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SUMMARY

The objective of this study was to evaluate the potential toxicity in rats exposed to hydroxyl
radicals and other compounds that may be released into the air as a result of operation of two
Odorox® Boss Hydroxyl Processor air cleansing machines. An electrochemical sensor was used
to initially adjust the hydroxyl output of the machines to a desired level, where it was maintained
for the duration of the study. The output was monitored remotely throughout the study. This
study was conducted at Comparative Biosciences, Inc. (CBI; Sunnyvale, CA). The study was
conducted in compliance with the US Food and Drug Administration’s Good Laboratory Practices
regulations (21 CFR Part 58), with this protocol as amended, and with Testing Facility Standard
Operating Procedures. The study was initiated on 1 March 2011. Treatment was begun on 2 -
4 March 2011 (for Cohorts 1 — 3, respectively); terminal bleeds and necropsies were performed
on 1 — 3 June 2011, for cohorts 1 — 3, respectively. The in-life phase was completed on

3 June 2011; this report was issued on 15 February 2012.

The study consisted of two groups of Sprague-Dawley rats: a treated group (20 males and 20
females) housed for 13 weeks in a room in which two Odorox® Boss™ Hydroxyl Processor air
cleansing machines were operating continuously for 13 weeks; and a control group (10 males
and 10 females) housed for the same period in a different room under similar housing conditions,
but not exposed to the Odorox® Boss Hydroxyl Processor machine operation. The air exchange
in the treatment room was 7.4 changes/hr and that in the control room was 10.8 changes/hr; this
difference was not considered significant. Both groups underwent the same evaluations and
tests, including the following: Clinical observations were recorded once daily, with special
attention to the eyes, nose, and respiratory system; Body weights and food consumption were
measured once weekly; Behavioral tests, functional observational battery (FOB) tests, were
performed four times during the course of the study, including a pre-treatment test and three
other times at regular intervals following the start of treatment. The FOB tests included a focus on
respiration, eyes, neurotoxicity, and mucous membranes. Ophthalmological examinations were
performed on all animals by a veterinary ophthalmologist once prior to the start of treatment and
again prior to sacrifice. Hematology and clinical chemistry analyses were performed at necropsy.
Gross necropsies were performed, including specified organ weights. A complete set of tissues
was evaluated by a board-certified veterinary pathologist, with special attention to the skin, eyes,

nasal turbinates, larynx/pharynx, and respiratory system.

Comparative Biosciences, Inc. STUDY REPORT
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Summary of In-Life Study Results:

No mortality or unscheduled deaths occurred during the study. No abnormal clinical observations
were seen in animals exposed to the operation of the Odorox® Boss™ Hydroxyl Processor air
cleansing machines. Rough coat, a mild form of piloerection, was the only clinical observation
that may have been related to treatment. It was also noted that treated animals appeared to be
more alert during the day-light hours than untreated animals after about a week or two of
treatment. No changes in food consumption or weight gain were noted. There were no
treatment-related changes in ophthalmology, neurological or behavioral changes as evaluated by
the functional ochservational battery tests. Some statistically significant differences were found in
some hematological and clinical chemistry parameters, which were not considered to have
toxicological significance. Males exposed to the test article exhibited a decrease in pituitary
weight and an increase in testes/ epididymides weight. Histological evaluation found no evidence
of abnormalities in the pituitary or testes/epididymides. Thus, during the 13-week in-life phase of
the study, output of hydroxyl ions, oxidants, ozone, and reaction by-products from the
continuously operating Odorox® Boss™ Hydroxyl Processor air cleansing machines appeared to

be well tolerated by the animals under the conditions used in this study.

Summary of Pathology Results:

In general, there were no histopathologic differences between the control rats and the rats
exposed to air modified by two continuously operating Odorox® Boss™ Hydroxyl Processor air
cleansing machines. Special attention was paid to the skin, eyes, nasal turbinates,
larynx/pharynx, and respiratory system. There were no changes in these organs and they
appeared to be within normal limits in both the control and treated animals. There were however,
a number of neoplasms. A hepatobiliary carcinoma was found in one control male. Three
females in the Odorox Hydroxyl Processor®-exposed group were found to have three different
neoplasms; a renal carcinoma, a hemagiosarcoma and a thymic epithelioma. The incidences of
neoplasms in the control vs. treated groups were 1/20 and 3/40, which was statistically
indistinguishable. This suggests that the tumors were spontaneously occurring and not related to
exposure to air processed by the Odorox® Boss™ Hydroxyl Processor air cleansing machines.

Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page 8 of 60
15 February 2012
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Study Toxicology Summary:

The in-life phase of the study failed to reveal any significant changes in observable behavior or
health, appetite or weight gain, ophthalmology, neurological measures or other behaviors (as
measured by FOB test), or biologically relevant changes in hematology or clinical chemistry. In
males, small testes (noted in one control male) is not an uncommon finding in some male rats.
The significant pituitary weight differences between the two groups in males probably are within
the normal range of variability and since there were no pathological findings in the treated
pituitaries, the weight differences are not considered biologically significant. No histopathological
differences were found between the control rats and those that were housed in a room with two
Odorox® Boss™ Hydroxyl Processor air cleansing machines running continuously for 13 weeks.
There were some tumors found in both the treated and control rats at roughly the same frequency
of occurrence. The tumors were thought to arise spontaneously or be idiosyncratic in etiology,
and therefore, not thought to be related to exposure to air processed by the Odorox® Boss™
Hydroxyl Processor air cleansing machines. Thus, the results of this study indicate that the
output of hydroxyl radicals, oxidants, ozone and reaction by-products by the two Odoroox® Boss
Hydroxyl Processor  air cleansing machines was well tolerated by Sprague Dawley rats and did

not induce any detectable toxicity under the conditions used in this study.

Comparative Biosciences, Inc. STUDY REPORT
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1. INTRODUCTION

The objective of this study was to evaluate the potential toxicity in rats exposed to hydroxyl
radicals and other compounds that were released into the air as a result of operation of the
Odorox® Boss™ Hydroxyl Processor air cleansing machines. This study was conducted at
Comparative Biosciences, Inc. (CBI; Sunnyvale, CA). The study was conducted in compliance
with the US Food and Drug Administration’s Good Laboratory Practices regulations (21 CFR Part
58), with this protocol as amended, and with Testing Facility Standard Operating Procedures.
The study was initiated on 1 March 2011. Treatment was initiated on 2 — 4 March 2011 (for
Cohorts 1 — 3, respectively); terminal bleeds and necropsies were performed on 1 — 3 June 2011,
respectively. The in-life phase was completed on 3 June 2011; this report is issued on 15
February 2012.

2. EXPERIMENTAL DESIGN

The study protocol and amendments are attached in Appendix A. There were two amendments
to the protocol, neither of which significantly altered the study procedure. The first addressed
changes in the study personnel; the second changed the name of the test article, which was
incorrect in the approved protocol. Two deviations (see Appendix B) from Testing Facility SOPs

were noted during the study. Neither deviation was thought to significantly affect the quality or

integrity of the study.
Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page 10 of 60
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The experimental design is summarized in Table 1. The study consisted of two groups of
Sprague-Dawley (SD) rats: a treated group (20 males and 20 females) housed for 13 weeks in a
room in which two Odorox® Boss™ Hydroxyl Processor air cleansing machines were operating
continuously; and a control group (10 males and 10 females) housed for the same time period in
a different room, under similar housing conditions, but not exposed to air modified by the
Odorox® Boss™ Hydroxyl Processor® air cleansing machine operation. Both groups underwent
the same evaluations and tests, including the following: Clinical observations were recorded
once daily, with special attention to the eyes, nose, and respiratory system. Body weights and
food consumption were measured once weekly. Functional observational battery (FOB) tests
were conducted four times during the course of the study, including a pre-treatment test and three
times during the study, (at regular intervals following the start of treatment). The FOB tests were
focused on respiration, eyes, neurotoxicity, and mucous membranes. Ophthalmological
examinations were performed on all animals by a veterinary ophthalmologist once prior to the
start of treatment and again prior to sacrifice. Prior to necropsy, blood was collected for
hematology and clinical chemistry analysis. At sacrifice, gross necropsies were performed,
including specified organ weights. Tissues specified in the study protocol were collected,
processed and evaluated histopathologically by a board-certified veterinary pathologist, with

special attention to the skin, eyes, nasal turbinates, larynx/pharynx, and respiratory system.

Table 1. Summary of Study Design

Animal No.

(males/females) Treatment Sacrifice

Group

Room without Odorox® Boss™
1 101-110/151-160 Hydroxyl Processor machines Week 13
(similar housing conditions)

Room with Odorox® Boss™
2 201-220/251-270 Hydroxyl Processor machines Week 13
running continuously

Note: Volume of Group 1 room was 1802.6 ft’
Volume of Group 2 room was 1646.9 ft*

Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page 11 of 60
15 February 2012
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3. MATERIALS AND METHODS

3.1. Test and Control Articles
3.1.1. Test Article
The test article, the Odorox® Boss™ Hydroxyl Processor air cleansing machine,
produces airborne hydroxyl radicals, ozone and other compounds (combined oxides) by
photolysis of ambient water vapor in the air. These products are designed to cleanse
the air and exposed surfaces by reacting with and decomposing inorganic and organic
compounds, bacteria, viruses, mold, and mildew producing volatile organic and
inorganic compounds which circulate in the air. Volatile organic compounds and
inorganic compounds are produced by the reaction, which also circulate in the air. Thus,
animals are exposed to the reaction by-products as well as the hydroxyl radicals, ozone
and oxidants generated by the HGI machines. The HGI equipment was received in
good condition at the Testing Facility on the indicated dates.
Table 2. Test Articles/Machines
Item Serial No. Lanped ‘Usage Date of Receipt Logued Usage
on Receipt on Return
Odorox® Boss ™ ODHGO001293 | 1.4 hr 14Feb2011 | 26552 hr
Hydroxyl Processor
™
Qdgiod Bass ODHG001295 | 148.7 hr 14Feb2011 | 2812.3hr
Hydroxyl Processor
Back-up ODHGO001266 44.5 hr 14 Feb 2011 44.6 hr*
Back-up ODHG001294 286.7 hr 14 Feb 2011 286.8 hr*
Odorox® control box
with blue modem n/a n/a 27 Jan 2011 n/a
cable “W3”

*Bach-up machines were never used, so small logged usage must be due to moving machines around.

Two Odorox® Boss™ Hydroxyl Processor air cleansing machines were set up on either
end of an animal room. The hydroxyl output and fan speed were adjusted prior to start
of study by Jeff Chalpan, an HGI employee. See Section 3.2. for more detail about

setting up the HGI machines.

Comparative Biosciences, Inc.
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3.1.2. Control Article

There was no formal control article. Control animals (Group 1) were housed in a room
similar to the room with the test articles, maintained at approximately the same
temperature, humidity and air exchange rate as the room in which the test article was
operating. Air exchange rates were 10.8 changes/hr in the control room and
7.4 changes/hr in the room with the test article. This small difference was not expected
to have any effect on the outcome of the study. Air supplied to both rooms was
100% fresh outdoor air. The room housing the control rats was slightly larger than the
test room (1802.6 cubic feet vs. 1646.90 cubic feet, control and treated rooms,

respectively).

3.2. Device Preparation/Operation

The test articles were installed and operated according to the Sponsor’s instructions. The
Odorox® Boss™ Hydroxyl Processor air cleansing machines were adjusted to the desired
hydroxyl output and fan setting by Jeff Chalpan (from HGI) prior to start of the study. The
processors were set on high to maximize the hydroxyl radical/oxidant concentration and the
fans were set on low to provide the desired air flow and minimize the fan noise. During the
study, the performance of the Odorox® Boss™ Hydroxyl Processor air cleansing machines
was monitored continuously remotely by the Sponsor via an Ethernet data line connected to
the stand-alone monitoring device. The sampling line connected to the monitoring unit
sampled air from the middle of the rack on which the animal cages were placed. Live
monitoring provided concurrent quantification of the output of the machines and
demonstrated that the operation of the machines was within machine specifications
throughout the study. Over the testing period the average oxidant level measured was
0.1236 parts per million (ppm) with a SD of 0.01829 ppm. The HGI monitoring report,
describing in detail how the monitoring was conducted and summarizing the results, is

attached to this study report as Appendix C.

3.3. Test System

Thirty-six male (160 — 180 g each) and 36 female (140 — 160 g each) Sprague-Dawley rats
(Raftus norvegicus), 6 — 7 weeks old on arrival, were purchased from Simonsen Laboratories
(Gilroy, CA) for use in the study. Rats were selected for the study since these animals are an

accepted species frequently used in pre-clinical evaluation of devices intended for human

use.
Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page 13 of 60
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3.3.1. Institutional Animal Care and Use Committee Approval
A research proposal was approved by the Institutional Animal Care and Use Committee
of CBI for this study.

3.3.2. Receipt and Acclimation

All 72 rats were received at the Testing Facility on 18 February 2011. Animals were
received in good condition. Animals were acclimated for nine days following arrival.
During the acclimation period, the animals were observed at least once daily for clinical
signs of abnormality. No signs were observed. On 28 February 2011, the animals were
examined by Carol Meschter, PhD, DVM, DACVP. Oral malocclusion was observed in
three of the animals; the remaining rats were judged to be in good health and were

released for use in the study.

3.3.3. Identification

Animals were arbitrarily assigned sequential temporary identification numbers after
receipt at the Testing Facility. The study number and the temporary identification
number were displayed on each cage card during the acclimation period. Upon
assignment to a study group, animals were assigned “permanent’ identification
numbers, which were displayed on cage cards and coded on individual animals by tail

marks using permanent ink.

3.3.4. Environment and Husbandry
3.3.4.1. Temperature and Relative Humidity
Controls were set to maintain the temperature of the animal rooms at 64° to 79°F
and the relative humidity (RH) was generally between 30% to 70%. These
environmental parameters were monitored and recorded daily. There were no
excursions from the expected temperature range during the acclimation or
treatment phases. Following the start of treatment (via test article machine

exposure; see Sections 3.1. and 3.2.), the RH fell as low as 22% in the room

housing the experimental animals (Group 2) on 21 separate days. In the room
housing the control animals (Group 1), RH fell as low as 17% on 28 separate
days. While these occasions represented excursions from the 30-70% RH

range, these events were not thought to significantly affect the study.

Comparative Biosciences, Inc. STUDY REPORT
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The air exchange rate in the study rooms was adjusted down slightly from the
range recommended (10 — 15 fresh air changes per hour) in the National
Research Council's Guide for Care and Use of Laboratory Animals, National
Academy Press, 1996) to ensure that animals were exposed to the desired
concentrations of hydroxyls, ozone, etc. generated by the machine. It was
thought that a high air exchange rate would remove the air modified by the
Odorox® Boss™ Hydroxyl Processor air cleansing machines (hydroxyl radicals
and other oxidation products) from the room too rapidly to allow sufficient
exposure of the rats. At start of the study, the air exchange rate in the Group-2
room was 7.4 changes/hr and in the control room it was 10.8 changes/hr. Air
exchange rates in the two rooms were left at these settings for the duration of the
study. The room with the HGI machines was approximately 1646.9 cubic feet in
volume while the control room was approximately 1802.6 cubic feet in volume.
The slight differences in room volume and air exchange rate were not thought to
affect the results of the study.

3.3.4.2. Light Cycle
Twelve hours of light (fluorescent light) and twelve hours of dark were provided in
the animal rooms. Lights were turned on at approximately 0700 hours and

turned off at approximately 1900 hours each day. (Pacific Standard Time)

3.3.4.3. Feed

LabDiet® 5002 Certified Rodent Diet (Purina Mills, Inc., St. Louis, MO) was fed ad
libitum throughout the acclimation and treatment periods. Records of lot
number(s) and Certificate(s) of Analysis are maintained by the Testing Facility.
There are no known contaminants that are reasonably expected to be present in
the diet that are known to be capable of interfering with the purpose or conduct of
the study.

3.3.4.4. Water

Fresh water from Sunnyvale Municipal Water Supply was provided ad libitum to
the animals via individual bottles. The water supply is periodically monitored by
the City of Sunnyvale and by the Testing Facility for chlorine content and
bacterial contamination. Results of these analyses are maintained on file at the
Testing Facility. There are no known contaminants that are reasonably expected
to be present in the water that are known to be capable of interfering with the

purpose or conduct of the study.

Comparative Biosciences, Inc. STUDY REPORT
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3.3.4.5. Husbandry

Throughout the study, animals were pair-housed in plastic “shoe-box” static
cages with wire tops in rooms dedicated to rats. General procedures for animal
housing and husbandry were conducted according to Testing Facility SOPs and
met all regulations concerning use of animals in research including the US
Department of Agriculture regulations (9 CFR Ch.1) implementing the Animal
Welfare Act (7 USC 2131 et seq.) and the recommendations of the National
Research Council's Guide for Care and Use of Laboratory Animals (National
Academy Press, 1996).

3.3.4.6. Sanitation
All animal enclosures and equipment were cleaned and sanitized according to
Testing Facility SOP.

3.3.5. Final Selection and Group Assignment

On 28 February 2011 (study Day -2, -3, or -4, depending on cohort), all animals were
weighed, subjected to veterinary check (see Section 3.3.2.). and assessed by FOB (see
Section 3.9.). On the following day (1 March 2011), animals were subjected to
ophthalmological examination (see Section 3.8.), and a total of sixty animals (30 males,
30 females) were selected for use in the study. Animals were selected based on
moderate body weight and normal clinical, behavioral, and ophthalmological
presentation. Two males and one female were excluded at the veterinary check, two
males were excluded for ophthalmological reasons, and two males and one female were
excluded for possible behavioral (FOB) abnormalities. Animals that were approved to
be on study were randomized using an Excel function and assigned to the two study

groups.

3.4. Treatment
3.4.1. Dose Administration
Formally speaking, there was no dose administration, but animals were maintained in
rooms lacking (Group 1) or containing (Group 2) operating test article devices (Odorox®
Boss™ Hydroxyl Processor air cleansing machines) from the start of the treatment

phase to the end of in-life.
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3.4.2. Treatment Cohorts

To facilitate testing and necropsies, animals were entered into the treatment phase as
three separate cohorts at one day intervals, starting on 2 — 4 March 2011 for Cohorts 1 -
3, respectively. Cohorts were composed as follows: Cohort 1, Rats 201 - 210 and 251 -
260; Cohort 2, Rats 211 — 220 and 261 — 270; Cohort 3, all animals of Group 1
(Rats 101 - 110 and 151 — 160).

Note that, because of cohort assignment, data collected on a single calendar date
actually may correspond to one of three sequential study days, depending on the
respective cohort. For clarity in data analysis and presentation, data for a single
calendar date are pooled and presented (e.g., plotted) as for the animals of Cohort 2

(i.e., actual study day may be + 1 day from that shown).

3.5. Clinical Observations

Clinical observations, including overt signs of toxic or pharmacologic effect(s), were
conducted at least once daily for each animal during the acclimation and treatment periods.
All abnormal clinical signs were recorded. Clinical observations were inadvertently not done
on three different days (See Deviation No. 1.).

3.6. Body Weights

The animals were weighed within two days prior to start of treatment, once weekly thereafter,
and at sacrifice. Due to error in the carcass weight measurement of one cohort at necropsy,
the carcass weights were not used in body weight analysis. There were weekly body weights
before the start of the study and weekly for 13 weeks during treatment. These weights were
used for analysis and statistical comparisons. The final week-13 body weight (Day 88) was
used in the normalization of organ weights to body weights (See Deviation No. 2.).

3.7. Food Consumption

Food consumption (FC) was measured once weekly beginning at the start of treatment. FC
was calculated as grams (g) per animal per day for each weekly interval (FC/animal/week).
Data were expressed as a mean for the pair-housed animals.
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3.8. Ophthalmology

All animals received an ophthalmological examination by a board-certified veterinary
ophthalmologist during the acclimation period (within three days prior to the start of
treatment) and again within three days prior to sacrifice. Two males were excluded from
inclusion into the study based on the pre-treatment ophthalmological examination.

3.9. Functional Observational Battery (FOB) Behavioral Testing

Functional observation battery (FOB) testing was performed on all animals four times during
the 13-week study. The first test occurred within two days prior to start of treatment; the
remaining tests were performed at approximately regular intervals throughout the treatment
phase. The individual tests that comprise the FOB test were described in an appendix to the
protocol (see Appendix A of this report). Two males and one female were excluded from use
in the study based on possible abnormal behavior in the pre-treatment FOB assessment.

3.10.Clinical Pathology

Immediately prior to sacrifice, terminal cardiocentesis was performed on each animal
according to Testing Facility SOP. The resulting whole blood and serum samples were
submitted to Quality Veterinary Laboratories (QVL, Davis, CA) for assessment of hematology
and clinical chemistry parameters. The parameters to be evaluated were presented as an

appendix to the protocol (see Study Protocol in Appendix A of this report).

3.11.Necropsy

The animals were euthanized on the respective Study Day 91, according to Testing Facility
SOP. Specified organs were weighed, and tissues were collected for histopathological
evaluation (Appendix B of Study Protocol, Appendix A of this report). The specified organs
and tissues were listed as an appendix to the protocol (see Appendix A of this report).
Tissues were fixed in 10% neutral buffered formalin, NBF, (except eyes and testes, which
were fixed in modified Davidson’s solution for approximately 24 hours, then transferred to
10% NBF).

3.12.Histopathology
Fixed tissues were dehydrated, embedded in paraffin, sectioned at 3 — 5 ym, and stained
with hematoxylin and eosin (H&E). Tissue slides were evaluated histopathologically via light

microscopy by a board-certified veterinary pathologist.

Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page 18 of 60
15 February 2012



\ g Comparative Biosciences,Inc.

3.13.Statistical Analysis

Calculations and descriptive statistics (means, standard deviations) were performed using
Excel® (Office 2007; Microsoft, Redmond, WA). Where appropriate, inferential statistical
analysis was performed using Excel® or Prism 5 (GraphPad; San Diego, CA). Continuous
normal data were analyzed using the Student t-test (with Welch's correction in case of non-
homogeneous variance as determined by an F-test). Categorical (non-continuous) data (e.g.,
FOB scores, histopathology severity scores) were analyzed using non-parametric tests.
P values of <0.05 were considered statistically significant. Summary tables, graphic displays,
and other appropriate techniques were employed as deemed necessary. Clinical observation
data are presented as text or in tabular form.

3.14.Storage Locations

The following records, together with any other records deemed necessary by the Study
Director and study monitor(s), were retained at the Testing Facility in accordance with
21 CFR Part 58.195:

Personnel records, approved and dated study protocol and associated documentation,
test/control article records, pretest animal records, in-life animal records, feed and water
analysis documentation, post-mortem animal records, and relevant formal correspondence

with the Sponsor are on file.

Following completion of the study treatment phase, all equipment was returned to the
Sponsor by a shipment leaving the Testing Facility on 15 June 2011. The fate of the
remaining biological samples (including histology specimens) will be determined per
agreement with or consultation with the Sponsor. Original raw data, or exact copies, will be
stored at the Testing Facility for at least ten years.

4. RESULTS

4.1. Acclimation

Clinical observations were recorded daily throughout the acclimation phase. Two males and
one female were excluded from the study by the veterinarian at the pre-study health
examination. All other animals were released for use in the study at the end of the
acclimation period. Five more rats were excluded from inclusion in the study prior to group
assignment, based on results of the ophthalmological examination, and the pre-treatment
FOB test.
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4.2. Mortality

There was no mortality during the acclimation or treatment phases of the study.

4.3. Clinical Observations

Daily clinical observations are summarized in Tables 5A and B. All of the Group-2 (Odorox®
Boss™ Hydroxyl Processor exposed) animals, both male and female, displayed rough coats
(mild form of piloerection) from the fifth week (Day 29 or 30) through the rest of the study
period. This sign was not observed in the Group-1 (control) animals. Piloerection is a
commonly seen sign of stress in rats. In this case it might be due to ongoing exposure to
greater air movement and/or noise or vibration generated by the test article’s blowers. It was
noted by the research associates working in the room with the Odorox® Boss™ Hydroxyl
Processor air cleansing machines that there was a “strange smell” in the room. Thus, there
may have been other stress-producing factors for rats that weren'’t readily detected by
humans. Among the Group-2 animals, 17 of 20 males (85%) and 7 of 20 females (35%)
displayed evidence of generally mild chromodacryorrhea, i.e. red staining generally on
eyelids around one or both eyes, occasionally the nose or pink staining on fur of the head,
neck or back (presumably transferred by grooming) on one or more days. Among the
Group-1 animals, similar signs were seen in 8 of 10 (80%) males and 9 of 10 (90%) females.
These signs were most frequently observed in the final days of the study and were generally
mild when noted. Chromodacryorrhea is often seen in rats; since the stains were seen in
animals of both groups, at similar frequencies of occurrence, and were generally mild, the
sign is unlikely to be test article-related. A single Group-1 male had a kinked tail from Day 59
on (likely caught in cage top). All but three of the animals exhibited one or more of these

signs during the course of the three-month study; no other observations were noted.
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In addition to the individual daily clinical observations, “group observations”™ were made
periodically throughout the study by the study director. The first observation occurred after
animals had been on study about a week and no obvious differences were noted between the
control and treated groups. By Study Day 45, 46, and 47 (for cohorts 3, 2, and 1,
respectively) the treated animals appeared more alert than the control group. An observer in
front of their cages was enough to catch their attention. Light tapping with a finger on the
front of the cage was sufficient to bring approximately 85-90% of the animals to the front of
the cage to investigate. An observer standing in front of the control cages seldom elicited
any curious behavior on the part of control rats. Tapping on the front of their cages
occasionally caused them to raise their head from a curled sleeping posture, but generally
they resumed that sleeping posture as soon as they saw it was just a person. This same
trend of Group—-2 animals appearing more alert and more interested in their surroundings
during the daylight hours continued for the remainder of the observations on Study Days 49,
50, and 51; Study Days 56, 57, and 58; Study Days 59, 60, and 61; and Study Days 73, 74,
and 75 (all for cohorts 3, 2, and 1, respectively). During the conduct of one of the mid-study
FOB tests, there seemed to be a greater background noise produced by Group-2 rats
moving around in their home cages than was noted in the control room during control rat FOB
testing the same day. The same observation was made during the final FOB test on Study
Days 87, 88, or 89 (for Cohort 3, 2, and 1, respectively). The apparent increased alertness in
Group 2 didn’t translate into greater locomotor activity during the FOB test, possibly because
testing was done in a different cage than the home cage, since animals were pair housed and

tested individually.
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4.4. Body Weights

Both groups displayed gains in body weight over the course of the study, both as raw body
weight (Tables 6A and 6B) and when normalized to the pre—exposure value (Tables 7A and
7B (See Figures 1 and 2). Differences between the groups were statistically significant only
for the males and only intermittently; on Days 4, 25, and 91 (for normalized weights),
indicating that these differences were not biologically significant. An apparent increase in
body weight, seen on Day 91 (i.e., at sacrifice) in both males and females of Group 2, was
determined to be due to an error in weighing Cohort—1 carcasses at necropsy (see Deviation
2, Appendix B). The Day 91 (carcass) weights therefore, were not used in body weight data
analysis. The weekly body weights (pre-study and for 13 weeks while on study) were used
for assessing body weight changes. Instead, the Day 88 body weights (i.e., for Week 13)
were used to determine the body-weight normalized organ weights (Table 16A and 16B) for
males and females, respectively. Animals in the two groups gained a comparable amount of
body weight during the 13 weeks of the study. No significant differences in body weight were
noted between the two groups. Thus, treatment did not affect the body weight or weight gain

of treated animals under conditions used in this experiment.

4.5. Food Consumption

Average food consumption, calculated as g/rat/day over the weekly measurement period (g
per rat per day, food consumed by two rats over interval/2) is shown in Tables 8A and 8B for
males and females, respectively and plotted in Figures 3 and 4 (group mean + standard
deviation). Figure 4 shows that there was more variability in average food consumption in
females of both the control and treated group. The reason for this is unclear. Food
consumption did not significantly differ between the two groups during the course of the study

(the sole exception was during the first week in the males).
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4.6. Ophthalmology

Ophthalmological assessments are summarized in Tables 9A and 9B, for males and females,
respectively. There were no findings in either the control or the treated group prior to onset of
treatment. At the end of treatment a slightly defective blink and resultant epiphora, was noted
in one control male, No. 109. There were no findings in the treated males. There were no
findings in females of either group prior to start of study. In females at the end of treatment,
there were no findings in any control animals. Three of the treated females had some minor
findings: No. 260 had a bilateral increased nuclear density; No. 258 had a bilateral increased
nuclear density and pinpoint opacity in the lens; and No. 264 was found to have an increased
nuclear density and pinpoint opacity in the lens of the right eye only. The incidence of
ophthalmological abnormalities was slightly higher in the treated females than in treated
males (15% vs. 0 %) while in males the incidence of ophthalmological abnormalities was
higher in the untreated animals 5% vs. 0%. These minor findings are fairly common low-
frequency incidental findings in rats of this strain and age and are within the normal range of
variation expected and are probably not related to the treatment. It is unclear why most of
the ophthalmological abnormalities in this study were seen in females. The different size
control and treatment groups may have contributed to there being more animals with minor
common ophthalmological findings in the larger treatment group.

4.7. FOB Testing

Functional observation battery (FOB) assessments are summarized in Tables 10A and 10B,

for males and females, respectively. No evidence of behavioral or neurological abnormalities
was found. Almost all parameters assessed throughout the study were “N” for normal or the
numerical rating corresponding to normal for any given test. There were four parameters that
varied somewhat throughout the FOB testing: generally mild piloerection (rough coat),
chromodacryorrhea, i.e., red staining around eyes, nose or on fur, grip strength, and

response to being picked up.
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During pre-study FOB testing none of the animals exhibited any obvious piloerection, but 19
of 20 Group-2 males and 11 of 20 Group-2 females exhibited mild signs of piloerection
(rough coat is a mild form) on 31 March 2011 (Study Day 27-29, depending upon cohort);
decreasing to 7 of 20 Group—-2 males and 0 of 20 Group-2 females on 2 May 2011 (Study
Days 59-61 depending upon cohort) and only 1 of 20 males and no females on the final FOB
test on Study Day 87-89, (depending upon cohort). None of the control males or females
ever showed any piloerection (rough coat). Since piloerection is frequently a sign of stress
(environmental or otherwise), this might simply reflect the animals feeling less stress with
each successive FOB test. Alternatively, the treated group might have been slightly more
stressed during the early part of the study but acclimated to whatever stressed them initially

(possibly air movement or the sound of the machines running).

No chromodacryorrhea was noted during pre-study FOB testing in males or females of
control or treated rats. On Study Days 27, 28, and 29 (for cohort 3, 2, and 1, respectively), no
control or treated males showed any chromodacryorrhea, while 2 of 10 control females and
0 of 20 treated females showed (generally mild crustiness on eyelids). The FOB test
conducted on Study Day 59, 60, or 61 (for cohorts 3, 2, and 1, respectively) showed 1 of 10
control males and two different control females as well as 10 of 20 treated males and females
showed signs of mild chromodacryorrhea. At the final FOB test (Study Day 87-89, depending
upon cohort), all animals appeared normal, with no obvious chromodacryorrhea present.
Because there was a higher incidence in the treated animals, it might be related to treatment,
or possibly stress. Chromodacryorrhea, when present, appeared to be short-lived and
frequently gone or less pronounced by the end of the study. There was no cumulative effect

over the course of the study.

Response to picking up was a variable response ranging from the most common, little
resistance, sits quietly to struggles/runs away from handler. There is always a range of
responses to being picked up in animals. There was a clear trend of improvement during the
study, with animals showing less resistance over the FOB ftrials, with most animals having
mild reactions by the last FOB. This trend is frequently seen in FOB tests when the test

article has no neurological effects and the animals remain calm.
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Grip-strength is the last parameter that varied among animals. The longest grip strength was
generally recorded during the first pre-study FOB: means; 15.6 sec. in Group—1 females and
10.4 sec. in Group-2 females; 11.6 sec. in Group—1 males and 7.2 sec. in Group-2 males.
These values recorded prior to start of the study are primarily a reflection of individual
differences in the animals and how acclimated they are to handling. Females normally have
longer/higher grip strength due to lower body weights. The mean values generally decreased
in subsequent FOB tests as animals became accustomed to the testing procedures and there
were no neurological effects produced by the treatment which might affect grip strength. The
decreased grip strength in both the treated and control groups argues against a treatment-
related effect and suggests the observed decrease in grip strength was probably a result of
acclimation to the testing procedures. Thus, exposure to air treated by two Boss Hydroxyl
Odor Processor® machines running continuously for 13 weeks did not appear to induce any
behavioral or neurological abnormalities as measured by the FOB tests under the conditions
of this study.

4.8. Clinical Pathology
4.8.1. Hematology

Hematology results are provided in Tables 11 and 12 for males and females,

respectively. Parameters are summarized below. Rat 253 had a hemangiosarcoma. It
had elevated WBC; decreased RBC, HGB, HCT, and increased RDW; increased PLT
and MPV; increased relative and absolute neutrophil counts, and decreased relative
lymphocytes. This is a typical finding in hemangiosarcoma. This animal was excluded

from statistical analysis.

There were some statistically significant differences found between treated and control
males and females for a few hematological parameters: in males, HGB (P<.05), MCHC
(P<0.01), MPV (P<0.001), percent reticulocytes (P<0.05), and number of reticulocytes
(P<0.01); in females, WBC (P<0.01), MCHC (P<0.01) and MPV (P<0.05). The
individual values for all these parameters were within the normal range, with the
exception of some animals that were found to have tumors as noted below. Because
healthy animals fell within the normal range and there were no histopathological findings
to support a cause for any abnormality, these “statistically significant” findings were not

thought to have biological relevance.
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WBCs: The total number of WBCs was significantly elevated in Boss Hydroxyl Odor
Processor® air cleansing machine exposed (Group 2), females, but not in Group-2
males. Differential counts revealed significant changes only in the numbers (though not
proportions) of lymphocytes and monocytes in the treated females. These changes
were not considered biologically relevant, except in Animal 253 (the rat with the
hemangiosarcoma). It had elevated WBC; decreased RBC, HGB, HCT, and increased
RDW; increased PLT and MPV; increased relative and absolute neutrophil counts, and
decreased relative lymphocytes (i.e., 253's WBC count = 17.8 x 103fuL, group

mean =7.9).

RBCs: Although the proportion and number of reticulocytes were significantly decreased
in treated males, changes in total RBC numbers were not significant in either males or
females. The only parameters that displayed significant changes in both males and
females were mean corpuscular hemoglobin concentration (MCHC; decreased in
treated animals) and mean platelet volume (MPV; increased in treated males and
females). These changes are not considered biologically relevant. No elevations or

significant decreases were noted in animals with pathological findings.

Table 3. Hematological Parameter Summary

WBC RBC HGB | HCT [ MCV | MCH | MCHC | RDW PLT MPV_| %RETIC | #RETIC
Group x10° fjul | X10%uL | g/dL % fL pg g/dL Y% x10° julL fL x10%L
1M Mean 10.8 9.13 157 | 526 | 576 | 172 | 299 | 115 872 74 27 2434
StdDev 3.3 0.39 0.7 27 | 18 | 04 0.4 0.4 125 0.3 04 319
2M Mean 9.4 8.89 151 | 515 | 579 | 170 | 294 | 113 796 8.3 2.3 206.5
StdDev 1.7 0.46 0.7 24 | 17 | 06 0.6 0.4 133 0.5 0.2 204
1vs.2 | Pvalue NS NS <0.05 | N8 [ NS NS | <0.01 NS NS <0.001 | <0.05 <0.01
1F Mean 79 148 | 481 | 607 | 186 | 307 | 101 803 8.0 28 2188
StdDev 1.0 0.2 04 14 [ 09 | 04 0.4 0.5 54 0.6 0.3 229
2F Mean 79 78 143 | 476 | 1.0 | 183 | 300 | 104 798 8.7 28 212.0
StdDev 28 0.6 1.1 37 | 14 | 05 0.7 0.7 355 06 0.7 35.1
1vs.2 [ Pvalue <0.01 NS NS NS [ NS NS | <0.01 NS NS <0.05 NS NS
WBC= white blood cell count, RBC = red blood cell count HGB= hemoglobin
HTC=hematocrit MCV=mean corpuscular volume MCH= mean corpuscular hemoglobin
MCHC=mean cellular [HGB] RDW- RBC distrib. width PLT = platelets
MPV=mean platelet volume % RETIC = % reticulocytes, # RETIC = number of reticulocytes
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Some elevated hematological parameters were found in some animals with tumors.
Control Animal 107, with a hepatic carcinoma, was found to have elevated: WBCs (13.2
x10%/uL), platelets (1095 x 10°/uL), reticulocytes (312.5 x 10%/L), and eosinophyls (0.40 x
103!uL). Animal 267, a treated female that was found to have a renal carcinoma, had
14% neutrophyls (1.11 x 103:’pL). Another treated female, No. 261, that was found to
have a thymic epithelioma, appeared to have hematological parameters that were within
normal limits. In males, the elevated percentage and number of reticulocytes in control
male No. 107 (one of the animals with a tumor) probably contributed to significant
differences between control and treated males for those two parameters being elevated.
Other statistically significant differences in hematological parameters between Group 1
and Group 2 have no obvious explanation or histological findings to support a treatment-

related effect, and therefore, are not thought to have any biological significance.

4.8.2. Clinical Chemistry

Clinical chemistry results are provided in Tables 13A and 13B for males and females,
respectively. Parameters with significant changes in either sex are summarized below.
Significant changes were seen in both males and females for albumin, protein, alkaline
phosphatase, creatinine, calcium, glucose, and globulin; in males for blood urea nitrogen
and phosphorus; and in females for potassium. For most of these clinical chemistry
parameters, mean values were decreased in the Group-2 animals (Odorox® Boss™
Hydroxyl Processor air cleansing machine exposed animals). Altered values for the
parameters in animals with tumors didn’t explain or correlate with those parameters that
appeared to have significant changes in Group—1 vs Group—2 animals. For most of the
parameters where there were statistically significant differences between groups, the
majority of individual values in both Groups 1 and 2 (male and female) fell within the
normal range of values. For calcium, both males and females of Group 2 each had five
individuals with values below the normal range, while Group—1 animals (male and
female) were all within the normal range. This suggests a possible treatment-related
effect. The biological significance of the other parameters that have statistically
significant changes, where individual values for Groups 1 and 2 are mostly within the
normal range, is unclear. The lack of pathological findings in any organs or tissues
(other than the tumors), suggests that the statistically significant findings are probably

not biologically or toxicologically meaningful.
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Table 4. Clinical Chemistry Parameter Summary

ALB TP ALP BUN | CREAT CA GLU [ PHOS K GLOB
Group g/dL g/dL UL | mg/dL | mg/dL | mg/dL | mg/dL | mg/dL | mEg/L | g/dL
1M Mean 32 6.4 241 18 04 98 122 6.5 6.0 3.2
1M StdDev 03 05 46 p 0.1 15 19 07 04 03
2M Mean 29 57 185 15 0.3 73 106 56 6.4 28
2M StdDev 03 07 49 p 0.1 23 18 09 06 04
1vs.2 | Pvalue | <005 | <0.01 | <0.01 | <0.05 <0.01 <0.01 | <0.05 | <0.01 NS <0.01
1F Mean 36 6.7 222 16 05 105 124 54 59 3.1
1F StdDev 02 04 36 2 00 11 14 06 04 02
2F Mean 32 59 185 15 04 79 111 56 6.4 27
2F StdDev 03 05 42 2 0.1 18 13 07 05 03
1vs.2 | Pvalue | <0.001 | <0.001 | <0.05 NS <0.001 | <0.001 [ <0.05 NS <0.01 | <0.001
ALB= albumen TP= total protein ALP= Alkaline phosphatase BUN-= blood urea nitrogen
CREAT= creatinine  CA = calcium GLU= glucose PHOS= phosphorus
K=potassium GLOB=globulins

4.9. Necropsy Observations

Necropsy observations are summarized in Table 14. An unusually small left testis was noted
in one control male (107). One Group-2 male (No. 209) displayed unequally sized thyroids.
Both observations are frequently naturally occurring observations in rats and not believed to
be related to the test article. A small mass was noted on the liver of Group-1 male (No. 107);
histopathological examination of this liver subsequently revealed hepatic biliary carcinoma. A
single Group-2 female (No. 253) exhibited fusion of several abdominal organs (spleen,
pancreas, liver) and had white nodes on its spleen. (The spleen and pancreas weights for
this animal were excluded from organ weight analysis, because the weight of these organs
were clearly outliers.) During histopathological examination, it was determined that Animal
253 had a hemangioma sarcoma in its spleen. Female 267 was noted to have a small white
pea-sized mass on the right kidney, which was determined by the pathologist to be renal
carcinoma. No abnormal necropsy observations were made in the remaining tumor-bearing

animal, (Group 2, Female 261).
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4.10.0rgan Weights

Organ weights were recorded at necropsy and are presented as raw values (Tables 15A
and 15B) and normalized to body weight (Tables 16A and 16B, using the Day-88 body weight
(see Section 4.4. and Deviation 2 in Appendix B) and to brain weight (Tables 17A and 17B).

Boss Hydroxyl Odor Processor® air cleansing machine-exposed males exhibited significant
decreases in the weight of the pituitary (raw, body weight-normalized, brain weight-
normalized); significant increases were seen in the weight of the testes/epididymes (raw,
brain weight-normalized). Boss machine-exposed females did not exhibit significant changes
in any raw or normalized organ weights. Small testes or unequally sized testes in rodents are
not uncommon. Histological evaluation revealed no abnormalities in either the testes or the
pituitary, so it is unlikely that either of these effects were test article/treatment-related. It is
possible that the smaller size of the control group contributed to the apparent difference in

these organ weights.

4.11.Histopathology
Pathology results are summarized in Table 18, and the pathologist's report (including

individual animal data) is provided in Appendix D.

5. DISCUSSION AND CONCLUSIONS

The objective of this study was to evaluate the potential toxicity in rats exposed to hydroxyl
radicals and other compounds that may be released into the air as a result of operation of the

Boss Hydroxyl Odor Processor® air cleansing machine.
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Summary of In-Life Study Results:

No mortality or unscheduled deaths occurred during the study. No abnormal clinical observations
were seen in animals exposed to hydroxyl ions and other compounds generated by operation of
the Odorox® Boss™ Hydroxyl Processor air cleansing machine. Rough coat, a mild form of
piloerection, was the only clinical observation that may have been related to treatment. It was
also noted the treated animals appeared to be more alert during the day time than the untreated
animals after about a week or two of treatment. No changes in food consumption or weight gain
were noted. There were no treatment-related changes in ophthalmology, neurological or
behavioral changes as evaluated by the functional observational battery tests. There were some
statistically significant differences found in some hematological and clinical chemistry parameters,
but individual values were within the normal range for rats, so the statistical differences are not
believed to have any biological significance. Odorox® Boss™ Hydroxyl Processor air cleansing
machine exposed males exhibited a decrease in pituitary weight and an increase in
testes/epididymes weight. Histological evaluation failed to find any evidence supporting
abnormalities in hematology, clinical chemistry, in the pituitary or the testes/epididymis. Thus,
during the 13-week in-life phase of the study, operation of two Odorox® Boss Hydroxyl
Processor air cleansing machines appeared to be well tolerated by the animals under the
conditions used in this study and the output of material achieved by the two Odorox® machines

operating during the study.

Summary of Pathology Results

In general, there were no histopathologic differences between the control rats and the rats
exposed to two continuously operating Odorox® Boss™ Hydroxyl Processor air cleansing
machines. Special attention was paid to the skin, eyes, nasal turbinates, larynx/pharynx, and
respiratory system. There were no changes in these organs and they appeared to be within
normal limits in both the control and treated animals. There were, however, a number of
neoplasms. There was a hepatobiliary carcinoma in one control male and a renal carcinoma, a
hemagiosarcoma and a thymic epithelioma in three females in the Boss Hydroxyl Odor
Processor® machine group. The incidences were 1 of 20 and 3 of 40, which is statistically
indistinguishable. This suggests that the tumors were spontaneously occurring and not related to
exposure to air processed by the Odorox® Boss™ Hydroxyl Processor air cleansing machines.

The histopathologic findings from this study indicate that the Odorox® Boss™ Hydroxyl
Processor air cleansing machine was well tolerated under the conditions used in this study and

not associated with adverse effects on the eyes, skin or respiratory system in particular.
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Study Toxicology Summary

The in-life phase of the study failed to reveal any changes in: observable behavior or health,
appetite or weight gain, ophthalmology, neurological measures or other behaviors (as measured
by FOB test), or biologically relevant changes in hematology or clinical chemistry. In males,
significant organ weight changes in pituitary and testes may be related to the different sizes of the
two groups and are probably not biologically significant. No histopathological differences were
found between the control rats and those that were housed in a room with two Odorox® Boss™
Hydroxyl Processor air cleansing machines running continuously for 13 weeks. There were some
neoplastic tumors found in both the treated and control rats, but they were not thought to be
related to exposure to air processed by the Odorox® Boss™ Hydroxyl Processor air cleansing
machines. Thus, the results of this study indicate that the Odorox® Boss™ Hydroxyl Processor
air cleansing machine was well tolerated by SD rats and did not induce any detectable toxicity

under the conditions used in this experiment.
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Table 5A. Clinical Observations, Males

Study day(s) on which indicated sign was observed
Group | Animal No. | Rough coat ghromo- ~ Kinked tail NSO
acryorrhea

1 101 X
102 14-16, 31-75, B4-sac
103 16
104 77-sac
105 X
106 88-sac
107 88-sac 59-sac
108 59-75
109 88-sac
110 88-sac

2 201 30-sac 90
202 30-sac 90
203 30-sac 18
204 30-sac 9-13
205 30-sac 90
206 30-sac 90
207 30-sac 75-sac
208 30-sac 90
209 30-sac 90
210 30-sac
211 29-sac 89-sac
212 29-sac
213 29-sac 89-sac
214 29-sac 89-sac
215 29-sac 89-sac
216 29-sac 89-sac
217 29-sac 89-sac
218 29-sac
219 29-sac 89-sac
220 29-sac 89-sac

* Chromodacryorrhea: As evidenced by any of the following: Red staining of fur around one or both eyes; dried blood
on cheek(s) and/or nostril(s), mild stain on forehead/cheek(s)/ear(s)/nose; dark red stain on lower back fur.
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Table 5B. Clinical Observations, Females

Study day(s) on which indicated sign was observed
Group | Animal No. | Rough coat ghromo- ~ Kinked tail NSO
acryorrhea
1 151 88-sac
152 88-sac
163 88-sac
154 88-sac
165 88-sac
156 88-sac
167 88-sac
168 88-sac
159 88-sac
160 X
2 251 30-sac 90
252 30-sac 90
253 30-sac 90
254 30-sac 90
255 30-sac
256 30-sac 61-76, 78, 90
257 30-sac 90
258 30-sac
259 30-sac 61-77
260 30-sac
261 29-sac
262 29-sac
263 29-sac
264 29-sac
265 29-sac
266 29-sac
267 29-sac
268 29-sac
269 29-sac
270 29-sac
* See preceding table.
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Figure 1. Normalized Body Weight Trends, Males
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Figure 2. Normalized Body Weight Trends, Females
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Table 8A. Food Consumption, Males

Average Daily FC (g/rat/day) for Week Ending on Indicated Study Day
Animal

Group No 6 13 20 27 34 41 48 55 62 69 76 83 89

1 101-102 | 219 229 23.0 240 249 26.3 18.7 26.8 322 296 262 311 249

103-104 | 225 23.7 237 233 246 249 254 249 233 234 254 228 241

105-106 | 218 231 240 241 227 26.6 271 30.7 259 238 236 220 237

107-108 | 212 22.7 22.7 23.0 224 22.2 223 218 22.0 2.7 224 21.3 20.8

109-110 | 218 225 234 227 215 22.7 218 218 224 215 225 218 218

Mean 21.8 23.0 23.3 234 23.2 24.6 23.1 25.2 25.2 24.0 24.0 23.8 231

StdDev 0.5 0.4 0.5 0.6 1.5 2.0 3.3 3.7 4.2 3.3 1.7 4.1 1.7

2 201-202 | 220 22.3 224 234 227 22.2 216 227 22.0 21.7 228 217 218

203-204 | 226 225 238 234 223 23.0 228 229 22.7 221 224 221 223

205-206 | 222 223 233 226 216 23.5 225 221 22.8 223 238 20.9 218

207-208 | 243 238 255 252 252 246 244 233 243 224 233 237 228

209-210 | 20.7 21.0 22.7 21.0 200 213 20.8 213 21.0 19.6 215 213 209

211-212 | 230 23.7 240 238 227 224 234 235 234 218 222 21.6 223

213-214 | 232 229 23.7 230 234 234 225 228 216 211 218 221 221

215-216 | 235 233 240 20.9 242 240 241 243 244 226 235 233 23.7

217-218 | 249 26.9 26.3 259 23.7 264 26.0 264 238 240 252 24.7 248

219-220 | 220 214 20.6 218 219 20.8 205 19.8 20.4 19.5 20.6 201 20.6

Mean 22.8 23.0 23.6 231 228 23.2 229 229 226 21.7 22.7 22.2 22.3

StdDev 1.2 1.7 1.6 1.6 1.5 1.6 1.7 1.8 1.4 1.4 1.3 1.4 1.2

1vs.2 | Pvalue | <0.05 NS NS NS NS NS NS NS NS NS NS NS NS

Table 8B. Food Consumption, Females

Average Daily FC (g/rat/day) for Week Ending on Indicated Study Day
Animal

Group No 6 13 20 27 34 41 48 55 62 69 76 83 89

1 151-152 | 151 234 14.4 16.4 169 18.2 16.6 16.1 17.0 176 16.4 17.2 16.9

1563-154 | 156 17.3 14.8 16.1 16.2 18.2 14.8 16.1 16.6 15.5 17.0 17.6 18.1

155-156 | 147 14.9 155 16.4 154 171 16.7 17.9 14.5 15.5 174 16.0 171

157-158 | 167 16.0 17.7 259 271 21.6 15.8 254 32.3 259 25.0 235 315

159-160 | 267 30.2 322 16.3 248 28.3 271 347 26.3 259 224 255 236

Mean 17.7 20.4 18.9 18.2 20.1 20.7 18.2 22.0 21.3 20.1 19.7 20.0 214

StdDev 5.1 6.4 7.5 43 5.4 4.6 5.0 8.1 7.6 5.4 3.8 4.2 6.2

2 251-252 | 169 20.2 27.3 17.7 17.7 22.3 28.3 233 26.0 283 171 259 19.2

253-254 | 159 15.8 19.7 175 204 18.7 229 271 30.7 238 23.0 16.5 18.0

255-256 | 147 15.3 15.7 14.8 16.2 15.8 16.1 16.4 16.1 149 15.7 16.1 16.8

257-258 | 169 13.8 153 15.7 16.6 178 16.3 179 15.0 12.7 14.9 14.7 14.8

259-260 | 152 17.8 26.9 133 15.7 19.0 226 215 20.7 242 18.6 23.0 224

261-262 | 159 16.1 18.2 15.3 159 15.6 16.4 154 16.9 149 16.3 15.1 16.9

263-264 | 296 19.5 18.2 18.5 19.7 18.4 179 18.1 17.3 17.3 18.5 17.2 19.8

265-266 | 154 251 371 232 2715 218 26.5 237 18.6 136 2186 20.1 212

267-268 | 17.0 14.7 18.6 20.8 256 242 241 23.0 16.7 258 215 235 218

269-270 | 173 14.1 174 18.3 179 191 21.2 281 246 26.8 20.6 28.6 289

Mean 17.5 17.2 21.4 17.5 19.3 19.3 21.2 21.5 20.3 20.2 18.8 20.1 20.0

StdDev 4.4 3.5 6.9 29 4.1 2.8 4.4 4.4 5.2 6.1 2.8 4.9 4.0

1vs.2 | Pvalue NS NS NS NS NS NS NS NS NS NS NS NS NS
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Figure 3. Average Daily FC Trends During Each Week (g/rat/day), Males
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Figure 4. Average Daily FC Trends During Each Week (g/rat/day), Females
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Table 9A. Ophthalmology Summary, Males

Group

Animal No.

Pre-study Findings
1 March 2011

End-Study Findings
27 May 2011
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Table 9B. Ophthalmology Summary, Females

Group Animal | Pre-study Findings End-Study Findings
No. 1 March 2011 27 May 2011
oD 0S oD 0S
1 151 N N N N
152 N N N N
153 N N N N
154 N N N N
155 N N N N
156 N N N N
157 N N N N
158 N N N N
159 N N N N
160 N N N N
2 251 N N N N
252 N N N N
253 N N N N
254 N N N N
255 N N N N
256 N N N N
257 N N N N
258 N N Increased nuclear. density, Increased nuclear density, pinpoint
pinpoint opacity in lens opacity in lens
259 N N N N
260 N N Increased nuclear density Increased nuclear density
261 N N N N
262 N N N N
263 N N N N
264 N N Increased nuclear. density,
pinpoint opacity in lens N
265 N N N N
266 N N N N
267 N N N N
268 N N N N
269 N N N N
270 N N N N
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Table 14. Necropsy Observations

Males Females
Group Animal No. | Comments Animal No. | Comments
1 101 NSO 151 NSO
102 NSO 152 NSO
103 NSO 153 NSO (brain &spleen cut in half)
104 NSO 154 NSO
105 NSO 155 NSO
106 NSO 156 NSO
107 L testis gbnonnalllyr small. Pea-sized mass on small 157 NSO
lobe of liver
108 NSO 158 NSO
109 NSO 158 NSO
110 NSO 160 NSO (L eye nicked at necropsy)
2 201 NSO 251 NSO
202 NSO 252 NSO
Fusion of spleen, pancreas, and one lobe of
A i 25 liver. White nodular spots on spleen
204 NSO 254 NSO
205 NSO 255 NSO
206 NSO (R adrenal nicked) 256 NSO
207 NSO 257 NSO
208 R thyroid smaller than L 258 NSO (L thyroid lost at necropsy)
209 NSO 259 NSO
210 NSO 260 NSO
211 NSO 261 NSO
212 NSO 262 NSO
213 NSO 263 NSO
214 NSO 264 NSO
215 NSO 265 NSO
216 NSO 266 NSO
217 NSO 267 White pea-sized mass on R kidney
218 NSO 268 NSO
219 NSO (Lens of L eye fell out at necropsy) 269 NSO
220 NSO (R adrenal nicked at necropsy) 270 NSO
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Table 18. Histopathology Findings

Group Animal No. Treatment Tumor
1 107M Normal Air Hepatic biliary carcinoma
2 267F Boss Hydroxyl Odor Processor® Air Cleansing Machine Renal Carcinoma
2 253F Boss Hydroxyl Odor Processor® Air Cleansing Machine Hemangiosarcoma
2 261F Boss Hydroxyl Odor Processor® Air Cleansing Machine Thymic epithelioma

ABBREVIATIONS

Units are Sl (metric) unless otherwise stated. Not all abbreviations are used in all reports.

Abbreviations (A-N) Abbreviations (N-Z)
ANOVA analysis of variance NSL no significant lesion
APHIS Animal and Plant Health Inspection Service (USDA) | NSO no significant observations
AUC area under the curve NTP National Toxicology Program
BSA bovine serum albumin QECD Organl_zatlon for Economic Co-
operation and Development
BSL-1, BL-1 biosafety level 1 P value probability value
BW body weight PBS phosphate-buffered saline
CBI Comparative Biosciences, Inc. PD pharmacodynamic
CDER Center for Drug Evaluation and Research (FDA) PHS Public Health Service
CFR Code of Federal Regulations Pl principal investigator
Ciasi maximum concentration PK pharmacokinetic
CofA Certificate of Analysis QA Quality Assurance
concn Concentration QAU Quality Assurance Unit
%CV coefficient of variation (percentage) QD once daily
EPA Environmental Protection Agency RH relative humidity
ERY Erythema sac sacrifice
E degrees Fahrenheit SC, 5Q subcutaneous
FD found dead sec, s second
FDA Food and Drug Administration SEM standard error of the mean
GLP Good Laboratory Practices SOP Standard Operating Procedure
H&E hematoxylin and eosin (staining) StdDev standard deviation
hr Hour TK toxicokinetic
IACUC Institutional Animal Care and Use Committee TS terminal sacrifice
ICH International Conference on Harmonization Usc United States Code
Hi Minute USDA United States Department of
Agriculture
N/A not applicable USP United States Pharmacopeia
NBF neutral buffered formalin vol. volume
NC not calculated
ND no data or not determined wiv weight-to-volume ratio
NIEHS National Institute of Environmental Health Sciences | wk week
no., No. Number
NOAEL no observable adverse effect level
NOEL no observable effect level
NS not significant (P =0.05, unless otherwise specified)

Comparative Biosciences, Inc.
CB10-5065-R-TX
15 February 2012

STUDY REPORT
Page 60 of 60



\ g Comparative Biosciences,Inc.

APPENDIX A: Study Protocol and Amendments

This Appendix consists of 21 pages, including this cover page.

Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page A-1 of 21
15 February 2012



N "',’ Comparative Biosciences Inc.

STUDY PROTOCOL
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Comparative Biosciences Inc.
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Sponsor:
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13-Week Toxicity Study of
the Boss Hydroxyl Odor Processor® Air Cleansing Machine in
Rats

Study Number: CB10-5065-R-TX

1. TITLE

13-Week Toxicity Study of the Boss Hydroxyl Odor Processor © Air Cleansing Machine in Rats

2. STUDY OBJECTIVE

The objective of this study is to evaluate the potential toxicity in rats exposed to hydroxyl radicals
and other compounds that may be released into the air as a result of operation of the Boss
Hydroxyl Odor Processor ® air cleansing unit.

3. SPONSOR AND SPONSOR'S REPRESENTATIVE

Sponsor:

HGI Industries Inc.

2055 High Ridge Road
Boynton Beach, Florida 33426

Sponsor’s Representative: Connie Araps, PhD
(561) 498-4986
caraps@bellsouth.net

4. TESTING FACILITY

4.1. Testing Facility

Comparative Biosciences, Inc.
786 Lucerne Drive
Sunnyvale, CA 94085

4.2. Other Test Sites
Clinical Pathology:

Quality Veterinary Laboratories (QVL)
2121 Second Street, No. 104

Davis, CA 95618

Joan Shewmaker, CLS, MT (ASCP)
(530) 759-8533

Comparative Biosciences, Inc. STUDY PROTOCOL
CB10-5065-R-TX Page 4 of 19
Date: 28 February 2011



(530) 759-8553 fax
Ophthalmology:

Animal Eye Specialists

903 Dell Ave.

Campbell, CA 95008

Kristina Burling, DVM, Diplomate, ACVO
(408) 871-2100

(408) 871-2233 fax

Boss Hydroxyl Odor Processor® Performance Monitoring:
Mark Mino, HGI General Manager
HGI Industries, Inc. 2055 High Ridge Rd.

Boynton Beach, FL 334426
561-735-3701

4.3. Study Team

Study Director: Robin Dean, PhD

Attending Veterinarian: Carolyn Reed, VMD, DACLAM

Study Pathologists: Carol Meschter, DVM, PhD, DACVP

Quality Assurance: Jeanette Jacobs, BS

Scientific Writer: Peter Margolis, PhD

Clinical Pathology: Joan Shewmaker, CLS, MT (ASCP)
Quality Veterinary Laboratories (QVL)

Ophthalmologist: Kristina Burling, DVM, Diplomate, ACVO

Animal Eye Specialists of San Jose
Boss Hydroxyl Odor Processor Mark Mino, HGI Industries, Inc, Gen, Manager
Performance Monitoring
5. REGULATORY STATUS OF PROJECT
This study will be conducted in compliance with the US Food and Drug Administration’s Good
Laboratory Practices regulations (21 CFR Part 58), with this protocol, and with Testing Facility
Standard Operating Procedures (note: The air exchange rate in the room with the HGI machine
was decreased slightly below the lower end of the recommended range.)
6. TEST SYSTEM
Species: Outbred rat (Ratftus norvegicus)
Strain/Stock: Sprague-Dawley/Simonsen Albino,
Vendor: Simonsen Laboratories (Gilroy) or other approved vendor

Age: approximately 6-7 weeks of age upon receipt.

Sex: Males and Females,

Comparative Biosciences, Inc. STUDY PROTOCOL
CB10-5065-R-TX Page 5 of 19
Date: 28 February 2011



Body weight range: Approximately 160-180 g (M) and 140-160g (F) upon receipt

Justification for use: Rats are an accepted species frequently used in pre-clinical
evaluation of drugs and devices intended for human use.

Number required for study: approximately 30 males and 30 females, plus spares

7. ANIMAL CARE, HOUSING, AND ENVIRONMENTAL CONDITIONS

7.1 Institutional Animal Care and Use Committee Approval

This study will be conducted according to a research proposal approved by the Institutional
Animal Care and Use Committee of Comparative Biosciences, Inc.

7.2. Receipt and Acclimation

Animals will be acclimated for approximately seven (7) days after receipt at Comparative
Biosciences, Inc., according to Testing Facility SOP. Animals will be observed daily during
the acclimation period for clinical signs of abnormality. If, in the opinion of the Study Director
or veterinarian the health status of any animal is questionable, that animal will be excluded
from the study.

7.3. Drop outs and Replacements

Extra animals may be ordered from the vendor. Any animal determined to be unfit for the
study during the acclimation period may be excluded from the study. If an animal is
excluded, any data already collected on that animal will be retained. After dosing, an animal
may be replaced on Day 0 at the option of the Study Director. Any data already acquired on
the replaced animal will be retained. Records of the reasons for the replacement will be
maintained and explained in the study report. No replacements will be permitted after Day 0.

7.4. Environment and Husbandry

7.4.1. Temperature and Humidity

Temperature controls will be set to maintain room temperature within the range of
64-79°F. Relative humidity in the facility is generally within the range of 30-70%. These
environmental parameters will be monitored and daily minima and maxima recorded.
Any excursions from these ranges will be noted in the study report. The Air exchange
rate was decreased in the room containing the HGI machines to 7.4 exchanges per hour
(slightly below the Guide for the Care and Use of Animals recommendations) and the
control room was lowered to 10.8 air exchanges/hr, still within the Guide recommended
range.

7.4.2.Light Cycle

Twelve hours of light and twelve hours of dark will be provided in the animal rooms. A
fluorescent light source will be used, with lights turned on at approximately 0700 hours
and turned off at approximately 1900 hours each day.
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7.4.3.Feed

LabDiet® 5002 Certified Rodent Diet (Purina Mills, Inc., St. Louis, MO) or other approved
diet will be provided ad libitum throughout the acclimation and treatment phases Lot
number(s) and Certificate(s) of Analysis will be maintained by the Testing Facility. There
are no known contaminants that are reasonably expected to be present in the diet that
are known to be capable of interfering with the purpose or conduct of the study.

7.4.4 Water

Fresh water from the Sunnyvale Municipal Water Supply will be provided ad libitum to the
animals via water bottles. The water supply is periodically tested by the City of
Sunnyvale for chemical and bacterial contamination. In addition, the Testing Facility tests
water from its own taps for bacteria at least once a year. Results of these analyses (City
and Testing Facility) will be maintained on file at the Testing Facility. There are no known
contaminants that are reasonably expected to be present in the water that are known to
be capable of interfering with the purpose or conduct of the study.

7.4.5.Husbandry

All animals will be pair housed in plastic static cages (wire tops) in a room dedicated to
rats. General procedures for animal housing and husbandry will be conducted according
to Testing Facility SOPs and will meet all regulations concerning use of animals in
research including the U.S. Department of Agriculture regulations (9 CFR Ch. 1)
implementing the Animal Welfare Act (7 USC 2131 et seq.) and the recommendations of
the National Research Council’'s Guide for Care and Use of Laboratory Animals (National
Academy Press, 1996). Note: there was one deviation from the guide, the number of air
exchanges in the room where the HGI machine was operating was slightly below the
recommended number, 7.4/hr instead of 10-15/hr.

7.4.6.Animal Identification

Animals will be arbitrarily assigned sequential temporary animal identification numbers
after receipt at the Testing Facility. The study number and temporary identification
number will be displayed on each cage card during the acclimation period. Upon
allocation to a study group, animals will be assigned “permanent” identification numbers
as described in Section 9.2. Permanent identification numbers will be displayed on cage
cards and coded on individual rats by ear tags or tail marks (refreshed regularly).

8. TEST AND CONTROL ARTICLES

8.1. Test Article/Machine: The Test Article, Boss Hydroxyl Odor Processor ® air cleansing
machine, produces airborne hydroxyl radicals and other compounds (combined oxides)
by photolysis of ambient water vapor. It is designed to cleanse the air and exposed
surfaces by reacting with and decomposing organic compounds, bacteria, viruses, mold
and mildew.

8.1.1. Source: HGI Industries, Inc. (Boynton Beach, FL).
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8.1.2. Lot Number: The lot number or other appropriate identification will be recorded
and included in the study report.

8.1.3. Storage: Room temperature
8.1.4. Expiration Date: NA
8.1.5. Dose Preparation: None required

8.1.6. Dose Analysis: Boss Hydroxyl Odor Processor ® operation will be monitored
continuously during the study remotely by the Sponsor via a data line connected
to a stand-alone monitoring device. This will provide concurrent verification of the
output of the machine. It should also demonstrate that the operation of the
machine is constant and uniform throughout the study. A report associated with
this monitoring will be provided by the Sponsor to be appended to the study
report.

8.1.7. Characterization: The Sponsor will provide evidence of the identity, strength,
purity, stability, and uniformity of the test article operation, as applicable, which
will be appended to the final report. These “specifications/calibration” can be
compared to the real-time monitoring (described above) to demonstrate stable
operation/hydroxyl radical and combined oxides output for 13 weeks or the length
of the study.

8.1.8. Special Handling: Standard laboratory precautions.

8.2. Control Article: Normal room air (room without a Boss Hydroxyl Odor Processor ®
machine operating), approximately the same temperature, and humidity as room with
the Boss Hydroxyl Odor Processor ® machine running. The air exchange rate was
measured in the room housing the control animals and was found to be slightly higher
than in the experimental room (10.8 exchanges/hr in control room and 7.4 in the room
with the HGI machine running.) This small difference was not thought to have any effect
on the outcome of the study.

9. EXPERIMENTAL DESIGN

The study will consist of two groups: a treated group (20 males and 20 females) to be housed for
at least 13 weeks in a room in which the Boss Hydroxyl Odor Processor ® air cleansing machine
is operating; and a control group (10 males and 10 females) housed for the same time period in a
different room, not exposed to the Boss Hydroxyl Odor Processor ® machine operation, under
normal animal housing conditions. The air exchange rate will be slightly higher in the control room
than in the room with the HGI machine operating. The study design is outlined in Table 1. Both
groups will undergo the same evaluations and tests. Clinical observations will be performed once-
daily. Since the machine generates hydroxyl ions and other oxides which might irritate eyes, nose
and respiratory system, close examination of these should be performed during daily clinical
observations. Body weight and food consumption will be measured once weekly. During the
course of the study four functional observational battery (F.O.B.) tests will be performed on
animals, with a focus on respiration, eyes, neurotoxicity and mucous membranes (Appendix C).
The first F.O.B. test will occur within three days prior to start of the study and the others will be
approximately equally spaced throughout the study. An ophthalmological exam will be performed
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on all animals by a veterinary ophthalmologist during the acclimation period and again prior to
necropsy. Prior to necropsy, blood will be collected for hematology and clinical chemistry
analysis. At sacrifice, gross necropsies will be performed, including specified organ weights
(Appendix B). A complete set of tissues will be collected and fixed for histopathological
evaluation, with focus on skin, eyes, nasal turbinates, larynx/pharynx and respiratory system.
(Appendix B).

Table 1. Summary of Study Design

Animal No.
Group (M/F) Treatment Sacrifice
Room without Boss Hydroxyl
Odor Processor ® Machines
1 101-110/151-160 (normal housing conditions) Week 13
Room with Boss Hydroxyl Odor
Processor ® Machines running
2 201-220/251-270 continuously Week 13

9.1. Rationale for Selection of Dose and Route

Operation of the Boss Hydroxyl Odor Processor ® machine will duplicate anticipated
exposure to air containing hydroxyl radicals and other compounds (combined oxides), etc.
generated by the device as expected in clinical/normal use.

9.2. Final Selection and Randomization of Animals

No earlier than three (3) days prior to start of study, the animals will be examined by a
qualified veterinarian. Animals not excluded for health reasons will be weighed and any
outliers set aside (these animals may be used as replacements). Animals will be selected for
the study based on normal clinical presentation (veterinary and ophthalmological exams) and
moderate body weight. Animals may or may not be randomized using computer software.
Details of any randomization procedure will be filed with the raw data and described in study
report.

Animals not used for the study may be placed in the spare animal colony or euthanized, at
the option of the Study Director. Any data already gathered on these animals will be retained
with the raw data, but not necessarily included in the final report.

9.3. Animal Identification
Upon assignment to a study group, each animal will be uniquely identified with tail marks or
ear tags. A cage card displaying the animals’ permanent identification numbers and the

study number will be displayed throughout the in-life period. The animal identification
numbers and their groups are shown in Table 1.

9.4. Dosing Cohorts

Study will be run and animals necropsied as approximately three cohorts, generally
staggered by a day or two. Cohort composition will be described in detail in the Study Report.
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10.

9.5. Dose Administration
Not applicable.

9.6. Adverse Reactions

No adverse reactions are anticipated. Any animals experiencing adverse reactions will
receive supportive veterinary care if, in the opinion of the Study Director and the veterinarian,
such treatment will not interfere with the purpose or conduct of the study. Moribund animals
will be euthanized after veterinary consultation. Animals in extreme pain or distress may be
euthanized by qualified personnel without veterinary consultation.

9.7. Animals that Die on Study

If an animal dies on study or is judged to be moribund and euthanized, it will be submitted for
gross necropsy according to Testing Facility SOPs. An attempt will be made to determine if
the death or moribund condition was test article-related. Tissues will be fixed for
histopathological examination. The Sponsor will be notified promptly.

OBSERVATIONS, MEASUREMENTS, AND SAMPLES
10.1. Clinical Observations
Clinical observations, including overt signs of toxic or pharmacologic effect(s), will be

recorded at least once daily during the acclimation and in-life study periods. All signs of
clinical abnormality will be recorded.

10.2. Body Weights

The animals will be weighed within 3 days prior to start of study, once weekly thereafter, and
at necropsy.

10.3. Food Consumption

Food consumption (per cage) will be measured once weekly.

10.4. Ophthalmology
All animals will receive an ophthalmological examination by a board-certified veterinary

ophthalmologist during the acclimation period prior to inclusion in study and again within
approximately three days prior to sacrifice. Note: timing may vary slightly due to availability of
veterinary ophthalmologist.

10.5. .F.0.B. Testing
F.O.B. testing will be performed on all animals four times during the 13-week study. The first

test will occur within three days prior to start of study and the remaining tests will be
performed approximately evenly spaced throughout the study. The individual tests that
comprise the F.O.B. test are listed in Appendix C, along with a more detailed description of
the individual tests.
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10.6. Clinical Pathology

Assessment of hematology and clinical chemistry parameters will be performed on blood
samples collected immediately prior to necropsy for all groups. The parameters to be
evaluated are presented in Appendix A.

10.7. Necropsy

The animals will be euthanized at end of study (unless previously euthanized as described in
Section 9.6.), according to Testing Facility SOP. Specified organs will be weighed and
tissues collected for histopathological evaluation (Appendix B). Tissues will be fixed in 10%
neutral buffered formalin (except eyes and testes, which are to be fixed in modified
Davidson’s solution). Note: necropsies of different cohorts may be on different days.

10.8. Histopathology

The tissues indicated in Appendix B will be examined histopathologically. Tissues will be
dehydrated, embedded in paraffin, sectioned at 3-5 um, and stained with hematoxylin and
eosin. Slides will be evaluated via light microscopy by board-certified veterinary pathologist.
Additional tissues may be added at the discretion of the pathologist or as requested by the
Sponsor.

11. DATA PRESENTATION AND STATISTICAL ANALYSIS
11.1. Data Presentation

Data will be presented as raw data and in summary tables and/or displays as appropriate.

11.2. Statistical Analysis

P-values of =0.05 will be considered statistically significant.
11.2.1 Continuous Normal Data

11.2.1.1 Two groups: Continuous normal data will be analyzed using the Student t-
test (with Welch’s correction in case of non-homogeneous variance as
determined by an F-test).

11.2.1.2 More than two groups: Bartlett's Test for Equal Variances will be used to
determine homogeneity of the data from the multiple groups. In the case
of homogeneous variance, analysis of variance (ANOVA) will be used
followed by a suitable post-test if the ANOVA is significant. For non-
homogeneous variance, the Kruskal-Wallis (non-parametric) test will be
used, followed by Dunn’s post-test if the Kruskal-Wallis test is significant.

11.2.2 Categorical Data: Histopathology lesion data will be analyzed by the Study
Pathologist. Histopathology severity scores may be analyzed statistically using
non-parametric tests. Clinical observation data will be presented as text or in
tabular form.

11.2.3 Other Methods: Summary tables, descriptive statistics (e.g., means, standard
deviations), graphic displays, and other appropriate statistical tests and
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techniques will be employed as deemed necessary. Results having a probability
of 0.05 or less (P <0.05) will be considered statistically significant.

12. RECORDS AND REPORTS

12.1. Study Records

The following records, together with any other records deemed necessary by the Study
Director and study monitor(s), will be retained at the Testing Facility in accordance with
21 CFR Part 58.195:

Personnel records, approved and dated study protocol and associated documentation,
test/control article records, pretest animal records, in-life animal records, feed and water
analysis documentation, post-mortem animal records, and relevant formal correspondence
with the Sponsor.

12.2. Final Report

The draft report (Version 1) will be generated within twelve weeks following sacrifice. A final
report will be issued within four weeks after the Sponsor's comments on the draft report
(Version 1) are received by the Study Director. Extensive comments may require additional
drafts. A draft final report will be automatically finalized by the Testing Facility if the Sponsor
has not responded to a draft within ninety (90) days after the document was issued to the
Sponsor. A final report can only be modified by a written amendment signed by the Study
Director.

The final report will include a copy of the final study protocol (and any/all amendments), a
summary of the raw data collected during the in-life period, a summary of clinical pathology
results, and the pathologist's report. A report prepared by the Sponsor summarizing results of
the Boss Hydroxyl Odor Processor = monitoring data will also be included in the final study
report as an appendix.

13. MONITORING OF STUDY

This study will be conducted in compliance with the US Food and Drug Administration’s Good
Laboratory Practices regulations (21 CFR Part 58) with this protocol, and with Testing Facility
Standard Operating Procedures. Critical phases will be inspected by the Testing Facility Quality
Assurance Unit. The Sponsor may monitor the study during normal business hours by
appointment with the Study Director.

14. ADMINISTRATIVE PROCEDURES

14.1. Amendments to the Protocol

Any modification to the approved protocol will be documented as an amendment to the
protocol. Such modifications will be made jointly by the Sponsor and Comparative
Biosciences, Inc., prior to the action being carried out. Amendments may be implemented by
telephone agreement and formalized later. Reasons for any amendment(s) will be
documented and signed by the Sponsor and Study Director. Amendments will be maintained
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with the study protocol. The study protocol will be the controling document in case of
discrepancies between the protocol and the SOPs of Comparative Biosciences, Inc.

14.2. Deviations from the Protocol

All protocol deviations will be documented and brought to the attention of the Study Director,
according to Testing Facility SOP. Any deviation judged reasonably by the Study Director to
have possible impact on the outcome of the study or interpretation of the data will be
communicated to the Sponsor as soon as possible and corrective actions will be determined.
All deviations will be summarized in the final report.

14.3. Termination of the Study

The Sponsor or Comparative Biosciences, Inc. may terminate the study prematurely. If a
study is terminated, the appropriate party will be notified by telephone and then in writing as
to the reason and timing of study termination.

14.4. Test/Control Article/Device Accountability

The Sponsor shall provide complete instructions of handling, storage, biohazard nature, and
operation of the Boss Hydroxyl Odor Processor ® machines . Comparative Biosciences Inc.
will maintain complete records of the test machine operation and will return the test machines
according to the Sponsor's written and/or spoken instructions. Sponsor will monitor operation
of their machine remotely via a data line connected directly to the operating Boss Hydroxyl
Odor Processor ®. At least two backup Boss Hydroxyl Odor Processor ® machines will be
supplied by the Sponsor in case of failure of the primary unit.

14.5. Independent Audits

The Sponsor may arrange for an independent audit of the Testing Facility and/or any of its
subcontractors. Any such audit shall be conducted by appointment during regular business
hours and the Sponsor shall ensure that the independent auditor(s) comply with Testing
Facility procedures and policies.

14.6. Histology/Biological Specimen Archival
The Testing Facility will not serve as a permanent archive for histology and/or other biological
specimens generated by the study. These archival materials will be collected, inventoried,
appropriately packaged, and forwarded via courier to the Sponsor, or a facility designated by
the Sponsor, following distribution of the final report. Upon request, the Testing Facility will
arrange for archival at an independent facility.

14.7. Material Safety Data Sheets (MSDS)

The Sponsor will provide an MSDS or equivalent for the test device, supplied to the Testing
Facility. This information should including stability and uniformity of operation over the
duration of the study.

14.8. Confidentiality

All information obtained during conduct of the study will be considered confidential. At no
time will the nature or the study, study protocol, or study data be disclosed by Comparative
Biosciences, Inc., to any third party without written consent from the Sponsor, except as may
be required by regulatory authorities. Likewise, Sponsor will treat all correspondence from
Comparative Biosciences, Inc., except the final report, but including draft reports, as
confidential information.
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APPENDIX A

Hematology Panel

Total Leukocyte Count (WBC)

Erythrocyte count (RBC)

Hemoglobin (HGB)

Hematocrit (HCT)

Mean Corpuscular Volume (MCV)

Mean Corpuscular Hemoglobin (MCH)

Mean Corpuscular Hemoglobin Concentration (MCHC)

Red Cell Distribution Width (RDW)

Platelet Count (PLT)

Mean Platelet Volume (MPV)

Differential Leukocyte Count — Absolute and Relative

Reticulocyte Count (RETIC) — Absolute and %

Serum Chemistry Panel

Blood Urea Nitrogen (BUN)

Creatinine (CREAT)

Glucose (GLUC)

Serum Aspartate Aminotransferase (AST)

Serum Alanine Aminotransferase (ALT)

Alkaline Phosphatase (ALP)

Bilirubin, Total (BILI-T)

Sodium (Na)

Potassium (K)

Chioride (CI)

Calcium (Ca)

Phosphorus (P)

Total Protein (TP)

Albumin (ALB)

Globulin (GLOB)

Albumin/Globulin Ratio (A/G Ratio)

Triglycerides

Cholesterol (CHOL)
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APPENDIX B

Tissues to Be Collected at Necropsy

Tissue Organ Histopathologic
Collection | Weight Evaluation
Adrenal glands (paired) v v y
Aorta (thoracic) v v
Bladder, urinary v v
Bone

Femur
Sternum
Bone marrow
Femur
Sternum
Bone Marrow Smear
Brain (cerebrum, cerebellum, brain stem)
Esophagus
Eyes with optic nerve, conjunctiva, and lids
Harderian/lacrimal gland
Heart
Injection site (if any)
Kidneys (paired)
Large intestine
Cecum
Colon
Rectum
Larynx/pharynx
Liver
Lungs with bronchi
Lymph nodes (mandibular, mesenteric)
Macroscopic lesions
Mammary gland (inguinal)
Nostrils +nasal turbinates
Pancreas
Pituitary gland
Reproductive--female
Cervix/Uterus
Ovaries (paired)
QOviducts (paired)
Vagina
Reproductive--male
Epididymis
Prostate
Seminal Vesicles
Testes (paired)
Salivary gland

Tissue/Specimen

< |2
<
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Ea i P A P P EE) P E ) P P
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<
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APPENDIX B (continued)

Tissues to Be Collected at Necropsy

Tissue/Specimen Tissu_e Organ Histopathqlogic
Collection Welght Evaluation

Sciatic nerve A \
Skeletal muscle N \
Skin & subcutis (inguinal) \ v
Small intestine

Duodenum 4 \

Jejunum A N

lleum y \
Spinal cord (cervical, lumbar, thoracic, w/ N v

vertebrae)
Spleen \ \ \
Stomach \ N
Thymus \ v v
Thyroid/parathyroid \ \ \
Tongue Y \
Trachea y \
Zymbal’s Gland - -
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Functional Observational Battery (FOB) Tests

Home Cage Behavior (3 min. Observation)

1.Body Position

N, Normal

A, asleep

R, rearing, standing on hind legs

L, lying on side

F, animal’'s abdomen flattened on bottom of cage

C, catalepsy (trance-like state, generally immobile, frequently abnormal posture

2. Respiration
s N, normal
s S, shallow
« D, difficulty breathing or labored breathing
o SD, severe difficulty breathing, wheezing, mouth open while trying to breathe

3.Piloerection
* N, none,
P, Piloerection present (describe location and severity, mild, moderate or severe)

4.Locomotor Activity
« N, normal
* |, immobile, not moving at all or hardly at all, describe
o S, slow infrequent movement
'V, vigorous rapid movement

5.Gait

N, normal

D, animal drags body, abdomen frequently touching floor, body wobbling

DH, animal drags hind limbs, unable to support weight on hind legs

H, Body hunched, back rounded

T, Walks on tiptoes

A, Ataxia, loss of motor coordination, body sways animal lurches while trying to walk

6. Abnormal Behavior (anything abnormal, not covered above- describe)

7.Response to blunt object (like eraser end of pencil, put close to animal's head)
* |, no reaction, ignores it
* N, normal reaction, slow approach sniffs, probably backs off or walks away
» T, Twitches (generally away, but can bump into object)
* 'V, violent overreaction, jumping biting, squeaking and even attack
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Hand-Held Responses (Pick up and hold animal to complete these tests)

1.Response to picking up.
» 1. Easy, rat sits quietly, little resistance
2. Vocalization without much other resistance
3. Moderately difficult, rat rears and follows hand
4. Rat flinches (with/without vocalization)
5. Difficult rat runs around cage trying to avoid being picked up
6. Very difficult, may try to bite with/without squealing

2.Palpebral closure
* 1 orN, eyelids wide open —normal
o 2. Eyelids slightly closed
* 3. Eyelids half closed
o 4 eyelids completely closed

3. Lacrimation
« 1/N, normal, no noticeable lacrimation
» 2 Excess lacrimation at margin
o 3, Persistent dampness
» 4 dampness extends beyond margin, may have red tinge

4. Porphyrin staining around eyes
¢ 1/N, none
o 2 slight red tinge to tears and slight crustiness to edge of lids.

» 3, moderate dried blood-like crustiness on lids, generally upper or lower, but can
be both

s 4 extreme accumulation of dried blood-like crustiness around all lids.

5.Conjunctiva appearance
s N, normal
» A abnormal, describe (ie mod. Red)

6. Blink Reflex
* vyes/no

7. Clicker reflex
* vyes/no and describe (i.e. brisk with jump)

8. Tail Pinch
* vyes/no

9.Righting reflex (drop upside down ~ 30 cm off surface)
» Yes -lands on feet, generally all four
* No, doesn’t land on feet, maybe on side, rarely on back

10.Grip strength: Time in seconds that animal is able to grip the dowel before losing grip
and falling
o # of seconds (~120 sec. max)
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Change:
insert: Lead Biologist under Study Direclor.

To read:
*Lead Biologist Lucy Jawed, B.S., BA."

Justification:
Inadvertently omitted fram the signed protocol.

Page 5, Section 4.3 Study Team

Change:
“Quaslity Assurance Jeanette Jacobs, B.S"
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“Quality Assurance Jeanetie Jacobs, B.S. (to June 10, 2011)

Quality Assurance Matthew Knox, B.A. (from June 10, 2011 on)”
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Study No.: CB10-5065-R-TX ! Sponsor: HGI Industries
Title: 13-Week GLP Toxicity Study of the Boss Hydroxyl Processor Alr Cleansing Machine
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Effective Date; 9 November 2011

Amendment No. 2

Throughout report
Change: Name of test article from "Boss Hydroxyl Qdor Processor” Air Cleansing Machinge”.

To read:"Odorox® Boss ™ Hydraxy! Processar Air Cleansing Machine” everywhere it appears
in the text of ithe report. The name appears on many pages, frequently in multiple places on
many pages. It should be changes in all those places.

Note: When it appears as 2 title, on pages 1 and 2, ali words will be capitalized, whereas in
ather places within the text “air cleansing machine” generally won't be capitalized.

Justification:
The name of the test article was incorrect In the protocol, but was not caught by anyone. The

Sponsor wishes to change the name of the test article in the repon, so the name must be
changad in the approved Study Pratocol by amendment.

Approved by:

A VIR
Sponsor: (M %«‘%ﬁ Date: //'/0‘/(

| Study Directoﬁ‘q&u;h @m Date: T Nod Roif

Page 1 of 1
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Summary of Deviations

Deviation No. 1.

Description. Clinical observations were inadvertently not done on three days, 21 March (Study
Days 17-19 for cohorts 3, 2, and 1, respectively); 27 March (Study Days 23-25, for cohorts 3, 2,
and 1, respectively); and 7 April 2011 (Study Days 34-36 for cohorts 3, 2, and 1, respectively).

Known or potential effect on study results. Clinical observation records were present for the
days preceding and the days following those that were missing. It is unlikely that significant
clinical observations occurred on one day only. Therefore, it is unlikely that this deviation had any
impact on the study results or their interpretation.

Corrective action. Meet with RAs that failed to perform Clinical Observations and discuss
problem.

Deviation No. 2.

Description. Body weights of animals in Cohort 1 apparently increased 55-60 g at necropsy.
This was attributed to failure to tare the balance used on that day.

Known or potential effect on study results. Body weights showed a steady increase
throughout the study, which had slowed to a few grams per week in both males and females.
The last weekly weighing was performed on Day 88, only three days prior to necropsy.
Therefore, Day-88 body weights were used to calculate the organ weights normalized to body
weight. This deviation was thought to have had no significant effect on the results or
interpretation of the study.

Corrective action. The individual responsible for the error was re-trained in proper use of the
balance.

Comparative Biosciences, Inc. STUDY REPORT
CB10-5065-R-TX Page B-2 of 2
15 February 2012
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HGI Report - Odorox® Boss ' Hydroxyl Processor Air Cleansing Machine Operation During Comparative
Biosciences Toxicology Study CB10-5065-R-TX

January 7, 2012

Section 1 - Purpose:

The purpose of the studies described herein was to measure the concentrations of hydroxy! radicals and
ozone produced by the two Odorox® Boss™ Hydroxyl Processor Air Cleansing Machines used in
toxicology study CB10-5065-R-TX and to confirm that the machines were operating according to their
specifications.

Section 2 - Introduction:

The Odorox® Boss™ Hydroxyl Processor Air Gleansing Machines are used in indoor environments to
cleanse the air of volatile organic compounds that produce odors and to kill bacteria, viruses, mold and
miidew. They do this by circulating ambient air through a photolysis chamber where quartz optics
generate a range of ultra violet (UV) radiation that interacts with the water vapor, oxygen and trace gases
present in ambient air to produce hydroxyl radicals and ozone. These oxidants react with the voiatile
organic compounds in ambient air to decompose them through a series of oxidation steps which create
oxidized organic by-products. The purpose of the toxicology study is to determine if the chemicals and
by-products produced by the test article have adverse health effects.

Section 3 - Participants:

l.aboratory studies to measure the primary chemical oxidants — hydroxyl radicals and czone - produced
by the Odorox® Boss™ Hydroxyl Processor air cleansing machines were conducted at the Lovelace
Respiratory Research Institute (LRRI} by Dr. Jacob MacDonald and his team. The data produced was
analyzed and reported by both Dr. MacDonald and an independent expert in the field of atmospheric
physical chemistry and hydroxyl radical formation and reaction, Dr. David Crosley and Dr, Connie Araps a
chemist with expertise in organic free radical chemistry. Mr. Mark Mino and Mr, Jeff Chalpan, HGI
employees, provided expertise in the areas of equipment engineering, data acquisition and analysis for
the purpose of validating machine performance during the toxicology studies.

Section 4 — Study Design

In order to measure the Odorox® Boss™ Hydroxyl Processor Air Cleansing Machines’ hydroxyl radical and
ozone output an ultra-clean room and special analytical equipment is required, as hydroxyl radicals are
too short lived to measure in a normal laboratory environment. These studies were conducted at the
Lovelace Respiratory Research Institute and are described herein in Appendix 1. From these results, the
correlation between hydroxyl radical and oxidant formation was determined. Since the ratio of hydroxyl

HGI Revised Monilaring report_20120207 docx 1



radical to ozone formation remains constant during machine operation, measured ozone concentration is

a valid means of confirming that the test article is running to specifications.

Section 5 - Materials and Methods:

The amount of Odorox® oxidants produced during animal testing was monitored continuously using a
direct reading instrument, a model Polytron 7000 Series Controller and Pump module with an OV-1 (P/N
63 10 290) DragerSensor® manufactured by Drager. The inlet of the sampling device was placed at a
height of approximately 30 inches, in the center of the rack of rat cages, which was in the center of the
test room. Mr. Jeff Chalpan installed the testing equipment and monitored the output remotely via

electronic data transmission. This device is an industry standard ozone meter.

The sensor ozone/oxidant data stream was sampled every thirty (30) seconds and the sampled
ozone/oxidant level measurements were recorded. The total Odorox® oxidants were plotted for each 24
hour period (EST). The data is summarized below as weekly averages.

Odorox” Oxidant Levels - Weekly Averages
(ppm)
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Average
Oxidant
Levels (ppm)

Week 1: 0.1443  ppm
Week 2: 0.1177 ppm
Week 3: 0.1070 ppm
Week 4: 0.1189 ppm
Week 5: 0.1161 ppm
Week B: 0.1383 ppm
Week 7: 0.1313 ppm
Week 8: 0.1085 ppm
Week 9: 0.1258 ppm
Week 10: | 0.1323 ppm
Week 11: | 0.1178 ppm
Week 12: | 0.1193 ppm
Week 13: | 0.1082 ppm

Over the testing period (13 weeks), the average Odorox® oxidant level was 0.1236 parts per million
(ppm), with a median of 0.1213 ppm and a Standard Deviation of 0.01829 ppm. These measurements
correspond to a steady state Odorex® hydroxy! radical formation by each machine of ~2 x 10°
molecules/cm” if distributed uniformly within the treatment space) based on studies conducted by Dr. J.
MacDonald at LRRI and analysis pravided by Dr, David Crosley; both individuals being independent,
third party experts in the field of atmospheric hydroxyl radical measurements and chemistry. These
studies are summarized in Appendix 1. Normal operating oxidant levels are 0.03 to 0.1 ppm, as the
OSHA guidelines for continuous 8-hour exposure is 0. 1ppm. It was our goal to expose the test animals to
slightly higher than normal test article operating conditions which are always below the OSHA limit.

Section 6 - Conclusion

The oxidant levels measured confirmed that hydroxyl radicals were being formed by the Odorox® Boss "
Hydroxyl Processor air cleansing machines during the toxicology study and that the machines were
operating within specifications. The amount of oxidants and by-products produced were set to be greater
than what would be expected in actual occupied spaces such as a hospital, schoal or office setting where
the machine might be used and thus provides a valid test of the possible toxicity of the output of the

machine,
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Appendix 1
Odorox® Boss Hydroxyl Processor Air Cleansing Machine Hydroxyl Radical and Ozone Studies

The measurement of hydroxy! radical and ozone formation by the Odorox® Boss™ Hydroxyl Processor air
cleansing machine (test article) was conducted at the Lovelace Respiratory Research Institute by Dr.
Jacob MacDenald and his research team in a specially designed Teflon room (120,000 cubic liters). The
room was purged of background organics to [ess than 8 ppb by filtering ambient air running at a very low
level through HEPA and charcoal filters. A tracer gas, CCL4, was also used to enable sampling through
a gas chromatograph and cther sensors for measurement of the n-heptane used as the confrol volatile
organic compound. N-heptane reacts rapidly with hydroxyl radicals but does not react with ozone. Since
these are the only oxidants produced under the controlled test conditions, the consumption rate of the n-
heptane wouid be equal to the production rate of the hydroxyl radical after correction for the dilution rate.
This is a published method for measuring hydroxyl radical formation based on kinetic data published by
Finlayson and Pitts and analyzed by Crosley'?. An ozone detector inside the chamber was used to
measure total oxidant formation. Reactions were run at night to minimize photolysis outside of the
Boss™ machine.

A quantity of n-heptane was introeduced into the room and equilibrated to create a concentration of 120
ppb. A base-line measurement of this concentration was recorded in Table 1. Note the slow reduction in
n-heptane concentration resulting from introduction of the tracer gas (3-4% dilution rate}. The Boss™
machine was then run for 2.48 hours (with two optics on and the fan set af low), so that it produced
hydroxy! radicals which reacted with the n-heptane as evidenced by increased loss of n-heptane during
this period. Also noted in Table 1 was the formation of ozone. After the Boss™ machine was turned off,
the loss of n-heptane returned to the original rate associated with dilution, since hydroxyl radicals were no

longer being produced.

Dr. David Crosley independently analyzed the data and confirmed that the measured disappearance of
the n-heptane of 18 percent correlated well with the published reaction rate coefficient for hydroxyl
radicals and n-heptane of 7x10"% em®s™ (Finlayson-Pitts and Pitts)®. He calcuiated the hydroxyl radical
production rate to be 2 x 10"/cm or a theoretical steady state concentration around the room of 2 x
‘IO%ml which is similar to that found in nature. The measured formation rate of ozone was essentially
the same at 1 x 10"/cm. This rate of formation will remain constant for the Boss™ system pravided that
the same number of optics and the same fan speed is used (two optics, low fan). The ratio of hydroxyl

radical formation and ozone formation will also remain the same.
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Heptane Treatment with Boss Odorox OH Generator
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Histology Laboratory:

CBI Accession No.:
Pathologist:
Study Title:

Performing (In-life) Laboratory:

CBI Study No:
Study Director:

2. QUALITY ASSURANCE STATEMENT

H-11-1016

Comparative Biosciences, Inc.

Carol Meschter, DVM, PhD, DACVP
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor
Processor ® Air Cleansing Machine in Rats

CB10-5065-R-TX
Robin Dean, PhD

Comparative Biosciences, Inc.

Sponsor: HGI Industries Inc.
inspeetion Phase Inspected Sueybinds | Mt
27-Jan-11 Receipt of Test Article Device 1-Feb-11 18-Feb-11
14-Feb-11 Receipt of Test Article Device 16-Feb-11 18-Feb-11
21-Mar-11 Body Weights/Room Inspection 22-Mar-11 25-Mar-11
30-Mar-11 Food Consumption 4-Apr-11 8-Arp-11
31-Mar-11 Functional Observation Battery Test 4-Apr-11 6-Apr-11
26-Apr-11 Body Weights/Room Inspection 27-Apr-11 9-May-11
11-May-11 Food Consumption 11-May-11 13-May-11
27-May-11 Ophthalmologic Exam 2-Jun-11 14-Jun-11
27-May-11 Review of Raw Data 27-May-11 22-Jun-11
27-May-11 Necropsy 2-Jun-11 14-Jun-11
14-Jun-11 Gross Trimming Wet Tissue 15-Jun-11 16-Jun-11
18-July-11 Sectioning Paraffin Blocks 25-Jul-11 25-Jul-11
22-Jul-11 Gross Trimming Wet Tissue 25-Jul-11 25-Jul-11
25-Aug-11 Draft Study and Pathology Report 26-Aug-11 30-Aug-11
/[4’1{%4/&/?7‘?&/‘( . Z’/ z / | Z-
Matthew Knox, BA ’ Date

Quality Assurance Unit
Comparative Biosciences, Inc.
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3. COMPLIANCE STATEMENT

13-Week GLP Toxicity Study of the Boss Hydroxyl Odor
Processor ® Air Cleansing Machine in Rats

CBI Accession Number: H-11-1016

CBI Study No.: CB10-5065-R-TX

Sponsor: HGI Industries Inc.
2055 High Ridge Road
Boynton Beach, FL 33426

Histopathology Laboratory: ~ Comparative Biosciences, Inc.
786 Lucerne Drive
Sunnyvale, CA 94085

I, the undersigned pathologist, hereby declare that this report constitutes a true and faithful
account of the results of this study, to the best of my knowledge. The histopathologic phase of
this study was conducted in compliance with the study protocol, with Comparative Biosciences,
Inc., Standard Operating Procedures (SOPs), and with the Good Laboratory Practices regulations
(GLPs) of the United States Food and Drug Administration (US FDA; 21 CFR Part 58).

iy 7/7) /' 2
(, 3&-(-5‘-'p/ e L-'v-’/("_'\ ¥ E’a’/.{!/..);

Carol Meschter, DVM, PhD, DACVP Date
Study Pathologist
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4. SUMMARY

The objective of this study was to evaluate the potential toxicity in rats of exposure to hydroxyl
radicals and other compounds that may be released by operation of the Boss Hydroxyl Odor
Processor® air cleansing machine. In general, there were no histopathologic differences between
the rats exposed to normal air and the Boss Hydroxyl Odor Processor®. Special attention was
paid to the eyes, eyelids, conjunctiva, tongue, larynx, pharynx, trachea, and lungs. There were
no changes in these organs and they appeared to be within normal limits in both the control and
treated animals. There were, however, four neoplasms: a hepatobiliary carcinoma in one control
male, and a renal carcinoma, a hemangiosarcoma, and a thymic epithelioma in three females in
the test group. The incidences are 1/20 and 3/40, which are statistically indistinguishable. This
suggests that the tumors were spontaneously occurring and not related exposure to the Boss
Hydroxyl Odor Processor® air cleansing machine. The histopathologic findings from this study
indicate that the Boss Hydroxyl Odor Processor® air cleansing machine was well tolerated under
the conditions of this study and not associated with effects on the eyes, skin or respiratory system

in particular.
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5. INTRODUCTION

The Sponsor is developing the test article, the Boss Hydroxyl Odor Processor ® air cleansing
machine, for potential clinical applications in maintaining “clean” air conditions for medical and
other environments. The Boss Hydroxyl Odor Processor® air cleansing machine releases
hydroxyl radicals and other compounds into the air during operation. The objective of this study
was to evaluate the potential toxicity of such compounds in rats exposed to the cleansing unit in
operation. Specifically, two groups of Sprague-Dawley rats were maintained at the Testing
Facility: a treated group housed for 13 weeks in a room in which the Boss Hydroxyl Odor
Processor® air cleansing machine was operating; and a control group housed for the same period
in a different room, under normal animal housing conditions, but not exposed to the Boss
Hydroxyl Odor Processor® machine. At the end of the in-life period, the animals were euthanized,

and tissues were evaluated histopathologically.

6. EXPERIMENTAL DESIGN

The study consisted of two groups of Sprague-Dawley rats: a treated group (20 males and 20
females) housed for 13 weeks in a room in which the Boss Hydroxyl Odor Processor® air
cleansing machine was operating; and a control group (10 males and 10 females) housed for the
same period in a different room under similar housing conditions but not exposed to the Boss
Hydroxyl Odor Processor® machine. Both groups underwent the same evaluations and tests,
including the following: Clinical observations were recorded once daily, with special attention to
the eyes, nose, and respiratory system. Body weights and food consumption were measured
once weekly. Functional observational batteries (FOBs) were assessed four times during the
course of the study, including once pre-treatment and three times following the start of treatment.
The FOBs included a focus on respiration, eyes, neurotoxicity, and mucous membranes.
Ophthalmological examinations were performed on all animals by a veterinary ophthalmologist
once prior to the start of treatment and again prior to sacrifice. Prior to necropsy, blood was
collected for hematology and clinical chemistry analysis. Gross necropsies were performed,
including specified organ weights. A complete set of tissues was collected, for histopathological

evaluation by a board-certified veterinary pathologist.
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Table 1. Experimental Design.

Animal No.

Group Treatment Sacrifice
(males/females) .
*Room without Boss Hydroxyl Odor Processor
1 101-110/151-160 Machines i Week 13
**Room with two Boss Hydroxyl Odor Processor
2 201-220/251-270 Machines Week 13

*normal housing conditions. **machines running continuously.

7. IN-LIFE PHASE

The in-life phase was conducted at the Testing Facility as CBI Study CB10-5065-R-TX. At the

end of the in-life phase, tissues were fixed in 10% neutral buffered formalin (NBF), except for

eyes and testes, which were fixed overnight in modified Davidson’s solution before being
transferred to 10% NBF.

8. HISTOPATHOLOGY PHASE

8.1.
Fixed tissues (Table 2) from a total of 60 animals were submitted to the CBI Histology

Tissues Submitted

Laboratory for processing and microscopic examination.
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Table 2. Tissues Examined Histopathologically.
Tissue Tissue Tissue
Adrenal gland Large intestine (cecum, colon, rectum) Sciatic (peripheral) nerve
Aorta Larynx, pharynx Skeletal muscle (hindlimb)

Bladder, Urinary

Liver

Skin & subcutis (inguinal)

Bone & bone marrow (femur)

Lungs with bronchi

Small intestine (duodenum, jejunum,
ileum)

Bone & bone marrow (sternum)

Lymph nodes ( mesenteric, mandibular)

Spinal cord (cervical, thoracic, lumbar)

Bone marrow smear* Macroscopic lesion(s) Spleen
Brain (cerebrum, cerebellum, s e :

mid-brain) Mammary gland area (inguinal skin area) Stomach
Esophagus Nasal passages (3 levels) Thymus
Eye with optic nerve Pancreas Thyroid with parathyroid
Eyelids Pituitary gland Tongue
Heart Reprodluctive. fer_naie (cervix/uterus, ovary, Trachea

oviduct, vagina)

Kidney Reproductive, male (epididymis, prostate,

seminal vesicle, testis)

Lacrimal gland

Salivary gland

* Bone marrow smear examined on

sections from the sternum.

8.2. Tissue Preparation

y if deemed appropriate based on hematology finding or examination of marrow

Fixed tissues were gross trimmed, processed, oriented and embedded in paraffin, sectioned
at approximately 3- to 5um thickness, stained with hematoxylin and eosin (H&E), and cover-
slipped. Tissues were evaluated by light microscopy by a board-certified veterinary

pathologist.

8.3. Tissue Evaluation

H&E-stained glass slides of tissues were examined by a veterinary pathologist certified by the
American College of Veterinary Pathologists. The incidence and severity of the lesions were
scored using the accepted industry scoring system: normal, minimal, mild, moderate, and
severe. Lesions were also assessed for duration (acute, subacute, and chronic) and
distribution (focal, multifocal, and diffuse). Occasion small tissues were missing, but this

does not impact the outcome of the histopathology interpretation.
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8.4. Data

The CBI Histology Accession Number H-11-1016 was assigned to this study (CB10-5065-R-
TX). A computer file based on the study protocol was created using StarPath™ (DruQuest,
International).  Significant macroscopic findings (e.g., as recorded at necropsy or gross
trimming) and clinical pathology results were available to the pathologist during the histology
phase; relevant data were manually entered into StarPath™ by the pathologist. The
pathologist examined all of the submitted tissue sections by light microscopy and recorded
the findings by direct entry into the computer file. Tables were generated from the data and
used by the pathologist in assessment of the histopathologic findings associated with

administration of the test material.

8.5. Regulatory Status

The histopathologic phase of this study was conducted in compliance with the study protocol,
with CBI SOPs, and with the GLPs of the US FDA (21 CFR Part 58). There were no
circumstances during the histopathology phase that would have affected the quality and/or

integrity of the histopathology data.

9. RESULTS

91.  Mortality

No animals were found dead or were euthanized before the scheduled sacrifice.

9.2 Macroscopic Findings
There were no macroscopic lesions indicative of a treatment-related effect. Intra-abdominal
lesions were noted in Animals 107, 253, 261, and 267.
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9.3.

Microscopic Findings

The histopathologic lesions are presented in detail in the StarPath™ Tables. In general,

there were no histopathologic differences between the rats exposed to normal air and the rats

exposed to the Boss Hydroxyl Odor Processor®. Special attention was paid to the eyes,

eyelids, conjunctiva, larynx, pharynx, trachea, and lungs. There were no changes in these

organs and they appeared to be within normal limits in both the control and treated animals.

There was a hepatobiliary carcinoma in a Group-1 male (No. 107), and a renal carcinoma, a

hemangiosarcoma and a thymic epithelioma in three females (Nos. 253, 261, and 267) of

Group 2. The incidences of 1/20 and 3/40 are statistically indistinguishable. This suggests

that the tumors were spontaneously occurring and not related exposure to the Boss Hydroxyl

Odor Processor®.

Table 3. Incidence of tumors.

Group Animal No. Treatment Tumor
1 107M Normal Air Hepatobiliary carcinoma
2 253F Boss Hydroxyl Odor Processor® Air Cleansing Unit Hemangiosarcoma
2 261F Boss Hydroxyl Odor Processor® Air Cleansing Unit Thymic epithelioma
2 267F Boss Hydroxyl Odor Processor® Air Cleansing Unit Renal Carcinoma
9.4. Nonspecific, Incidental or Background Findings

Nonspecific, incidental or background findings were noted in the adrenal gland (hemorrhage);

kidney (chronic progressive nephropathy); lacrimal gland (inflammation); lung (chronic

peribronchiolitis); uterus (dilation).

10.CONCLUSIONS AND DISCUSSION

The objective of this study was to evaluate the potential toxicity in rats of exposure to hydroxyl

radicals and other compounds that may be released by operation of the Boss Hydroxyl Odor
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Processor® air processing machine. A complete tissue list of organs was examined
histopathologically.

In general, there were no histopathologic differences between the rats exposed to normal air and
those exposed to the Boss Hydroxyl Odor Processor® air processing machine. Special attention
was paid to the eyes, eyelids, conjunctiva, tongue, larynx, pharynx, trachea, and lungs. There
were no changes in these organs and they appeared to be within normal limits in both the control
and treated animals. There were, however, four neoplasms: a hepatobiliary carcinoma in one
control male, and a renal carcinoma, a hemangiosarcoma, and a thymic epithelioma in three
females in the test group. The incidences are 1/20 and 3/40, which are statistically
indistinguishable. This suggests that the tumors were spontaneously occurring and not related

exposure to the Boss Hydroxyl Odor Processor® air cleansing machine.

The histopathologic findings from this study indicate that the Boss Hydroxyl Odor Processor® air
cleansing machine was well tolerated under the conditions of this study and not associated with
effects on the eyes, skin, or respiratory system in particular.
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12. ABBREVIATIONS

Abbreviations used in this report are defined below.

Abbreviation Term

CBI Comparative Biosciences, Inc.
g gram

v intravenous

kg kilogram

Lorl liter

pm micrometer

mL milliliter

m meter

mm millimeter

No. Number

GLP Good Laboratory Practices
H&E hematoxylin and eosin

SOP Standard Operating Procedure
CFR Code of Federal Regulation

FDA Food and Drug Administration
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13.STARPATH REPORTS

in Rats

Tissus

Incidence of Histopathologic Findings for All Study Animals

HGI Industries, Inc.

13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Air Cleansing Machine

PROJECT NUMBER: CB10-5065-R-TX

Printed on 08-2&-2

Tissue/
Diagnosis/
Modifier

Adrenal

Hemorrhage

mild

Within Normal
Rorta

Within Normal
Bone Marrow, Femur

Within Normal
Bone Marrow, Stern

Within Normal
Bone, Femur

Within Normal
Bone, Sternum

Within Normal
Brain

Within Normal
Cecum

Within Normal
Colon

Within Normal
Duodenum

Within Normal
Epididymis

Within Normal
Esophagus

Within Normal
Eye

Within Normal
Eye, Optic Nerve

Within Normal
Heart

Within Normal
Ileum

Within Normal
Jejunum

Within Normal
Fidney

Carcinoma

011.

(s)

Limits
Limits
Limits
am

Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits
Limits

Limits

Chronic progressive nephropathy

trace
mild
moderate

Only severities are printed.

(501-510)

SPECIES: Sprague Dawley Rat

Normal Treated
room air room air
M F M F
¢ 0} o1 { 20) ( 20)
a 1 [¢] 1
] 1 4] 1
10 9 20 148
¢ I0) (1 { 20) ( 20)
10 10 20 20
¢ I0) (1 { 20) ( 20)
10 10 20 20
{ 1D} { 10} ( 20) ( 20)
10 10 2 20
{ 10} { 10} ( 20) ( 20)
10 10 20 20
{ 10) { 10) { 20) ( 20)
10 10 20 20
{ 10) { 10) ( 20) ( 20)
10 10 2 20
{ 10) { 10) ( 20) ( 20)
10 10 2 20
{ 10) { 10) ( 20) ( 20)
10 10 2 20
{ 10) { 10) ( 20) ( 20)
10 10 2 20
( 10y ¢ 0) (20) ( 0)
10 0 20 0
{ 10} ( 10) { 20) ( 20)
10 10 20 20
{ 10} ( 10) { 20) ( 20)
10 10 20 20
( 9y ( 9 (20) (20)
9 9 20 20
{ 10} ( 10) { 20) ( 20)
10 10 20 20
{ 10} ( 10) { 20) ( 20)
10 10 20 20
{ 10} ( 10) { 20) ( 20)
10 10 20 20
{ 10} ( 10) { 20) ( 20)
1] 1] 0 1
) 2 15 11
1] 0 ¢! 3.
5 2 12 4
1 ] 3 3

= Number COf Animals Examined For This
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Incidence of Histopatholegic Findings for All Study Animals (continued)
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine

in Rats
PROJECT NUMBER: CBl0-5065-R-TX SPECIES: Sprague Dawley Rat
Printed on 08-26-2011.
Normal Treated
Tissue/ room air room air
Diagnosis/
Modifier(s) M F M F
Fidney (continued)
Hydronephrosis 0 1 4] 0
Within Normal Limits 4 7 5 8
Lacrimal Gland { 10) { 10) { 20) ( 20)
Inflammation 0 0 1 0
mild 0 0 1 0
Within Normal Limits 10 10 148 20
Larynx { 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Liver { 10) { 10) { 20) ( 20)
Carcinoma 1 0 4] 0
Within Normal Limits 9 10 20 20
Lung { 10) { 10) { 20) ( 20)
Peribronchiolitis, chronic Q i} 5] 2
mild ] 1] 4] 2
Within Normal Limits 10 10 20 18
Lymph Node, Mandibular { 4) [ &) i 1Z) f 16}
Within Normal Limits 4 & 12 1g
Lymph Node, Mesenteric { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Mammary Gland ( 10) { 10) { 20) ( 20)
Within Normal Limits 10 i0 20 20
Nasal Tissues, Lewvel 1 { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Nasal Tissues, Lewvel 2 { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Nasal Tissues, Lewvel 3 { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Nerve, Sciatic { 106) { 8) { 18) ( 1s&)
Within Normal Limits 10 8 18 1s
Ovary ( 0y ¢10) ( 0) (20)
Within Normal Limits 1] 10 ¢] 20
Oviduct { 0) {10} { 0) ( 20)
Within Normal Limits 1] 10 ¢] 20
Pancreas {( 106) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Parathyroid ( 4) { 8) ( 14) ( 12)
Within Normal Limits 4 8 i £, 2
Pharynx ( 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20

()} = Humber Of Animals Examined For
This Tissue

Only severities are printed. (501-510)
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Incidence of Histopatholegic Findings for All Study Animals (continued)
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine

in Rats
PROJECT NUMBER: CBl0-5065-R-TX SPECIES: Sprague Dawley Rat
Printed on 08-26-2011.
Normal Treated
Tissue/ room air room air
Diagnosis/
Modifier(s) M F M F
Pituitary { 9) {18} { 20) ( 20)
Within Normal Limits 9 10 20 20
Prostate { 10} { 0) { 20) ( 0)
Within Normal Limits 10 0 20 0
Rectum { 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Salivary Gland { 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Seminal Vesicle ( 10) ( 0) { 20) ( 0)
Within Normal Limits 10 0 20 0
Skeletal Muscle { 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Skin { 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Skin, Eyelid ¢ 2 (1) ( 14) ( 18)
Within Normal Limits g 10 14 18
Spinal Cord, Cervical { 10) ( 10) i -Z8) f 20)
Within Normal Limits 10 i0 20 20
Spinal Cord, Lumbar { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Spinal Cord, Thorax { 10) ( 10) i -Z8) i 20)
Within Normal Limits 10 i0 20 20
Spleen ( 10) { 10) { 20) ( 20)
Hemangiosarcoma 0 ] 0 1
Within Normal Limits 10 i0 20 149
Stomach ( 10) { 10) { 20) ( 20)
Within Normal Limits 10 i0 20 20
Testis (10) { O) { 20) ( 0)
Within Normal Limits 10 ] 20 0
Thymus ( 10) { 10) { 20) ( 20)
Carcinoma 4] ] ¢] ,
Within Normal Limits 10 10 20 14
Thyroid ( 10) { 10) { 20) ( 19)
Within Normal Limits 10 10 20 14
Tongue ( 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Trachea ( 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
Urinary Bladder {( 10) { 10) { 20) ( 20)
Within Normal Limits 10 10 20 20
()} = Humber Of Animals Examined For This
Tissue

Only severities are printed. (501-510)
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Incidence of Histopatholegic Findings for All Study Animals (continued)
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine

in Rats
PROJECT NUMBER: CBl0-5065-R-TX SPECIES: Sprague Dawley Rat
Printed on 08-26-2011.
Normal Treated
Tissue/ room air room air
Diagnosis/
Modifier(s) M F M F
Uterus { 0) { 10} { 0) ( 20)
Dilatation 0 0 4] £
Within Normal Limits 0 10 4] I8
Uterus, Cervix, Vagina {( 0) ( 10) { 0) ( 20)
Within Normal Limits 0 10 4] 20
{} = Humber Of Animals Examined For This Tissue

Only severities are printed. (501-510)
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Summarized Single Tabulated Animal Report
Individual Macroscopic and Microscopic Chservations
HGI Industries, Inc.

13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Air Cleansing Machine in Rats

ANIMAT, NUMBER: 101 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;

Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAL, NUMBER: 102 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;

Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 103 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:
Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 103 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Cecum; Colon; Ducdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;
Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAL, NUMBER: 104 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, moderate

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMATL, NUMBER: 105 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liwver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerwve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 105 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;
Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMATL, NUMBER: 106 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMATL. NUMBER: 107 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:

Liver -Pea-sized mass on liver lobe.

Testis -Left testes abnormally small.
MICROSCOPIC OBSERVATIONS:

Eidney -Chronic progressive nephropathy, mild

Liver —Carcinoma

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Pancreas; Pharynx; Pituitary;
Prostate; Rectum; Salivary Gland; Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid;
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 107 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 108 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2Z; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;

Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMATL, NUMBER: 109 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Fharynx; Prostate; Rectum; Saliwvary Gland; Seminal Vesicle;

Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 110 SEX: Male GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;

Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 151 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary; Oviduct; Pancreas;
Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; S5kin, Eyelid;
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus;
Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 152 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Hydronephrosis, unilateral

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 152 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATICONS (continued):

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Ducdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx;
Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cerwvical;
Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea;
Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 153 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Heart; Ileum; Jejunum; Kidney; Lacrimal Gland; Larynx;
Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 154 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANTIMAT, NUMBER: 154 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Lewvel 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 155 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; EKidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMATL, NUMBER: 156 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Eidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongues; Trachea; Urinary Bladder; Uterus;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 156 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 157 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Kidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 158 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Adrenal -Hemorrhage, multifocal, mild

The following tissues were found to be within normal limits:

Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain; Cecum;
Colon; Duocdenum; Esophagus; Eye; Eye, Optic Nerwve; Heart; Ileum; Jejunum; EKidney;

Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongues; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 154 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Kidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Lewvel 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAL, NUMBER: 1&0 SEX: Female GROUP: ( 1) Normal room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; EKidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 201 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:
Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 201 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Cecum; Colon; Ducdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;
Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAT, NUMBER: 202 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;

Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 203 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liwver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 203 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;
Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAL, NUMBER: 204 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Pancreas;
Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle; Skeletal Muscle; Skin;
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAL. NUMBER: 205 SEX: Male GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2Z; Nasal Tissues, Level 3; Pancreas; Parathyroid;
Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle; Skeletal Muscle; Skin;
Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 206 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 207 SEX: Male GROUP: (| 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;

Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAT, NUMBER: 208 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
Thyroid -Right thyroid and parathyroid smaller than
left.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 208 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATICONS (continued):
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 209 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, moderate

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 210 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:
Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 210 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Cecum; Colon; Ducdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;
Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 211 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMATL, NUMBER: 212 SEX: Male GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANTIMAT, NUMBER: 212 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 213 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 214 SEX: Male GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, moderate

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerwve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;

Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANTIMAT, NUMBER: 214 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Trachea; Urinary Bladder.

ANIMAT, NUMBER: 215 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
FKidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cerwvical;

Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAL. NUMBER: 21¢ SEX: Male GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, moderate
Lacrimal Gland —-Inflammation, chronic, focal, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Pancreas; Parathyroid; Pharynx;
Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle; Skeletal Muscle; Skin;

Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANIMAT, NUMBER: 217 SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Fidney; Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland;
Seminal Vesicle; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical;

Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue;
Trachea; Urinary Bladder.

ANIMAT, NUMBER: 218 SEX: Male GROUP: (| 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Fharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 219 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 216G SEX: Male GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATICONS (continued):

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Epididymis; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic;
Pancreas; Parathyroid; Pharynx; Pituitary; Prostate; Rectum; Saliwvary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;

Spinal Cord, Thorax; Spleen; Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 220 SEX: Male GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Epididymis; Escphagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Pancreas; Pharynx; Pituitary; Prostate; Rectum; Salivary Gland; Seminal Vesicle;
Skeletal Muscle; Skin; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Testis; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder.

ANIMAT, NUMBER: 251 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Eidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 251 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;
Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 252 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney —-Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary; Oviduct; Pancreas;
Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid;
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus;
Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMATL. NUMBER: 253 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:

Spleen -Spleen fused with pancreas, White nodular
spots on spleen. One liver lobe fused with
spleen.

MICROSCOPIC OBSERVATIONS:
Spleen —Hemangiosarcoma

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Eidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 253 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Nerve, Sciatic; Ovary; Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland;
Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMATL, NUMBER: 254 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, moderate

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2Z; Nasal Tissues, Level 3; Ovary; Oviduct;
Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAL. NUMBER: 255 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary; Oviduct; Pancreas;
Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; S5kin, Eyelid;
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX



\ 5 Comparative Biosciences,Inc.

Pathology Report:

13-Week GLP Toxicity Study of
the Boss Hydroxyl Odor
Processor ~ Air Cleansing
Machine in Rats

CBI Accession No.: H-11-1016

2 February 2012

Page 37 of 43

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 255 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMATL, NUMBER: 256 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Kidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Lewvel 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAL. NUMBER: 257 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Eidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANTIMAT, NUMBER: 258 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:

Thyroid -Thyroid lost at necropsy.

MICROSCOFPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild
Thyroid -0One of pair present

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Ducdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Lewvel 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus;
Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 259 SEX: Female GROUP: (| 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, mild
Lung -Peribronchiolitis, chronic, multifocal, mild

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lymph Node, Mandibular; Lymph Ncode, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 2&0 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 260 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATICONS (continued):
Eidney -Chronic progressive nephropathy, moderate

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Ducdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Lewvel 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMATL, NUMBER: 261 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

Fidney -Chronic progressive nephropathy, moderate
Lung -Peribronchiolitis, chronic, multifocal, mild
Thymus -Carcinoma

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lymph Node, Mandibular; Lymph Ncde, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 262 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:
Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANTIMAT, NUMBER: 262 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Cecum; Colon; Duocdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liwver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;
Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary; Oviduct; Pancreas;
Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; Spinal Cord, Cerwvical;
Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea;
Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMATL, NUMBER: 263 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Fidney -Chronic progressive nephropathy, trace

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 264 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Eidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;
Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;
Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Rats

Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in

ANTIMAT, NUMBER: 264 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 265 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Kidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMAL. NUMBER: 266 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

Adrenal -Hemorrhage, mild
Eidney -Chronic progressive nephropathy, mild
Uterus -Dilatation

The following tissues were found to be within normal limits:

Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain; Cecum;
Colon; Duocdenum; Esophagus; Eye; Eye, Optic Nerwve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mesenteric; Mammary Gland; Nasal Tissues, Level 1;

Nasal Tissues, Level 2; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary; Oviduct; Pancreas;
Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin; S5kin, Eyelid;

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 266 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MICROSCOPIC OBSERVATIONS (continued):
The following tissues were found to be within normal limits (continued):
Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach; Thymus;
Thyroid; Tongue; Trachea; Urinary Bladder; Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 2&7 SEX: Female GROUP: ( 2Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOFPIC OBSERVATIONS:

Eidney -Right kidney, white pea-sized mass.
MICROSCOFPIC OBSERVATIONS:
Eidney -Carcinoma

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle; Skin;

Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen; Stomach;
Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

ANIMAT. NUMBER: 268 SEX: Female GROUP: ( 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 0B8-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:
Eidney -Chronic progressive nephropathy, mild

The following tissues were found to be within normal limits:

Adrenal; Aorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Lacrimal Gland;
Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric; Mammary Gland;

Nasal Tissues, Level 1; Nasal Tissues, Level 2Z; Nasal Tissues, Level 3; Nerve, Sciatic; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CB10-5065-R-TX
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Summarized Single Tabulated Animal Report (continued)
Individual Macroscopic and Microscopic Chbservations
HGI Industries, Inc.
13-Week GLP Toxicity Study of the Boss Hydroxyl Odor Processor Rir Cleansing Machine in
Rats

ANIMAT, NUMBER: 265 SEX: Female GROUP: ( Z) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOFPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; RAorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duocdenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; Kidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3;

Nerve, Sciatic; Ovary; Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum;

Salivary Gland; Skeletal Muscle; Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar;
Spinal Cord, Thorax; Spleen; Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus;
Uterus, Cervix, Vagina.

ANIMAT, NUMBER: 270 SEX: Female GROUP: (| 2) Treated room air
Fate: (Week= 13) Terminal sacrifice Printed on 08-26-2011.

MACROSCOPIC OBSERVATIONS:
No macroscopic entries are on file.

MICROSCOPIC OBSERVATIONS:

The following tissues were found to be within normal limits:

Adrenal; Rorta; Bone Marrow, Femur; Bone Marrow, Sternum; Bone, Femur; Bone, Sternum; Brain;
Cecum; Colon; Duodenum; Esophagus; Eye; Eye, Optic Nerve; Heart; Ileum; Jejunum; EKidney;
Lacrimal Gland; Larynx; Liver; Lung; Lymph Node, Mandibular; Lymph Node, Mesenteric;

Mammary Gland; Nasal Tissues, Level 1; Nasal Tissues, Level 2; Nasal Tissues, Level 3; Ovary;
Oviduct; Pancreas; Parathyroid; Pharynx; Pituitary; Rectum; Salivary Gland; Skeletal Muscle;
Skin; Skin, Eyelid; Spinal Cord, Cervical; Spinal Cord, Lumbar; Spinal Cord, Thorax; Spleen;
Stomach; Thymus; Thyroid; Tongue; Trachea; Urinary Bladder; Uterus; Uterus, Cervix, Vagina.

SPECIES: Sprague Dawley Rat
PROJECT NUMBER: CBl0-5065-R-TX



	FDA.pdf
	FDA.pdf

