Contents states “Appendix I” for
page 26. Is there an Appendix I7 Please clarify.

NOTE: When making the revisions to the Protocol, please remember to update the version date
before re-submitting.

The Consent Form (dated 3/26/07) was conditionally approved pending the following modifications
recommended by the board:

Header:
All pages — Please provide a “Version Date” in the header for all pages.

Page 1
» Under section Address — Please provide the address of the study sites where the study

will take place.

e Under section Purpose of Siudy, line 3 — Please replace the word “mosquitoes.” With
the words “mosquitoes in Georgia and Florida.”

» Under section Purpose of Study, line 12 ~ Please re~write this sentence as follows: “If
you decide to participate, sign the ICD in our office, after which you will receive a
signed copy.”

o Under section Suitability Checklist for the Study, item #3, lines 2 & 3 — Please add
“hyphens’ between the words “over the counter”. Also, please replace the words
“pregnancy test” with the words “urine pregnancy test”.

¢ Under section Suitability Checklist for the Study, item #5 — Please reformat to move
this item to the next page so the word “below™ is not a stand-alone word on page 2.

Page 2:
e Under item # 7 — Please replace the words “You must be comfortable “with the words

“You must not be bothered”.

e Under item # 12 — Please tell which “study site” the subject will go to.

o 1% paragraph after the riumbered items, line 1 ~ Please add a description of who the
“control subjects™ are.

¢ Under section Procedures, Prior to the test, item #1, lines 3 to 6 — Please delete the
sentence beginning with the words “If you do not want to visit”. The c¢onsent form
should be signed in the presence of study personnel.

PAGE —10?F757
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4/3/2007
Page 3 of 4
G05%90307001A044

Page 2 (continued):

e Under section Procedures, On the morning prior to the study day, item #1, lines -
After the word “to share lodging.” please add the sentence “You will bring the
following clothing with you: “and describe the articles of clothing.

Page 3:

o Under section Study Details, item #2, line 2 — Please replace the words “you are a
control and” with the words “you are a control subject and”.

¢ Under section Study Details, item #8, line 8 — Please replace the words “parts of their
arms” with the words “parts of his/her arms™.

Page 4:
e 1% paragraph after the numbered items, line 1 — Please replace the words “your limbs”

with the words “your arms”™.

Page 5:
» 1% paragraph, top of page, line 2 — Please clarify who it is that will “lean over to bite

your treated skin”.

e Under item #2, 2™ paragraph, line 6 — After the words “permethrin spray.” please add
the following sentences: “Tuck the pants into your socks, Clothing will be inspected to
ensure the least likcelihood of a tick getting on your skin.”

Page 6:
e Under section Finaneial Consideration, line 8§ ~ Please delete the extira “period” after

the word “possible™.

o After the section Alternative — Please add a “Blank Box” with the words “This space
intentionally left blank™ in the center of the box.” There can only be 1” or less of space
between the footer and the last line of the last paragraph of the page.

Page 7.
e Under section Questions, line 2 — Please replace the words “research participant, or

complaints, you can ask” with the words “research participants, or related concerns, you
may contact™.
o Under section Questions, line 3 — Please replace the words “you can ask”™ with the word

“you can contact”.

e Under section Confidentiality, line 4 & 5 — Please re-write this sentence as follows:
“will be kept confidential; the sponsor, personnel associated with the study, regulatory
agency such as the Environmental Protection Agency (FPA), and the Essex Institutional
Review Board (EIRB), have aright to review your records.”

NOTE: When making the revisions to the Consent, please remember to update the version date
before re-submitting. -
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4/3/2007
Page 4 of 4
(G0590307001 A044

Essex Institutional Review Board, Inc. acknowledged receipt of the Material Safety Data Sheet
(dated 7/28/06) on April 2, 2007.

Please remember to send the Indemnification Agreement with the original, wet-ink signature.

Glenn Lambert, MD is authorized to review the protocol and the consent form revisions and grant approval,
providing the returned documentation is in order. Al meeting votes were unanimous with a five-zero vote.
There were no controverted issues and there was no conflict of interest for any of the Board members in
attendance. Approvals will be for one year from date of site notification.

Please be reminded that the study may not commence until formal, written approval and a
stamped consent form is received by the research site.

We look forward to receiving your revised consent form and responses to the questions raised by the
Board, Thank you for the opportunity to work with you on this project.

Sincerely,
Gt 0 Saded =

Glemnn Lambert, MD
Chairman
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Meeting Minutes

G0590307001A044

On April 2, 2607 the Essex Institutional Review Board met and reviewed the -.;:E?::_
research project, “Evaluation of the Efficacy of Personal Repellents Against Mosquitoes in the Field”

(G0590307001A044, 2/16/07).

On April 2, 2007, the Board met at 121 Main Street, Lebanon, NJ 08833 at 4:00 p.m. Board members
present: Glenn P. Lambert, MD (Chairman) and Deborah A. Timmerman. Alternate Board Members:
Louise M. Dougherty, RN (Alternate for Thomas G. McElrath, MD), Jorshinelle T. Sonza, PhD, (Alternate
for Philip B. Carr-Jones) and Sandra S. Sullivan, OTR (Alternate for Loretta Szczepanski, RN} and. The
following individuals were also present to take minutes: Karen Radcliffe. Glenn P. Lambert, MD chaired the

meeling.

The Protoeol (dated 3/26/07) reviewed by a full board, was conditionally approved pending the following
modifications recommended by the board:

Page 2:
e Under TABLE OF CONTENTS - The Table of Contents lists “Appendix I, Data Collection

Sheets” on page 26 but page 26 states “Appendix II, Data Collection Sheets”. Is there an
Appendix 17 Please clarify.

Page 9: '
e Under section TEST SITES, 1¥ paragraph, line 1 — Please delete the word “in” after the

words “will be performed”.

Page 10:
e Under 8" paragraph, line 2 — Please replace the words “we are able make” with the words “we

are able to make”.

Page 11:
o 1% paragraph, top of page, line 3 — Please replace the words “iest subject” with the words “test

subjects”. (add an “s” to the word “subject”).

Page 16:
¢ Under section TEST SUBJECTS, Eligibility Requirements, Literacy — Please replace the

words “and understand English” with the words “and understand English sufficiently enough
to follow directions”.

Page 17: :
e Under 1 paragraph, item #6, line 1 — Please replace the words “by previous” with the words

“by previously”.
o Under 1 paragraph, item #7, line 1 — Please replace the words “beverages 12 hours™ with the

words “beverages for 12 hours™.
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April 3, 2007
Page 2 of 4
G0590307001 A044

Page 18:
e« Under section 5 paragraph, line § — Please replace the words “presence of a witness” with

the words “presence of the person obtaining consent.”

Page 26:
e Sheet title APPENDIX II: DATA COLLECTION SHEET - This page states “Appendix I,

Data Collection Sheets” but the Table of Contents states “Appendix I” for page 26. Is there
an Appendix I? Please clarify.

NOTE: When making the revisions to the Protocol, please remember to update the version date
before re-submitting.

The Consent Form (dated 3/26/07) was conditionally approved pending the following modifications
recommended by the board:

Header:
All pages — Please provide a “Version Date” in the header for all pages.
Page 1
o Under section Address — Please provide the address of the study sites where the study will
take place.

e Under section Purpose of Study, line 3 — Please replace the word “mosquitoes.” With the
words “mosquitoes in Georgia and Florida.”

e Under section Purpose of Study, line 12 — Please re-write this sentence as follows: “If you
decide to participate, sign the ICD in our office, after which you will receive a signed copy.”

o Under section Suitability Checklist for the Study, item #3, lines 2 & 3 — Please add
“hyphens’ between the words “over the counter”. Also, please replace the words “pregnancy
test” with the words “urine pregnancy test”.

e Under section Suitability Checklist for the Study, item #5 — Please reformat to move this
item to the next page so the word “below” is not a stand-alone word on page 2.

Page 2:
o Under item # 7 — Please replace the words “You must be comfortable “with the words “You

must not be bothered”.
o Underitem # 12 — Please tell which “study site” the subject will go to.
o 1% paragraph afier the numbered items, line 1 — Please add a description of who the “control

subjects” are.

o Under section Procedures, Prior to the test, item #1, lines 3 to 6 — Please delete the sentence
beginning with the words “If you do not want to visit”. The consent form. should be signed in
the presence of study personnel. -
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April 3, 2007
Page 3 of 4
G0590307001A044

Page 2 (continued):
s Under section Procedures, On the morning prior to the study day, item #1, lines — After
the word “to share lodging.” please add the sentence “You will bring the following clothing

with you: “and describe the articles of clothing.

Page 3:

¢ Under section Study Details, item #2, line 2 — Please replace the words “you are a control
and” with the words “you are a control subject and”.

e Under section Study Details, item #8, line 8 — Please replace the words “parts of their arms
with the words “parts of his/her arms”,

22

Page 4:
o 1% paragraph after the numbered items, line | — Please replace the words “your Hmbs” with

the words “your arms”.

Page 5:
e 1% paragraph, top of page, line 2 — Please clarify who it is that will “lean over to bite your

treated skin”.

o Under item #2, 2™ paragraph, line 6 — After the words “permethrin spray.” please add the
following sentences: “Tuck the pants into your socks. Clothing will be inspected to ensure
the least likelihood of a tick getting on your skin.”

Page 6:
e Under section Financial Consideration, line 8 — Please delete the extra “period” after the

word “possible”.

o After the section Alternative — Please add a “Blank Box” with the words “This space
intentionally left blank™ in the center of the box.” There can only be 1” or less of space
between the footer and the last line of the last paragraph of the page.

Page 7:
o Under section Questions, line 2 — Please replace the words “research participant, or

complaints, you can ask” with the words “research participants, or related concerns, you may

contact”,
e Under section Questions, line 3 ~ Please replace the words “you can ask” with the word “you

can contact™.

o  Under section Confidentiality, line 4 & 5 — Please re-write this sentence as follows: “will be
kept confidential; the sponsor, personnel associated with the study, regulatory agency such as
the Environmental Protection Agency (EPA), and the Essex Institutional Review Board

(EIRB), have a right to review your records.”

NOTE: When making the revisions to the Consent, please remember to update the version date
before re-submitting, ’

sagg 106 g g



April 3, 2007
Page 4 of 4
G0590307001A044

Essex Institutional Review Board, Inc. acknowledged receipt of the Material Safety Data Sheet (dated
7/28/06) on April 2, 2007.

Please remember to send the Indemnification Agreement with the original, wei-ink signature.

Please be reminded that the study may not commence until formal, written approval and a stamped
consent form is received by the research site.

Glenn P. Lambert, MD, FAAP is authorized to review the protocol and consent form and issue letters of
approval, provided the returned documentation is in order specified by the Board. All meeting votes were
unanimous with a vote of 5:0. There were no coniroverted issues and there was no conflict of interest for any of
the Board members in attendance. Approvals will be for one year from date of site notification.

(ole 2 Ko g TS Y207
Glenn P. Lambert, MD, FAAP ' 412107
Chairman
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Protocol ID: G0590307001A044

Follow-up Submission to Essex IRB by ICR, Inc.
Protocol Amendment

Revised Informed Consent Documents

Site Application Letter Changes as requested by Essex IRB
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Independent Laboratory
Perticide Efficacy Tosting
Regulatory Services

Date April 5, 2007

Chairman

Essex Institutional Review Board, Inc.
121 Main Street

Lebanon, NJ 08833-2162

Protocol # G0590307001A044; ICR Project # 0307-059-0155

Dear Dr. Lambert: |

Please find enclosed our followup submittal package for your review and approval. The date
that we need to send these document out for subsequent submittal to EPA is April 10, 2007 or
sooner, so we respectfully request that we receive your approval by this date. We would like
these documents sent to us by Federal Express Overnight, so please charge the delivery to our
FedEx account number 1028-0348-5.

We also request a copy of the minutes of any followup meeting that the IRB has that pertain to
this study, so that we submit them to EPA’s HSRB as required by the Common Rule.

We enclose the following documents to support our request:

We are enclosing the following documentation to support this request:
-Protocol Amendments (1 copy)
- Informed Consent Form for Georgia (2 copies)
- Informed Consent Form for Florida (2 copies)

Thank you for your attention, and please do not hesitate to contact me by telephone at 410-747-
4500, by fax at 410-747-4928, or email address WGaynor@jicrlab.com if you have any questions.

Sincerely,

William J Gaynor
Enclosures
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Project Number:
Protocol Number:
Sponsor;

Test Article(s):
GLP Compliance:

Amendment #1:

Amendment #2:

Amendment #3:

Amendment #4:

Amendment #5:

Amendment #6:

Amendment #7:

Amendment #8;

ICR, INCORPORATED
1330 Dillon Heights Avenue
Baltimore, MD 21228
Telephone: (410) 747-4500
Fax: (410) 747-4928

Protocol Amendments

0307-059-0155

G0O590307001A044

TA# 1003715-019 and TA# 1003715-020

40 CFR 160

The PROTOCOL VERSION DATE will be changed to April 5,
2007. '

The informed consent document must be signed by the test subjects
in the presence of the Principal Investigator or his representative on

the ICR staff.

Page 9; Under section TEST Sites, 1* paragraph, line 1, the word
“in” after the words “will be performed” will be deleted.

Page 10; Under the 8" paragraph, line 2, the words ‘We are able
make” will be replaced with “we are able to make™.

Page 11; Under the 1™ paragraph, top of page, line 3, the words
“test subject” will be replaced with “test subjects”.

Page 16; Under the section TEST SUBJECTS, the words “and
understand English” will be replaced with “and understand English
sufficiently enough to follow directions™,

Page 17; Under the 1¥ paragraph, item #6, line 1, the words “by
previous” will be replaced with “by previously”.

Page 17; Under the 1 paragraph, item #7, line 1, the words
“beverages 12 hours” will be replaced with “beverages for 12

hours™.
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Amendment #9; Page 18; Under the 5" paragraph, line 8, the words “presence of a
witness™ will be replaced with “presence of the person obtaining

consent.”

Amendment #10: Page 26; The words “Appendix II” will be changed to “Appendix
I,

Impact On The Study: Amendments #2 and #9 require that the informed consent be

signed by the test subjects in the presence of the Principal
Investigator or his representative. The other amendments change
wording to clarify the intent of the protocol.

Submitted by: %/W/g%%ﬂ/ ey 6 /

Date

Approved by QA: M ff’/ 5 / o7

. / Date
“/4/67

Date

Acknowledged by:
Sponsor Representative
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INFORMED CONSENT DOCUMENT

Protocol Number: G0590307001A044

Original Issue Date: March 26, 2007 Version Date: April 5, 2007
Page 1 of 8

PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TO PARTICIPATE IN AN ICR, INC.
MOSQUITO REPELLENT FIELD EVALUATION IN GEORGIA

Principal Investigator: Niketas C Spero

Address: The Savannah-Ogeechee Canal Museum & Nature Center 618 Fort Argyle Rd.
Savannah, Georgia 31419

Telephone Number: 912-748-8068

24 Hour Emiergency Number: 443-865-6032

Purpose of Study

We (ICR, Inc.) have been contracted by an outside company (“Sponsor”) to conduct a research study
on two mosquito repellent products, to find out how well these products work outdoors against wild
mosquitoes in Georgia. We are asking you to participate in this study. Your participation would be
strictly voluntary. We have prepared this Informed Consent Document (ICD) to explain this study
to you. We will go over the ICD with you to ensure that you fully understand what would be
expected of you if you participate, and explain any risks you may face through your participation.
We will also use the following suitability checklist to determine if you qualify to participate in the
study. Please ask us about anything you do not understand before deciding whether to participate in
this study. Your signing of the ICD indicates your willingness to participate in this study, but if you
are selected to participate, you would still be able to withdraw from the study at any time. If you
have come into our office to review the ICD, you may take the ICD home with you if you need more
time to think about whether to participate. If you decide to participate, sign the ICD in the presence
of the person administering the ICD or other ICR study personnel, after which you will receive a

signed copy.

Suitability Checklist for the Study
To be suitable to participate in this study you must meet the following conditions:

1. You must be between 18 and 65 years of age and consider yourself to be in good health.

2. You must be able to read, speak and understand English sufficiently enough to follow
directions.

3. You must not be pregnant or breastfeeding. Women will be required to perform an over-
the-counter urine pregnancy test on the morning of the study. We will provide the test
kit. A female ICR staff member will verify the results. We will keep the results of
the pregnancy test confidential from everyone except you. -



INFORMED CONSENT DOCUMENT

Protocol Number: G0590307001 A044

Original Issue Date: March 26, 2007 Version Date: April 5, 2007
Page 2 of 8

4. You must not be a full time employee of ICR, Inc.

5. You must be willing to follow the requirements of the study as will be explained to you
below.

6. You must have been bitten by at least one mosquito in the past five years.

7. You must not be bothered with your reaction to that mosquito bite(s).

8. You must have no known sensitivity to insect repellents or skin care products.

9. You must not smoke or drink alcoholic beverages within 12 hours prior to the study.

10.Y ou must not use perfumed cosmetics, skin creams, shaving lotions, etc. after midnight
the day of the study until after that day’s testing is completed.

11.You must be willing to wear proper protective clothing, as explained below, during the
study.

12. Youmust be willing to either fly or provide your own transportation to the Georgia study
site. In both cases we would pay your travel expenses.

13. You must be willing to use the lodging accommeodations we provide (at our expense) or
find your own accommodations (at your own expense).

14. You must be available to participate in the study for its maximum duration of six days.

There will be a total of 14 of you (test subjects) who will participate in the one-day study. Two of
you will be control subjects who will receive no treatment. You will expose one untreated arm to
monitor the numbers of mosquitoes in the test area, The study itself will take one day, but we will
allocate a total of six days for the trip to allow for travel time, foul weather and study-related time.
If you are chosen to participate in this study, you will be paid for a total of six days as discussed
below.

Procedures
Study Schedule Overview
Prior to the test:
1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD at that time if you wish to be
considered for participation in the study. If you do not want to visit our Baltimore
office, we will mail the ICD to you, and fully discuss it with you via phone. You
may subsequently sign the ICD but it must be in the presence of one of our study
personnel,
2. We will notify you within one week whether we have selected you for
participation.
If selected to participate in this study:

On the morning prior to the study day: .
1. You will go to the designated airport to fly to the study site with our staff and other

Date:......... 2ELE 11335161



INFORMED CONSENT DOCUMENT
Protocol Number: G0590307001A044
Original Issue Date: March 26, 2007 Version Date: April 5, 2007

Page 3 of 8

test subjects. You will be assigned a hote] room when you reach your destination.
You may be required to share Jodging. You will need to bring clothing that will
allow you to wear double layers of socks, double layers of long pants, and double
layers of long-sleeved shirts to prevent mosquitoes from biting through to your
skin,

On the evening prior to the study day:

1. We will review with you the specifics of the study as described in the ICD, pre-
measure your arms to determine where your treatment area will be, and tell you
where and when we will meet the following morning to begin the study.

2. We will treat the outside of your shoes with a 0.5% permethrin aerosol (an
insecticide) to prevent ticks present in the study area from crawling on you during
the study.

On the morning of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neutrogena® soap, and go to the designated meeting place.

2. We will measure and treat a 3 - 5 inch wide fest area around both of your forearms
as described below and then travel to the study site.

Study Details
1. We will select two of you as control subjects, and the other 12 of you as treated test

subjects.
2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if -
vou are a confrol subject and two forearms if you will be treated.
We will determine the exact location of this band by measuring the distance around
two locations of your forearm, i.e. a location near the wrist and another just below
the elbow of the forearm.
3. We will protect the skin-above and below this band from mosquito bites by using multiple
layers of elastic bandages and or Velcro® straps held in place with adhesive tape.
4. If we have selected you as a treated test subject, we will cover the band on your forearms
with less than 1/10 of a teaspoonful of repellent using a syringe without the needle.
This amount of repellent product is similar to that which would normaily be applied
by consumers.
5. We will then put on a latex or vinyl glove, and using a finger tip, spread the repellent
evenly over the band.
Once we treat your arms, you must not rub them against anything, as this could rub
off some of the test repellent and change the results.
6. We will mark your bandages with a letter identifying the repellent on that arm.
We will not identify the repellents to you. )
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7. 1f we have selected you as a control test subject, you will receive no treatment.

8. You will all then put on your head net and gloves, pick up your collapsible chair, and we

will lead you into the study area to begin the first five-minute exposwre period of the
day’s study.
Treated subjects: we will pair you with another treated test subject and tell you where
you should sit, You will sit near your partner. You may move about by slowly
walking in the area, but must remain within approximately one fo three meters of
your partner. You will assist your partner in alerting him/her to mosquito landings
on hard to see parts of his/her atms. When you see a mosquito land on you or your
partner, you will notify us. :

9. Control subjects: we will count the number of mosquitoes which land on your untreated
arm during one-minute intervals for up to five minutes. When you reach the required
landing rate (1 - 10 landings per minute), we will stop counting. You will leave the
study site until the next five-minute exposure period begins.

We will iry to brush the mosquitoes away before they can probe or bite you.

10, Treated subjects: we will count the number of mosquitoes (up to two) which bite the
treated skin on either of your two arms during the five-minute exposure periods
which occur every 30 minutes. '

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
not count them; we will just brush themi away. When you receive two bites on the
same arm in the same exposure period, or one bite in each of two consecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breakdown”. You will no longer expose that arm for the rest of the day’s study.
You will then be able to remove the bandages and tape, and scratch that arm. If you
wish, you may use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and will not have to return to the study site.

11. At the end of the five-minute exposure period we will lead all of you out of the study
site to an area where mosquitoes are not prevalent, possibly a screened enclosure.

12. The day’s study will consist of five-minute exposure periods every half hour for up to
12 hours or until all freated test subjects have reached breakdown on both arms.
The test may also be ended by rainy weather or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your arms for the test, along with preparing
the other test subjects, will take about one hour; transport to and from the study site could take up
to one hour; exposures to mosquitoes will go on for up to 12 hours.
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Discomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:

1. Mosquito bites or probes

A bite occurs when a mosquito pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The irritation from a mosquito bite or probe may
cause itching, redness or swelling that will usually disappear within a couple of days,
or in severe cases may cause the development of large bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse.

We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves. We will instruct you on the use of two layers of
clothing so mosquitoes cannot bite you through your clothes. We will promptly
remove mosquitoes which do not have all six of their legs on your treated skin when
they attempt to bite, because we do not count the bites of mosquitoes which have one
or more legs on the surrounding bandages when they bite your treated skin, We will
only expose you to mosquitoes for five minutes every half hour. We will also
minimize the irritation from bites or probes you receive by making Caladryl® or
Calamine® lotion or rubbing alcohol available at the study site for your use after the
study is completed.

2. Diseases transmitted by mosquitoes or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturally in the United States, but
diseases like malaria and dengue are occasionally introduced by travelers.
Mosgquitoes are also known to carry various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is small and
most people who have developed serious symptoms have been the elderly or those
with compromised immune systems. The most common symptoms of WNV are mild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

Georgiareported 8 cases of WNV, one case of Eastern Equine Encephalitis, and one
case of La Crosse Encephalitis in 2006. The La Crosse Encephalitis affects
predominantly children under the age of 16. Ofthe 8 cases of WNV in Georgia, one
incidence was reported for Chatham County, the Georgia site of the study.

We will minimize your risk of contracting the mosquito-borne diseases by
minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement Districtto verify that no recent cases of any
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mosquito-borne diseases have been reported in the area. We will minimize your
contact with ticks by spraying the outside of your shoes the night prior to the test with
a 0.5% permethrin spray. We will instruct you to tuck your pants into your socks,
and we will help you inspect your clothing to ensure the least likelihood of a tick
getting on your skin.

3. Reaction to the test repellents
You may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) which has demonstrated low acute oral, skin, and inhalation toxicity. The
Environmental Protection Agency (EPA) has classified it as Toxicity Category IV,
low toxicity for acute inhalation toxicity and primary skin irritation. The Sponsor has
selected the inert ingredients in the formulation because these inerts are widely used
in cosmetic formulations, are not sensitizers, and experience has shown that their use
is both beneficial for skin care and safe for direct human exposure.

Should you have any medical problems, we will have First Aid qualified staff members, as well as
First Aid supplies, present on site. We will have cell phones to make emergency calls if necessary.
In the case of medical emergency, we will transport you to a selected local hospital at our expense.
We will pay all of your medical bills for study-related illnesses and injuries.

Financial Consideration
We will pay you $99/day ($11/hour) for every day you are away from home. In addition, we will

pay you $16.50/hour on the study day for every hour beyond 9 hours that the study continues. The
payment for a 12-hour test day will be $148.50 for 12 hours plus $16.50 for any additional hours
beyond 12. You will receive this payment by mail at the conclusion of the study. If we ask youto
drop out of the test, and you have complied with all of our requests, we will still give you full
payment. If we ask you to drop out of the test because you have not followed all of our directions,
ot if you choose to drop out of the test, we will compensate you for time up to that point at the stated
hourly rate. We will attempt to transport you back to your home as soon as reasonably possible. If
we cannot accomplish this, you will stay at our place of lodging until the end of the study. We will
pay for your travel, lodging, and breakfast, lunch, and dinner costs.

Benefits
While you will probably get no personal benefit from this study, the results of the-study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.

Date:......... VISR 117'}? 351
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Your Rights

We will give you an opportunity to discuss with us any aspects of this ICD that are not clear to you
so that you can fully understand the nature of the study, its purpose, and the procedures to be used,
together with the discomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse to take part in this study or quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. If after reading this ICD

you sign it to signify your agreement, we will give you a copy for your files.

Alternative
Your only alternative to participating is to not do so. If you are aiready at the test site when you

decide to drop out of the study, we will attempt to transport you back to your home. If we cannot
accomplish this, you will stay at our place of lodging until the end of the study.

Questions
If you have any questions about this study or suffer a reaction potentially associated with the study,

call us at 410-747-4500. If you have any questions about your rights as a research participant, or
related concerns, you may contact the Essex Institutional Review Board (IRB), 121 Main Street,
Lebanon, NJ 08833, and its telephone is 908-236-7735. Essex IRB isa committee that has reviewed
this research project to help ensure that the rights and welfare of the participants are protected and
that the study is carried out in an ethical manner. Review of this study by Essex IRB is not an
endorsement of the study or its outcome.

Confidentiality

We and our sponsor may use the information obtained from your taking part in this test, and this
information may become part of a report. We will keep this report as confidential as possible under
local, state and federal law. We will reference only your first name and the first initial of your last
name in the report. However, we cannot guarantee that your identity will be kept confidential; the
sponsor, personnel associated with the study, a regulatory agency such as the Environmental
Protection Agency (EPA), and the Essex Institutional Review Board (EIRB) have a right to review

your records.
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Consent
I voluntarily agree to participate in this study. I will be given a copy of this signed form.
I'am 18 to 65 years of age. By signing this form I have not given up my legal rights,

Signature of Subject Date Signature of Witness Date

Printed Name of Subject Date

Signature of Principal Investigator ~ Date
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PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TO PARTICIPATE IN AN ICR, INC.
MOSQUITO REPELLENT FIELD EVALUATION IN FLORIDA

Principal Investigator: Niketas C Spero
Address: Pine Island, Florida Lee County Mosquito Abatement District

Telephone Number: 941-694-2174 / 941-283-12548
24 Hour Emergency Number: 443-865-6032

Purpose of Study

We (ICR, Inc.) have been contracted by an outside company (“Sponsor™) to conduct a research study
on two mosquito repellent products, to find out how well these products work outdoors against wild
mosquitoes in Florida. We are asking you to participate in this study. Your participation would be
strictly voluntary. We have prepared this Informed Consent Document (ICD) to explain this study
to you, We will go over the ICD with you to ensure that you fully understand what would be
expected of you if you participate, and explain any risks you may face through your participation.
We will also use the following suitability checklist to determine if you qualify to participate in the
study. Please ask us about anything you do not understand before deciding whether to participate in
this study. Your signing of the ICD indicates your willingness to participate in this study, but if you
are selected to participate, you would still be able to withdraw from the study at any time, If you
have come into our office to review the ICD, you may take the ICD home with you if you need more
time to think about whether to participate. If you decide to participate, sign the ICD in the presence
of the person administering the ICD or other ICR study personnel, after which you will receive a

signed copy.

Suitability Checklist for the Study
To be suitable to participate in this study you must meet the following conditions:

1. Youmust be between 18 and 65 years of age and consider yourself to be in good health.

2. You must be able to read, speak and understand English sufficiently enough to follow
directions. -

3. You must not be pregnant or breastfeeding. Women will be required to perform an over-
the-counter urine pregnancy test on the morning of the study. We will provide the test
kit. A female ICR staff member will verify the results. We will keep the resulis of
the pregnancy test confidential from everyone except you.

-
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4. You must not be a full time employee of ICR, Inc.

5. You must be willing to follow the requirements of the study as will be explained to you
below.

6. You must have been bitten by at least one mosquito in the past five years.

7. You must not be bothered with your reaction to that mosguito bite(s).

8. You must have no known sensitivity to insect repellents or skin care products.

9. You must not smoke or drink alcoholic beverages within 12 hours prior to the study.

10.You must not use perfumed cosmetics, skin creams, shaving lotions, etc. after midnight
the day of the study until after that day’s testing is completed.

11.You must be willing to wear proper protective clothing, as explained below, during the
study.

12. You must be willing to either fly or provide your own fransportation to the Florida study
site. In both cases we would pay your travel expenses.

13. You must be willing to use the lodging accommodations we provide (at our expense) or
find your own accommeodations (at your own expense).

14. You must be available to participate in the study for its maximum duration of six days.

There will be a total of 14 of you (test subjects) who will participate in the one-day study. Two of
you will be conirol subjects who will receive no treatment. You will expose one untreated arm to
monitor the numbers of mosquitoes in the test area. The study itself will take one day, but we will
allocate a total of six days for the trip to allow for travel time, foul weather and study-related time.
If you are chosen to participate in this study, you will be paid for a total of six days as discussed

below.

Procedures
Study Schedule Overview
Prior to the test:
1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD at that time if you wish to be
considered for participation in the study. If you do not want to visit our Baltimore
office, we will mail the ICD to you, and fully discuss it with you via phone. You
may subsequently sign the ICD but it must be in the presence of one of our study
personnel,
2. We will notify you within one week whether we have selected you for
participation.
If selected to participate in this study:

On the morning prior to the study day: -
1. You will go to the designated airport to fly to the study site with our staff and other
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Study

test subjects. You will be assigned a hotel room when you reach your destination.
You may be required to share lodging. You will need to bring clothing that will
allow you to wear double layers of socks, double layers of long pants, and double
layers of long-sleeved shirts to prevent mosquitoes from biting through to your
skin.

On the evening prior to the study day:

1. We will review with you the specifics of the study as described in the ICD, pre-
measure your arms 10 determine where your treatment area will be, and tell you
where and when we will meet the following morning to begin the study.

2. We will treat the outside of your shoes with a 0.5% permethrin aerosol (an
insecticide) to prevent ticks present in the study area from crawling on you during
the study. - '

On the morning of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neutrogena® soap, and go to the designated meeting place,

2. We will measure and treata 3 - 5 inch wide test area around both of your forearms
as described below and then travel to the study site.

Details

1. We will select two of you as control subjects, and the other 12 of you as treated test
subjects,

2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if
you are a conirol subject and two forearms if you will be treated.
We will determine the exact location of this band by measuring the distance around
two locations of your forearm, i.e. a location near the wrist and another just below
the elbow of the forearm.

3. We will protect the skin above and below this band from mosquito bites by using multiple
layers of elastic bandages and or Velcro® straps held in place with adhesive tape.

4. If we have selected you as a treated test subject, we will cover the band on your forearms
with less than 1/10 of a teaspoonful of repellent using a syringe without the needle.
This amount of repellent product is similar to that which would normally be applied
by consumers.

5. We will then put on a latex or vinyl glove, and using a finger tip, spread the repellent
evenly over the band.
Once we treat your arms, you must not rub them against anything, as this could rub
off some of the test repellent and change the results.

6. We will mark your bandages with a letter identifying the repellent on that arm.
We will not identify the repellents to you.
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7. If we have selected you as a control test subject, you will receive no treatment.

8. You will all then put on your head net and gloves, pick up your collapsible chair, and we

will lead you into the study area to begin the first five-minute exposure period of the
day’s study. '
Treated subjects: we will pair you with another treated test subject and tell you where
you should sit. You will sit near your partner. You may move about by slowly
walking in the area, but must remain within approximately one to three meters of
your partner. You will assist your partner in alerting him/her to mosquito landings
on hard to see parts of his’her arms. When you see a mosquito land on you or your
partner, you will notify us,

9. Control subjects: we will count the number of mosquitoes which land on your untreated
arm during one-minute intervals for up to five minutes. When you reach the required
landing rate (1 - 10 landings per minute},we will stop counting. You will leave the
study site until the next five-minute exposure period begins.

We will iry to brush the mosquitoes away before they can probe or bite you.

10. Treated subjects: we will count the number of mosquitoes (up to two) which bite the
treated skin on either of your two arms during the five-minute exposure periods
which occur every 30 minutes.

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
not count them; we will just brush them away. When you receive two bites on the
same arm in the same exposure period, or one bite in each of two consecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breakdown”. You will no longer expose that arm for the rest of the day’s study.
You will then be able to remove the bandages and tape, and scratch that arm. If you
wish, youmay use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and will not have to return to the study site.

11. At the end of the five~minute exposure period we will lead all of you out of the study
site to an area where mosquitoes are not prevalent, possibly a screened enclosure.

12. The day’s study will consist of five-minute exposure periods every half hour for up to
12 hours or until all treated test subjects have reached breakdown on both arms.
The test may also be ended by rainy weather or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your arms for the test, along with preparing
the other test subjects, will take about one hour; transport to and from the study site could take up
to one hour; exposures to mosquitoes will go on for up to 12 hours,
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Discomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:

1. Mosquito bites or probes

A bite occurs when a mosquito pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The irritation from a mosquito bite or probe may
cause itching, redness or swelling that will usnally disappear within a couple of days,
or in severe cases may cause the development of large bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse.

We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves. We will instruct you on the use of two layers of
clothing so mosquitoes cannot bite you through your clothes. We will promptly
remove mosquitoes which do not have all six of their legs on your treated skin when
they attempt to bite, because we do not count the bites of mosquitoes which have one
or more legs on the surrounding bandages when they bite your treated skin., We will
only expose you to mosquitoes for five minutes every half hour. We will also
minimize the irritation from bites or probes you receive by making Caladryl® or
Calamine® lotion or rubbing alcohol available at the study site for your use after the

study is completed.

2. Diseases transmitted by mosquitoes or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturally in the United States, but
diseases like malaria and dengue are occasionally introduced by travelers.
Mosquitoes are also known to carry various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is small and
most people who have developed serious symptoms have been the elderly or those
with compromised immune systems. The most common symptoms of WNV are mild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

Florida reported 3 cases of WNV, one case of Eastern Equine Encephalitis, and no
other arbovirus type cases in 2006. None of these cases occurred in Lee County,
Florida, the proposed study site.

We will minimize your risk of contracting the mosquito-borne diseases by
minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement District to verify that no recent cases of any
mosquito-borne diseases have been reported in the area. We will minimize your
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contact with ticks by spraying the outside of your shoes the night prior to the test with
a 0.5% permethrin spray. We will instruct you to tuck your pants into your socks,
and we will help you inspect your clothing to ensure the least likelihood of a tick
getting on your skin.

3. Reaction to the test repellents
You may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) which has demonstrated low acute oral, skin, and inhalation toxicity. The
Environmental Protection Agency (EPA) has classified it as Toxicity Category IV,
low toxicity for acute inhalation toxicity and primary skin irritation. The Sponsor has
selected the inert ingredients in the formulation because these inerts are widely used
in cosmetic formulations, are not sensitizers, and experience has shown that their use
is both beneficial for skin care and safe for direct human exposure.

Should you have any medical problems, we will have First Aid qualified staff members, as well as
First Aid supplies, present on site. We will have cell phones to make emergency calls if necessary.
In the case of medical emergency, we will iransport you to a selected local hospital at our expense.
We will pay all of your medical bills for study-related illnesses and injuries.

Financial Consideration

We will pay you $99/day ($11/hour) for every day you are away from home. In addition, we will
pay you $16.50/hour on the study day for every hour beyond 9 hours that the study continues. The
payment for a 12-hour test day will be $148.50 for 12 howrs plus $16.50 for any additional hours
beyond 12. You will receive this payment by mail at the conclusion of the study. If we ask you to
drop out of the test, and you have complied with all of our requests, we will still give you full
payment. If we ask you to drop out of the test because you have not followed all of our directions,
or if you choose to drop out of the test, we will compensate you for time up to that point at the stated
hourly rate. We will attempt to transport you back to your home as soon as reasonably possible. If
we cannot accomplish this, you will stay at our place of lodging until the end of the study. We will
pay for your travel, lodging, and breakfast, lunch, and dinner costs.

Benefits
While you will probably get no personal benefit from this study, the results of the study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.
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Your Rights
We will give you an opportunity to discuss with us any aspects of this ICD that are not clear to you

so that you can fully understand the nature of the study, its purpose, and the procedures to be used,
together with the discomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse to take part in this study or quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. If after reading this ICD
you sign it to signify your agreement, we will give you a copy for your files.

Alternative

Your only alternative to participating is to not do so. If you are already at the test site when you
decide to drop out of the study, we will attempt to transport you back to your home. If we cannot
accomplish this, you will stay at our place of lodging until the end of the study.

Questions :
If you have any questions about this study or suffer a reaction potentially associated with the study,

call us at 410-747-4500. If you have any questions about your rights as a research participant, or
related concerns, you may contact the Essex Institutional Review Board (IRB), 121 Main Street,
Lebanon, NJ 08833, and its telephone is 908-236-7735. Essex IRB is a committee that has reviewed
this research project to help ensure that the rights and welfare of the participants are protected and
that the study is carried out in an ethical manner. Review of this study by Essex IRB is not an
endorsement of the study or its outcome.

Confidentiality

We and our sponsor may use the information obtained from your taking part in this test, and this
information may become part of a report. We will keep this report as confidential as possible under
local, state and federal law. We will reference only your first name and the first initial of your last
name in the report. However, we cannot guarantee that your identity will be kept confidential; the
sponsor, personnel associated with the study, a regulatory agency such as the Environmental
Protection Agency (EPA), and the Essex Institutional Review Board (EIRB) have a right to review

your records.
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Consent
1 voluntarily agree to participate in this study. I will be given a copy of this signed form.
I am 18 to 65 years of age. By signing this form I have not given up my legal rights.

Signature of Subject Date Signature of Witness Date

Printed Name of Subject Date

Signature of Principal Investigator ~ Date
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E\!SE&m@Ecriab.acm

From; "Karen Radelife" <kradcliff:@sssexirb.com»
To! <WGaynor@icrlab.com>
Gor <NSpero@icriab.com>
Sent: Monday. Aprif 09, 2007 10:00 AM
Suhject: @R G0580307001A044
Goed Morning:

The Pretocol Amendments #1 to 8 (datad 4/5/07) were spproved on April 8, 2607,
The Congent Templatee (dated 4/5/07) were approved or Apell 6, 2007,

We also reviewed the Site Submiesian for both the Savannah, Georgia and Pine Isiznd, Florida siies and found
the following items that need to be addressed:

lte Applicatinn | ¢ {both sites)

« Page 1, Question 25 - Please list the 24 hour emergency phane number on this form.  Also, please clarify
the 24 hour phone number on page 1 of the Consent Form — does it go to an answering service? Voice

mall? Cell phona?
» Page 3, Question 132 - The question asks "how do vou recruit subjects”. The answer was "via
telephone”. Please clarify from where do you recrull {he subjects that vou phone? — Advertissrmenis?

Data base of previous subjects?
= Page 4, Quesiton 18b ~ Please provide an anewer 1o this guestion. If thers ars no other individuals

involead in the study, then write "none”,
CV'e and {leenses:

+ Piease provide a CV and 2ny applicabls license/certificate for Donald Hotstelier,

Please forward these corections io our office as soon as possible. You may fex over the carrected pages on the
SAL's. Be sure to Initial and date the revisions before you fax them. 1 you have any questions, please call,

Thenks.

Karen Radeliffe
908-236-7735 {Office)
908-236-2027 (Fax)

kradeliffis @essexih.com

-
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SITE APPLICATION LETTER

Date farch 26, 2007

Chairman

Essey institutionsl Review Boerd, Inc.
121 Main Strest

Lebanon, M 08833-2162

In connectian with the ISponsaor] § clinical research project, entitled:

{Protacel Yitle] Evaluation of the Efficacy of Personal Repellents Againat Mosquitoes in the Field, Version
Date Mareh 28,2007 :

and [Protocot rumber Protocol No. G0590307001A044

application is being made to the Essex Institttional Review Board for review under the provisions of 21
CFR 50, 21 CFR 56, 45 CFR 46, and 40 CRF 26.

The {ollowing information will assist the Eesey IRB roview of your request, All guastions must be
answared completely.

You must teansmit this letter for each site reguesting review and approval.

1. D A Form 1572 {if applicabls {o this study) listing sach research sile is altached.

A Form 1572 is not appliczble to this study. A copy of the Investigator Aftestation
Fanm is aftached,

D 4 copy of 2 valid IND, when one is reauired, A copy of the Form 1572 or & copy of the
investigator Attesiation Form is attached,

For device study, sttach IDE fetter from the FDA gr stefement supporiing non-significent risks
or why exempt from {DE requirements under 21 CFR 812.2 or otherwise exempt. A capy of
the Investigater Allesiation Form is attached,

2. Research Site: (Complete a soparate lefter for sach ity seeking approval}

3 N zaum & Mature Cen
Name: The S \{annah Quseches Ganal ﬁﬁutmum & Naﬁug Cemer

Address: ~618 Fort Argyle Rf.oacs
Savannah Georgid 31419

24 Hour L6
Office Emetgency . S i 1)
Phone: ©12-748-8068 Fa: 12 ‘ Number | 433-865-6032 (ICR csll %) b 7’%,.;,7

How many clinical research studies are currently underway at this site?  oNe

y4on

Page 1 vl E 129 -*3‘ f 18 1 Version Date:  January 31, 2007



SITE APPLICATION LETTER

7. The ipocel IRB has restriclicns  on DY&3 [if yes, aftach isting @ ko
independent IRB approval of this siudy for of restnctions])
the figted gile.

§ Hes this protocol been submitled to, D\"eg if yas, attach IRB E\So
reviewed by, disapproved, lerminaled findings]
andfar withdrawn from anciher IRB?

9, Is there a local community aifilude that E}YEE [if yas, attach listing []Ne
could impact on the manner in which your of attitudes]
study will be conducted?

10. Please provide the names of the sub- Tiothy Foard, Donald Hostetter, John Sharpe, and
investigators in this sludy. if none, Chiisly.Johnson
please write "NONE". (This includes {CVs 2re of file at Escey 1RE)

any individual member of the clinicat tial
team designated and supsrvised by the
investinator al a trial slie to perform
critical trizl-related procedurss andfor to
make important irial —related decisions.)
(If nacessary, please pitach an addendum
nroviding the names of the sub-
investigators)

NOTE: These names musi be listed on
the 1572 form [Box 6], if required by this
study fype.

Inciude resume(s) and curisnt
licehssisifcertification,

11. Do you personally attend to research ‘r‘es D No
partisipants ai this site?

1f e, list the names of those who attend the participants:

inciude resumels] and cufrent license{s)icerificatinn,

12, In your absence, research-related medical emergencies are handled by which healthcare giver?
A designated company repressntative (Timothy Foard)

inciude resume(s) and current loenselsi/certification.

13, a. How will you identify and recruit potential subjects?

ICR confacts potential study subjects from our data base of previcus subjetis by phone. &l &~ ! -7

b. Will thare be any benus payment for recruiting participants? E]":’es ‘ Mo
¥ yas, ploase explaln and submit amounts;

1028 por
Page 3 R 1 30 E 18 ! Version Date: January 31, 2607



SiT

TE APPLICATION LETTER

Wili subjects be eligible io parlicipate in any addifional studies during this trial?

14,
D Yes (Pleaze explain) héo
15. Please provide information about the planned mathads for obiaining informed consent.
{ igma [i=y] vhi
i When will the consent process take place? Prierio deparure to fetd location
i Where will the consent process {ake placa? Either via telephene, or in person 2{ ICR
i, How will you verify whether the subject understands or has the eapacily to comprahend
what has been explained the consent process?
Subjects wil have fime lo'ask questions, and decline. 0. pamcspate if they choose, The principal
investigaior will ask if:infarmed.congent is understood, and if subjects will sign-to vertdy
comprehension & acseptance. .
V. Wili vou provide the opporiunily for the prospactive subjecls to consider whether or
noi io participate? Yes D!‘éa {Please explain}
V. For studies of greater than one year duration, will vou be reviewing the consent form
' again with the subject? [ [Ves [ INe {Pleass explain)
RUA Om'-sﬁuﬁi&s.oﬁly lasi paris of one or twe wasks. ' -

6. Please list the individuals ather than the principsl investigator and suu-mvesﬁgazsus; as
requested below, {f nene, please wiite "NONE". include resume(s) and current
ficenselsicertification,

a. individual(s} who will edminister the consent form gt this sita:

nane

b, Individual{s} involved with this siudy (include respmszbtunf)

-N. Spere- Siudy Coordindtion. supervise staff, mcnitor subgactb colloet stugy deta; T Foard, Y (},{:\}

D. Heststter, J. Sharpe, and C: Johnsen all monitor teat subjects and coliest study Cnia f 50 07

. [ g {
7.  a. Will a non-English consent form be D%‘eg EE@G {shio fo G. 18

required for your siudy population?

Would you like Essex IRB tc conlract for this seivice? D‘r‘es DNQ

ff “Yes", consult the Essex IRB Fee Schedule for estimatad fees.
T “No", consult the “submissian guidslines” for transietion certification reauired,

Fage 4
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Date March 26, 2007

Chairman

Essex Institutional Review Board, Inc.
121 iiain Street

Lebanon, NJ 0B833.2162

in connection with the {Sponsor] . clinical ressarch profect, eiitled:

[Protocai Titie] Evaluation of the Efficacy of Personal Repellents Against Mosquitoss in the Figld, Varsion
Date March 26, 2007 :

and [Protocol AUmbeR Protaco] Mo, GOES0307001AD44

application ie being made o the Essex Institutional Review Board for review under the provisions of 21
CFR 80, 21 CFR 58, 45 CFR 46, and 40 CRF 26.

The foflowing infarmation will assist the Essex IRB review of vour request. All questions must bs
answered completely. '

You must franemit thig jofter for each site requesting review and approval,

1. ]___] A Form 1572 {if applicable to this study) listing each research sile Is sttached.

A Form 1572 is not applicabie to this study. A copy of ihe investigator Atiestation
Form is attached.

[ T Acopy of a valid 14D, when one is required. A copy of the Form 1572 ar & copy of the
Investigator Attesiation Form is attached,

[:j For device study, attach IDE letter from the FDA or statement supporting nan-significant risks
or why exempt from [DE reguirements unider 21 CFR 612.2 or otherwise exempl. A copy of
the Investigator Atlestation Form is aHached.

2a. Resesieh Site: {Complete 2 separaie ietier {or each site seelting annrovall)

Name: ine 1giand Florida

Address. -8 County Mosnuite Abaternent District (MAD)
“HIAD Diractor Mr. Wayne Gale (230-694-2174)

24 Hour j\
COffice , Emergency .. . . .. g.:‘j{i e )
Phone; 250283-1254 Fax /2 Number  +49-063-8032 (CR cell #) 5{’Q ’

How maay clinfcal research studies are currently underway ot this site?  10ne

LW

Lo}
-y
o
Do
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SITE APPLICATION LETTER

7. The loczl IRB  has restricicns  on DYas [if yes, attach listing E} Ko
independent IRB approval of this study for of restrictions)
the listed cile.

§. Has this protocol been submitted o, D‘{es fif yes, aitach IRB @?ﬁu
reviewed by, disgpproved, ierminated findings]
andlor withdrawn from another [RB?

8. Is there a local community afifude that | ] Yes [if yes, attach listing [ /] no
could tmpact on the manner in which your of affitudes]
study will be conducsted?

iG. Please provide the names of the sub- Timothy Foard, Donald Hostetier, John Sharpe, and
investigators in this study If none, Christy Johinson :
please write “NORE". (This iricludes {CVs ars 'on file at Exsex IRB)

any individual member of the clinical irigt
icam designated and supervised by the
investigaior ai = irial site {o perform
critical triel-related procedures andfor o
make imporiant trial —reiated decisions.)
{if necessary, please atiach an addendum
providing the namas of the sub-
nvestigators)

NOTE: Thess names must be listed on
the 1572 form [Box G, if reguired by this
gludy type.

lnclude resume(s) and current
Heenselsiicertification.

11. Do vou personally attend to research @Yes r_—! o
parlicipants at this site?

If “Ne”, list the names of those who attend the participants:

Include resume(s) and curient iicense{sYcertification.

anh
™)

In your absence, research-related medical emergencies are handled by which hesitheare giver?
A designaled company representative (Timothy Foard)

include resume(s) and current license{gYcertification.

b

&b

2. How will you identify and recruit polential subjects?

ICR contacts potential stuty suijects from our data base of previous subjects by phone. v C.?) B "@G\‘\

b. Will there be eny bonus payment for reciuiting participanis? D‘fes 312}
Ifyes, plasse explain and submil amounts:

Page 3 v i R Version Date: January 31, 2007



SITE APPLICATION LETTER -
4. Wil subjects be eligible lo participate in any addiiicnal studies duriny this irial?

D‘:’as {Fiease axpiain) Ne

15,  Please provide Information about the planned methods for cbtaining informed consent.

| When will the consent process take nlace? pricr to departice to field location

. Where will the consent process take place? ='ner Vis telephong, or in person at ICR

ik, How will you verify whether the subject understands or has the capacity 1o comprehend
what has been explainad the consent process? _
Subjecis will have time 4o ask quesfions, and decline to pariicipate i they choose, The-prircipsl
invastigater will ask if Informed tensenit is understood, and if subjetts will sign to verify
comprenension & acceptance,

11 Will you provide the apporiunity for the prospective subjects fo consider whether or

not io participate? Yes D No {Please explain}
V. For studies of greater ihan ane vear duration, wifl you be reviewing the conserd form
again with the subiect? I:]Yes Nc {Piease explain)

A Our atudies only last parts of ong or S\vfd weeke,

6. Please list the individuals other than the nrincipal investigator and sub-investigator{s) as
requested below. If none, please writa "NONE”", Include resumels) and ctirrent
ticense(s)/certification.

2 Individual(s) who will administer the consent form at this site:

nnne .

b Individual(s) invelved with this study (include responsibility):

, . . - 5 -
. Spero- Study coordination, supervise staff, monttor subjecis, collect study deta. T. Fﬂa{d’f‘jw > 8,0 ?

. Mostetter, J. Sharpe, and C. Johnson all monitor test subjects and collect study data. é.‘" ¥

7. a Wil 2 non-English consent form be DYes E’]Nu {akip {0 Q. 18)
required for your study population?

B, f so, what languaga(s)?

Would vou like Essex IRB {o contract for this sprvice? D‘s’es Dﬁxc

If “Yes”, consull the Essex IRB Fes Schedule for estimated fees.
if “Na”, consuif the “submission auidelines” for iransiation certification reguired.
S E iB”&}F?ET

P
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Protocol ID: G0590307001A044

IRB Approval Documents and Supplemental IRB information
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Ezsex Institutiona! Review Board, Inc.
121 Main Strest ¢ Lebanon, New Jersey 08833

Telaphone (808) 2235-7735 « Fox {208) 236-2027
April 8, 2007 www.essexirb.com

Niketas C, Spero,

Insect Control & Research, Inc.
1330 Diflon Heights Avenue
Baltimore, MD 21228

Dear Mr. Spero:

The Essex Institutional Review Board, Inc. reviewed the B { clinical resesrch project,
“Evaluation of the Efficacy of Personal Repellents Against Mosquitaes in the Field” (GO590307001 4044,
3/26/07, Amendments 1 through §, 4/5/07).

The Protocol (dated 3/26/07) reviewed by a full board, was conditionally approved on April 2, 2007, The
Amendments (o the Protocol #1 through 8§ (dated 4/5/07) were approved on April 6, 2007. Essey Institutional
Review Board, Inc. has determined that the proposal meets the IRR requirements for safety end sthical
standards. Approval to conduct the study will be re-evaluated annually bazed on the degree of risk,

~ The Georgis Version Informed Consent (dated 4/5/07}, the Floride Version Informed Consent and Research
Sites located at Savanneh-Ogeeches Canal & Museus Nature Center, 618 Fort Argyle Rd., Savannah, GA and
The Lee County Mosquito Abatement District, Pine Island FL were approved on April ©, 2007, Approvals for
these sites expire on April 2, 2008.

Risks 10 subjects were detenmined to be reasonsble and minimized, based on review of the study design,
anticipaied resulis, Investigaior’s Brochure, reports of any date and safety monitoring (if available) and
balancing research versus therapeutic activities and potential benefits to the participants.

Essex requests thar you forward & study surmmary, including adverse reactions, within 90 days of study
termination. In any eveni, reporis must be mede at intervals not exceeding one year, Any serious or
unexpected experiences must be reported to the Hoerd promptly. Enclosed is our brochure detailing your
responsibilities assoriated with this research study.

The Hssex Instinstional Review Board is in compliance with the federal regulations of the Wational Instirste of
Heslth and Office of Human Research Protection (OHRP) effective Avgust 19, 1991 (45 CFR 46). The Board
is also in compliance with the federal regulations of the Food and Drug Administration effective July 27,
1981, and with all amendments thereto, contained in Titls 21 of the Code of Federal Regulations, Paris 50 and
56. The OHRP Assurance Number is 1742, A Statement of Complisnce and Board Member Hsting are
attzched for your files.

Sincerely,

(o 7 F b S o

Glenn P. Lambert, MD, FAAP
Chairman

ionp 138 wr 18



Protocol ID: G0520307001A044

EIRB APPROVED
SUBJECT informed Consent Document
For Georgia Test Location
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INFORMED CONSENT BOCUMENT

Protoca]l Number: G0550307001.4044

Original Issue Date: March 26, 2007 Version Date: April 5, 2067
Page 1 of &

PROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINST MOSQUITOES IMN THE FIELD

INFORMED COMNSENT AUTHOREZATION TO PARTICIPATE IN AN ICR, INC,
MOSQUITCO REPELLENT FIELD EVALUATION [N GEORGIA

Principal Investigator: Niketag T Spere -
Address: The Savamnah-Ogeechee Canal Museuin & Nature Center 618 Fort Argyie Rd,

Savannah, Geergia 35419 &PESFSRQ VED
Telephone Number: 912-748-8068 EXLBS.
24 Hour Emergency Number: 443-865-6032 APR 0 g 2008

SHE éﬁ?ﬁew-‘-.t EXPIRER
Purpoge of Study ¥ ABOVE NarE

We (ICR, Inc.y have been contracted by an eutside company (“Sponsor”} to conduct 8 research study
on two mosquito repellent products, to find out how well these products work cutdoors against wild
mosquitoes in Georgia. We are asKing you {o participais in this study. Your participation would be
sirictly voluniary. We have prepared this Informed Concent Document D) o explain this study
{0 you. We will go over the ICD with you 1o ensure that you fully understand what would be
expected of you if you participate, and explain any risks you may face through vour participation,
We will also use the following suitability checklist io determine if you qualify to participate in the
study. Please ask us about anything you de not understand before deciding whether to participate in
this study. Youwr signing of the ICD indicates your willingness to pasiicipate in this study, but if you
are selected lo participate, you would siill be able 10 withdraw from the study st any time. If you
have come into our office to review the ICD, you may take the ICD home with you if you need more
tire to think about whether o participate. Ifyou decide to pariicipate, sign the [CI in the presspce
of the person administering the ICD or other ICR study personnel, afier which you will receive &
signed copy.

Suitability Cherldist for vhe Study
Ta be suitable to participate in this study you mugt meet the following conditions:

1. You must be berween 18 and 65 years of age and consider yourself to be in good health.

2. You must be able to read, speak and understand English sufficiently enough to follow
directions.

3. You must not be pregnant or breastfeeding. Women will be required to perform an over-
the-counter usine pregnancy test on the morning of the study. We will provide the test
kit. A female ICR staff member will verify the results,. We will keep the results of
the pregnancy test confidential from everyone except you. '

Pate:......... yavf138  pr 161



INFORMED CONSENT BOCUMENT

Protoeol Number: GO5203070014044

Originat Issus Date: March 26, 2007 Version Date: April 5, 2007
Pape 2 of 8

4. You must not be a fufl time employee of ICR, Inc.

5. Youmust be willing to follow the requirements of the study as will be explained to you
below.

6. You must have been bitten by at least one mosquito in the past five years.

7. You must not be bothered with vour reaction to that mosquito bite(s).

8. You must heve ne known sensitivity to insect repellents or skin care prcduc!s

9. You musi not smoke or drink alcoholic beverages within 12 hours prior to the study.

10, You must nol use perfumed cosmetics, skin creams, shaving lotions, eic. affer midnight
the day of the study until afler that day’s testing is compleied.

11.You must be willing to wear proper protective clothing, as explained below, during the
study.

12. You must be willing to either fly or provide your own fransportation to the Georgiz study
site. In both cases we would pay vour fravel expensas.

3. You must be willing to use the lodging accommodations we provide (at our expense} or
find your own accommodations (8t your ¢wa expense).

i4. You must be available to participate in the shudy for its maximum duration of six days.

Thare will be a total of 14 of vou {test subjects) who will participate in the one-day study. Two of
you will be contrel subjects who will receive no treatment. You will expose ons untreated amm to
monitor the numbers of mosguitoes 1o the test area. The study itself will take one day, but we will
alineate 2 total of six days for the trip to allow for travel time, foul weather and study-related time.
If you are chosen to parficipate in this study, you will be paid for a wtal of six days as discussed
below.

Procedures
Study Schedule Overview
Prior to the test:
i. We will discuss with you every line of ike ICD, If you visit our
Beltimore office, you may voluntarily sign the ICD 2t that time if you wish to be
considered for participation in the study, If you do not want to visit gur Baltimore
office, we will mail the ICD to you, and fully dizcuss it with you viz phone. You
may subsequently sign the ICD but it must be in the prescnee of one of our study

personnel,
2. We will notify you within one week whether we have selected you for
participation.

If selected to parilcipatﬁ in this study:
On the moraing prior to the study day:
i. Youwill go to the desigmated airport to fly to the study site with our staff and other

DatE:nenrns.. “"E 1397F Wipprovep
Essex Institutions! Review Board, e,



INFO

BMED CONSENT BOCUMENT

Protocol Number: GO536307001A044
Original Issue Diate: March 26, 2007 Version Diate: April 5, 2007
Page 3 of 8

test subjects. You will be assigned a hotel room when vou reach vour destination,
You may be required to share lodging. You will need to bring clothing that will
allow you to wear double lavers of sovks, double layers of long panis, and double
layers of long-sleeved shirts to prevent mosquitoes from biting through to your
skin,

On the evening prioy to the amdy day:

1. We will review with you the specifics of the study as described in the 1073, pre-
measure your arms to determine where your treatment area will be, and tell you
where and wien We will meet the following moming 1o begin the stady.

2. We will treat the cutside of your shoes with a §.5% permeihrin acrosol (an
insecticide) to prevent ilcks present in the study area from crawling on you during
the study.

On the morning of the study day:

I. You will have breaicfast at our expense, wash your arms with unscented
Neutrogena® sosp, and go 1o the designated meeting place.

2. We will measwe and treata 3 - 5 inch wide test ares sround both of your forearms
as described below and fhen trave] to the study site,

Study Detsilg

1. We wiil select two of you as contvol subjeots, and the other 12 of you as weated test
subjects.

2, We will use a feli tip pen i mark a 3 - 5 inch wide band around one of your foresrms if
you are 2 conirol subject and two forearms if vou will be treated.
We will determine the exact location of this band by messuring the distance avound
two locations of your forearm, i.6. a2 location pear the wrist and another just below
the elbow of the forearm.

3. We will protect the skin above and below this band from mosquitc bites by using multiple
lzyers of elastic bandages and or Veloo® straps held in place with adhesive tape.

4. If we have selecied you as a treafed test subject, we will cover the band on your forearms
with fess than 1/10 of 2 teaspoonful of repellent using & syringe without the needle,
This amount of repelient product is similar to that which would normally be applied
by consumers.

5. We will then put on 2 latex or vinyl glove, and using a finger tip, spread the repetlent
evenly over the band.
Once we rest your arms, you must not rub them against anything, as this could rb

- off some of the test repellent and change the results, )

6. We will mark your bandages with & letier identifying the repelient on that 2.

We will not identify the repelients to you,

P ~e 1B ARPDROVED
SR aE 14 0 o 1535;\: instintiona! Review Beard, Ine,
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7. If we have selected you 85 a control test subject, you will receive no treatment.
R. You will all then put on your head net and gioves, pick up your collapsible chair, and we

will lead you into the study ares io bepin the first five-minute cxposure peried of the

" day's study.

8. Control subjects: we will count the number of mosquitoes which land on yowr untreate

Treated subjects: we will pair you with another treated test subject and tell you where
you should sit, You will sit near your partner. You may move sbout by slowly
walking in the area, but must remain within approximately one to three meters of
your pariier. You will assist your partner in alering him/ber to mosquito landings
on hard to see paris of his/her arms. When you see a mosquito land on you or your
partmer, you will notify us.

d
arm during one-myinute intervals for up to five minutes, When you reach the required
janding rate (1 - 10 landings per minute),we will stop counting. You wiil ieave the
study site uniil the next five-mimute exposure pericd begins.

We wili ry to brush the mosguiioes away before they can probe or bite you.

10, Trezted subjecis: we will count the number of mosquitoes (up to two) which bite the

treated siin on either of your two arms during the five-minuts exposure periods
which oceur every 30 minutes.

Mosquitoes must rest eatirely on your frested skin (nof on your bandage) or we will
not eount thern; we will just brush them away. When you receive two bites on the
same arm in the same exposurs period, or one bite in each of two conzecutive
exposure periods, you will cover that arm with your sleeve. This is called
“breskdown”. You will oo longer expose that arm for the rest of the day®s study.
You will then be able to remove the bandages and tape, and scratch that arm. ¥ you
wish, you may use Caladryi®, Calamine® lotion or rubbing alcoho! to help stop the
itching from the bites you received. When you reach breakdown on both arms, you
will have finished your part in the study and wili not have o return to the study site,

11, At the end of the five-minute sxposure period we will lead all of you out of the study

site to 4n arca where mosauitoes arc not prevalent, possibly a screenad enclosurs,

12. The day’s study will consist of five-minute exposure periods every half hour for up to

12 hours or until all freated test subjects have reached breakdown on both ams.
The test may &also be ended by rainy weather or low nurnbers of mosquitoes.

The stady dusation could be 14 hours or more: preparing your arms for the test, along with preparing
the other test subjects, will take about one hour; trausport to and from the study site could take up
1o one hour; exposures to mosguitces will go on for up to 12 houre.

Test subject’s initials:......,

«p 161 AFPROVED
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INFORMED CONSENT BOCUMENT
Protocel Number; 0590307041 A044 |
Original Issue Date: March 26, 2007 Version Date: April 5, 2007

Page 5 of §

Diseomfort and Hazard
Your may be exposed to three types of study-related hazards by participating in this study:
1. Mosquito bites or probes

A bite ncours when 8 mosquite pierces your skin and takes blood. A probe is the
same except it doesn’t take blood. The hiritation from 2 mosquito bite or probe may
cause itching, redness or swelling that will usually disappear withis a couple of days,
or in severe cases may cause the development of Jazge bumps on your skin, difficulty
breathing, sweating and/or a rapid pulse.

We will minimize your risk of receiving bites or probes by providing you with a head
net and latex or vinyl gloves. We will instruet you on the use of two layers of
clothing so mosquitoss cannot bits you through your clothes. We will promptly
remove mosquitoes which do not have all i of their legs on your trested skin when
they attempt to bite, becanse we do not count the bites of mesquitoes which have one
or more legs on the surrounding handages when they bite your treated skin. We will
only expose you i0 mosquitoes for five minutes every baif hour. We will also
minimize the irritation from bites or probes you receive by making Caladryl® or
Calamine® lotion or rubbing aloshol available at the study site for your use after the
study is completed.

2. Diseases transmitted by mosquitoss or other biting organisms

The disease risks you will be exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not ocour naturally in the United States, but
disenses like malerin and dengue are occasionally introduced by travelers.
Mosquitoes are alse known to carry various types of cncephalitis viruses such as
West Nile Virns (WNV). The percentage of mosquitoes carrying WMV is small and
most people who have developed serious sympioms have been the elderly or those
with compromised immune systems, The most common symptoms of WNV arc mild
illness with fever, headache, and body aches. The principal carriers of the WNV are
not common at the test site, You may alse be exposed to deer ticks which can carry
Lyme's Disease.

Georgia reported § cases of WNV, one case of Eastern Equine Encephalitis, and one
case of La Crosse Encophalitis in 2006, The La Crosse Encephaliis alfects
predominantly children under the age of 16. Ofthe 8 cases of WINV in Georgiz, one
incidence was reported for Chatham County, the Georgia site of ths study.

We will minimize your risk of coniracting the mosquito-bome discases by
minimizing the number of mosquito bites you receive as mentioned above and
contacting the local Mosquito Abatement District to verify that no recent cases of any

Test subject’s initials:.......
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mosquito-bome diseases have been reported in the area. We will minimize your
contact with ticks by spraying the outside of your shoes the night prior to the test with
2 0.5% permethrin spray. We will instruct you 10 tuck your pants into your socks,
and we will help you inspect your clothing to ensure the least likelthood of a tick
getting on your skin,

3. Reaction 1o the test repeilents
You may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
(picaridin) which has demonstrated low acitte oral, skin, and inhalation toxicity. The
Environmental Protection Agency (EPA) has cizssified it as Toxicity Category IV,
Jow toxicity for acute inhalstion toxicity and primary sidn irritation. The Sponser hes
selected the inert ingredients in the formulation because these inerts are widely used
in cosmetic formulations, are not sensitizers, and experience has shown thai their use
is both beneficial for skin care and safe for direct humean exposure.

Should you have acy medical problems, we will have First Aid qualified staff members, as well as
First Aid supplies, present on site. We will have ceif phones to meke emergency calls if necessary.
In the ease of medical emergency, we will ransport you {o 8 selected local hospital at our expense.
We wiil pay al] of your medical bills for study-related illnesses and injuries.

Financist Consideration

We will pay you §99/day {$11/hour) for every day you are awey from home. In addition, we will
pay you $16.50/hour o the study day for every bour boyond ¢ kours that the study continues, The
payment for a 12-hour test day will be $148.50 for 12 hours plus $16.50 for any edditional hours
bevond 12. You will receive this payment by maii af the conciusion of the study. 1 we ask youto
drop out of the test, and you have complied with all of our requests, we will still give you fult
sayment. If we ask you to drop out of the test because you have not followed alf of our directions,
or if you choose to deop out of the test, we will compensete you for fime up te that point at the stated
hourly raie. We will atternpf to transport you back {o your home 85 soon a8 reasonably possible. If
we cannot sccomplish this, you will stay &t our place of lodging uniil the end of the study. We will
pay for your travel, lodging, and breakfast, lunch, and dinner costs.

Benefits
While you will probebly get no parsonal benefit from this study, the resulis of the study may help
bring a new repellent to the market and thus provide consumers with a greater choice of repellents.

Test subject’s initialz:......,
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Your Eighte

We will give you ar opportunity to discuss with us any aspects of this ICI} that are not ¢lear to You
so that you can fully understand the nature of the study, its purpose, and the procedires to be used,
together with the giscomforts, risks or other adverse effects you may experience during or after the
study. Your participation is voluntary. You may refuse io take past in this study or quit at any time
without penalty or loss of benefits to which you mey be otherwise entitled, If after reading this ICD
you sign it to signify your agreement, we will give you a copy for your files,

Alternstive :

Your only alternative to participating is to not do se. If you are already at the test site when you
decide to drop out of the study, we will attempt to transport you back to your home, X we cannot
aceamplish this, you will stay at our piace of lodging until the end of the study.

‘Qurestions

If you have any questions about this study or sutfer & reaction potentially associated with the study,
call us'at 416-747-4500, I you have any questions sbout your rights as a research participant, or
related concerns, you may contact the Essex Instimtional Review Board (IRB), 121 Main Street,
Lebanon, NI 08833, and its telephone is 908-236-7735, Essex IRB is a committeo that hasreviewed
this research project to belp ensure that the rights and welfare of the participants are profected and
thet the study is carried ont in an ethical manner. Review of this study by Essex IRE is not an
endersement of the study or i1s putcome.

Canfidentiality

We and our sponsor may usc the information obtained from your taking part in this test, and this
information may become part of 2 report. We will keep this report a5 confidential as possible under
local, state and fedesal law, We will reference only your first mame and the frst initial of your last
narme in the report. However, we cannot guaraniee that your identity will be kept confidential; the
sponsor, personnel associated with the study, & regulatory agency such as the Environmental
Protection Agency (EPA), and the Essex Institutional Review Board (EIRB) have a right o roview
your records.

tF 144 77 19 'mPPROVED
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Consent
I vohuatarily agree 10 participate in this study. T will be given a copy of this signed form,
Tam 18 to 65 yoars of age. By signing this form I have not given up my legal rights,

Signature of Subject Date Signature of Witness Date

Pnnted Name of Subjsct Date

Signature of Principal Investigator  Date

P EE gr i6 T AFPPROVED
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FROTOCOL: EVALUATION OF THE EFFICACY OF PERSONAL REPELLENTS
AGAINGT MOSQUITOES IN THE FIELD

INFORMED CONSENT AUTHORIZATION TO PARTICIPATE IN AN KCR, INC.
MOSQUITO REPELLENT FIELD EVALUATIONIN FLORIBA

Principal Investigaior: Niketag T Spers

Address: Fine Island, Fiorida Lee County Mosquite Abgtement District éﬁggsﬁx?gga [
Telephone Number: 941-694-2174 / 941-283-12548 PR 0 9 2008
24 Hour Emergency Number: 443-865-6432 '
SiTE AFPROVAL EXFIRER
O ABOVE DETE

Purpese of Study

We (ICR, Inc.) have been contracied by an outside compeny (“Sponsor”) to eonduct a research study
on two mosquito repellent products, to find out how well these products work ouidoors agaiugt wild
mosquitoss in Florida. We are asking you to participate in this study. Your parficipation would be
strictly voluniary. . We have prepared this Informed Consent Document (ICD) to explain this study
to you. We will go over the ICD with you to ensure that you fully understand what would be
expected of you if you participate, and explain any risks you may face through your participation.
We will also use the following suitability checkiist 1o determine i you qualify to participete in the
study. Please ask us about anything you do not understand before deciding whether to periicipate o
this smdy, Your signing of the ICD indicates your willingness to participate in this study, but if you
gre selected to participate, youn would still be abls to withdraw from the study at any time, if you
have come into our office to review the ICD, you may take the ICD home with you if you peed more
time 1o think about whether to participate. If vou decide to participate, sign the ICE in the presence
of the person adminisiering the ICD or other ICR study personnel, after which you will receive a
signed copy.

Suitabiity Checklist for the Study
To be suitable to participate in this study you must meet the following conditions:

. You must be between 18 and 5. years of age aud consider yourself o be in pood health.

. You must be able io read, speak and understand English sufficiently enough to follow
directions,

You must not be pregnant or breastfeeding. Women will be required to perform an over-
the-counier urine pregrnancy test on the morning of the study, We will provide the test
kit. A female ICR siaff member will verify the resulis. We will keep the results of
the pregoancy test confidential from everyone exeept you.

B e
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4. You must not be a full time employee of ICR, Inc.

 Vou must be willing to foliow the requirements of the study as will be explained to you
below.
 You must have been bitten by at least one mosquito in the past five years.
| You must not be bothered with your reaction to that mosquiic hite(s).
_ You must have oo koown sensitivity to insect repellents or skin care products.
_ You must not smoke of drink alcoholic beverages within 12 hours prior to the study,
10.You must not use perfursed cosmeties, skin creams, shaving Iotions, etc. after midnight
the day of the study until afier that day’s testing is compleied.
11 Vou must be willing to wear proper protective clothing, a8 explained below, during the
study.
‘12, You must be willing to either fly or provide yourown transporiation to the Florida study
site. In both cases we would pay your travel expenses.
13. You must be willing to use the lodging eccommodations we provide (at onr expense) of
find your own accommodations (&t your owa &xpensc).
14. You must be available to participate in the study for its maximurn durstion of six days.

L

S PR sl

Thare will be 2 total of 14 of you (test subjects) who will participate in the one-day study, Twoof
you will be control subjects who will receive no treatment. You will expose one untrested anuto
monitor the numbers of mosquitoes in the test area. The study itself will take one day, but we will
aliocate a total of six days for the trip io allow for wavel time, foul weather and study-related tme,
If you are chosen to participate in this study, you will be paid for a total of six days as discusged

below.

Procedures
Study Schedule Overview
Prior to the test:
1. We will discuss with you every line of the ICD. If you visit our
Baltimore office, you may voluntarily sign the ICD at that time if you wish to be
considered for participation in the study. if you do nol want to visit our Baltimore
affice, we will mail the ICD io you, and fully discuss it with you via phione. You
may subsequently sign the ICD but it must be in the presence of one of our study
personnel,
2. We will notify you witkin one week whether we have selected you for
narticipation.
1f selected to participate in this stady:
Oin the morning prior to the study day: -
1. You will go to the designated afrport to fly to the study site with our staff and other

Test subject’s initials:.......
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test subjects. You will be assigned a hotel room when you reach your destination.
vou may be required to share lodging. You will need to bring clothing that will
altow you to wear double layers of sacks, double layers of long pants, and double
tayers of long-sleeved shirts to prevent mosguitees from biting through to your
skin.

On the evening prior to the study day:

1. We will review with you the specifics of the study &s described in the ICD, pre-
iedsure YOUr afms 1o determine where your estment area will be, and tell you
where and when we wili meet the foliowing morping to begin the stdy.

2 We will treat the outside of your shoes with 2 0.5% permethrin serosol {an
insecticide) to prevent ticks present in the study are from srawling onyou charing
the study.

On the morning of the study day:

1. You will have breakfast at our expense, wash your arms with unscented
Neutrogens® sosp, and go to the desipnated meeting place.

2 We will measure and treata 3 - 5 inch wide test arca sround both of your forearms
as deseribed below and then travel to the study site.

Study Detaiis

1. We will select two of you as control gubjccts, and the other 12 of you 2s treated test
subjects.

2. We will use a felt tip pen to mark a 3 - 5 inch wide band around one of your forearms if
you are & control subject and two forearms if you will be treated.
‘We will determine the exact location of this basd by messuring the distance around
two locations of your foresrm, i.e. 2 location near the wrist and another just below
fue elbow of the forearm.

3. We will protact the skin above and below this band from mosquito bites by using muitiple
avers of clastic bandages and or Velcro® straps held in place with adhasive tape.

& Tfwe have selected you as a treated test subject, we will cover the band on your forearms
with loss than 1/10 of a teaspoonful of repelient using = syfinge withott the needle.
This amount of repellent product is similar to that which wounld normally be applied
by consumers.

$. We will then put on a latex or vinyl glove, and using  finger tip, spread the repelient
evenly over the band.
Once We treat Your &rms, you must not rub them against anything, as this could rub
off some of the test sepellent and change the resulte,

6. We will mark your bandages with a letter identifying the repetlent on that arm,
We will not identify the repellents to you.

Teat subiect’s initialst....
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7. 1f we have selecied you as a control test subject, you will receive no treatment,

¢ You will all then put on your head net and gloves, pick up your coliapsible chair, and we

“will Jead you into the study srea to begin the first five-minute exposure period of the
day’s study.
Treated subjects: we will pair youv i+h another treated test subject and tell you where
you should sit. You will sif near your parmer, You may move about by slowly
walking i the ares, but must remain within spproximately ore to three melers of
your pariner, You Wil assist your paruier in alerting him/her to mosguito landings
an hard to see parts of his/her arms. When you see 2 mosquto jand on you or your
partmer, you will potify us.

9. Control subjects: we will count the number of mosauitoes which land on your unireated
arm during one-minute intervals for upto fve minutes. When you reach the required
landing raie (1 - 10 landings per psute),we will stop counting. You will leave the
study site ustil the next five-minute exposure period begins.

We will &ry to brush the mosquitoes away before they cen probe or bite you

10, Trested subjects: we will count the number of mosquitaes {up to two) which bite the
treated slin on either of your two amms during the fve-minpte exposwre periods
which oecur every 30 minutes.

Mosquitoes must rest entirely on your treated skin (not on your bandage) or we will
ot count therm; we will just brush them away. When you receive two bites on the
same arm in the sams cxposure period, or ome bite in cach of two CORsSecutive
exposure periods, you will cover (hat arm with vour sieeve. This is called
shreakdown™. You will no longer expose that arm for the rest of the day’s study.
Vou will then be able to remove the bandages and tape, and scratch that arm. I you
wish, you may use Caladryl®, Calamine® lotion or rubbing alcohol to help stop the
. jtching from the bites you received. When you reach breakdown on both amms, you
will have finished your part in the study and will not have 1o return to the srudy site,

11. At the end of the five-minute exposure period we will lead all of you out of the study
site to an ares where mosquitoes are not prevalent, possibly & screened enclosure.

12. The day’s study will consist of five-minute exposure periods every half hour for up to
17 houss or until all treated test subjects have reached breakdown og both ams.
The test may also be ended by rainy westher or low numbers of mosquitoes.

The study duration could be 14 hours or more: preparing your arms for the test, along with prepanag
the other test subjects, will take about one hour; transporl (0 and from the study site could take up
to one hour; exposures to mosqguitoes will go on for vp to 12 hours,

Tegt subiect’s initials:....... .
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Discomfort snd Hazard , .
Your may be exposed to three types of study-releted hazards by participating in this study:

1. Mosquito bites or probes

A hite occurs when a mosquito pierces yous skin and takes blood. A probe is the
samie except it doesn’t take biocd. The frritation from a mosquito bite or probe may
canse itching, redness or sweliing that will usually disappear within & coupie of days,
or in severe cases may cause the development of large bumps o your skin, difficulty
bresthing, sweating and/or 2 rapid pulse.

We will minirnize your risk of receiving bites or probes by providing you with 2 head
net and latex or vinyl ploves, We will instruct you on the use of two layers of
clothing so mosquitoss caonot bite you through your clothes, We will prompily
remove mosguitoes which do not have all six of their legs on your treated skin when
they attempt to bite, because we do not count the bites of mosquitoes which have one
or more legs on the surrounding bandages when they bite your reated skin, We will
only expose you fo mesquitoes for five minutes every half hour. e will also
minimize the irritation from bites or probes you receive by making Caladryi® or
Calamine® lotion or rubbing alcohol available at the study site for your use afier the

study is completed.

3 Discases transmitied by mosquitoes or other biting organisms

The disease risks you will he exposed to are primarily from the bites of mosquitoes.
Fortunately, most of these diseases do not occur naturaily in the United States, but
diseases like malada and dengue are occasionally introduced by travelers.
Mosquitoes are also kmown to camy various types of encephalitis viruses such as
West Nile Virus (WNV). The percentage of mosquitoes carrying WNV is smali and
most people who have developed serious symptoms have heen the elderly or those
with compromised immune systems. The most common symptoms of WNV are mild
illness with faver, headache, and hody aches. The principsl carriers of the WNV are
not common at the test site. You may also be exposed to deer ticks which can carry
Lyme’s Disease.

Florida reported 3 cases of WNV, one case of Eastern Equine Encephalitis, and no
other arbovirus type cases in 2006, None of these cases occurred in Lee County,
Florida, the proposed study site.

We will minimize your risk of contracting the mosquito-home diseases by
minimizing the number of mosquito bites you recsive as mentioped above and
contacting the local Mosquito Abatement District to verify that no recent cases of any
mosquito-beme diseases have been reported in the area. We will minimize your

Test subject’s initials:.......
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contact with ticks by speaying the outside of your shoes the night prior to the test with
a 0.5% permethrin spray. We will instruct you to tuck your pants into your socks,
and we will help you inspect your clothing to ensure the least iikelibood of a tick
getting on your skin.

1, Reaction to the test repellents
Vou may have a reaction to the test repellents.

The Sponsor has minimized this possibility by choosing an active ingredient
{picaridin) which has demonstrated low acute osal, skin, and inhalation toxicity. The
Environmental Protection Agency (EPA) has classificd it as Toxicity Category IV,
low toxicity for acute inhalation toxicily and primary skin irtitation. The Sponsor has
selected the inert ingredients in the formulation becanse these inerts are widely used
in cosmetic formulations, are not sensitizers, and expericace has shown that thelruse
is hoth heneficial for skin care and safe for direct human exposure.

Should you have any medical probles, wo will have First Aid qualified staff members, as well as
First Aid supplies, present on site. We will have cell phones to make emergency calls if necessary.
In the case of medical emergency, we will transport you fo a seiected local hospital at our expense.
We will pay all of your medical bills for study-related ilinesses and injuries.

Fineneiai Consideration

We will pay you $9%/day (§1 1/hour} for every day you are awey from home. In addition, we will
pay you $16.50/hour on the study day for evary hour heyond 9 hours that the study continues. The
payment for & 12-hour test day will be ©14%.50 for 12 hours plus $16.50 for any additional hours
beyond 12, You will recejve this payment by rmail at the conciusion of the study. If we ask you to
drop out of the test, and you have complied with all of our requests, we will still give you full
payment. If we ask you to drop out of the test because you have not followed all of our directions,
or if you choese to drop out of the test, we will corapensate you for time up to that point at the stated
bously rate. We will attempt to transport you back to your home as soan s ressonably possible. If
we cannot accomplish this, you will stay at our place of lodging until the end of the study. We will
pay for your fravel, lodging, and breakfast, lunch, sand dinner costs.

Benefits
While you will probably get ne personal benefii from this study, the results of the study mey belp
bring a new repellent to the market and thus provide consumers with & greater choice of repellents,

PenE w; 1B IAPPROVED
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Your Righis

We will give you an opportunity to discuss with us any aspects of this ICD that are not clear 1o yoo
5o that you can fully understand the nature of te study, jts purpose, and the procedres to be used,
together with the discomforts, risks or other adverse effecis you may experience ducing or after the
study. Your participation is voluniary. You may refuse to take part in this study or quit at any time
without penalty or loss of benefits to which you may be otherwise entitled. Ifafter reading this i{CD
you sign it to signify your agrcement, we will give you a copy for your files.

Alternative
Your oniy alternative to participating is to not do s0. If you are alveady at the test site when you

decide to drop out of the study, we wiil attempt 1o rensport you back to your home. If we cannot
accomplish this, you will stzy at our place of lodging until the end of the study.

Questicns

I you have any questdons about this study or suffer a reaction potentially associated with the study,
call us at 410-747-4500, I you have any questions shout your rights es s research participant, of
related concerns, you may comtact the Essex Institutional Review Board (IRB}, 121 Main Street,
Lebanon, N] 08833, and its telephone is 908-236-7735. Fasex IRB is 2 commitiee that has reviewed
this research project to help ensure that the rights and welfare of the participanis are protected and
that the study is carried out in an ethical manner. Review of this study by Essex IRB is not an
endorsement of the study or its outcome.

Confidentiality .

We and our sponsor may use the information oblained from your taking part in this test, and this
information may become part of a report. We will keep this zeport as confidential as possible under
local, state and federal law, We will reference only your first name and the first initial of your last
name in the repori, However, we cannot guarantee that your identity will be kept confidental; the
sponsor, personnsl associated with the study, a regulatory agency such as the Environmental
Protection Agency (EPA), and the Essex Institutional Review Board (FIRB) have a right to review

your records.

Test subject’s initials:...... ap %
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Consent
I voluntarily agree to participate in this study. I will be given a copy of this signed form.
Iem 18 to 65 years of age. By signing this form | have not given up my legal rights.

Signature of Suhject Date Signature of Witness Date

Printed Name of Subject Date

Sionature of Principal Investigater  Date

PAGE 0F 181 aepRoOVER
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Philip B. Carr-Jones, M Div
Episcopal Priest

Tom Ollis, R £h
EIRE Vice-Cheirman
Pharmacist

Joln Castyro
Engineer/Airline Pilof

Forshinclie T, Sonzs, Phi¥
Playwright/Writer

Wikkiam C. Wapgoner, Fhly
FAACT (Ex Officio}
Medical Ethicist

=irh

Essex Institutional Heview Board, Inc.
121 Main Street ¢ Lebanon, New Jersey 08833
Telephone [00B) 236-7735 « Fax (308} 236-2027

www essexirh.com

MEMEBERS

Laoreits P, Szczepanski, KN
EIRB Vice-Chairperson
Registerad Nurse

Sharyp 1, Van Glahn
Teacher's Aide

Thoemsas G, McElrath, MD
Obstetrician/Gynecologist

ALTERNATE MEMBERS

Samidra 8. Sullivan, OTE
Occupational Therapist

Glenn P, Lambert, MDD, FAAP
EMRB Chairman
Pediatrician

Peborsh A, Timmermen
Office Administrator

Louise M. Dougherty, BEN
Registered Nurse

Vassie C, Ware, PhD Harry M. Woske, MD
Molecular Biologist Cardislogist
James L, Harrig Naney Maulding
Chemist/Business Manager Mathematician

patE  155sr 161

0212006



Essex Institutional Review Board, Inc.
121 Main Street e Lebanon, New Jersey 08833

Telephone (908) 236-7735 » Fax (908) 236-2027
www.essexirb.com

Ellen Quinn

Associate Director, Administration
Insect Control & Research, Inc.
1330 Dillon Heights Avenue
Baltimore, MD 21228

Re: Essex IRB Members

Deai Ellen:

Per your request for the profiles of the members of the Essex IRB, I enclose the following
information:

Members:

k Glenn P. Lamberi, MD, FAAP: BS; Chairmarn; Board-Certified in Pediatrics, 29
years of IRB experience, full-time employee for 7 years

Loretia P. Szezepanski, RN; Vice-Chairperson; BSN, MA/Administration, CNA,
Registered Nurse; retired Birector of Patjent Care Services Hunterdon Medical

Center; 5 years on Board
Philip B. Carr-Jones, BA; M Div; Episcopal Priest; 14 years on Board

DeborahA Timmerman: HS degree homemaker, boold(ecper/secretaly/ofﬁce
manager; 13 years on Board

Tom Ollis, R Ph; BS, MA of Administrative Science; 11osp1tal pharmacist;.5 years
on Board

Thomas G. McElrath, MD, FACOG; Ob/Gyn specialist; 3 years on Board

Nancy Maulding, BS, MAT; Professor of Mathematics; 2 yearé‘ on Board

Alternate Members:

Louise M. Dougherty, RN, BSN MS in Education; Public Health Nurse; 5 years
on Board . , ‘ : _—

—e e Jobn-Castre - BS-Engineering; Airline Pilot; Mears,on-Boaxd ‘
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Sandra S. Sullivan, OTR, BS; Occupational Therapist; 2 years on Baord

Jarshinelle T. Sonza, PhD; Playwright and author; BA, MA, PhD in English and
Comparative Literature; 4 years on Board

Vassie C. Ware, PhD, BA, MPhil; Professor of Molecular Biology, Lehigh
University; 6 years on Board

Harry M. Woske, MD; FACC, FACP; AB; Cardiologist; 5 years on Board
James L. Harris, BS, MBA; Chemist/Business Manager; 1 year on Board

William C. Waggoner, PhD, FAACT, AB, MS; Toxicologist, medical ethicist,
CEQ/President of Essex IRB; Board chairman from 1981 to 1999; on Board as an
ex officio member fof 3 years

Other than the Chairman and Dr. Waggoner, no Board member is an employee of Essex
IRB. Dr. Waggoner is the principal stockholder/ owner of Essex IRB and does not
participate in the review and approval of any studies. One member has an equity holding
in one pharmaceutical compariy that requires her to be recused from any deliberations
concerning trials submitted by that sponsor.

Essex [RB has established and follows written procedures for conducting its initial and
continuing review of research and for reporting its findings, recommendations and

actions to the investigator and the institution.
If there is any additional information you need, please let me know.
Thank you for using Essex IRB for your studies.

Sincerelyé

 Glenn P. Lambert, MD; FAAP
Chairman




Indemuification Agrecment
o etwee

e
ESSEX INSTITUTIONAL REVIEW BOARD, INC,

. | agrees to hoid harmless Essex Ingtitutional Review
Board, Ine. {"EIRB"} from any claims of injury or illness resulting from the development,
evaluation and implementation of Protocol No. 80590307001 A044 | entitled Evaluation of the
Efficacy of Personal Repellents Agninsi Mosquitoes in the Field only under the following
circumsiances:

If any undesirable side effect or reaction occurs following the administration of the test
product(s), and if EIRB has employed reasenable care in the evaluation of the protocei,
and has not violated any local, state or federal laws pertzining to the administration of
chemical substances, medical devices, drugs o biclogical agents, including but not
limited to the Federal Insecticide, Fungicide, and Rodenticids Act, as amended, and the
Federal Food, Drug and Cosmestic Aot of 1838, as amended and the regulations
promulgated pursuant thereto, shall indemnify and hold harmless EIRB against any
and all claims, lawsuits and judgements thereon {including reasonable attarpey's fees
ilrouph the appellate level) which may be brought apgainst it s 2 resul of the evaluation
or impiementation of the protocol.

In the even! any such claim is made g uit is initiated, BIRB shall give prompt written
notice thereof to [, shall permit g _ | orits insurance carrier to defend such claim
or lawsuis, and chail cooperate fully in any such defense. :

Essex Institutional Review Board
Acoepted By: . Accepted By

Mame: ﬁ".'fﬂ% Lt o et Mame:
LY
-P" - -
Tide: @47(7 Title: Director. Toxicoloay
Date: ""Zf 43/, e Date;_ 3/27/07

RECEIVED
MAR 79 2007 PABRE {580F 161

Frngy Instileinnal Review Hoard, Inc.



Protocol #: G05903G7001A044
Sponsor: ;5;;;'-'

STATEMENT OF COMPLIANCE

(USA)
Name of [RE: The Essex Institutionat Review Board
Addrese: 121 Main Strest
I chanon, MNE OREB2Z

The Essex Institutional Review Board is duly constituted (fulfilling FDA and
OHRP requirements for diversity), allows only those IRB/IEC members who are
independent of the investigator and sponsor of the wial to vote/provide opinicn on
the trial, has writien procedures for initial and continning review of clinical trials,
prepares written minutes of convened meetings, and retains records pertaining {0
the review and approval process; all in complance with the requiremennts defined
in 21 CFR (Code of Federal Regulations) parts 50, 56 and 312, 45 CFR 46 and the
International Conference on Hasmonisation (ICH) guidance relating to Good
Clinieal Practice (GCF).

fot O L April 9. 2007
Signsture of IRB Chairperson or Designce Date of Signature

Glean P. Lambert. MDD, FAAP. Chairman
Printed Name
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The template consent form versign date
should be maintained if the changes are
only site-varieble {investigator or study
coordinator’s name, site address,
telephone number, or financial incentive),
or to correct a typographical error, but 2
site revision date may be added to
differentiaie the reviséd consent form
from the previous document.

SITE APPLICATION LETTERS

During the course of approved research,
additional 8ite Applicstion Letters
requesting review and approval of a
research site will need ta be completad by
a Principal Investigator under the foliowing
circumstances: change of Pripcipal
Investigator at & site; site address change;
or additions! research site{s] being utilized
by a Principal Investigator. A template “fill-
in-the-blanks” form is available from the
EIRB website 1o simplify this request
process. 1o ensure IRB approval for the
conditions listed above, the Site Application
Letter should be submitted for review prior
to the implementation of the changes,

If at any time you have a question of
cangarn regarding vour IRB approval, or
are unsure of what material te submit,
please call our offices at the number listed
of the front of this brochure or visit our
website at essexirb.com. QOur staff will
gladly assist you in meeting your IRB
neads 10 conduct clinical research
projects.

PALE 160

INVESTIGATOR
REPORTING
ORLIGATIONS
TO TRE
INSTITUTIONAL
REVIEW BCARD

Essey institutional Review Board, Ine.
4121 Main Strest
Lebanon, New Jersey 08833-2162

Telephone (808} 235-7735
Fax {808) 238-2027

Wi 2ggexirh.oam
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Your site has received approval from the
Essex institutional Review Beoard (EIRB)
1o conduct clinical research on human
subjects. This approval was given after
an intensive and tharough review of the
research plan, finalized consent form and
supporting documentation. As an
approved site, you have Tuture reporting
obligations to the CIRB. Please read the
information below carefully,

ADVERSE EVENTS

Unexpected adverse rgactions from a
study subject must be reported in writing
to the EIRE and sponsor by the investigator
of hisfher designee within ten working
days. [f the reaction is serious (fatal,
life-threatening, permanently disabling or
requires hospitalization} and may be
reasonably caused by the test article, it
must be reported immedistely in writing
to the EIRB and the sponsor. Addltional
written follow-up reports may be
necessary until the adverse event is
resolved.

REGUIRED REPORTS

completion date. A Request o increase
Number of Patienis Report must ba filed
prior to increasing enroliment of
participants at any point in the study.

These reparts must include the following
information: number of subjects envolled
(signed the consent form}, number of
subjects discontinued {and the reasons
whyl, number of subjects stili
perticipating, the completion date of the
rasaarch {Final Report only} and an cutling
of any adverse avents encountered, The
report must be signed by the Principal
Investigator or his/her designee. To
simplify the reporting process, you may
obtain a standardized form from the EIRB
that can be utilizad for any of the above
reporis.

REVISIONS

Approval for a site is granted, in most
cases, for one year from the date of the
approval. The expiration date for your
approval is included in your approvai
letter and stamped on the first page of
vour approved censent form. Any data
generated using ressarch subjects after
ihat date wili be invaild., If you plan to
continue the project, an Extension Repori
must be filed within the 30 daye prier 10
your site expiration dats.

if vour research has ended, a Finai Report
must be filed within 80 days of the study

pagElBI

Revisions to the protocsl or consent form
must be reviewed and approved by the
EIRB prior to implementation,

Pratocol Revisions - changes {0 the
protocoi can be submivted either as an
amnendment or revised protecol, For sase
of review, an outline of the specific areas
of the protocot that were changed should
accompany the amendment or revisad
protocol.

Conzent Form Revisions - when submitting
revisions {0 & previously approved
consent form, an investigator or designee
needs to submit three copies of the
revised consent form for approval along
with an outline of the specific ¢hanges
made. I[f changes are made to the
approved tempiate texi, the revision date
of the consent form must be updated.
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