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1.0 EXECUTIVE SUMMARY

AkPharma Inc. has developed a calcium glycerophosphate (CGP) nasal spray wash for perceived
rhinitis symptoms. The primary objective of the study is to assess subject nasal allergy
symptoms. Also to be examined are changes in morning versus evening symptom scores and
onset of the action of calcium glycerophosphate nasal spray, as well as changes observed in nasal
eosinophil count and nasal histamine values. On study day 7, 14 and again at study day 21
subjects visit the study center where adherence to symptom diary and weight of the calcium
glycerophosphate nasal spray wash is evaluated to confirm adherence. The secondary objective
will include the changes observed in the FEV1 (forced expiratory volume in 1 second) and FVC
(forced vital capacity) on pulmonary function (spirometry) testing. Spirometry will be repeated
on study day 7, 14 and again at study day 21.

In general, the subjects recruited into the study had persistent mild to moderate symptoms at
baseline prior to the onset of treatment. Upon treatment with calcium glycerophosphate there
was an immediate improvement in all symptom categories after the first week of treatment.
Average daily symptoms scores over the three weeks of treatment with AKP010112A were
significantly improved from baseline levels (Table 1). There was improvement in Respiratory
symptoms. Respiratory function was evaluated (FEV and FVC; reported as % of predicted) at
baseline and day 7, 14, and 21. There were no significant differences between baseline measures
and anytime during the course of treatment.

In general, the reported adverse events were generally mild to moderate and did not require
treatment. The most common adverse effects were stinging/burning immediately following
treatment, nasal dryness, and sore throat. These events were most likely associated with the
initial delivery of the calcium glycerophosphate. The preponderance of the subjects indicated on
a satisfaction questionnaire that they would be willing to use/purchase this product in the future,
thus indicating that it was generally well tolerated and provided some noticeable benefit.

2.0 REGULATORY COMPLIANCE
This study was conducted in the spirit of U.S. FDA 21 CFR Part 56 (Good Clinical Practice).

3.0 KEY STUDY PERSONNEL
Study Director: Darlene Harbour, BSN, RN, CCRC

Principal Investigator: Jonny Salyer, MD
Clinical Principal Investigator

Senior Scientist Edward G. Barrett, PhD
Director of Translational Research - Pharmacology

Study Coordinator: Leslie Byatt, CCRC
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4.1 Identity
Calcium Glycerophosphate (CGP)

4.2  Description

CGP s a calcium salt and an approved cosmetic component which has long been used as a food
ingredient. CGP is a Dietary Supplement and is generally regarded as safe (GRAS). CGP is a
normal cellular constituent, created de novo in the human body as an intermediate metabolite in
the Krebs cycle of carbohydrate metabolism. As administered in this nasal rinsing-coating
application, essentially all of the molecule that transits the nasal cavity and into the throat will be
considered to be ingested, a safe and nutritional pathway for CGP. There are no known
contraindications that pertain to ingestion of this molecule other than dietary preclusion of
calcium or phosphorus/phosphate. Moreover, there are no known addiction, habituation, or
dependency concerns; the molecule is devoid of psychotropic side effects, rebound effects, anti-
cholinergic activity, etc.

4.3  Supplier
AKPharma, Inc.

4.4  Storage Conditions
Ambient temperature (59-86 degrees Farenheit)

4.5 Dispensing Instructions

Subjects will be instructed to deliver two sprays per nostril twelve hours apart, once in the
morning and once in the evening for 21 days. Subjects will be allowed to take two sprays per
nostril- four additional times as needed between the morning and evening dose to treat allergy
symptoms.

5.0 STUDY DESIGN

The overall study design involved four weeks of study participation and recruited twenty (20)
subjects. Subjects will be screened for eligibility at Visit 0/day -21 to day -10. Allergic
sensitivities will be confirmed using Immunocap testing.

Days minus 7 to minus 1 was a run-in period during in which subjects with perennial allergic
rhinitis maintained a rhinitis diary. Subjects returned for evaluation on Visit 2, day 1 (+/- 48
hours). If they qualified after the run in period, they had Pre-Treatment Baseline Assessments
performed: spirometry, complete blood count, (CBC), comprehensive metabolic panel (CMP),
phosphate level, histamine and eosinophil counts, adverse Event (AE) and concomitant
medication review. On Visit 2, Day 1, subjects began to use topical nasal spray wash of calcium
glycerophosphate, two sprays per nostril, twelve hours apart, a.m. and p.m. for the balance of the
study. Subjects were allowed to take two sprays per nostril- four additional times as needed
between the a.m. and p.m. doses. The subject received a demonstration application at enroliment
prior to leaving the clinic and self-administered again that night, regardless of time of day
demonstration dosage was taken.
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Lovelaze The subject returned for study visits on days 7 (+/- 48 hours), 14 (+/- 48 hours) and day
21 (+/- 48 hours) at which time they presented their daily symptom score sheets and had a repeat
spirometry performed. A nasal eosinophil test and nasal histamine assay were examined on visit
days 1, 7, 14 and 21. On day 21 they had an additional CBC, CMP and phosphate lab test
performed.

5.1  Subject Eligibility Requirements

The Clinical Research Site recruited and enrolled male and female subjects, ages 18-80 with a
history of perennial allergic rhinitis symptoms for at least twelve months prior to entrance to the
study. Subjects had to self-report a medical history of known sensitivities to the perennial
aeroallergens which included, but was not limited to dust, mold, cat, dog and cockroach. Allergic
(IgE) antibodies to perennial aeroallergens were confirmed by an Immunocap lab result.

Subject compliance with the Symptom Diary between visits 1 and 2 had to be 80% or greater in
order for subjects to be considered for randomization.

Women of child bearing potential (WOCBP) and men had to agree to use an effective method of
birth control during study participation, which may have included surgical sterilization, self-
report of being post-menopausal for at least 12 months, double barrier method, or taking birth
control pills.

The Clinical Research Site excluded subjects if they did not agree to not wash out of excluded
medications such as intranasal or systemic glucocorticosteroids for one month prior to
enrollment, intranasal cromolyn for two weeks prior to enrollment, intranasal or systemic
decongestants for three days prior to enrollment, and intranasal or systemic antihistamines for
three days prior to enrollment, (Loratidine had to be washed out for ten (10) days prior to
enrollment). Subjects were excluded if they were taking immunomodulatory or cytotoxic drugs.

General exclusions included a history of rhinitis medicamentosa (overuse of vasoconstrictor
nasal sprays, e.g. Afrin®, producing rebound symptoms), planned travel outside the study area
that would have precluded adequate follow up and the ability to comply with the visit schedule.
Subjects with a diagnosis of asthma with more than two episodes per week or two nocturnal
awakenings per month or if they had a known sensitivity to calcium or phosphorus supplements,
were taking antihistamine treatment intermittently for atopic dermatitis, urticaria or any
indication other than perennials allergic rhinitis, or if they were taking chronic, daily
antihistamine treatment and planned to remain on that treatment for the duration of the study.

Subjects with a history of any clinically significant uncontrolled disease were excluded.
Significant disease was defined as any disease that in the opinion of the investigator would put
the safety of the subject at risk through study participation or would have confounded the
interpretation of the study results should the disease/condition exacerbate during the study.
Specifically, subjects were excluded if they had a diagnosis of hypercalcemia not limited to
malignancy, sarcoidosis or hyperparathyroidism.

Subjects were excluded if they exhibited upon physical exam, nasal obstruction(s) sufficient
enough to obstruct air flow that would interfere with study results.

Lastly, subjects were excluded if they were an employee of the clinical research site, an
employee of the Sponsor or an immediate family member of the sponsor or the investigator(s).
Immediate family was defined as spouse, parent, child and sibling.
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recruited from the Lovelace Scientific Resources research database and from the general
population in the Albuquerque area.

6.0 SAFETY MONITORING

Adverse Events and/or Unanticipated Problems were monitored for safety, trends, issues that
may require stopping the study. All adverse events were documented on an adverse event log in
the subjects’ individual research record. The Site was also maintained by one continuous running
log of all adverse events for all subjects. The Investigator reviewed the adverse event and
document severity and causality on the designated signature form. Any serious adverse event
was recorded in subjects’ research record as well as one continuous running log of serious
adverse events at each site. Any serious adverse event were reported to the Pl or Sub Pl and to
AK Pharma. The serious adverse event continuous log will be reviewed at the time of any and all
serious adverse event and be documented with initials on the designated signature form. . The
PI’s and/or sub PI’s will call to order meetings if required to discuss any event or patient safety
concerns. The protocol will be revised, put on hold or stopped if deemed necessary for patient
safety. The PI and or Sub PI will report to regulatory agencies and IRBs in accordance with
regulations. The PI will monitor vital signs and patient tolerability at each visit. The Pl will
make determinations regarding further subject assessment. If the patient cannot tolerate study
drug due to side effects they will be withdrawn from the study.

7.0 OBSERVATIONS AND MEASUREMENTS

7.1 Blood Collection

Complete Blood Counts (CBC) and Chemistry Metabolic Panels (CMP) were collected at
screening to determine subject safety for eligibility, and was collected at the final visit, again for
subject safety. An Immunocap specimen was collected at screening to confirm perennial allergy
eligibility. Phosphate levels were collected at screening and at the final visit to ensure subject
safety. Nasal washings for eosinophil and histamine counts were collected at Day 1 (baseline),
Day 7, 14, and 21 to show any changes while on treatment.

7.2  Pulmonary Function Tests (PFT’s)

Basic Spirometry was performed on Day 1 for baseline measurement, and on Day 7, 14, and 21
to show any while on treatment. The specific tests recorded were Forced Vital Capacity (FVC),
Forced Expiratory Volume in 1 second (FEV1), and the FVC/FEV1 ratio. Subjects did not
undergo bronchodilator evaluation.

7.3  Physical Examination

A screening physical exam was conducted to determine eligibility and final visit physical exam
to ensure subject safety.

7.4 Results

Symptom scores were collected over the course of the study on a daily basis in the morning
(AM) and in the evening (PM). Six symptoms of twenty patients affected with allergy were
recorded during their baseline period (7 days) and following 23-25 days of treatment. Their
symptoms included “Runny Nose”, “Itchy Nose”, “Congestion”, “Sneezing”, “Hoarse Voice”,
and “Throat Clearing”, with severity ranging from 0-3. We compared symptoms’ difference of

6
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LOVEIGEE " the baseline VS 1%, 2™ and 3", week after treatment (Table 1). Comparisons were
based on the daily mean for each individual symptom score as well as a total symptom score
over the course of the treatment week. Additionally, symptom score differences in the morning
and afternoon were compared at baseline and after treatment.

Average daily symptoms scores over the three weeks of treatment with AKP010112A were
significantly improved from baseline levels (Table 1). There was improvement in symptoms
(“Runny Nose”, “Itchy Nose”, “Congestion”, and “Throat Clearing”) from week 1 to 2 of
treatment. By the end of three weeks of treatment only the symptoms of “Itchy Nose” and
“Throat Clearing” were further improved from the previous week, however, all symptoms
remained significantly improved compared to baseline scores. Total mean daily symptom scores
were reduced by 42% by the end of the study following treatment with AKP010112A (Figure 1).

There were differences in some symptom scores in the AM vs PM at baseline and during the
treatment phase (Table 2). Total symptoms scores were worse in the AM as characterized by
significant differences in “Hoarse Voice”, and “Throat Clearing” at baseline. During the
treatment phase while all symptoms improved over baseline they were again worse in the AM
(Table 3: “Congestion”, “Hoarse Voice”, and “Throat Clearing”).

Respiratory function was evaluated (FEV and FVC; reported as % of predicted) at baseline and
day 7, 14, and 21. There were no significant differences between baseline measures and anytime
during the course of treatment (Table 4).

At baseline (day 1 prior to first dose), day 7, dayl4, and 21 nasal lavages were performed in
order to determine if histamine levels were altered by treatment with AKP010112A. Individual
histamine levels are reported in figure 3 and there were varied levels even at baseline from
individual to individual. Average levels did not change significantly following AKP010112A
treatment (Figure 4).  Additionally, nasal eosinophils were determined and reported as either
not present (0) < rare (1) < few (2) < moderate (3) < many (4). There was no significant
treatment effect with AKP010112A on numbers of eosinophils (figure 5 and 6).

Blood was collected at baseline (day 1 prior to first dose), day 7, dayl4, and 21 and lab CBC
performed. There were no findings that were considered clinically significant. A total of 11
patients reported adverse effects of the treatment compared to 9 that did not. The reported events
were generally mild to moderate and did not require treatment. The most common adverse
effects were stinging/burning immediately following treatment, nasal dryness, and sore throat.
Other less frequently reported adverse events were nose bleeds, bad taste, watery eyes, nasal
congestion, and headache. Fifteen of the subjects indicated on a satisfaction questionnaire that
they would be willing to use/purchase this product in the future while 4 indicated they would not.
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Baseline VS 1st N N
~ 15t VS 2nd week 2nd VS 3rd week [Baseline VS 2nd week | Baseline VS 3rd week
Baseline 1st Week 2nd Week 3rd Week week after
SYMPTOM after Treatment after Treatment after Treatment after Treatment
mean (+/-SD) mean (+/-SD) mean (+/-5D) mean (+/-5D) Treatment
. . . . ey vl (pvele) (pvalue) | (pvalue) (pvalue)
Runny Nose 1.601 (+/-0.957) | 1.045(+/-0.937) | 0.873 (+/-0.822) | 0.836 (+/-0.726) <0.0001 0.0063 0.3564 <0.0001 <0.0001
Itchy Nose 0.880 (+/-0.922) | 0.557 (+/- 0.870) | 0.447 (+/-0.803) | 0.341 (+/- 0.631) <0.0001 0.0360 0.0068 <0.0001 <0.0001
Congestion 1.562 (+/-0.965) | 1.207(+/-0.852) | 0.917 (+/-0.784) | 0.836 (+/-0.812) <0.0001 <0.0001 0.2455 <0.0001 <0.0001
Sneezing 0.944 (+/- 1.034) | 0.672(+/-0.865) | 0.579(+/-0.806) | 0.545 (+/-0.717) <0.0001 0.1179 0.3934 <0.0001 <0.0001
Voice Hoarse 0.338 (+/- 0.751) | 0.216 (+/- 0.621) | 0.288 (+/-0.704) | 0.207 (+/- 0.610) 0.0154 0.1619 0.0906 0.3857 0.0064
Thrt Clearing 1.200 (+/- 0.981) 1.075 (+/- 0.999) | 0.856 (+/-0.992) 1.043 (+/-1.001) 0.0564 0.0003 0.0143 <0.0001 0.0017
Total symptoms| 6.524 (+/-3.201) | 4.723 (+/-3.184) | 3.965 (+/- 2.836) | 3.741(+/- 2.386) <0.0001 <0.0001 0.1746 <0.0001 <0.0001

The mixed model with repeated measurements was used in analysis. Among the model to test
symptoms’ changes among different weeks, we consider patients as random effect and include
morning / afternoon effect as covariates. Statistical calculations were performed using the SAS®
software system, Version 9.3 (Cary, NC).

Figure 2. Average Daily Total Symptom Scores.

Total Daily Symptoms

Total Symptom Score
T L
% —
Y ——

Daily symptom scores were averaged over the baseline period (day -7-0), first week of dosing
(day 1-7), second week of dosing (day 8-14), and the third week of dosing (day 15-23(5)).
Treatment with AKP010112A significantly improved symptom scores from baseline levels.
Symptoms continued to improve over the duration of the study with a 42% improvement by the
end of the study. Mean +/- SD.
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AM PM Test Results
SYMPTOM
mean [+/-5D) mean [+/-5D) (p-value)
Runny Mose 1.603 (+/-0.917) 1.600 (+/- 1.002) 0.6404
Itchy Nose 0.907 (+/- 0.841) 0.850 (+/- 0.905) 0.3457
Congestion 1.556 (+/- 1.011) | 1.568 (+/- 0.917) 0.5319
Sneezing 0.960 (+/- 0.999) | 0.928 (+/- 1.074) 0.9856
Voice Hoarse 0.464 (+/- 0.847) 0.201 (+/-0.604) <0.0001
Thrt Clearing 1.351 (+/- 0.939) 1.036 (+/-1.003) <0.0001
Total symptoms 6.839 (+/- 3.274) 6.187 (+/- 3.096) 0.0315

Table 3. Average Daily AM vs PM Symptom Scores during Treatment

SYMPTOM mear?;\:-l/-SD) meanP:\f/-SD) Te(spt-\ljaelzl:el)ts
Runny Nose 0.957 (+/- 0.852) | 0.888 (+/- 0.825) 0.0737
Itchy Nose 0.587 (+/-0.868) | 0.533 (+/-0.807) 0.0621
Congestion 1.181 (+/-0.936) | 1.098 (+/-0.871) 0.0104
Sneezing 0.698 (+/- 0.883) | 0.679 (+/- 0.873) 0.5796
Voice Hoarse 0.327 (+/-0.740) 0.191 (+/-0.588) <0.0001
Thrt Clearing 1.100 (+/-0.996) | 0.907 (+/- 0.997) <0.0001
Total symptoms 4.400 (+/- 2.926) | 3.925 (+/- 2.760) 0.0001

Scores average over the whole treatment period.

Table 4. FEV and FVC

) Baseline VS Day Baseline VS Day | Baseline VS Day
Baseline Day 7 Day 14 Day 21 Day 7V5 14 Day 14 VS 21
SYMPTOM 7 14 21
mean (+-5D) | mean (+/-SD} | mean (+/-SD) | mean (+/-5D) (p-value) (p-value)
{p-value) {p-value) (p-value)
FEV (% Pred) 97.70 (+/- 24.12) | 94.95 (+/- 25.26) | 95.95 [+/- 25.55) | 97.25 |+/- 23.68) 1.5700 0.5709 0.7422 0.9991 0.2569
FVC (% Pred) 107.5 [+/- 23.6) |103.9 (+/- 24.33) | 106.2 (+/- 22.86) | 108.0 {+/- 22.03) 1.8320 1.1960 0.8905 0.6361 0.2544
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Figure 3. Individual Histamine levels.
Histamine levels were determined in nasal lavage fluid at day 1 prior to first dose, day 7,
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Figure 4. Average histamine levels.
Histamine levels were determined in nasal lavage fluid at day 1 prior to first dose, day 7, day14,
and 21. Average levels did not change significantly following AKP010112A treatment. Mean
+/- SD.
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Figure 5. Relative numbers of eosinophils in nasal wash.
There was no apparent effect of treatment on eosinophils in the nasal wash. Graph represents the
number of patients identified with a relative level of eosinophils. There was no data for two
patients at baseline.
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Figure 6. Relative numbers of eosinophils in nasal wash.

There was no significant effect of treatment on eosinophils in the nasal wash. Subjective scoring
levels of eosinophils were assigned a value: not present (0) < rare (1) < few (2) < moderate
(3) <many (4). There was no data for two patients at baseline. Mean +/- SD.

8.0 DISCUSSION

The primary objective of the study was to assess subject nasal allergy symptoms following
treatment with calcium glycerophosphate. In general, the subjects recruited into the study had
persistent mild to moderate symptoms at baseline prior to the onset of treatment. Upon treatment
with calcium glycerophosphate there was an immediate improvement in all symptom categories
after the first week of treatment. Further, there was improvement in symptoms (“Runny Nose”,
“Itchy Nose”, “Congestion”, and “Throat Clearing”) from week 1 to 2 of treatment. By the end
of three weeks of treatment only the symptoms of “ltchy Nose” and “Throat Clearing” were
further improved from the previous week, however, all symptoms remained significantly
improved compared to baseline scores. Interestingly, none of these symptom improvements
were associated with changes in nasal histamine or eosinophil levels suggesting that mechanism
of action may be independent of mast cell degranulation or the presence of allergic
inflammation. Similar results were achieved, in a previous study, in which ragweed sensitized
dogs were pretreated with calcium glycerophosphate prior to nasal challenge with allergen. In
these preclinical dog studies there was a significant decrease in nasal congestion that was not
associated with a decrease mast cell derived mediators or nasal inflammatory cells.

Typically, for individuals with mild to moderate persistent allergic rhinitis the first line of
treatment is intranasal corticosteroids or treatment with an antihistamine with or without
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LovelaEE ™ gecongestant, or cromolyn alone. The early onset of action but achievement of a
maximum effect within 2 weeks with calcium glycerophosphate is most similar to the response
profile of intranasal steroids (1). However, it appears that the mechanism of actions are likely
different as intranasal steroids are typically most effective against late-phase mediators in
eosinophilic-dominated inflammation with some effect on the acute phase of the allergic
response (2). It is difficult to directly compare calcium glycerophosphate to other treatments as
they were not compared head to head in the present study, however, it’s interesting to note that
the significant reduction in symptoms was achieved in the context of existing symptoms.
Antihistamines and cromolyn are not as effective when given after the onset of symptoms (3).

In general, the reported adverse events were generally mild to moderate and did not require
treatment. The most common adverse effects were stinging/burning immediately following
treatment, nasal dryness, and sore throat. These events were most likely associated with the
initial delivery of the calcium glycerophosphate. The preponderance of the subjects indicated on
a satisfaction questionnaire that they would be willing to use/purchase this product in the future,
thus indicating that it was generally well tolerated and provided some noticeable benefit.

1. Melvin TN and Patel AA. Pharmacotherapy for Allergic Rhinitis Otolaryngol Clin N Am
2011; 44; 727-739.

2. Mygind N. Local effect of intranasal beclomethasone dipropionate aerosol in hay fever.
Br Med J 1973;4:464-6.

3. Krouse JH. Allergic rhinitis—current pharmacotherapy. Otolaryngol Clin North Am
2008;41(2):347-58.
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Protocol Summary

Approximately 20-40 million Americans have allergic rhinitis, with direct and indirect costs
ranging from $1.2 billion to $5.3 billion per year. Perennial allergic rhinitis is a common year
round problem that is associated with sneezing, rhinorrhea and nasal congestion. Sneezing is
induced by stimulation of nasal sensory netves while congestion results from vasodilation.
Rhinorrhea is associated with increased vascular permeability and granular secretion. A number
of chemical mediators contribute to these symptoms including histamine, leukotrienes,
interleukins and neuropeptides. A large number of drug interventions sold, including Rx and
OTC, both inhaled and orally-taken, address this problem, with greater or lesser success,
depending on the individual using them. A common problem with most or all of these drugs is
their array of side effects, including addiction, habituation, rebound, dependency, anti-
cholinergic effects, drowsiness - or its opposite, hyperactivity -, and psychotropic compromise of

demanding activities such as driving or machinery operation,

AkPharma Inc, has developed preliminary data suggesting that calcium glycerophosphate (CGP),
used as a nasal spray wash improves perceived rhinitis symptoms, and delivers none of the above
named adverse symptoms linked with drugs. AkPharma has commissioned extensive study of
this molecule which has a prior history of safe and effective therapeutic applications in other
sectors of the body. CGP is a calcium salt and an approved cosmetic component and it has long
been used as a food ingredient. CGP is a Dietary Supplement and is generally regarded as safe .
(GRAS). CGP is a normal cellular constituent, created de novo in the human body as an |
intermediate metabolite in the Krebs cycle of carbohydrate metabolism. As administered in this
nasal rinsing-coating application, essentially all of the molecule that transits the nasal cavity and
into the throat will be considered to be ingested, a safe and nutritional pathway for CGP. There
is extensive information on its safety, including a recently concluded study conducted on
ragweed-sensitized beagle dogs, which demonstrated proof of efficacy, with no untoward
physiological or other adverse effects (Barrett, EG, Effects of inhaled calcium glycerophosphate
on Rhinitis Responses in Ragweed Sensitized Dogs, Lovelace Respiratory Research Institute,
Albuquerque, NM March, 2010). Further, in order to establish the systemic safety of this

cosmetic-category product, a further terminal small animal study was conducted on inhalation of
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nasally administered doses of CGP at levels proportionally comparable to expected human
dosages (Brackee, G, Acoustic Rhinometry and Pathologic Analysis on Ovalbumin-Sensitized Guinea
Pigs Treated with Calcium Glycerophosphate, Texas Tech Univ. Laboratory Animal Resources Center,
Lubbock, TX). The study results demonstrated no discernable cellular effects in body tissue or in
vital organs, including lungs, heart, brain or elsewhere in the study animals and no differences
between test and control animals, There are no known contraindications that pertain to ingestion
of this molecule other than dietary preclusion of calcium or phosphorus/phosphate. Moreover,
there are no known addiction, habituation, or dependency concerns; the molecule is devoid of
psychotropic side effects, rebound effects, anti-cholinergic activity, etc. We propose to evaluate
subjects with perennial allergic rhinitis with or without lower respiratory tract asthma for
potential beneficial effects of intranasal administration of CGP, primarily on their perceived and

self-reported changes in respiratory comfort and feelings of breathing “well-being,”

Study Design

The overall study design involves four weeks of study participation and will recruit
twenty (20) subjects. Subjects will be screened for eligibility at Visit 0, Day minus 8 (-8).

Allergic sensitivities will be confirmed using Immunocap testing.

Days minus 7 to minus 1 will be a run-in period during which subjects with perennial allergic
rhinitis will maintain a rhinitis diary (see Diary). Subjects return for evaluation on Visit 2, day 1
(+/- 48 hours). If they qualify after the run in period, they will have Pre-Treatment Baseline
Assessments performed: spirometry, complete blood count, (CBC), comprehensive metabolic
panel (CMP), phosphate level, histamine and eosinophil counts, adverse Event (AE) and
concomitant medication review, On Visit 2, Day 1 subjects will begin to use topical nasal spray
wash of calcium glycerophosphate, two sprays per nostril twelve hours apart, a.m. and p.m. for
the balance of the study. Subjects will be allowed to take two sprays per nostril- four additional
times as needed between the a.m. and p.m. doses. The subject will receive a demonstration
application at enrollment prior to leaving the clinic and will self-administer again that night,

regardless of time of day demonstration dosage was taken.
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The subject will return for study visits on days 7 (+/- 48 hours), 14 (+/- 48 hours) and day 21 (+/-
48 hours) at which time they will present their daily symptom score sheets and have a repeat
spirometry performed. A nasal eosinophil test and nasal histamine assay will be examined on
visit days 1, 7, 14 and 21, On day 21 they will have an additional CBC, CMP and phosphate lab

test performed.

Inclusion Criteria

1. Male or female subjects ages 18-80

2. History of perennial allergic rhinitis symptoms for at least twelve months prior to
entrance to the study. Subjects will self-report a medical history of known sensitivities to
the perennial aeroallergens which include, but are not limited to dust, mold, cat, dog and
cockroach. Allergic (IgE) antibodies to perennial acroallergens will be confirmed from
the Immunocap testing.

3. Compliance with the Respiratory Symptom Diary between visits 1 and 2 of 80% or
greater,

4. Women of child Bearing Potential (WOCBP) must be taking an effective method of birth
control, surgically sterile, or post-menopausal for at least 12 months, Men must use an
effective birth control throughout the course of the study.

Exclusion Criteria

1. Intranasal or systemic glucocorticosteroids within one month of study initiation
i. lintranasal cromolyn for two weeks prior to the enrollment
ii. lintranasal or systemic decongestants for three days prior to enrollment
iii. Intranasal or systemic antihistamines for three days prior to enrollment:
oratidine for ten (10} days prior to enroliment

2. A history of rhinitis medicamentosa (overuse of vasoconstrictor nasal sprays, e.g.
Afrin®, producing rebound symptoms)

3. Planned travel outside the study area that will preclude adequate follow up and the
ability to comply with the visit schedule

4. Subjects with a diagnosis of asthma with more than two episodes per week or two
nocturnal awakenings per month.
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Subjects with known sensitivity to calcium or phosphorus supplements.

6. Subjects who are taking antihistamine treatment intermittently for atopic dermatitis,
urticaria or any indication other than perennials allergic rhinitis. Subjects will not be
excluded if they are taking chronic, daily antihistamine treatment and plan to remain on
that treatment for the duration of the study.

7. Subjects taking immunomodulatory or cytotoxic drugs.

a. Subjects who have a history of clinically significant uncontrolled discase,
“Significant’ is defined as any disease that in the opinion of the investigator would
put the safety of the subject at risk through study participation ot would confound
the interpretation of the study results if the disease/condition exacerbates during
the study.

8. Subjects with a diagnosis of hypercalcemia not limited to malignancy, sarcoidosis or
hyperparathyroidism.

9. Subjects with nasal obstruction(s) sufficient enough to obstruct air flow that would
interfere with study results and could not be reliably extracted (e.g. polyps).

10. Subject is an investigator, employee of the Sponsor or an immediate family member of
the sponsor or the investigator(s). Immediate family is defined as spouse, parent, child
and sibling,

Subjects Study Protocol

Beginning on day minus 7 subjects who qualify will begin recording a diary in which they will
self evaluate and score their symptoms. Scores will be recorded in both the a.m. and p.m. 12
hours apart at the expected dosing interval. The symptoms to be evaluated are rhinorrhea (runny
nose), itching, congestion and sneezing, A 0-3 scale will be used in which 0 = absent symptoms
(no sign/symptom evident), 1 = mild symptoms (sign/symptom clearly present, but minimal
awareness; easily tolerated), 2 = moderate symptoms (definite awareness of sign/symptoms that
is bothersome but tolerable), 3 = severe symptoms (sign/symptom that is hard to tolerate, causes
interference with activities of daily living and/or sleep). To qualify, the subject will need to have
corpleted at 80% of the required entries between visits 1 and 2 of the Respiratory Symptom
Diary. The information from the diary collected at visit 2 will be considered the baseline nasal
symptoms. Throat clearing (post-nasal drip) will also be evaluated. On Visit 2, Day 1, following
baseline evaluations, calcium glycerophosphate nasal spray wash will be dispensed. Proper use

will be demonstrated to and by the subject, including the appropriate way to squeeze botile and
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get bottle back to its normal ready for re-use dimensions. Subject will take actual dosage at this
demonstration. Subject will then commence home usage, using two sprays in each nostril,
twelve hours apart, a.m. and p.m, As noted above, subjects will be allowed to take two sprays
per nostril- four additional times as needed between the a.m. and p.m. doses. On Day 1, the
subject will self-administer again that evening, regardless of time of day that the demonstration
dosage was taken. The subjects will record their symptoms scores one hour post-dose and again
just prior to the next self-administration. The score recorded an hour after the dose is referred to
as the “reflective” symptom score and the score recorded pre-next dose is referred to as
“instantaneous” symptom score. A nasal eosinophil test and nasal histamine test is performed at
Visit 2 (Day 1), Visit 3 (Day 7), Visit 4 (Day 14), and Visit 5 (Day 21

Primary and Secondary End Points

The primary end point will be the nasal diary score. The secondary end point will include the
changes observed in the FEV1 (forced expiratory volume in 1 second) and FVC (forced vital
capacity) on pulmonary function (spirometry) testing. Also to be examined as secondary end
points are changes in AM versus PM symptom scores and onset of the action of calcium
glycerophosphate nasal spray wash as well as changes observed in nasal eosinophil count and
nasal histamine values. On study day 7, 14 and again at study day 21 subjects visit the study
center where adherence to symptom diary and weight of the calcium glycerophosphate nasal
spray wash is evaluated to confirm adherence. As mentioned above, spirometry will be repeated
on each of those days. The subjects will also be questioned as to whether symptoms necessitated
the use of any additional medications that are excluded above during the prior one-week period.
They will also be questioned as to whether there have been any intercurrent infections such as an
upper respiratory tract infection (such as the common cold) involving the nose or sinuses. If that
proves 1o be the case, they will be disqualified from continuing in the study. Subjects will also be

asked to evaluate quality of life on a 1-10 scale.

Statistical Analysis
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Subject Recruitment

Given the frequency of perennial allergic rhinitis in the population, all subjects are expected to
be recruited from the Lovelace Scientific Resources research database and the general population

in the Albuquerque area. Screening will continue until the study enrolls 20 subjects.

Data Safety Monitoring Plan
Adverse Events/Unanticipated Problems will be monitored for safety, trends, issues that may
require stopping the study. All adverse events will be documented on an adverse event record in
the subjects’ individual research record. The Site will also maintain one continuous running log
of all adverse events for all subjects. The PI and/or Sub PI will review the adverse event
continuous logs at the time of the event and on a quarterly basis and document severity and
causality on the designated signature form. Any serious adverse event will be recorded in
subjects’ research record as well as one continuous running log of serious adverse events at each
site. Any serious adverse event will be reported to the PI or Sub PI and to AK Pharma. The
serious adverse event continuous log will be reviewed at the time of any and all setious adverse
event and be documented with initials on the designated signature form. . The PI’s and/or sub
PI’s will call to order meetings if required to discuss any event or patient safety concerns, The
protocol will be revised, put on hold or stopped if deemed necessary for patient safety. The PI

and or Sub PI will report to regulatory agencies and IRBs in accordance with regulations.

The PI will monitor vital signs and patient tolerability at each visit. The PI will make
determinations regarding further subject assessment. If the patient cannot tolerate study drug due

to side effects they will be withdrawn from the study.

Quality Assurance/Monitoring
Quality reviews will be performed by Lovelace Scientific Resources, Inc., regulatory department
personnel on a regular basis determined by the subject enrollment rate. Adherence to the

protocol, I[CH and GCP guidelines will be monitored.

Protocol Version 20 May 2013



Visit Schedule

Assessments/Procedures | VO V1 § V2 V3 V4 V5

Day-8 |Day-7 |Day !l Day 7 | Day 14 | Day 21
Informed Consent X
Assess X X X
Inclusion/Exclusion
Medical History X
Concurrent Medication | X X X X X X
Review
Assess Adverse Events | X X X X X X
Abbreviated Physical X X
Exam
Lab: Immunocap X
Lab: CBC X X
Lab:CMP X X
Lab: Phosphate X X
Lab: Nasal Eosinophil X X X X
Lab: Nasal Histamine X X X X
Patient Diary X
Symptoms Scores X X X X
Satisfaction X
Questionnaire
Pulmonary Function X X X X
Test (PFT)
IP Training X X X X
IP Dosing X X X X
IP Accountability X X X X
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INFORMED CONSENT

TITLE: Effects of AkPharma’s Calcium Glycerophosphate Nasal
Spray Wash (AkP010112A) on Patient-Perceived
Breathing Comfort

PROTOCOL NO.: N/A

SPONSOR: AkPharma, Inc
INVESTIGATOR: Jonny Salyer, MD
TELEPHONE: 505-348-9500
INTRODUCTION

Before agreeing to participate in this research study, it is important that you read and
understand the following explanation of the proposed research study. This consent
document describes the purpose, procedures, benefits, risks, discomforts and
precautions of the study. It also describes the alternative procedures that are available
to you and your right to withdraw from the study at any time. No guarantees or
assurances can be made as to the results of the study.

If you are not completely truthful with your study doctor regarding your health history,
you may harm yourself by participating in this study.

The study is being conducted for AkPharma Inc. Your study doctor is being paid by
AkPharma to conduct this study.

You must think about the information in this consent document for yourself. You must
then decide if you want to be in the study.

BACKGROUND AND PURPOSE

You are being asked to participate in this research study because you have recurring
symptoms of nasal allergies and may meet study requirements. Possible causes of
these allergy symptoms may include all allergens such as dust, pollen, mold, cat, dog
dander or cockroach. Knowing the cause of your allergy symptoms is not required to be
a part of the trial.

The study sponsor submitted a preliminary product label and application for approval for
its Calcium Glycerophosphate (CGP) Nasal Spray Wash to the FDA in 2008 and in
2011. The FDA raised no objection to the cosmetic CGP nasal wash, its use or to the
product label. The ingredients in Calcium Glycerophosphate Nasal Spray Wash are
generally recognized as safe (GRAS).
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The purpose of this research study is to look at the safety and effectiveness of the
Calcium Glycerophosphate Nasal Spray Wash, how it affects your condition, and how
well you tolerate Calcium Glycerophosphate Nasal Spray Wash.

NUMBER OF SUBJECTS / LENGTH OF PARTICIPATION

Up to forty (40) persons 18 to 80 years old with allergy symptoms in the past 12 months
may take part in the study. The length of your participation in this study will be about 28
days.

PROCEDURES

Before any study-related tests and procedures are performed, you will be asked to read
and sign this consent document. The following tests and procedures will be performed
to determine if you qualify to take part in this study.

Screening (Visit 0):

¢ Informed Consent

¢ Assess Inclusion/Exclusion criteria (study plan requirements)

¢ Maedical history (including demographic-personal information about yourself, such
as date of birth, race, etc.)

¢ Record recent and current medications (both over the counter and prescription)

¢ Assess for adverse events (any changes in your health you report after signing the
informed consent)

¢ Limited physical exam

¢ Blood (about 2 tablespoons) collection for routine tests.

Visit 1: (7 days before receiving the nasal wash)

¢ Assess Inclusion/Exclusion criteria (study plan requirements)

Record recent and current medications (both over the counter and prescription)

¢ Assess for adverse events (any changes in your health you report after signing the
informed consent)

¢ You will be required to keep a diary of symptoms for 28 days (7 days before
starting the spray and for 21 days on the spray).

*

Visit 2: (Day 1 of Study)

¢ Record recent and current medications (both over the counter and prescription)

¢ Assess for adverse events (any changes in your health you report after signing the
informed consent)

¢ Blood (about 2 tablespoons) collection for routine tests.
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14
14

Nasal sample (salt water rinse about 2 tablespoons) collection for routine tests
Pulmonary Function Testing (PFT- measurement of breathing patterns measured
from breathing through a hand held meter)

You will keep a daily diary of symptoms for 28 days (7 days before starting the
spray and for 21 days on the spray).

You will be trained on the proper use of the nasal wash. Only you can take the
study nasal spray wash. It must be kept out of the reach of children and persons
who may not be able to read or understand the label.

You will be asked to use the nasal wash, 2 sprays each nostril, every 12 hours
every day for 21 days. You will be permitted an additional 4 doses per day if
needed in-between the 12 hour scheduled doses.

You will be given an appropriate amount of the nasal spray wash to take with you.

Visit 3: (Day 7 of Study)

Record recent and current medications (both over the counter and prescription)
Assess for adverse events (any changes in your health you report after signing the
informed consent)

Nasal sample (salt water rinse about 2 tablespoons) collection for routine tests
Pulmonary Function Testing (PFT- measurement of breathing patterns measured
from breathing through a hand held meter)

You will continue to keep a diary of symptoms for 28 days (7 days before starting
the spray and for 21 days on the spray). Your diary will be reviewed for
completeness.

Your ability to use the nasal wash will be assessed. Only you can take the study
nasal spray wash. It must be kept out of the reach of children and persons who
may not be able to read or understand the label.

You will be asked to use the nasal wash, 2 sprays each nostril, every 12 hours
every day for 21 days. You will be permitted an additional 4 doses per day if
needed in-between the 12 hour scheduled doses.

You will return all unused nasal spray wash for weighing and be given new nasal
spray wash to take with you.

Visit 4: (Day 14 of Study)

Record recent and current medications (both over the counter and prescription)
Assess for adverse events (any changes in your health you report after signing the
informed consent)

Nasal sample (salt water rinse about 2 tablespoons) collection for routine tests
Pulmonary Function Testing (PFT- measurement of breathing patterns measured
from breathing through a hand held meter)

You will keep a diary of symptoms for 28 days (7 days before starting the spray
and for 21 days on the spray). Your diary will be reviewed for completeness.
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¢ Your ability to use the nasal wash will be assessed. Only you can take the study
nasal spray wash. It must be kept out of the reach of children and persons who
may not be able to read or understand the label.

¢ You will be asked to use the nasal wash, 2 sprays each nostril, every 12 hours
every day for 21 days. You will be permitted an additional 4 doses per day if
needed in-between the 12 hour scheduled doses.

¢ You will return all unused nasal spray wash for weighing and be given new nasal
spray wash to take with you.

Visit 5: (Day 21 of Study/End of Study)

¢ Record recent and current medications (both over the counter and prescription)
Assess for adverse events (any changes in your health you report after signing the
informed consent)

Limited physical exam

Blood (about 2 tablespoons) collection for routine tests.

Nasal sample (salt water rinse about 2 tablespoons) collection for routine tests
Pulmonary Function Testing (PFT- measurement of breathing patterns measured
from breathing through a hand held meter)

Complete satisfaction questionnaire

¢ You will return the symptom diary and unused nasal spray wash for weighing.

* & o o *

*

EXPECTATIONS

Taking part in a research study can be an inconvenience to your daily life. Please
consider the study time commitments and responsibilities as a research participant
when you are deciding to take part. If you participate in this study you will be expected
to:

e Follow the instructions you are given.

e Come to the study center for all visits that are required.

e Tell the truth to the best of your knowledge about your medical history and
current conditions as well as all medications, prescribed or over-the-counter;
including vitamins and herbal supplements, you are taking.

e Tell the research staff if you have been in a research study in the last 30 days or
if you are currently in another research study.

RISKS, SIDE EFFECTS AND/OR DISCOMFORTS

There are risks of stress, emotional distress, inconvenience and possible loss of privacy
and confidentiality associated with participating in a research study.
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You may have side effects while participating in the study. Everyone taking part in the
study will be followed carefully for any side effects. However, doctors do not know all
the side effects that may happen. Side effects may be mild or very serious.

Nasal rinsing may cause nasal/oral discomfort such as dryness, gagging and cough.

Possible side effects from blood drawing include faintness, inflammation of the vein,
pain, bruising, or bleeding at the site of puncture. There is also a slight possibility of
infection.

No allergic reactions to Calcium Glycerophosphate are known in human experience or
in animal studies. Allergic reaction to Calcium Glycerophosphate Nasal Spray Wash is
possible. Serious allergic reactions can be life threatening. Persons who have been
told not to take either calcium or phosphorus/phosphate should not participate in the
study.

The use of Calcium Glycerophosphate Nasal Spray Wash can cause a slight drying of
the nasal tissue in some persons.

To date there are no known risks taking Glycerophosphate Nasal Spray Wash.

UNFORESEEN RISKS

Since the study drug Calcium Glycerophosphate (CGP) Nasal Spray Wash is
investigational when taken alone or in combination with other medications, there may be
other risks that are unknown. All drugs have a potential risk of an allergic reaction,
which if not treated promptly, could become life-threatening.

PREGNANCY / BIRTH CONTROL

Women who are pregnant or nursing a child may not participate in this study. If you are
a woman of child bearing potential, you must confirm that, to the best of your
knowledge, you are not now pregnant, and that you do not intend to become pregnant
during the study. We do not know what impact this drug will have on your fertility (your
ability to conceive a child or impregnate a female). We also do not know what effects
this drug will have on a pregnancy. You must use effective birth control throughout the
course of this study. If female, you must avoid getting pregnant. If you become
pregnant while in the study, you must tell the study doctor/staff as soon as possible. If
male, you should avoid impregnating a female. You must use effective birth control
throughout the course of this study. While you are in this study, if your partner becomes
pregnant you must tell the study doctor/staff as soon as possible.

ALTERNATIVE TREATMENT
You do not have to be in this study to receive treatment for your nasal allergy

symptoms. Other nasal rinses may be available. The study doctor will discuss with you
the risks and benefits of the alternative treatments.
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NEW FINDINGS

Any new important information that is discovered during the study and which may
influence your willingness to continue participation in the study will be made available to
you.

BENEFITS

You may benefit as a result of your participation in this study. There is, however, no
guarantee that you will benefit from your participation in this study. Results from this
study may benefit others in the future.

COMPENSATION FOR PARTICIPATION

For your time and inconvenience related to your participation in this study, you will be
paid for the study visits you complete according to the following schedule: $50.00 for
each of the following visits: Screening, Visit 2, Visit 3, Visit 4 and Visit 5 You will be
paid $20.00 for Visit 1. If you do not complete the study for any reason, you will only be
paid for the study visits you do complete. Payment will be mailed at the end of each
completed visit.

If you have any questions regarding your compensation for participation, please contact
the study staff at the telephone number listed on page one of this consent document.

CONFIDENTIALITY

Records of your participation in this study will be held confidential except as disclosure
is required by law or as described in this informed consent document (under
"Confidentiality" or "Authorization to Use and Disclose Protected Health Information”).
The study doctor, the sponsor or persons working on behalf of the sponsor (such as
monitors or auditors), and under certain circumstances, the United States Food and
Drug Administration (FDA) and the Institutional Review Board (IRB) will be able to
inspect and copy confidential study-related records which identify you by name.
Therefore, absolute confidentiality cannot be guaranteed. If the results of this study are
published or presented at meetings, you will not be identified.

COMPENSATION FOR INJURY

If you are injured as a result of taking the study drug(s) or from procedures done for the
purpose of this study, the sponsor will pay for those medical expenses necessary to
treat your injury that are not covered by your medical insurance or any other third party
coverage. There are no plans to provide other compensation beyond that which is
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listed in this informed consent document. You will not lose any of your legal rights or
release the Sponsor, the study doctor, the study staff, or study site from liability for
mistakes or intentional misconduct by signing this consent document.

If you are injured during this study, your study doctor will discuss with you the available
medical treatment options.

COSTS

There will be no charge to you for your participation in this study. The study drug,
study-related procedures, and study visits will be provided at no charge to you or your
insurance company.

EMERGENCY CONTACT / IRB CONTACT

During the study, if you experience any medical problems, suffer a research-related
injury, or have questions, concerns or complaints about the study, please contact the
study doctor at the telephone number listed on page one of this consent document. |If
you seek emergency care, or hospitalization is required, alert the treating physician that
you are participating in a research study being conducted by the study doctor listed on
page one of this document.

Liberty IRB, Inc. has approved the information in this consent document and has given
approval for the study doctor to do the study. An institutional review board (IRB) is an
independent committee established to help protect the rights of research subjects. This
does not mean the IRB has approved your participation in the study. It also does not
mean the study is without risks.

If you have any questions about your rights as a research subject, and/or concerns or
complaints regarding this research study, you should write to Liberty IRB at Liberty IRB,
1450 S. Woodland Blvd, Suite 300A, Deland, Florida 32720 or call 386-279-4318 during
business hours Monday - Friday 8:00 a.m. to 5:00 p.m. EST.

VOLUNTARY PARTICIPATION / WITHDRAWAL

Your decision to participate in this study is voluntary. You may choose to not participate
or you may withdraw from the study for any reason without penalty or loss of benefits to
which you are otherwise entitled and without any effect on your future medical care.
Investigator or the sponsor can stop your participation at any time without your consent
for the following reasons:

If it appears to be medically harmful to you;

If you falil to follow directions for participating in the study;

If it is discovered that you do not meet the study requirements;

For administrative reasons, including the target number of subjects have entered the
treatment phase;
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e A change in your medical condition;

e Other reasons, including new information available to the investigator or harmful
reactions experienced by you or other subjects in this study;

e If the study is canceled.

If you leave the study before the final regularly scheduled visit, the study doctor may ask
you to complete an end-of-study visit for your safety.

PRIMARY CARE PHYSICIAN / SPECIALIST NOTIFICATION OPTION

Please indicate below whether you want us to notify your primary care physician or your
specialist of your participation in this study.

Yes, | want the study doctor to inform my primary care physician/specialist
(initials) of my participation in this study.

No, | do not want the study doctor to inform my primary care
(initials) physician/specialist of my participation in this study.

| do not have a primary care physician/specialist.
(initials)

The study doctor is my primary care physician/specialist.
(initials)

The remainder of the page left blank intentionally
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CONSENT

| have read and understand the information in this informed consent document. | have
had an opportunity to ask questions and all of my questions have been answered to my
satisfaction. | voluntarily agree to participate in this study until | decide otherwise. | do
not give up any of my legal rights by signing this consent document. | will receive a
copy of this signed consent document.

Subject’s Printed Name

Subject’s Signature Date

Printed Name of the Person Conducting the
Consent Discussion

Signature of the Person Conducting the Date
Consent Discussion
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AUTHORIZATION TO USE AND DISCLOSE
PROTECTED HEALTH INFORMATION

During your participation in this research study, the study doctor, Dr. Jonny
Salyer and study staff will collect or create personal health information
about you (for example, medical histories and results of any tests,
examinations or procedures you undergo while in the study) and record it
on study documents. The study doctor will keep this personal health
information in your study-related records (that we will refer to as "your study
records"). In addition, the study doctor may obtain, and include in your
records, information regarding your past, present and/or future physical or
mental health and/or condition. Your study doctor may ask you to sign a
separate authorization to obtain some or all of your medical records from
your doctor. Your study records may include other personal information
(such as social security number, medical record numbers, date of birth,
etc.), which could be used to identify you. Health information that could
identify you is called "Protected Health Information” (or "PHI").

Under federal law (the "Privacy Rule"), your PHI that is created or obtained
during this research study cannot be "used" to conduct the research or
"disclosed" (given to anyone) for research purposes without your
permission. This permission is called an "Authorization." Therefore, you
may not participate in this study unless you give your permission to use
and disclose your PHI by signing this Authorization. By signing, you are
agreeing to allow the study doctor and staff to use your PHI to conduct this
study.

By signing this Authorization, you also are agreeing to allow the study
doctor to disclose PHI as described below:

e The sponsor of this study and anyone working on behalf of the sponsor
to conduct this study (referred to as "the sponsor"). The sponsor will
analyze and evaluate the PHI and may use it to develop new tests,
procedures and commercial products. The study staff will assign a code
number and/or letters to your records, which means that you will not
ordinarily be identified in the records sent to the sponsor. The sponsor
may, however, look at your complete study records that identify you. In
addition, the sponsor may visit the study site to oversee the way the
study is being conducted and may review your PHI during these visits to
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make sure the information is correct.
e The Institutional Review Board ("IRB") may have access to your PHI in
relation to its responsibilities as an Institutional Review Board.

The study doctor or sponsor may disclose your PHI to the United States
Food and Drug Administration (“FDA”) or similar regulatory agencies in the
United States and/or foreign countries.

These disclosures also help ensure that the information related to the
research is available to all parties who may need it for research purposes.

Except for the disclosures described above, your PHI will not be shared
with others unless required by law. If your PHI is given to the parties listed
above and/or to others who are not required to comply with the federal law,
your PHI will no longer be protected by this law and could possibly be used
or disclosed in ways other than those listed here.

You have a right to see and make copies of your PHI. You are agreeing,
however, by signing this document, not to see or copy some or all of your
PHI until the sponsor has completed all work related to this study. At that
time, you may ask to see your records.

This Authorization will expire 50 years from the date you sign it unless you
revoke (cancel or withdraw) it sooner.

You have a right to revoke your Authorization at any time. If you revoke it,
your PHI will no longer be used for this study, except to the extent the
parties to the research have already taken action based upon your
Authorization or need the information to complete analysis and reports for
this research. To revoke your Authorization, you must write to the study
doctor, stating that you are revoking your Authorization to Use and Disclose
Protected Health Information. If you revoke this Authorization, you will not
be allowed to continue to be in this study.

You will receive a copy of this Authorization after you have signed it.

Liberty IRB Approved 6/13/13 11



Version Date: 20 May 2013 13.06.0012
Lovelace Scientific Resources, Inc.

Signature of Subject Date

Printed Name of Subject

Signature of the Person Obtaining the Date
Authorization

Printed Name of the Person Obtaining the
Authorization

Liberty IRB Approved 6/13/13 12
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Instructions for Subjects - Nasal Spray Wash Study

CGP Nasal Spray Wash Self-Administration

N =

6.
7.
8.

Blow your nose gently before using CGP Nasal Spray Wash.

Shake bottle slightly before using spray.

Gently insert the bottle tip into your left nostril while using your thumb or finger of your right
hand to close off the right nostril. Keep your head upright.

Squeeze the bottle fully while at the same time inhaling all the spray through your left nostril.
(Quickly remove bottle after spraying to minimize drawback into bottle.)

Repeat steps 3 and 4 with bottle nozzle in your right nostril, closing your left nostril with your
left hand.

Do this procedure twice - so you have taken two sprays in each nostril, alternately.

Avoid blowing your nose for at least 10 minutes after application.

Excess moisture may be sniffed upwards and either swallowed or spit out.

Minimum required dosage, 2 sprays per nostril in the morning and 2 sprays per nostril in the evening,
approximately 12 hours apart.

Note: You may take additional sprays besides the morning and evening double sprays. You can take
these any time of day or night, as needed or desired. Single sprays per nostril may suffice at such times,
although 2 sprays are permitted. Do not take spray more than four additional times per 24-hour period.
Record all doses you take, including when and how many sprays are taken.

Jonny Salyer, MD, Lovelace Scientific Resources, Inc. Emergency Phone: (505) 348-9500
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AKP-001



. 149 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials; @LS Site#: ___~"  Subject #:MQD_}

PATIENT DEMOGRAPHICS

Date of Birth: A S <, |9 YE (ddimmmbyyyy)
Gender: Eﬂ/ Male [ ] Female

[f female, Indicate Childbeering Potential

[] Childoearing  [] Surgically sterilized [ ] Post-Menopausal

Ethnicity: [ | Hispanic !E/Non Hispanic
Race: [ ] Asian [ ] Black @/Caucasian [ ] American Indian

[] Pacific Istander [ | Other, Specify

Smoking Status: E@(moked less than 100 cigarettes in lifetime)

(| Former (previously smoked more than 100 cigarettes in lifetime)

[1 Current (smokes now)

If subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

Version: 02 September 2013 Page3 of 5
Screening/ V1



TriCore Fax Number Thu Oct 24 06:54:03 7813 Page 3 of 4
T B s Lovelace Sc  ific Resources Client Nbr
3 Clin Trialsl.ese Byatt 24884
R I D R . 2441 Ridgecrest Dr SE
REFERENCE LABDRATORIES Albuquerque, NM87108
1001 Woodward Pl. N.E. Albuquerque, NM 87102 (505 ) 938-8022 '
BATIENT NAME PATIENT ID ooB SEX REPORT STATUS PAGE
BLS, BLS AAGG3648 06/2511948 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physiclan, 10/18/2013 15:00 (a) 10/18/2013 19:47 10/24/2013 06:06
REQUISITION NO. FT, PHONE NQ, PATIENT NG.
30920806 0 AKPOO1
GOMMENTS :
Result
Tost In Range Qut of Range Units Reference Range  8ite Code
---Footnotes--

{a) Duplicate tests are printed on this report
AIIﬁﬂ,Panel 18 Collected an: 10/18/2013 15:00

erg,Juniper kU/L <0.35
Allerg,Cottonwood <010 kU/L <0.36
Allerg, West.Ragweed 0.20 ku/L <(),35
Allerg,Russian This <0.10 . kU/L <0.35
Allerg,Bermuda Grass <0.10 ku/L <0.35
Allerg,Alternaria <0.10 kUL <0.35
Allerg,Mesquite <0,10 kUL <0.35
Allerg,Cockroach <0.10 KU/ <0.35
Allerg,Derm. pter. kU/L <0.35

Quantity not sufficient
Unable to assay, test credited, please resubmit.

Allerg,Derm. farinae ) L. kU/L <0.35
Quantity not sufficient

Unable to assay, test credited, please resubmit

Allerg,Clad. herb. <0.10 kU/L <0.35
Allerg,Firebush <0.10 kU/L <0.35
Allerg,Gat Dander Ep kU/L <0.35

Quantity not sufficient
unable to assay, test credite p’l"enze resubmit.

Allerg,Dog Dander £ 10.70 /. H kU/L <0.38
The standard classification system utilizes the following class cutoffs,
Class ku/L Interpretatioh
0 <0. 35 Negative For Allergen 41/1)/1’
T 0. 35-0. 69 Positive for Allergen
o’
II 0. 70-3. 49 strongly Positive 0(3/3’
IIr 3. 5-17. 49 strongly PosTtive ﬂ
v 17. 5-52,. 49  strongly Positive
v 52.5-99,99 strongly Positive
VI >100 strongly Positive

Results with allergens scoring in Class 1 should be considered weakly
positive or equivocal, <lass ¢ and higher should be considered positive
Although increasing class ranges {0-VI) are reflective of jncreasing
concentrations of allergen-specific IgE,

this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of allergy Taboratory results
with clinical history 1s essential. A negative test may not rule out
climical allergy.

Allerg,Bluegrass =0.10 kU/L <0.38
Allerg, Pigweead <0.10 kU/L <0.38
Allerg, Mulberry kU/L <0.35

Continued on next page
BLS, BLS

quantity not sufficiant

10/24/2013 06:06

FAX24864




Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: BLS, Id: AKP-001
Gender: Male Date: 11/06/13
Age: 65 Race: Caucasian Temp: 19 PBar; 637
Height(in): 74.0 Weight(lb): 270 Physician:
Any Info: Technician: dg
) (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post Post Post 1'2‘1“’
Meas % Ref Meas % Ref % Chg

FVC Liters 5.15 516 100 +

FEV1 Liters 4.09 360 88

FEVA/FVC % 78 70 89 121

FEF25-75%L/sec 4.01 208 52

FEF50% L/sec 4,94 386 78

FEF75% Lisec 1.85 050 27 8

IC Liters 1

vC Liters 5.15

PEF Lisec 9.40 701 75 4l

MvV Limin 148

PIF Lisec 2.80

FEV/FEVE% 77 0

Lung Volumes/Plethysmography (BTPS) |

Vig Liters

Ve Liters 5.15 47

TLC Liters 7.54

RY Liters 273

RVITLC % a9 81

FRCPL  Liters 3.71

ERV Liters

IC . Liters “t2

Diffusion 2 0 Zound 6

DLCO mlU/mmHg/min  29.6
DL Adj mL/mmiHg/min  29.6
DLCONVA - mb/mHgimind.  3.11

VA Liters
BHT Sec
Resistance

Raw Total cmH2O/Lfsec

Raw Insp emH20/L/sec

Raw Exp ¢mH20/L/sec

Raw cmH20/l/sec  1.20
Gaw LseclemHZO 0.890
sRaw emH20M/s/t. 4,44
sGaw LisfemH20I/L  0.225
Vig (Raw) Liters

Volume
Comments: 8T
6..-
ol e
2__
e s O R S S
-1
Interpretation: 0 1 2 3 Time 4 8 6 7

( ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV§-0101-20-58



Lovelace Beientific
2441 Ridoacrast Dy

Hosources

it

=

Albusenerans, NV 87108

Name: BLS, ld: AKP-001
Gender: Male Date: 11/13/13
Age: 65 Race: Caucasian Temp: 19 PBar: 640
Height(in): 74.0 Weight(lb): 270 Physician:
Any info: Technician: VL
P (BTPS) PRE-RX POST-RX tow
HPITORETY Ref Pre  Pre Post Post 1Fs‘-)-
Meas % Ref Meas % Ref % Chg
FVC Liters 5.15 4.75 o2
FEWV1 Liters 4.09 342 B4 121
FEVA/IFVC % 78 72 92
FEF25-75%L/sec 4,01 2.69 67
FEF50% Lisec 4,94 3.83 78
FEF75% Lisec 1.85 1.1 54 8-
IC Liters
VG Liters 5.15 L
PEF Lissc 9.40 871 93 4+
MWV Limin 148 i
PIF Lisec 2.28 ;
FEVA/FEV6% _ 75 0 s
L ung Volumes/Plethysmography (BTPS) I
Vig Liters
VG Liters 5.15 41
TLC Liters 7.54
RV Liters 273
RWTLC % 39 -8
FRCPL  Liters an
ERV Liters
IC:E _ Liters 2L
Litfusion | 2 0 Zowmd
. DLCO mbL/mmHg/min 29.6
DL Adj mbl/mmHg/min 28.6
DLCONA mU/mHg/min/L 3.13
VA Liters
BHT Sec
Rasistanne
Raw Total cmH20/.fsec
Raw Insp cmH20/L{sec
RawExp omH2O//sec
Raw cmH20/ fsec  1.20
Gaw Lisec/cmi20 0.890
sRaw cmH20/Lsil.  4.44
sGaw LisiemH20/L  0.225
Vig (Raw) Liters
Volume
Comments: 8+
6 —
4-- .
2‘_
015(:,Ij| i:él%!:lil%
irpbesrraradatinn s Time 6

{ }= OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983)

Version: IVS-0101-20-5B



Lovelaos Scientific Hesoureos
2441 Ridgecresi Dy S8
Alheaueraus, M 87108
Name: BLS, Id: akp-001
Gender: Male Date: 11/20/13
Age: 65 Race: Caucasian Temp: 20 PBar: 628
Height(in}: 74.0 Weight(lb): 278 Physician:
Any Info: Technician: VL
e (BTPS) PRE-RX POST-RX Elow
SR Ref Pre  Pre Post Post Post 4.
Meas % Ref Meas % Ref % Chg
FVC Liters 5.15 451 88 1
FEVA Liters 4.09 33t 81 121
FEVIFVC % 78 73 94
FEF25-75%L/sec 4.01 244 61
FEF50% Lisec 4.94 331 67
FEF75% Lisec. 1.85 1.01 55 87
IC Liters 1 j -
Ve Liters 5.15 [
PEF Lisec 9.40 885 94 ) 41 ! .
MYV Limin 148 ;
PIF Lisec , 4.82 T i
FEV/FEV6% ) 75 ot e
Lung Volumes/Plathysmography (BTPS) ] i
Vig Liters '
VG Liters 5.15 41 v
T.C Liters 7.54 1
RV Liters 2.73
RVITLC % 39 8¢
FRCPL Liters 3.65
ERV Liters
IC . . Liters ' 21
LHifusion . 2 0 Zowme ®
DLCO mb/mmHg/min  30.1
DL Adj ml/mmHg/min - 30.1
DLCOVA mL/mHg/min/L 3.07
VA Liters
BHT Sec
Rewicianeo
Raw Total cmH20/L/sec
Raw Insp cmH20/L{sec
Raw Exp ©mH20/L/sec
Raw cmH20/./lsec  1.22
Gaw LiseciemH20 0.877
sRaw omH20(Lis/L  4.48
sGaw L/siemH20/. 0.224
Vig (Raw) Liters
Volume
Comments: 8
6__
4“‘ .
2__
0+t —t——————+—
Ursarnyotaiinn -1 o 1 2 Time 6 7

( ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



2441 Rig

Name: BLS,
Gender: Male

I nwelsee Bcipntific Resowrnes

serogt Dir S5

Alhsguerane, M 87108

Age. 65 Race: Caucasian
Height(in): 74.0  Weight(lb): 278
Any Info:
s (BTPS) PRE-RX
WARITGTEATY Ref Pre Pre
Meas % Ref
Ve Liters 5.15 4.89 a5
FEW1 Liters 4.09 3.66 89
FEVI/FVC % 78 75 6
FEF25-75%L/sec 4.01 2.80 70
FEF50% Lisec 4.94 3.89 79
FEF75% Lfsec 1.85 0.98 53
Ic Liters
VG Liters 5.15
PEF Lisec 0.40 1141 121
MVY L/min 148
PIF Lisec 4.00
FEV1/FEV6% 77
Lung Volumes/Plethysmography
Vig Liters
VG Liters 515
TLC Liters 7.54
RV Liters 2.73
RVITLC % 38
FRCPL Liters 3.65
ERY Liters
¢~ Liters
Difusion
DLCO ml/mmHg/min 30.1

DL Adj mi/mmHg/min 30.1
DLCONVA mLfmHg/mindl 8.1%
VA Liters
BHT Sec

fesaiaimriee
Raw Total cmH20/L/sec

Raw Insp cmH20/l/sec
Raw Exp omH20/l/sec

Raw omH20/isee 1.22
Gaw L/seclemH20 0.877
sRaw emH20/L/si. 446
sGaw LisfemH20/L  0.224

Vig (Raw) Liters

Cormmenis:

Irikearrresfortiony

{ )= OUTSIDE 95% CONFIDENCE INTERVAL

id: AKP-001
Date: 11/27/13
Temp: 19 PBar. 637
Physician:
Technician: VL
POST-RX Flow
Post Post Post 4@
Meas % Ref % Chg
124
8y |
| .
44 | B
i
1] j t‘- Lady
(BTPS) S o T
41
B
21
2 ¢ Zolumé 6
Volume
8_-
6-
4 E
L S T S S A o A o o
A 0 1 2 3 4 5 6 7 8
Time

MNorm Set: Knudson {(1983)

Version; IVS-0101-20-5B
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TriCore Fax Number Fri Nov 08 15:44:30 2613 Page 3 of 4
' | Lovelace S,  iific Resources Client Nbr
TRIDOCDOR Leslie Byatt, wiln Trials 24884
2441 Ridgecrest Dr SE
REFERENGE LABORATORIES Albuguerque, NMB7108-5129
1001 Woodward Pl. N.E, Albuquerque, NM 87102 (505 ) 938-8922 !
PATIENT NAME PATIENT ID poB SEX REPORT $TATUS PAGE
X, BLS AAGH2825 06/25/1948 M Final 1
PHYSICIAN COLLECT PATE & TIME RECEIVE DATE & TIME PRINT DATE 8 TIME
Unlisted Physlcian, 11/06/2013 16:32 (a) 11/07/2013 00:06 11/08/2013 15:32
REQUISITION NO, PT. PHONE NO. PATIENT NO.
30920949 0 AKPOO1
COMMENTS :
Resulf
Test In Range Qut of Range Units Reference Range  8lte Code
~~Footnotes--
(a) Dupllcate tests are printed on this report
Comp Metabolic Panel Collected on: 11/06/2013 16:32
Sodium 142 mmol/L 134-144
Potassium 4.5 mmol/L 3.5-5.1
Chlorlds 107 ' mmol/L. 28-111
coz 25 mmol/L 20-30
Anion Gap 10 6-14
Glucose 88 mg/dL 60-100
BUN 20 mg/dL 7-31
Creatinine 1.13 mg/dL 0.62-1.68
Creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >60 mL/min/1.73m2 =80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, Tnpatients
on Iv fFluids, obese (BMI>34) ¢r underweight (BMI<20) pecple,
the very old or ver¥ young, races other than Caucasian or African American,
people with acute ilnesses, or amputations.
Calcium 104 mg/dL 8.4-10.4
Total Protein 7.3 gm/dL 6.1-8.2
Albumin 4.6 gm/dL 3447
Globulin 2.7 gm/dL 24-42
Bilirubin, total 0.9 mg/dL 0.3-1.2
Alk Phos 79 U/L 38-150
AST(SGOT) 20 U/L 6-58
ALT(SGPT) 35 UL 14-67
Gollscted on:  11/06/2013  16:32
Fasting NO
CBC Collected on: 11/06/2013 16:32
WBC 6.8 x10E3 4.0-10,6 ) 'y
RBC 5.79 x10E8 apagon |+ Mov
Hgb 18.5 H gm/dL 14.5-17.7 f/&L
Hct 55 H :/]?: 42-83 AL ¢ f ]
MCV 95 81-98 i r4
MCHC 33.8 gm/dL 31.2-35.2 Mo+
RDW 12.7 % 11.0-14.5
Platelets 168 x10E3 150-400
Collested on:  11/08/2013  16:32
Phys, Addr, Phone
NO PHYSICIAN LISTED
Collected on:  11/06/2013  16:32 ‘
Fhys, Addr, Fhone .
NCOT GIVEN
Collocted on:  11/06/2013  16:32
Important Info Client noetified that no specimen{s) were received for the following tests:
A specimen for CMP was received and per client the s1ides were sent for J;
Eosinophil Count. I{R)
End of Report W

X, BLS

Wt X

11/08/2013 15:32 FAX24664
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TriCore

PATIENT NAME
BLS, BLS

PHYSICIAN
Unlisted Physician,
REQLISITION NO. PT. PHONE NO.

30920935 0
COMMENTS :

Tost

Eos, Respiratory

Phys, Addr,
ys, Addr, Phone NO

End of Report

BLS, BLS

Fax Number

TRICOR=

REFERENCE LABORATORIES
1001 Woodward Pl. N.E. Albuquerqus, NM 87102 (505 ) 938-8022

Thu Nov 14 97:06:10 2013 Page 3 of 3
Lovelace Sc:  ific Resources Cllent Nbr
Leslle Byatt, Li(n Trlals 24864
2441 Rldgecrest Dr SE
Albuguerque, NM87108-5129
PATIENT ID DOB SEX REPQRT STATUS PAGE
AAGHE054 06/25/1948 M Final
COLLECT DATE & TIVE REGEIVE DATE & TIME PRINT DATE & TIME
11/13/12013 15:10 1111372013 20:27 11/14/2013 06:10
PATIENT NG,
AKPOO1
Result
In Range Out of Range Units Reference Range  Site Code
None seen

NCS

M/« PT 18 S aer A0/3

PHYSICIAN INDICATED

11114/2013 08:10 FAX24664
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TriCore Fax Number Tht Nov 21 @o:44:06 2813 Page 1 of 1

Lovelace S iific Resources Cllent Nbr

i
TRIDDOR. Leslie Byatt, vin Trials 24864

REFERENCE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PL. N.E. Albuquerque, NM 87102 (505 ) 838-8622 Albuquerque, NM 87108-5129

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
BLS, BLS AAGG3648 06/25/1948 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 11/20/2013 16:30 11/20/2013 20;12 11/21/2013 06:06
REQUISITION NO. PT. PHONE NO. PATIENT NO.
30920939 0 AKPOO1
COMMENTS :
Resui
Test In Range Out of Range Units Reference Range  Site Code
Eos, Respiratory R * NES NS
Phys, Addr, Phona NO PHYSICIAN GIVEN : 8/ )7&0‘?;70/_7)

End of Report

0?0«(3

BLS, BLS 1112172013 06:08 FAX24664
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2749 AKPharma PERENNIAL ALLERG.ES
V6/DAY 21 SOURCE DOCUMENTS
£
pet

D .
mitials: OLS  sites ™ subject #: O D |

CONCURRENT MEDICATION (See LSR Worksheet)

LSR Concurrent Medication Worksheet Completed: Bj YES [] NO
[f, no please comment: %0 O 0D W o e O’\,ILJ{?(D N QQ

Note: Review Medications regarding Disallowed Medications and for Specific Washout
Windows.

Adverse Events (Update Worksheet)

Did the patient experience a new adverse event: [ | YES Eﬂ "NO |
If, yes please comment: ™ O - \er\f\l\q@aJpQ \CAR M\GL\,

Did the patient experience have a change to an existing AE: [ ] YES [[] NO N/-A
If, yes please comment:

URINE PREGNANCY TEST (Please aitach resulls) /

SN
Date Collected: (dd/mmm/yy) / O)—ﬂd

[] Positive*

Pregnancy Test B-HCG Serum [] Negative

C1.N/A

/

*If test returns a Positive result, the patient can not be enrolled.

Version: 02 September 2013 Page 2 of 4
Day 21/V6
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Tricors Fax Number Thu Nov 28 6:38:57 2013 Page 1 of &
i Lovelace Sc  ific Resources Client Nbr 5
TRIDOR & Leslie Byatt, Lin Trials 24664 |
REFERENCE LABORATORIES 2441 Ridgecrest Dr SE 5
1001 Woodward PI. N.E. Albuquerque, NM 87102 (506 )038.8022  /lbuduerue, NM 87105-5129 |
PATIENT NAME PATIENT I0) DOB SEX REPORT STATUS PAGE
X, BLS AAGH2825 06/25/1948 M FInal 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 11/27/2013 156:03 1172712013 18:42 1172812013 06:11
REQUISITION NO, PT. PHONE NO, PATIENT NO.
30920955 0 AKPOOi
COMMENTS :
l Resuit
} Test In Range Out of Range Units Referenca Range  Site Code :
: |
Comp Metabolic Panel '
Sodium 140 mmol/L 134-144 :
Potassium 3.8 mmol/L. 3.5-56.1 '
Chloride 106 mmoliL 98-111
cO2 28 mmol/L 20-30
Anion Gap 7 6-14
Glucose o fascing ol oo QD rac ML Loy 300 AV |
Impalre astin ucagse (TFG) s defin a tastin ucose level o !
108~126 mg/d1. (RDR Guidelines Diabetes ga.r‘e 26 (3160—%127)2003) J’O" Ga? 0/'3
BUN 13 mg/dL 7-31 '
Creatinine 1.056 mg/dl 0.62-1.66 :
Creatinine method is IDMS traceable. EStGFR Calculation has been adjusted. :
Please note new reference range effective §/23/2013. ;
eGFR non-African Am >60 mL/min/1.73m2 »60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure ‘inpatients
on 1v fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ve.r"/ young, races other than caucasian or African American,
people with acute illnesses, or smputations.
Calcium 9. mg/dL 8.4-10.4
Total Proteln 6.9 gr/dl, 8.1-82
Albumin 4.3 gm/dL 3.4-47
Globulin 26 gm/dL 24-42
Bilirubin, total 0.9 mg/dL 0.31.2
Alk Phos 68 UL 38-150
AST(SGOT) 21 UL 6-58
ALT{SGPT) 38 un. 14-67
Fasting NO
Phosphorus 2,7 mg/dL 2.3-68 i
CBC |
WBC 6.2 x10E3 4.0-10.8 i
RBG 5.84 x10EB 4.84-6.00 :
Hgb 1.5 gm/dL. 14.5-17.7 !
Het 53 % 42-53 i
MGV 94 ft. 81-98 :
MCHC 3341 gm/dL 31.2-35.2 i
RDW 12.6 % 11.0-14.5 :
Platelets 168 x10E3 150400 i
Eos, Respiratory @ ¥ NS
Phys, Addr, Phone Not given /\/ ;
|
End of Report 4/& é 070 / j |
i
i
e
%M AT 2 e L0035
X, BLS 11/28/2013 06:11 FAX24664
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" [ Jves ]Eﬁ)

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

| | 5 \
[Type text] %/“’”‘ 9fd 6\”\ \ \ \ W
Subject initials and Date Study Staff Initlals and Date
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4749 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: //)/—)J-@_, Site#:  Subject # f)_g_@o\?)

PATIENT DEMOGRAPHICS

 Demog

Date of Birth: &5 / ﬂ (—’iﬁ// 9@ q (ddfmmm/yyyy)

Gender: Male ] Female

If female, Indicate Childbearing Potential /\f }A)

[] Childbearing [] Surgicaily sterilized [_] Post-Menopausal

Ethnicity: [] Hispanic ﬁNon Hispanic
Race: [ ] Asian [ ] Black &Caucasian [} American Indian

[ ] Pacific Islander [_] Other, Specify

Smoking Status: [_] None (smoked less than 100 cigareites in lifetime)
ﬁ Former (previously smoked more than 100 cigarettes in lifetime)

[] Current (smokes Hnow)
If subject is a former or current smoker, please indicate:

Years simoked: CQ g ' Cigarettes per day: l D

w3 / Stp 19013 )

CRC,Slgnatme {«

" Version: 02 September 2013 Page 3 of 5

[ I & o & |




TriCore Fax Number

TRIDOR

REFERENGE LABORATORIES
1001 Woodward Pl. N.E. Afbuquergue, NM

87102 (605 ) 036-8922

Hed Sep 25 B6:52:15 2013 Page 2 of 3

Lovelace Sci  fic Resources Client Nbr
Clin TrialsLesi.e Byatt 24664
2441 Ridgecrost Dr SE

Albuguerque, NM87108

PATIENT NAME PATIENT ID) pOB SEX REPORT STATUS PAGE
X, MJC AAGF0188 08/23/1944 M FInal 1
PHYSIGIAN COLLEGT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 09/23/2013 08:20 09/23/2013 198:01 09/25/2013 06:07
REQUISITION NO. T, PHONE NO, PATIENT NO,
30920879 0 AKP003
COMMENTS :
Result :
Test In Range Out of Range Units Reference Range  Site Code
Allerg, Panel 18
Allerg,Juniper 23.10 H kU/L <0.35
Allerg,Cottonwood 15.20 H kU/L <0.35
Allerg, West,Ragweed NES 94 iofigl (140 H KU/L <0.35
Allerg,Russian This Nes Y 1o/ Aseo> H KU/L <0.36
Allerg,Bermuda Grass 9.20 H kU/L <0.385
Allerg,Alternaria <0.10 kUL <0.35
Allerg,Mesquite 33._20 H kU/L <0.35
Allerg,Cockroach 0.60 H k/L <0.36

Allerg,Derm. pter.

Allerg,Derm. farinae
Allerg,Clad. herb.
Allerg,Firebush
Allerg,Cat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg,Mulberry
Allerg,Helminth
Phys, Addr, Phone

End of Report

X, MJC

. kU/L <0.35
The standard classification system utilizes the following class cutoffs.

Class ku/L Interpretatioh

0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
I 0. 70-3. 45 Strongly Positive
III 3. 5=17. 49 strongly pPositive
Iv 17. 5-52, 49 strongly Positive
v 52, 5-99. 99  Strongly Positive
VI >100 strongly Positive

Rasults with allergens scor‘ing in Class 1 should be considerad weakly
positive or equivecal, Class Z and higher should be considered positive
Although increasing class ranges (0-vi) are reflective of increasing
concentrations of allergen-specific IgE,

this may not correlate with the degrea of clinical response when challenged
with the specific allergen. The correlation of allergy laboratory results
with clinical history is essential. A negative test may not rule out
clinical allergy.

0.30 KUIL <0.35

0.40 H KU/ <0.35

8.70 H KU/ <0.35

<0.10 kU/L <0.35

Q40  H kUL <0.36

7.80 H KU/L <0.35

18,70 H KUAL <0.36

9.20 H KUAL <0.35

<0.10 KUIL <0.38
NOT GIVEN

7 Juuts wriclideen £4Tn )

s é /J 10118443 7 /dﬂg; déﬁf Y

ook paee and

09/25/2013 06:07 FAX24864

Hs



tovelsce Solontific Hesoyuroes
: 2641 Ridogenrest Dy 8B
Alboouerogue, NM 87108
Name: MJC, Id: AKP-003
Gender: Male Date: 10/09/13
Age: 69 Race: Caucasian Temp: 20 PBar: 628
Height(in): 72.0 Weight(lb): 187 Physician:
Any info: Technician:
N (BTPS) PRE-RX POST-RX Flow
wpirGmetry Ref Pre Pre Post  Post Post 13?_
Meas % Ref Meas % Ref % Chg
FVC Liters 461 489 102 1
FEV1 Liters 3.64 335 92 121
FEVHFVC % 78 71 91 1
FEF25-75%Lisec 3.57 194 54 i
FEFS0% Lisec 4.45 350 79
FEF75% Lfsec .60 049 31 81 .
Ic Liters | !
VG Liters 4.61 i
PEF Lisec 8.78 923 105 4+ ;
MV Lfmin 136 {
PIF Lisec 2.32 1 !
FEVA/FEVE% _ 75 0t e
Lung Volumes/Plethysmography (BTPS) |
Vig Liters
Ve Liters 481 4
TLC Liters 7.00 1
RV Liters 266
RVITLC % 40 84
FRCPL Liters . 401
ERV Liters
I Liters A2
Diffusion : 2 0 Zoumd 8
bLCO mU/mmHg/min  22.5
DL Adj mLfrmHg/min  22.5
DLCONA mU/mHg/min/l. 2.98
VA Liters
BHT Sec
Hasstanns
Raw Total emH20/L/sec
Raw insp cmH20/L/sec
Raw Exp emH20/Lisec
Raw cmH20M feec 1.09
Gaw LiseciemH20 (.963
sRaw cmH2OM s/l 4.36
sGaw LisfcmH2O/L  0.229
Vig {Raw) Liters
Volume
Comnmenis: 8
6__
4“‘ ]
2+ -
i /
0 o ——t———————
et - 0 1 2 3 Time 6 7

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV3-0101-20-5B



Lovelace Scientific Resources
24414 Ridoecrest Dy BE
Albuouoraue, Ml 87108
Name: MJC, Id: AKP-003
Gender: Male Date: 10/16/13
Age. 69 Race: Caucasian Temp: 19 PBar: 631
Height(in): 72.0 Weight(lb): 180 : Physician:
Any Info: Technician: VL
ot et (BTPS) PRE-RX POST-RX Fl
wpGIEY Ref Pre Pre Post Post Post 16(,",w
: Meas % Ref Meas % Ref % Chg
FvC Liters 4.61 477 103 T
FEV1 Liters 3.64 345 95 121
FEV1/FVC % 78 72 93
FEF25-75%L/sec 3.57 250 70
FEF50% Lfsec 4,45 410 92
FEF75% Lisec 1.60 0.77 48 871 J
IC Liters i
VG Liters 4,61
PEF lisec 8.78 9.22 106 41 /
MVV Lfmin 136 ;
PIF Lisec 3.78 T :
FEV1/FEV6% 75 0 T
Lung Volumes/Plethysmaography (BTPS) : ;
vig Liters .
VG Liters 461 41
TL.C Liters 7.00 i
RV Liters 2.66
RVITLC % 40 -8
FRGC PL  Liters 4.07
ERV Liters
I~ Liters .121’ 0 4 6
Ditfusion ' 2. Zolume
DLCO ml/mmHgimin  22.0
Db Adj mL/mmHg/min 22.0
DLCONVA mLfmHg/imin/L 3.00
VA Liters
BHT Sec
Faouvictanes
Raw Total cmH20/L/sec
Raw insp cmH20/L/sec
Raw Exp omH20/L/sec
Raw cmH20/ fsec  1.07
Gaw LiseciemH20 0.977
sRaw cemH20/Lfs/L. 4.35
sGaw LisfemH20/L  0.230
Vig (Raw) Liters
Volume
LOmmanis: 81
8+
4__
2__.
9 -+ttt
— ' A 0 1 \ 3. 5 6 7
inferpredaion. Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: 1VS-0101-20-5B
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sterie, |

Name: MJC, d: AKP-003
Gender: Male Date: 10/23/13
Age: 69 Race: Caucasian Temp: 20 PBar: 634
Height(in): 72.0 Weight(lb): 187 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX Fi
Spramein ow
Gy Ref Pre Pre Post Post Post 4g.
Meas % Ref Meas % Ref % Chg
FVC Liters 4.61 485 105
FEV1 Liters 3.64 3.42 94 12
FEV1I/FVC % 78 70 90 1
FEF25-75%Lfsec 3.57 2.1 59
FEF50% Lisec 4.45 3.63 82 )
FEF75% lifsec 1.60 0.58 36 87 [
Ic Liters P
e Liters 461 ]
PEF Lisec 8.78 1033 118 41 i
MVV Limin 136 | ‘
PIF Lisec |
FEV1/FEVE6% 74 0 Ltk .
Lumg Volumes/Flathysmogrephy (BTFS)
Vig Liters
VG Liters 4.61 41
TLC Liters 7.00
RV Liters 266
RVITLC % 40 -8
FRC PL  Liters 4.01
ERV Liters
IC . . Uters 12, PR
Liusion - .
DLCO mLimmHg/imin 22.5 %olume
DL Adj mUmmHgfmin 225
DLCOMNA  ml/mHg/min/l. 3.02
VA Liters
BHT Sec
Fiammianss
Raw Total cmH20/Lisec
Raw Insp omH20//sec
Raw Exp cmH20//sec
Raw cmH20/Lfsec 1.09
Gaw Lisec/omH20O 0.963
sRaw emH20/L /s 4.36
5Gaw LisfemH20/.  0.229
Vig (Raw) Liters
Volume
Connania 8T
Gfﬁ
4__
2
0 +—t F b —————+—
bternred o -1 0 1 2 8 Time 4 6 8 7

{ )= OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983)

Version: IVS-0101-20-5B



Lovetans 5

Name: MJC, id: AKP-003
Gender: Male Date: 10/30/13
Age: 69 Race: Caucasian Temp: 21 PBar: 629
Height(in): 72.0 Weight(lb): 183 Physician:
Any Info: Technician: V.
YR (BTPS) PRE-RX POST-RX Flow
' ¢ Ref Pre  Pre Post  Post Posl 4@
Meas % Ref Meas % Ref % Cha
FVC Liters 4.61 476 103
FEV1 ‘Liters 3.64 3.48 95 121
FEVUFVC % 78 73 94
FEF25-75%Lfsec 3.57 240 67 .
FEF50% Liséc 4.45 364 82 A
FEF75% lfsec 1.60 066 41 81
Ic Liters J
VG Liters 4.61 i
PEF L/sec 8.78 986 112 4+ l i
My L/min 136 :
PIF Lisec 1.09 ;
FEV1/FEV6% 76 0 i S
Lung Volumes/Plathysmography (BTPS) ‘
Vig Liters
VG Liters 461 41
TLC Liters 7.00
RV Liters 2.66
RVITLC % 40 8+
FRCPL  Liters 4.04
ERV Liters
IC_~ Liters 421
Diffusion 2 0 Zowmd ©
DLCO mL/mmHg/min 22.2
DL Adj mbL/mmHg/min 22.2
DLCOMNVA  mU/mHg/min/L 2.99
VA Liters
BHT Sec
Hewiaianne
Raw Total emH2O/L/sec
Raw Insp cmH2O/./sec
Raw Exp cmH20/fsec
Raw cmi20/fsec  1.08
Gaw Lfsec/icmH20 0.971
sRaw emH2OM s/l 4.36
sGaw ListomHZO/L  0.230
Vig (Raw) Liters
Volume
Commenis 81
6_..
4+
2
o+ttt
-1 0 1 2 3 4 8 7 8
Lyt gaeestation s Time

( }=OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983) Version: IV5-0101-20-58



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

Nassk vieh
DAILY SYMPTOMS SCORE SHEET (SCREEN DIARY) ,QJ | DS
CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY -7 -6, -5 -3 -1 0 0

-4 -
AM £y L 10/3 L infd 10/ | 1d/u SF D/ | 1 Df2

RurnyNese 10 1 2(3)0 1¢2)3 OHMNOHQY 0 1/2 B 0172 3 omvww 0o\ 3]0 123
Dto3 - B )

ltchy N ol12 310 ‘Nwowmwom:ww 23 123 Hmwo.HMwOHNw
TR & O 2 SRR CHE

Congestion ¢ 1(2\3 OH@w 0 1802)3l0 10\3 OH@w op@w o:@w 0 123301 2 3
Qto3 - i »

. -
N_mesm OH@w OQNw 0(1)2 3 DHNwo®Nw oﬁ\vww o|®ww o®mw 0123

Voice H YES (NOY YES ves QQ)| VES ROy YEs (NOJ YES RO JYES KoY VEs ®<mm NO
oce e Vs &vs G A E () t2)

Throat Clearing [(YES Y NO mmm NO | {ES) NO |(7Es ) NO [ FES) NO (RESH NO |FES 3 NO Y55} no [vEs wO

Y/N = S

DAY PM 7 -6_ 5 4 3 2 1 0 0
Runny Nose oHNwoMNwOHNon®wOH 3l0o1/30Mz2 30123012 3
Runn € (2 @ B

itchy N TAPER Nwobmwo 2 3(0N1 2 3401 2 3 123/0123/012 3
T[T D O @5
Congestion oH@w DHQM oH@w oH@w ow@w 01)3|01{2)3/012301 23

Qto 3

Sneezing o@Nw op®w opm@w 0 1{2y3]0 1(2)3 oH@w OHQw 01230123

Ote3

Voice Hoarse | YES @ YES ADD| ves N0 || ves D\,@ YES @ﬁmm QOY Yes (NO)| ves NO | YES NO

YN -

m— i, 'Y
Throat Clearing KYES) NO | {ES $ NO mm.zom\@ NO #YES ) NO |(VES) NO |(VES) NO | VES NO | YES WO
VN J.(W @ e ( \ ﬁ\

SCALEO 103

0= No symptoms (no symptoms detected)

1= Mild symptoms (symptoms presant but easily tolerated)

2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily fiving
Y=Yes N= No

_\
SUBJECT Zczmmmu\__\w\%| @& DATE COMPLETED: \0 lN.l \W . SUBIJECT INITIALS AND Ubﬂm\% \_(\ \o N\.\\.\\
(o[04 [173 Can) \




TriCore Fax Numker Fri Oct 11 07:04:46 2013 Page 1 oF 2
T l:: ' 3 Lovelace Scie Resources Client Nbr
! Clin Trials-Lesns Byatt 24684
RE:F‘E:IS':'JNIDE LABEII‘\'AERIE; 2441 Ridgacrest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (605 )93g-ggpz  /upvduerque, NM 87108
PATIENT NAME PATIENT D DoB SEX REPORT STATUS PAGE
NJC, MJC AAGF8916 08/23/1944 ] Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/09/2013 10:28 10/09/2013 20:52 10/11/2013 06:10
REQUISITION NC, PT. PHONE NO, PATIENT NO.
30920909 0 AKP003
COMMENTS !
Result
Test In Range Out of Range Units Reference Range  Slte Code
Eos, Respiratory Rara * NS
Comp Metabolic Panel
Sodium 137 mmol/L. 134-144
Potassium 4.2 mmol/L. 3.5-6.1
Chloride 104 mmol/L. 98111
co2 23 mmol/L. 20-30
Anjon Gap 10 o6-14
Glucose 118 H mg/dL. 80-100 M5 4452'-
Impaired fasting glucose (IFG) is defined as a fasti ng g1ucose Tevel of p Wj 3
100-126 mg/d1. (ADA Guidelines Diabetes Care 26: {3160-3167)2003)
BUN 20 mgfdl 7-31
Creatinine 1.10 mg/dl 0.62-1.66

creatinine method is IDMS traceable, EstGFR cCalculation has been adjusted.
Please note new reference range effective 5/23/2013.

eGFR non-African Am >80 mbU/min/1.73m2 =60
GFR Comment
Estimated &FR values are not accurate in acute kidney failure, Tnpatients
on IV Fluids, obese (BMI»34) or underweight (BMI<20) people,
the very old or vew young, races other than Caucasian or African american,
people with acute illnesses, or amputations.
Calclum 8.9 mg/dL 8.4-104
Total Protein 6.9 gm/dL 68.1-8.2
Albumin 4.4 gm/idL 3.4-47
Globulin 2.5 gm/dl 2.4-42
Bilirubin, total 1.3 H mg/dL 0312 pJes Midie .
Alk Phos 94 Ui ag1s0 / Qe 15
AST(SGOT) 23 U/L 6-58
ALT(SGPT) M UL 14-87
Fasting NG
CBG
WBC 4.1 x10E3 4.0-10.8
RBC 4.83 x10E6 4.64-6.00
Hgb 18.0 gm/dlL 14.5-171.7
Het 47 % 42-53
MoV 26 flL 81-98
MCHC 344 gm/dL. 31.2-36.2
RDW 12.3 % 11.0-14.5
Platelets 179 x10E3 150400
Phys, Addr, Phone Not glven
Important Info Client contacted for clarification of test orders. Per client's request,
the following test(s) will be performed:
Eosinaphils, Respiratory
End of Report
MJC, MJC 10/11/2013 06:10 FAX24664



TriGors Fax Number Fri Oct 11 67:04:46 2013 Page 2 of 2
T B : Lovelace S¢l  fAc Resources Cllent Nbr
: ) Clin TrialsLesa Byatt 24864
REFE!SENLE LABEA&RIE; i?;'l Ridgecrest Dr SE
1001 Woodward Pl N.E. Albugquerque, NM 87102 (506 ) 038-8022 uquerque, NM87108
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
TGC, TGC AAGF9554 04/30/1946 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TINE PRINT DATE & TIME
Uniisted Physician, 10/10/2013 08:00 10/10/2013 19:16 10/1112013 06:10
REQUISITION NO. PT, PHONE NO. PATIENT NO.
30920910 0 AKPO006
COMMENTS :
Result
Teost In Range Out of Range Units Reference Range  Slte Code
Eos, Respiratory Moderate * NS m
h
Phys, Addr, Phone NO DRDERING PHYSICIAN /' ox 2
End of Report
10/11/2013 06:10 FAX24604

TGC, TGC
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TriGore Fax Number Thu Oct 17 07:53:22 2813 Page 3 of %
T [3 ’ Lovelace S¢;  fic Resources Cllent Nbr
! Clin TrialsLes..e Byatt 24664
REFEISI;:NLE LAEE'!A'IERIE; 2441 Ridgecrest Dr SE

1001 Woodward PL. N.E. Albuguerqus, NM 87102 (505 )o3g-gez2  Jbuauerqus, NMa7108

PATIENT NAME PATIENT 1) DOB SEX REPORT STATUS PAGE

MJC, MJC AAGF8516 08/23/1844 M Final 1

PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10/16/2013 10:15 10/16/2013 20:38 10M7/2013 06:08

REQUISITION NO. PT. PHONE NO, PATIENT NO.

30920908 0 AKF003

COMMENTS :

Result

Test In Range Out of Range Units Reference Range  Slte Code
Eos, Respiratory None seen NS
Phys, Addr, Phone Nt given NES

End of Report /w/ /0//6//'3

Smairntl
NES %@m PI° 18 DY oz

M.JC, MJC 10/17/2013 06:08 FAX24864

Do T



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

0= No symptoms (no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerahle)
3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No

sussect numser: AL D33 oate compreren: [ 9/ 53/13

SUBJECT INITIALS AND oEW(\Q\cN@m \B .\N.M - \rw

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY 7 8 9 10 11 12 13 14 15
ANl ) \wﬁ Lo Li9a | 1ojed Vofar cofte liofs Livjed
Runny Nose 1Y2 OHNwW\HNwDFNwOH 3|0 Nwogwwo.ﬁwwowmw
Runn «C \w ) j & L ¢ 5
ltchy Nose 1 2/3 123(0)1 23031230y 23Kot23[@)123|0v123|0123
0to3 nmwm \ @ ¢ L~ e - =
Congestion 007 3|0(y2 3/o0f1y2 3/oM™23|0¢1y23/01¢Y3]0 1{2j3]0 1/2}3]|0 1 2 3
o T 5721073 o TDI7 G7o L
Sneezing ¢ [ O wOHNwOHNJOHNon 3i0f1¥2 3|olti23]0ai230123
Voice Hoarse | Y ] YES /NOY| YES ¢NO )| YES YES @o YES /NO)} | YES YES KO YES NO
v | VGO (1) 6 (0) V8 J5| 76 (D)8 () V6 (15176 1
Throat Clearing | ¥ES \NQ.Y YES mzo YES @ YES m@ YES 90| YES ¢ NO ¥ YES YES @ YES NO
Y/N /ﬂ.\_, r\v @ iy ﬁ_@

DAY PM 7 8 9 10 A1 12 13 14 15
Runny Nose 0(152 3 o@ww o@ww o@ww O@Nw o/y2 3/o423/0o123/01 23
0%03 ~ s
ltchy Nose 03 2 3¢05%1 2 30N1 2 3¢0N1 2 31{0Yy1 2 3 12 3 123/0123|0123
O 23123012 3(0) L23fgrast
Congestion oﬁw ommvmw 0(1}2 3 omvww 0fi)23|0f1})2 3 OENw 0123[0123
0to 3 _ _

Sneezing 0 230 230 23 H,MonNwoGNwOHNwOHNwOHNw
Snecz © Y K & ® v,\, [y

. Iy b

«\ﬂ_nm Hoarse | YES @ YES %@. YES @ YES @ YEs (MO}t vEs MzoV YES @ YES NO | YES NO
o s, ] = \If. o ~

Throat Clearing { YES YES /NO)| YES WO}| YES (NO ] YES mzo | YES{ NOJ YES @ YES NO | YES NO

Y/N ‘ "

SCALEO103




TriCore Fax Number Fri Oct 25 07:81:22 2813 Page 4 of 4
T B , Lovelace Sci  fic Resources Client Nbr
2 Leslle Byatt, Giin Trials 24684
REFEEENI“E LABE"AER'EB- i?g:cﬁg:? enf;ar?:tm%ﬁsa-ﬂzs

1001 Woodward Pl N.E. Albuquerque, NM 87102 (505 ) ©36-8022 que,

PATIENT NAME PATIENT ID 0B SEX REFORT STATUS PAGE

MJC, MJC AAGF8916 08/23/1944 M Final 1

PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10/23/2013 10:30 10/24/2013 17:48 10/25/2013 06:09

REQUISITION NO, PT. PHONE NO, PATIENT NO,

30920972 0 AKP003

COMMENTS !

Result

Tast In Range Out of Range tUnits Reference Range  Site Codo
Eos, Respiratory None sean NS
Phys, Addr, Phone Not given

End of Report

m 720 '3
29
MJC, MIC 10/25/2013 08:09 FAX24664
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TriCors Fax Number Thu Oct 31 06:58:48 2013 Page 2 of 2
Lovelace Scier*flc Resources Client Nbr
TRILDCOR Leslle Byatt,- |Trials 24864
REFERENCE LABORATORIES i?;: Tg,%eucge;h%':,?sa_ng
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 ) 938-8922 q '
PATIENT NAME PATIENT ID nos SEX REFORT STATUS PAGE
MJC, MJC AAGF8918 08/23M1944 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEINE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/30/2013 10:23 10/30/2013 19:48 10/31/2013 06:06
REQUISITION NO. PT. PHONE RO, PATIENT NO,
30920966 0 AKP003
COMMENTS !
Result
Tost In Range Out of Range Unlts Reference Range  8ite Code
Comp Metabolic Panel
Sodium 138 mmol/L 134-144
Potasslum 4.5 mmal/l. 3.5-6.1
Chloride 106 mmol/L o8-111
co2 28 mmol/L. 20-30
Anion Gap ] 6-14
Glucose 92 mg/dL 60-100
BUN 14 mg/dl. 7-31
Creatinine 1.18 mg/dL 0.62-1.66
Creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please note hew reference range effective 5/23/2013.
eGFR non-African Am >80 mbL/min/1.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, Tnpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) pecple,
the very old or veq young, races other than caucasian or African American,
people with acute illnesses, or amputations.
Calcium 8.8 mg/dl. 8.4-10.4
Total Proteln 7.0 gm/dL 6.1-8.2
Albumin 4.4 gm/dL 3.4-4.7
Globulin 2.6 gm/dL 2.4-42
Billrublin, total 1.8 H mg/dL 0.31.2
Alk Phos 107 UiL 38-150
AST(SGOT) 21 NES oot 6-68
ALT(SGPT) 34 /D / UiL 14-67
Fastlng Naot given
CBC
WBC 53 | o FOD s 4.0-10.8
RBC 4,74 x10E8 4,64-6.00
Hgb 15.8 gm/dL. 14,5177
Het 48 % 42-53
MCY a7 fL 81-98
MCHC 34.8 gm/dL 31.2-35.2
RDW 12,6 % 11.0-14.5
Platelets 164 x10E3 150-400
Eos, Respiratory None sean NS
Phys, Addr, Phone Not given
End of Report
M.JC, MJC 10/31/2013 06:06 FAX24664
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

Mot ALE- D05

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" '@YES [Cno

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

%‘50& %/f" "[‘7‘5@ Fj//ﬁérl\\@.ﬂ-cf.‘_.

[Type text] = o/36/0' S '
Sui?:cte;'tia]sandDate%/}/) // Study Staff Initials and Date QWI /O/BO! [3)
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» .49 AKPharma PERENNIAL ALTER(ES
SCREENING/VISIT 1 SOURCE DOCUMENTS

mitals: QT2 st subject #[TKFP OO

PATIENT DEMOGRAPHICS

ent Demographics

Date of Birth: / O /JZL[’)/ / (7 L’/Q’ (ddimmm/iyyyy)

Gender: E Male [l Female

If female, Indicate Childbearing Potential /\/ /A

[] Childbearing [ Surgically sterilized [} Post-Menopausal

Ethnicity: [ | Hispanic é Non Hispanic
Race: [ ] Asian [ ] Black /M Caucasian [_] American Indian

[ Pacific Islander [] Other, Specify

Smoking Status: [_] None (smoked less than 100 cigareltes in lifetime)

,&Fm‘mer (previously smoked more than 100 cigcirettes in lifetime)

[] Current (smokes now)

If subject is a former or current smoker, please indicate:

/0
ears smoked. . 1garettes per day: ’
Y ket % Ci 1 Y

Version: 02 September 2013 Page 3 of §

Screening/V1




TriCore Fax Nurber _ Thu Sep 26 96:52:43 2013 Page 1 of 3

} Lovelace Scie, - i Resources Client Nbr
TRIDDR = Clin Trials-Lesiw Byatt 246864
REFERENGCE LABORATORIES 2441 Ridgacrest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (505 )9a3g-gozz  ‘louduerqus, NM 87108
PATIENT NAME PATIENT D poB SEX REPQRT STATUS PAGE
X, RJE AAGF0180 06/10/1942 M Final
PHYSICIAN COLLECT DATE & TiME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 09/23/2013 11:00 09/23/2013 19.02 09/26/2013 06:08
REQUISITION NO. PT. PHONE NO, PATIENT NO.,
30920880 0 AKP004
- COMMENTS :
Resuit
Tost In Range Out of Range Units Reference Range  Site Code
Allerﬂ,Pana! 18
Allerg,Juniper 8.20 H kU/L <().35
Allerg,Cottonwood 0.40 H KU/ <0.35
Allerg,West.Ragweed <0.10 kU/L <0.35
Allerp,Russian This 7.30 H kUL <0.35
Allerg,Bermuda Grass 0.20 kU/L <0.35
Allerg,Alternaria <0.10 kU/L =0.,38
Allerg,Mesquita 0.70 H kU/L <0.35
Allerg,Cockroach <010 kUL <0.36
Allerg,Derm. pter. <0.10 ku/L <0.35
Allerg,Derm. farinae <0.10 kU/L <0.35
Allerg,Clad. herb. <0.10 kUL <Q.35
Allerg,Firebush 1.10 H kU/L <0.35
Allerg,Cat Dander Ep 1.20 H kU/L. <0.35
The standard classification system utilizes the following class cutoffs.
Class leu/L Interpretation
0 <Q. 35 Negative for Allergen
I 0. 35-0, €9 Positive for Allergen
Ir 0. 70-3, 49 strorngly Positive
TIT 3. 5-17. 49 Strangly Positive
v 17. 5-52. 49  strongly Positive
A 52. 5-99. 99  sStrongly Positive
VT >100 Strangly Positive

Results with allergens scoring in Class 1 should be considered weakly
positive or equivocal. Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE . .

this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of allergy Jaboratory results
with clinical history s essential. A negative test may not rule out
ciinical allergy.

Allerg,Dog Dander 0.20 kU/L <0.35

Allerg, Bluegrass 1.60 H kU/L <0.35

Allerg,Pigweed 1.90 H kU/L <0.35

Allerg, Mulberry 270 H kU/L <0.35

Allerg,Helminth <0.10 kUL <0.38
Phys, Addr, Phone NOT GIVEN

N T R/ W 2 /%

X, RJE ' 09/26/2013 06:06 FAX24684

2V ot H0¢3



g tifin Rosoprnns
af Dy SF

KR RT408

3

Name: RJE, Id: AKP-004
Gender: Male Date: 10/08/13
Age: 71 Race: Caucasian Temp: 21 PBar; 632
Height(in): 67.0 Weight(lb): 208 Physician:
Any Info: Technician: VL
e (BTPS) PRE-RX POST-RX Flow
R Ref Pre  Pre Post _Post Post g
Meas % Ref Meas % Ref % Chg
FVC Liters 3.45 351 102 + .
FEVA Liters 272 248 91 ol i
FEVI/FVC % 79 70 89
FEF25-75%L/sec 2,75 158 67 i ;
FEF50%  Lisec 3.49 216 62 |
FEF75% L/sec 1.15 052 45 47 i
IC Liters 1 ;
VG Liters 345 [
PEF Lisec 7.51 696 93 2! i
MVV L/min 116 .‘
PIF Lisec T i L
FEV1/FEV6% 73 ) I N
L ung Volumes/Plethyamagraphy (BTPS)
Vig Liters
Ve Liters 3.45 27
TLC Liters 5.78 1
RV Liters 2,35
RVITLC % 41 41
FRCPL Liters 3.01
ERV Liters
IG ~ Liters B
Lhffusion 4 loume 3

DIi.CO mb/mmbg/min 21.7
DL Adj mL/mmMg/min 21.7
DLCONVA  mL/mHg/min/l. 2.87
VA Liters
BHT Sec

Hesmpetmnees

Raw Total cmH20/ fsec

Rew Insp cmH20/Lisec

Raw Exp cmH20/ fsec
Raw cmH20M fsec  1.56

Gaw LiseclomH20 0.723

sRaw omH20/LiIsiL 471

sGaw LisfomH204. 0.212

Vig (Raw) Liters

Volume
8 —_—

GJA

Comments,

: 3
S EN SIS HTETER Time

{ )= QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-6B
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Alhugueraue, M 87108
Name: RJE, Id: AKP-004
Gender. Male Date: 10/15/13
Age: 71 Race: Caucasian Temp: 20 PBar: 631
Height(in): 67.0 Weight(lb): 206 Physician:
Any Info: Technician: VL
o {BTPE) PRE-RX POST-RX Fl
Spruncity OW
Ref Pre  Pre Post Post Post 8-
Meas % Ref Meas % Ref % Chyg B
FVC Liters 345 3.29 95 T h
FEV1 Liters 2.72 238 88 6l £
FEV1/FVC % 79 72 92 i
FEF25-75%L/sec 2,75 1.68 61 1 !
FEF50% Lfsec 349 213 61 !
FEFT5% Lisec 1.15 067 58 47 i
IC Liters 1 !
VG Liters 3.45 ! _
PEF Lisec 7.51 737 98 21 :
MWV Limin 116 i .
PIF Lisec T i G
FEV1/FEV6% 73 0l e
Lung Yolumes/Plethvernography (BTPS) ,
Vig Liters
VG Liters 3.45 27
TLC Liters 5.78
RV Liters 2.35 .
RVWTLC % 41 41
FRCPL Lliters 3.03
ERV Litars
I Liters .s-i 0 9 3
Lifiusion _ - Volumd
M.CO mLUmmHgfmin 21.6
L Adj mL/mmHgfmin 21.6
DLCOMNMA mL/mHg/min/L 2.96
VA Liters
BHT Sec
e T et Pt
Raw Total cmH20/Lfsec
Raw Insp emH20/fsec
Raw Exp emH20/ /sec
Raw cmH20/ fsec  1.55
Gaw LfseclemH20 0.727
sRaw cmH20/L s/l 470
sGaw LisfemH2O/L  0.213
Vig (Raw) Liters
Volume
Comimenis’ 8T
s-_
4~‘
€L -j.
2__ .
o+—+—+t+tttt—t——td
- . -1 0 1 2 3 b 6 7
SRLESS AR A IS TH Time

{ Y= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



Lnvolene Selontifin Resoiwnen
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TR RETE e h .
Alhvaaoroun, MR 87108

Name: RJE, Id: AKP-004
Gender: Male Date: 10/22/13
Age: 71 Race: Caucasian Temp: 21 PBar: 635
Height(in). 67.0 Weight(lb): 205 Physician:
Any Info; Technician:
(BTPS) PRE-RX POST-RX Flow
A HPQTRGTY
Ref Pre Pre Post Post Post 8-
Meas % Ref Meas % Ref % Chg
FVC Liters 3.45 344 100 T
FEV1 Liters 2.72 213 78 el
FEVI/FVC % 79 62 79 Do
FEF25-75%Lfsec 2,75 0.69 25 1 {
FEF50% Lisec 3.49 1.59 45 {
FEF75% [Lisec 1.15 0.08 7 4+ :
Ic Liters 1 ! |
vC Liters 3.45 : "
PEF Lisec 7.51 6.98 93 27 i
MY Limin 118 :
PIF Lisec :
FEVI/FEVE% 7 70 P Y P S A
P ung Volumes/Plethyemogranhy (BTPS)
Vig Liters
VG Liters 3.45 27
TLGC Liters 578 1
RV Liters 2.35
RVWTLC % 41 41
FRCPL Liters 3.03
ERV Liters
IG . Lters 6l _ .
Diffusion T Youméd B
DLCO mL/mmHg/min 21.6
DL Adj mL/mmHg/min  21.6
DLCONVA  mL/mHg/min/L 2,98
VA Liters
BHT Sec
B S T oLt ot
Raw Total emH20/L/sec
Raw Insp emH20/Lfsec
Raw Exp cmH20/Lisec
Raw cH20M fsec 155
Gaw LisecfemH20 0.728
sRaw cmH20L/s/lL.  4.70
sGaw LisiomH20/L  0.213
Vig (Raw) Liters
Volume
Commenis 8
6__
4__
1 ! ) B
2l |
’+— -+ttt
o ) 4 0 1 2 3 4 5 6 T
IRLES ST S ISR Time

( } = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: [V5-0101-20-58



.

I nyelzee Beientifin Rogouroes
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Name: RJE, d: AKP-004
Gender: Male Date: 10/29/13
Age: 71 Race: Caucasian Temp: 20 PBar: 630
Heighi(in): 67.0 Weight(lb): 201 Physician:
Any Info: Technician: VL
s o {BTPS) PRE-RX POST-RX Flow
SrATTRGATY Ref Pre Pre Post Post Post g
Meas % Ref Meas % Ref % Chg ]
FVC Liters 3.45 3.53 102 4
FEV1 Liters 272 225 83 el S
FEVI/IFVC % 79 64 81 FE
FEF25-75%Lfsec 275 (.89 32 4 N
FEF50% Lisec 349 1.53 44 ;
FEF75% Lisec 1.15 030 26 47 i
IC Liters 1 ;
VC Liters 345 !
PEF Lisec 7.51 7.02 93 2+ i
MVV Limin 116 i
PIF L/sec 1.68 T i -
FEVA/FEV6% 70 Py S S
L ung Volumes/Plethysmaogranhy (BTPS) S |
Vtg Liters I
VG Liters 3,45 27
TLC Liters 578 il
RY Liters 2.35
RVITLC % 41 -4 1
FRCPL Liters 3.06
ERY Liters
e Liters .3
Diffusion 0 Yowmé
DLCO mL/mmHgimin 21.3
DL Adj mifmmHg/min 21.3
DLCONVA mUmHg/min/lL 295
VA Liters
BHT Sec
Fdmeriatmress
Raw Total emH20/Lisec
Rawinsp cmH20/Lisec
Raw Exp ocmH2O//sec
‘Raw cmiH20/fsec 1.53
Gaw Lisec/iomH20 0.735
sRaw cmH20/L/s/ib  4.69
sGaw UsfemH20/L 0.213
Vig (Raw) Liters
Volume
Comments: 8T
6 —t—
4__
2l b
o —+——+—+tt—t—+r—t—
N -1 0 1 2 3 4 8 7
iernraEaiie Time

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983} Version: IV5-0101-20-58



TriCore Fax Numker Wed Dot ©9 06:44:16 2013 Pave 1 of 3
T B : Lovelace Scie;l i Resources Client Nbr
' Clin Trials-Leslis Byatt 24584
R l I:l R h 2441 Ridgecrest Dr SE
REFERENCOE LAPORATORIES Albuguergue, NM 87108
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 ) 938-8022 '
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
RJE, RJE AAGF8237 06/10/1942 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME .
Unlisted Physiclan, 10/08/2013 10:05 10/08/2013 20:16 10/09/2013 06:05
REQUISITION NO. PT. PHONE NQ, PATIENT NO.
30920926 0 AKP-004
COMMENTS :
Resuft
Test In Range Cut of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 135 mmol/L. 134-144
Potassium 31 L mmol/L 3.5-6.1
Chloride 101 mmaol/L, 98-111
Cco2 28 mmol/l. 20-30
Anion Gap 8 6-14
Glucese 121 H mg/dL 60-100
Imgai red fasting glucose §IFG) is defined as a fasting g] ucose level of
100-126 mg/d1. (ADA Guidel{nes Diabetes Care 26: (3160-3167)2003)
BUN 24 mg/dL 7-31
Creatinine 0.88 mg/fdl. 0.62-1.66
Creatinine method 1s IDMS traceable. EStGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >80 mL/min/1.73m2 >60
GFR Comment
Estimated GFR values are not. accurate in acute kidney failure, -inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old ar very young, races other than Caucasian or African American,
people with acute 1'¥'Inesses, or amputations.
Calclum 9.5 mg/dL 8.4-10.4
Total Protain 7.3 gm/dL 6.1-8.2
Albumin 3.9 gm/dL 3.4-4.7
Globulin 3.4 gm/dL 2442
Bilirubin, tatal 0.9 mg/dL 0.3-1.2
Alk Phos 66 UA 38-180
AST{SGOT) 25 UL 6-58
ALT(SGPT) 51 U 14-87
Fasting NO
Phasphorus 28 mg/dL 2.3-56
CBC
WBC 4.6 x10E3 4.0-10.8
RBG 4.35 L x10EB 4.64-6.00
Hab 15.5 gm/dL 14.5-17.7
Hot 44 % 42-53
MGV 102 H fL 81-98
MCHC 35.1 gm/idL 31.2-35.2
RDW 11.8 % 11.0-14.5
Platelets 203 x10E3 150400
Eos, Respiratory Rare * B
Phys, Addr, Phone Not given
End of Report 06, J:
SR e
7,
RJE, RJE 10/09/2013 06:05 FAX24684
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TriCore Fax Number Wed Oct 16 G7:44:07 2013 Page 1 of 1
; Lovelace S¢  ific Resources Client Nbr
TRIDORE Clin Trials-Lesiie Byatt 24664
REFERENCE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 )03g-ggpz  lpuquerque,NM 87108
PATIENT NAME PATIENT ID noe SEX REPORT STATUS PAGE
RJE, RJE AAGF8237 06/10/1942 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/15/2013 10:00 10/15/2013 20:47 10/16/2013 06:08
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920914 0 AKP-004
COMMENTS :
Result
Tast In Range Out of Range Unlts Reference Range  Site Code
Eos, Respiratory None seen NS
Phys, Addr, Phone
NO PHYSICIAN GIVEN
Callback Accession Commeants;
Ta392344
EQOSR, UNKPHY
0/156/2013 10:32 pmFAXED TO 3488646 NCCS1685
End of Report
A w,-
RJE, RJE 10/16/2013 06:08 FAX248¢4
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TriCore Fax Number Hed Oct 23 07:11:49 2013 Page 1 of 3
' i Lovelace Sci:  ic Resources Client Nbr
TRICOR = Clin Trials-Lesue Byatt 24664
2441 Ridgecrest Dr SE
REFERENQCE LABORATORIES Albuquerque NM 87108

1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 ) ©38-8622 '

PATIENT NAME PATIENT ID Do3 SEX REPORT STATUS PAGE

RJE, RJE AAGF8237 06/M10/1842 M Final 1

PHYSICIAN GOLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10/22/2013 10:32 10/22/2013 19:42 10/23/2013 06:06

REQUISITION NO, PT. PHONE NO. PATIENT NO,

30920973 0 AKP-004

COMMENTS ;

Result

Tost In Range Out of Range Units Reference Range  Site Code
Eos, Respiratary None seen NS

Phys, Addr, Phone

NO PHYSICIAN GIVEN
End of Report
72 4
RJE, RJE 1012372013 06:06 FAX24864
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TriCore Fax Number Hed Oct 30 67:08:03 2013 Page 1 of 2
T l: : Lovelace Sci  jc Resources Cllent Nbr
- Leslie Byatt, \ ... Trials 24884
REFEEE:NIBE LABE!A‘E RIE; 2441 Ridgecrest Dr St
1001 Woodward PI. N.E, Albuquerqus, NM 87102 (505 )038-ge22  ‘ubuduerque, NM 87108-5126
PATIENT NAME PATIENT ID DOB SEX REFORT STATUS PAGE
X, RJE AAGF0190 06/10/1942 M Final 1
PHYSICIAN GOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 10/29/2013 10:06 10/29/2013 19:10 10/30/2013 06:09
REQUISITION NO. PT. PHONE NO, PATIENT NO,
30920919 0 AKP004
COMMENTS : :
Result
Test in Range Out of Range Units Reference Range  Site Cods
Comp Metabolic Panel

Sodium 134 mmolfl. 134-144 .

Potassium 3.2 L mmol/L 3681 (s

Chloride 97 L mmol/L 91114/ <

cO2 27 mmol/l 20-30

Anlon Gap 10 6-14 M5 a7 2en

Glucose 112 H mg/dL 60-100

Impaired fasting glucose 1(IFG) is dafined as a 'Fast'ing g'l ucose level of
108—126 mg/d1. (ADA Guidelines Diabetes Care 26: (3160-3167)2003)
BUN 25 mg/dL 7-31
Creatinine 0.83 mp/dl 0.62-1.66

eGFR non-African Am
GFR Comment

Calcium

Total Protein

Albumin

Globulin

Bilirubin, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBG

RBGC

Hgb

Hot

MCV

MCHC

RDW

Platelets
Eos, Respiratory
Phys, Addr, Phone

Callback Accession Comments:
T3427418

Creatinine method is IDMS traceable, EStGFR Caleulation has been adjusted.
Please note new reference range effective 5/23/2013.

>80 mb/min/1.73m2 60

Estimated GFR values are not accurate in acute kidney failure, inpatients
oh IV ﬂu1d§, obese (BMI>34) or underweight (BMI<20) people,
Q

the very al r very young, races other than Caucasian or African American,
people with acute 'i¥'1 nesses, or amputations.

8.5 mg/dL 8.4-10.4

6.9 gm/dL. 6.1-8.2

.8 om/di. 3.4-47

31 om/dL 2442

0.8 mg/dL 0.3-1.2

65 UL 38-150

23 UiL 6-58

40 U/L 14-87

NC

3.0 mg/dL 2.3-56

5.9 x10E3 4.0-10.8
437 L x10E6 4.64-6.004/2% M"-—u |

16.3 grr;jdL 14.5-17.7

43 (] 42-53
99 H fl 81-98 A5
353 H gm/dL 31.2-36.2 A/

1.5 % 11.0-14.6

185 x10E3 150400

None seen NS
Unknown

AGAP, ALB, ALKP, ALT, AST, BUN, CA, CL, CO2, CREA, EOSR, FAST, GFRCOM, GFRW, GLOB, GLU, HCT, HGB, K, MCHC,

MCV, NA, PLT, PO4, RBC, RDW,
10/29/2013 09:28 pmFAXED TO
End of Report

X, RJE

TBIL, TP, UNKPHY, WBC
3488648 NC C51685

G-t
70 @Of/zmg

10/30/2013 08:09 FAX246064



Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" @/YES [ Ino o

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:
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[Type text] / /
Subject initials and Date ,(%////2'7/5 Study Staff Initials and Date /(é /D %3




AKP-006



f |
49 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: T [C ¢ Site#:___ Subject #: _@ _Q /(o

PATIENT DEMOGRAPHICS

Patient Demographies

Date of Birth: BO / ﬂg?r / 6/4 (0 (dd/mmmiyyyy)

Gender: m\ Male [] Female

If female, Indicate Childbearing Potential

[_] Childbearing [ ] Surgically sterilized [ | Post-Menopausal

Ethnicity: [ | Hispanic Non Hispanic
Race: [ ] Asian [ Black L’:ELCaucasian [ 1 American Indian

[] Pacific Islander [] Other, Specify

f:sSmokmg History

Smoking Status:};é‘wlﬂone (smoked less than 100 cigarettes in lifetime)
L Former (previously smoked more than 100 cigarettes in lifetime)

(] Cuzrent {smokes now)
If' subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

S : Dqte dé, y }p /590}3 (dd/mmm/yy)

CRC '_S.ig"l'jatlilré: | e

Version: 02 September 2013 Page3 of 5
Screening/V1




TriCore Fax Number Hed 5ep 25 06:52:15 2013 Page | of 3

il Lovelace Scit 1 Resources Cllent Nbr

TRIDORCE Clin Trials-Leslie Byatt 24664

REFERENGOE LABORATORIES 2441 Ridgacrest Dr SE
1007 Woodward PILNE Albuquorqus, NM 87102 (505 )03s.gepz  /lbuduerque, NM 87108

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
TGC, TGC AAGF0173 04/30/1948 M Final 1
PHYSICIAN GOLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 098/23/2013 15:10 09/23/2013 18:39 09/25/2013 06:07
REQUISITION NO, PT. PHONE NO, PATIENT NO,
30920882 0 006
COMMENTS ;
Result
Test In Range Qut of Range Units Reference Range  Site Codo
A!Iarﬁ,Panel 18
Allerg,Juniper 3.40 H KU/L. <0.,35
Allerg,Cottonwood <{.10 kU/L <036
Allerg,West.Ragweed <0.10 kU/L <0).35
Allerg,Russian This <0.10 : kU/L <0.35
Allerg,Barmuda Grass 5,70 H kU/L <0.35
Allerg, Alternaria QT kU/L <0.35
Allerg,Mesquite <010 kU/L <0.36
Alierg,Cockroach <0.10 kU/L (.36
Allerg,Derm. pter. <0,10 kU/L =<(.35
The standard classification system utilizes the following class cutoffs.
class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
TI 0. 70-3. 49 strongly Positive
IIL 3. 5-17. 49 strongly Positive
Y 17. 5-52. 49  strongly Positive
\ 52.5-99. 99 strongly Positive
VI >100 strongly Positive

Results with allergens scom‘ng in Class 1 should be considered weakly
positive or equivocal, Class 2 and highar should be considered positive
although increasing class ranges (0-vi) are reflective of increasing
concenirations of allergen-specific IgE, .

this may not correlate with the degree of clinical rasponse when cha’l’lenged
with the specific allergen. The correlation of allergy Taboratory results
with cTinical history i§ essential. A negative test may not rule out
clinical allergy.

Allerg,Derm, faripas <0.10 kU/L <0.35
Allerg,Clad. herb. <0.10 ku/L <0.35
Allerg,Firebush <0.10 ‘ kUL <0.35
Allerg Cat Dander Ep KU/L <0.35
Allerg,Dog Dander 0.10 B kUL <0356
Allerg,Bluegrass 1.80 H kU/L <0.35
Allerg,Pigweed <0.10 KU/L <0.35
Allerg,Mulberry <0.10 kUIL <(.36
Allerg,Helminth <0.10 kUL <0.36
Phys, Addr, Phone NOT GIVEN

é | 7/

TGC, TGC 09/25/2013 06:07 / %&j’/{ﬁ FAX24664



Name: TGC, Id: AKP-006
Gender: Male Date: 10/03/13
Age: 67 Race: Caucasian Temp: 22 PBar: 630
Heighi(in): 74.0 Weight(lb): 196 Physician:
Any Info: Technician: VL
ST (BTPS) PRE-RX POST-RX Flow
Ref Pre Pre Post  Post Post 4@
Meas % Ref Meas % Ref % Chg
FVC Liters 5.09 4562 H
FEV1 Liters 4.03 2.82 70 12
FEVAIFVC % 78 61 78 1
FEF25-75%LIsec 3.94 1.24 3z
FEFS50% llsec 4.87 182 37 -
FEF75% Lisec 1.80 038 20 8y A\
ic Liters i
Ve Liters 5.09 P
PEF Lisec 9.33 8.99 96 41 ;
MV Lfmin 145 !
P Lisec 095 !
FEVA/FEVE% 68 0 ; ; 1 .
e Yoh e Do v innranby (BTPS)
Vig Liters r
VG Liters 5.09 41
TLC Liters 7.51
RY Liters 277
RVITLC % 40 -8
FRCPL Liters 4.27
ERV Liters
c Liters _12,2 0
T S - 4
PAIELEG» R UL lume
DLCO mL/mmHg/min  24.3 %’o .
DL Adj mL/mmHg/min 24.3
DLCOMA mLimHg/min/L. 3.04
VA Liters
BHT Sec
Raw Total cmH2O/Lisec
Raw Insp omH20/Lisec
Raw Exp cmH20/Lisec
Raw emH20/ fsec 1.01
Gaw L./secicmH20O 1.025
sRaw ecmH20/Lisl. 431
sGaw LisfemH20/L  (1.232
Vig (Raw) Liters
Volume
a —
6 £
4+ _
2 -
0
-1 0 1 2 3., 6 7 8
Time

( ) =OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983)

Version: {VS-0101-20-5B



Name: TGC,

Gender: Male
Age. 67 Race: Caucasian
Height(in): 74.0 Weight(lb): 196

(Anylnfor

. (BTPS) PRE-RX
S Ref Pre Pre
Meas % Ref

FVC Liters 5.09 4,72 93
FEV1 Liters 4.03 2.92 72
FEVIIFVC % 78 62 79
FEF25-75%l/sec 3.94 1.17 30
FEF50% Lfsec 4.87 * 187 *38
FEF76% Lisec 1.80 *0.32 18
IC Liters
VG Liters 5.09

PEF l.isec 9.33 8.78 94
MyvV [.fmin 145

PIF Lisec 4.1
FEV1/FEV6% 70
by AWinhomos/Blathvarnnoraniy
Vig liters .

VG Liters 5.00

TLC Liters 7.51

RV Liters 277

RVITLC % 40

FRCPL Liters 4.27

ERV Liters

Ic Liters

BHEY

DLCO ml/mmHg/min  24.3
DL Adj ml/mmHg/min 24.3
DLCOMVA mLfmHg/min/l. 3.02

VA Liters
BHT Sec
Fldrve s boeriees

Raw Total cmH20/L/sec

Raw Insp cmH20/L/sec
RawExp ¢mH20/./sec

Raw omH20/ fsac 1.01
Gaw LiseciemH20 1.025
sRaw cmH20ILIs. 431
sGaw LisfemH20/L 0.232
Vig (Raw) Liters

Comients

{ )= OUTSIDE 85% CONFIDENCE INTERVAL

Id: AKP-006
Date: 10/10/13
Temp: 21 PBar: 627
Physician:
Technician: vi
POST-RX Flow
Post Post Post  4g.
Meas % Ref % Chg
124
81
:‘ :
4l
(BTPS) 0 ’ T
N
-8
124
-2 0 Yolumé &
Volume
8__
ﬁvv
4 R
2__
R e S S
A 0 1 2 5 8 7 8

Norm Set: Knudson (1983)

3 Time 4

Version: IV5-0101-20-58



Name: TGC, id: AKP-006
Gender: Male Date: 10/17/13
Age: 67 Race: Caucasian Temp: 19 PBar: 631
Height(in). 74.0 Weight(lb): 196 Physician:
Any Info: Technician: VL
P {BTPS) PRE-RX POST-RX Flow
iR Ref Pre Pre Post Post Post qg.
Meas % Ref Meas % Ref % Chg
FYC Liters 5.09 4.63 91
FEV1 Liters 4.03 289 72 421
FEVI/FVC % 78 62 80
FEF25-75%L/sec 3.94 1.19 30
FEF50% Lisec 487 *1.76 **36
FEF75% Lisec 1.80 0,34 *19 8¢
IC Liters ik
VC Liters 5.09
PEF Lisec 8.33 8.59 92 4+ /
MV Limin 146 i
PIF Lisec 4.38 i
FEV1/FEV6% 70 0 : .
Lung Volumes/Plathysmogranhy (BTPS) -
vig Liters \"_ i
vC Liters 5.09 41
TLC Liters 7.51
RV Liters 2.77
RVITLC % 40 81
FRCPL Liters 4.27
ERV Liters
Ic | Liers 12
Dhifusion 2 0 Zowmd O
DLCO mlL/mmHg/min 24.3
DL Adj ml/mmHg/min 24.3
DLCONVA mbL/mHg/min/L. 3.04
VA Liters
BHT Sec
Ldomesbomes
Raw Total ecmH20/fsec
Raw Insp cmH20/Lisec
Raw BExp cmH20/lfsec
Raw cmH2ON fsec  1.01
Gaw LisecfemHZ20 1.025
sRaw cmH20/LIs/IL 4.31
sGaw LisfcmH20/.  0.232
Vig (Raw) Liters
Volume
LTSRS 8-
6_.-
4+ e
= |
2 <
0 =t —t——t—t+—+—+———t———1—+
N -1 0 1 2 3 6 7 8
i " Time

( y=OUTSIDE 95% CONFIDENCE INTERVAL

MNorm Set: Knudson {1983)

Version: IVS-0101-20-5B
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Name: TGC, id: AKP-006
Gender. Male Date: 10/24/13
Age:. 67 Race: Caucasian Temp: 20 PBar: 634
Height(in): 74.0 Weight(lb): 196 Physician:
Any Info: Technician: VL
S {BTPS) PRE-RX POST-RX Flow
R Ret Pre Pre Post _Post Post  4g.
Meas % Ref Meas % Ref % Chg
FVC Liters 5.09 4.61 91 T
FEV1 Liters 4.03 296 73 121
FEV1/FVC % 78 64 82
FEF25-75%l./sec 3.94 1.49 38
FEF50% Lisec 4.87 215 a4
FEF75% Lisec 1.80 0.46 26 8+ i
IC Liters 1 [
VG Liters 5.09 i
PEF Lisec 9.33 8.72 o4 4+ i B
MV L/min 145 . Y
PIF lisec 4.66 T ! ey
FEV1/FEV6% 69 Y PR S
Fing Volumes/Plethyemogranhy (BTPS)
Vig Liters
VC Liters 5.09 41
TLC Liters 7.51 1
RV _ Liters 2.77
RVITLC % 40 B
FRCPL Liters 4.27
ERV Liters
) - Liters 2L
LHITLES 0N 2 0 Youmd  °©
DLCO mb/mmHgimin 243
DL Adj mL/mmHg/min 243
DLCONA  mU/mHg/min/l. 3.06
VA Liters
BHT Sec
--—'l"":=::" doat
Raw Total cmH20/L/sec
Raw Insp cmH20//sec
Raw Exp cmH20//sec
Raw cmH20/Lfsec  1.01
Gaw L/seclembH20 1.025
sRaw cmH20/U/s/l. 4.3
sGaw LisfemH20/L  0.232
Vig (Raw) Liters
Volume
(s 8
6__
4fﬁ
L. i
2__
o-+—+—4—tt -ttt
- 0 1 7
2 Time 6

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL Naorm Set: Knudson (1983) Version: [V§-0101-20-58



TriCore Fax Number Hed Oct 09 15:57:37 2013 Pags 2 of 3

TriCore Reference Laboratories Patient Name: TGC, TGC

1001 Woodward Pl NE Medical Record: AAGI0173

Albugquergue, NM 87102 DOB:04/30/1946 Age:67Y Sex:M

(505)938-8922 Account Number: 30920928
Attending MD: Unlisted Physician

Patient ID:006
Patlent Phone:0

H3250423 COLL: 10/03/2013 08:45 REC: 10/04/2013 19:41 PHYS: Unlisted Physician
Reqgf : 30920928
10/04/2013 11:23 pm FAXED TO 5053458546 NC CS10030

Comp Metabolic Panel

Sodium 143 [134-144] nmol /L
Potassium 1.4 [3.5-5.1] mmnol. /T
Chloride 109 [98-111] mmol. /T,
co2 26 [20-30] mnol /1,
Anion Gap 8 [6=14]

Glucose 90 [60-~100] mg/dl,
BUN 18 [7-31] mg/dL
Creatinine 1.13 [0.62-1,66] mg/dL

Creatinine method is IDMS traceable. EstGFR Calculation
has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non~African Am >60 [>60] mL/min/l,73m2
GFR Comment Estimated GFR values are not accurate in acute kidney
failure, inpatients on IV fluids, obese (BMI>34) or
underweight (BMI<20)} people,
the very old or very young, races other than Caucasian or
African American, people with acute illnesses, or
amputations.

Calcium 9.1 [8.4-10.4] mg/dL
Total Protein 6,9 [6.1-8.2] gm/ dL
Albumin 3.9 [3.4-4.7] gm/dL
Globulin 3.0 [2.,4-4.2] g/ dL
Bilirubin, total 0.5 [G.3-1.21 mg /dL
Alk Phos 138 [38-150) U/L
AST (8GOT) 17 [6-58] U/L
ALT (SCPT) 24 [14-67] U/L
Fasting NO
Phosphorus 2.7 [2.3-5.6] mg/dL
CBC
WBC 4.7 f4,0-10.8] x10E3

RBC 5,11 (4.64-6.00] x10F6 }<
Hgb I 12.9 [14.5-17.7] zm/dl. /% /Wf/l / ﬁw
Hot a2 [42-53] 3

MCV 83 [81-98] £T. },Qiﬁﬁ 4&&;91 ) é&ﬁp?

MCHC L 30.4 [31.2-35.2] gm/dL
RDW H 15.3 [11.0-14.5] 3 Ve nwpr "naox s
Platelets 211, [150-40Q0] x10E3
CONTINULED
Printed: 10/09/2013 15:57 Patient Name: TGC,TGC

Medical Record #: AAGF0173
INTERIM REPORT Location: CORE FPage: 1



TriCore Fax Number Ked Oct @9 15:57:37 2013 Page 3 of 3

TriCore Reference Laboratories Patient Name: TGC, TGC

1001 Woodward Pl NE Medical Record: AAGI0O173

Albuquergue, NM 87102 DOB:;04/30/1946 Age: 67Y Sex:M

{505)938-8922 Account Number: 30920928
Attending MD: Unlisted Physician

Patient ID:006
Patient Phone:0

H3250423 COLL: 10/03/2013 08:45 REC: 10/04/2013 19:41 PHYS: Unlisted Physician
Reqif : 30920928

10/04/2013 11:23 pm FAXED TO 5053458546 NC CS10030
Eos, Respiratory * Rare [N5]

Phys, Addr, Phone NOT GIVEN

0%

1 o

END OF RERORT

Printed: 10/09/2013 15:57 Patient Name: TGC,TGC
Medical Record {k: AAGFOL73

INTERIM REPORT Location: CORE Page: 2



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH {AKPO10112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET {SCREEN DIARY)
CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
bay

<7 )
AM Miwg alz? alz¢ | alzs iww ol o]z :iom iuq
Runny Nose ,o%w 3jo1@s3 01@3lo2301%3701@F3]0 1@njo1D3[0123

Oto3

chyNose  (0)1 2 3[0@23[0@23/0@)2 30023 0E23|010()3|0¢23 0123

Cto3

Congestion  (0)1 2 3|0 1 2400 1(8)3 0 13 oHNm\opw@OMN@oHNWMOHNw

Qto3
Sneezing 0M23{0M23][6)123K)1 230 Nwo%wwoMNwOH 3/0123
R R R SRR
~Voice Hoarse | YES/ NOJ YES A | YES @ | ves @p)| YEs N/ | YES ;@ N@ NO | YES Q| YES NO

Y/N

Throat Clearing | YES RMO ES/ NO NO YYES) NO | {ESD NO m@zo ES Y NO (VES SNO | vES NO
o D) o (e [ (6 Fve (>
0

DAY PM -7 -6 -5 -4 -3 -2 -1

Runny Nose 0({1)2 3 o@www ou@w o@ww ouﬁ.w\w 01 273 om\ww 012310123
.oﬂow

ltchy Nose 0(1/23(0A)23,010D3,/0123|0(Y23,0aJ23[f) 23[{0123[0123
ey ‘ Q @ @23 00230

Congestion 01/)3lo1(2y3lo12F)o0124)0 3101 26BY0 16301230123
Cores G»|° e ORI LR o

Sneezing 071)z2 3 123|0 Nw\oJHNwowww@gwwo.emwopwwowmw
Voice Hoarse | YES (NQ/| YEs  @D)| vEs iO)[ vES QOJ| YES ‘lves @O | YES KD | YES NO | YES NO
Throat Clearing @zo Qm\m NO |(VESy NO YYEY NO |FES) NO Qmm NO | YES) NO | YES NO | YES NO
Y/N =4 7 e 2 7a oz

SCALEOto3 &4 e i o %A 7 L Tl =

0= No symptoms (no symptoms detected)

1= Mild symptoms {symptoms present but easily tolerated)

2= Moderate symptoms (awareness of symptems, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No \% /
\\M SUBJECT INITIALS AND DATE: “& %\%ﬂ

7

: W, )
SUBJECT chwmm_hﬁ\% NuQ L DATE COMPLETED: 4
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TriCore Fax Numher Fri Oct 11 09:24:42 2013 Page 2 of 2

TriCore Reference Laboratories Patient Name: TGC, TGC

1001 Woodward Pl NE Medical Record: AAGIO9554

Albuquerque, NM 87102 DOB:04/30/1946 Age:67Y Sex:M

(505)938-8922 Account Number: 30920910
Attending MD;: Unlisted Physician

Patient ID:AKPO06
Patient Phone:0

H3265159 COLL: 10/10/2013 08:00 REC: 106/10/2013 19:16 PHYS: Unlisted Physician
Reqgf : 30920910

10/11/2013 09:24 am FAXED TO 3488546 NC CS11533

Fos, Respiratory *  Moderate [NS]
Phys, Addr, Phone NO ORDERING PHYSICIAN
. { UVO
Lo 7
eyl

END OF REPORT
Printed: 10/11/2013 09:24 Patient Name: TGC,TGC
Medical Record ff: AAGF9554
INTERIM REPQGRT Location: CORE Page: 1
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e rax nNmober Fri Oct 18 ©7:05:36 2013 Page | of 2
T C: ' \ Lovelace Sule. | Resources Client Nbr
Clin Triais-Leslie Byatt 24884
R l D R k= 2441 Ridgecrest Dr SE
REFERENCE LABDORATORIES Albuquerque NM 87108

1001 Woodward Pl. NE. Albuguerque, NM 87102 (505 ) 938-8022 '

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE

TGC, TGC AAGFO173 04/30/19486 M Final 1

PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10M17/2013 08;05 10/17/2013 19:36 10/18/2013 06:07

REQUISITION NO, FT. PHONE NO, PATIENT NO.

30920916 0 006

COMMENTS ;

Result .

Test In Range Qut of Range Unlts Reference Range  Site Code
Eos, Respiratory Rare * NS
Phys, Addr, Phone Neot given

End of Report

MCS
%A/ /5 C@ G/Cf'[’ O/
TGG, TGC 10/18/2013 08:07 FAX24884
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TriCore Fax Number Tue Oct 29 06:32:58 2813 Page 1 of 3

T [3 ; Lovelace Sc  ific Resources Client Nbr
- Leslie Byatt, Glin Trials 24684
REFElziNIBE LABlI:l:l!AERI:; 244 Ridgecrest Dr SE
1001 Woodward PI, N.E, Albuquerqus, NM 87102 (505 ) 938-8022 /. ouquerque, NM 87108-5129
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
TGC, TGC AAGF0173 047301946 L) Final 1
PHYSICIAN GOLLEGCT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 10/24/2013 08:37 10/24/2013 21:13 10/28/2013 06:03
REQUISITION NO. PT. PHONE NQ. PATIENT NO,
30920970 0 006
COMMENTS
Result
Tost In Range Out of Range Unlts Reference Range  Site Code.
Comp Metabolic Panel
Sodium 139 mmaolfl 134-144
Potassium 4.1 mmol/L 3.5-8.1
Chloride 107 mmol/L. 98-111
coz2 28 mmol/L 20-30
Anion Gap 8 6-14
Glucose 85 mg/dL 60-100
BUN 18 mg/dL 7-31
Creatinine 1,23 mg/dL 0.52-1.66
creatinine method is 1pMS traceable. EsStGFR Calculation has been adjusted
Please note hew reference range effective 5/23/2013.
eGFR non-African Am 59 L mUminA.73m2 sg0 AES P2
GFR Comment 24 0201 2
Estimated GFR values are not accurate Tn acute kidney failure, -inpatients
on 1v fluids, obese (BMI>34) or underweight (BMI<20) people,
the very ald or Ver‘¥ young, races other than caucasian or African American,
people with acute illnesses, or amputations.
Calcium 9.8 mg/dL 8.4-10.4
Total Protein 7.2 gm/dL 6.1-8.2
Albumin 4.2 gm/fdL 3.4-47
Globulin 3.0 gm/dL 2.4-42
Bilirubin, total 0.5 mg/dL 0312
Alk Phos 147 UL 38-150
AST(SGOT) 18 UL 8-58
ALT(SGPT) 28 UL 14-87
Fasting NO
“Plac 5.1 10E3 40108 Otz |
: X .0-10, | Z)
RBC 5.28 x10E6 4.64-8.00 2’2 §
Hgb 13.4 L gmvdL. 146477 M (5 %
Hat 44 :{:: 42-53 <
MCV 84 81-98
MGHC 30.4 L gm/dL 31.2.352 Jg P
RDW 14.9 H % 11.0-145 P8 e
Platelets 208 x10E3 150-400
Eos, Respiratory Few . NS Aids Wﬂ/’/’
Phys, Addr, Phone Not given
Allerg,Panel 18
Aﬁerg,duniper 3.60 H kUL <035 MNAS W’L
Allerg,Cottonwood <010 kU <0.35
Allerg, West.Ragwead <0.10 kgit <0.356
Allerg,Russlan This <0.10 k <0.36
Allerg,Bermuda Grass 9.30 H kUL <035 A/E5 W%‘
Allerg Alteraria 0.40 R KU/L 035 4y M
Allerg,Mesquite <0.10 kU/L <036 )
Allerg,Cockroach <0.10 KU/ <035 29O 203
Allerg.Derm. pter, <010 kU/L. <0.35 —
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative Tor Allergen
I 0. 35-0. 69 rositive for Allergen

Continued on next page
TGC, TGC 10/29/2013 064:03 FAX24864
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TEC 27149

Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" /[ZfYES [ Ino

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

ﬁ/M&{@/@/M% L.z’ ol

%%/J

V/@U@ry@u

:ﬂ/;y(ga/%wm/}’//y’ /;'fg‘f /1/ RN U

[Type text] . ' C/: ' Y, /QL
Subject initials and Date ¢ § j Study Staff Initials and Date_/~_f#1 // 6



AKP-007



4749 AKPharma PERENNIAL ALLEKGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

| Aer
nitials< Site#:  Subject #: _0_‘9_1

PATIENT DEMOGRAPHICS

DateofBirth: (3 ; OC77 / 9@(0 (dd/mmmiyyyy)

Gender: 1 Male Female

If female, Indicate Childbearing Potential

Chﬂdbearsiz&g [ Surgically sterilized [ ] Post-Menopausal
Tul G Hons

Ethnicity: [ ] Hispanic K Non Hispanic
Race: [ ] Asian [ | Black m Caucasian [ | American Indian

[ ] Pacific Islander  [] Other, Specify

Smoking Status: [_] None (smoked less than 100 cigarettes in lifetime)

N Former (previously smoked more than 100 cigarettes in lifetime)

(] Current (smokes now)

If subject is a former or current smoker, please indicate:

Years smoked: _3 O_ Cigarettes per day: i QJ% d‘wé‘

" Version: 02 September 2013 Page3 of 5

oo TTA



TriCore Fax Number

TRICOR:
REFERENECE LABORATORIES
1001 Woodward Pl N.E. Albuguerque, NM 87102 (505 ) 838-8022 °

Thu 8ep 26 06:92:43 2013 Page 3 of 3

Lovelace Scl.  fic Resources Client Nbr
Clin TrialsLesne Byatt 24684
2441 Ridgecrest Dr SE

Albuquerque, NM87108

PATIENT NAME PATIENT ID DOB SEX  REPORTSTATUS PAGE
JLJ, JLJ AAGF0870 10/13/1966 F Final 1
PHYSICIAN COLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 09/24/2013 10:30 09/24/2013 19:42 09/26/2013 06:06
REQUISITION NO. PT. PHONE NO. PATIENT NO.
30920881 0
COMMENTS :
Result
Test In Range Out of Range Unlts Reference Range  Site Code
Allerﬂ ,Panel 18
Allerg,duniper 7.20 H kUL <().36
Allerg,Cottonwood 3.80 H kUL <0.36
Allerg,West.Ragweed ~ 0.80 H kU/L <0.35
Allerg,Russian This « N S% 1041 2’/ 13 GR8D H kU/L <0.35
Allerg,Bermuda Grass 5.20 H kU/L <0.35
Allerg, Alternaria <0.10 kU/L <0,35
Allerg,Mesquite 570 H kU/L <0.36
Allerg,Cockroach 0.30 kU/L <0.35
Allerg,Darm. pter. @ ) H kU/L <0.35
’ P The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
¢ <0, 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
II 0. 70-3. 49 strongly Positive
III 3. 5-17. 49 strongly Positive
v 17.5-52. 48 strongly Positive
v 52. 5-99.99 strongly Positive
VI >100 s5trongly Positive

ResuTts with a11argens scor1ng in c1ass 1 shauld be considered weakly
positive or equivocal. Class 2 and higher should be considered positive
Although increasing class r'anges (0-vI) are reflective of increasing
concentrations of allergen-specific 1gE

this may not correlate with the degree of clinical response when challenged
with the specific allergen, The correlation of allergy laboratory results
with clinical history 18 aessential. A negative test may not rule out

c¢linical allergy.
Allerg,Derm. farinas @ H kU/L <0.35

Allerg,Clad. herb. <0.10 ku/L <0.35
Allerg,Firebush .40 H kU/L <0.36
Allerg,Cat Dander Ep <0.10 kL/L <0.35
Allerg,Dog Dander <0.10 kUL <0.35
Allery,Bluegrass 2.50 H kU/L <0.35
Allerg, Pigweed 6.60 H kUL <).35
Allerg,Mulberry 1.20 H kU/L <0.36
Allerg,Helminth =0.10 . kU/L <0.35

Phys, Addr, Phone UNKNOWN

End of Report :

nzw% 2 ot o st
T

e

777 M : 09/26/2013 06:06 p % é a?é ' : jg}z;B&l

JLJ, JLS




Name: JLJ,
Gender: Female

2441 Ridgsers
Alasgueroue,

Age: 46 Race: Caucasian
Height(in): 63.0 Weight(lb): 1564

Any Info:
i (BTPS)
o V:_-(\“r:_[,‘.,. Ref
FVC Liters 313
FEV1 Liters 2.62
FEVHFVC % 85
FEF25-75%Lfsec 2.97
FEF50% Lfsec 3.59
FEF75% Lfsec 1.43
IC Liters
VG Liters 3.13
PEF Lisec 5.95
MV L/min 103
PIF Lisec
FEVI/FEVE%
Pong Velumes/ie
Vig Liters
VG Liters 313
TLC Liters 4.80
RY Liters 1.64
RWTLC % 34
FRCPL Liters 2.58
ERY Liters
IC Liters

LHILEION

DLCO mL/mmHg/min 21.9
DL Adj mL/mmHg/min 21.9
DLCOMVA mUmHgiminA. 3.47
VA Liters

BHT Sec

Raw Total cmH20/L/sec

Raw Insp cmH20/Lisec

Raw Exp cmH2O0/./sec

Raw cmH2O//sec  1.49
Gaw L/secicmH20 0.619
sRaw cmH2OUs/L 3.85
sGaw LisfomH20/.  0.260
Wig (Raw) Liters

LV

i nvgiane Bolpntifin Hescurces

st Dy SE

PN

M 37108

Id: AKP-007
Date: 10/02/13

 PRE-RX
Pre Pre
Meas % Ref
416 133
342 131
82 97
4.01 135
** 5,54 **154
1.61 142
7.7 131
3.52
85

YT RS

{ ) =OUTSIDE 95% CONFIDENCE INTERVAL

Temp: 22 PBar: 632
Physician:
Technician: VL
Post Post Post 16~
Meas % Ref % Chg
124
8-- Kl
44 ;" ‘
i [
(BTPS) 0 | ;
_4..
B+
421
-2 0 %Iolume'4 6
Volume
8
6__.
4 !
2‘__ .-':-;
!
04—ttt
-1 0 1 2 3 5 8 7 8
Time

Norm Set; Knudson (1983)

Version: 1V$-0101-20-5B



Name: JLJ, Id: AKP-007
Gender: Female Date: 10/09/13
Age: 46 Race: Caucasian Temp: 20 PBar: 628
Height(in): 63.0 Weight(lb). 154 Physician:
Any Info; | Technician: VL
R {BTPS) PRE-RX POST-RX Flow
ATy Ref Pre Pre Post Post Post  4g-
Meas % Ref Meas % Ref % Chg
FVC Liters 3.13 4,31 138 7
FEV1 Liters 2.62 346 132 12]
FEV1/IFVC % 85 80 95
FEF25-T5%L/sec 297 379 127 1L
FEF50% Lisec 3.59 534 148
FEF76% Lisec 1.43 142 99 81
Ic Liters ;!
VG Liters 3.13 i
PEF Lisec 5.25 8.17 137 41 |
PIF Lisec 437
Pt ‘*f LI RRN ! b
¢ SLEEY o g
Of—+ e
Liag Yolnmes BT
Vig Liters ‘
Ve Liters 3.13 41
TLC Liters 4.80
RV |itars 1.64
RVITLC % 34 -8
FRCPL Liters 2.58 I
ERV Liters
IC Liters _12-é 4 8
Ciinsion ‘ " Yolume
.CO mlfmmHg/min  21.9
DI Adj ml/mmHg/min 21.9
DLCONA  mLimHg/min/l. 3.45
VA Liters
BHT Sec
Raw Total cmH20O/./sec
Raw Insp ocmH20/fsec
Raw Exp cmH20//fsec
Raw emH20/fsec 1.49
Gaw LiseciemH20 0.619
sRaw cmH20/L s/ 3.85
sGaw LisfemH2O/L  0.280
Vig (Raw) Liters
Volume
-,.;! 8__
6,4
4+ -
2_1,_
I S e S e e e S e S S
) -1 0 1 2 3. 5 6 7 8
Yerdo i Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson {1983)

Version: IVS-0101-20-6B



owplare Selpntific Bosotroos

Name: JLJ, ld: AKP-007
Gender: Female Date: 10/16/13
Age: 47 Race: Caucasian Temp: 19 PBar: 631
Height(in): 63.0 Weight(lb). 159 Physician:
Any Info: Technician: VL
R (BTPS) PRE-RX POST-RX Flow
Ref Pre  Pre Post Post Post qg.
Meas % Ref Meas % Ref % Chg
/G Liters 312 415 133 T
FEVI  Liters 2.60 350 135 121
FEVHFVC % 84 84 100
FEF25-75%L/sec 2,94 424 144
FEF50% Lisec 3.57 ** 589 * 165 ‘.
FEF75% L/sec 1.41 172 122 8 )
IC Liters 1 ;
VG Liters 312 i
PEF L/sec 5.93 ** 878 * 148 4+ i
MvY Limin 102 i
PiIF Lisec 2.34 -1 I -
FEVIFEV6% 87 P P S ¥ P
Lo Wl T TEATE Y {BTPS) S
Vig Liters
e Liters 3.42 41
TLC Liters 4.80
RV Liters 1.64
RVITLC % 34 -8+
FRGCPL  Liters 2.54
ERV Liters
Ic Liters A2 2 0
4 i _ ) Zolumd 6
DLCO mlU/mmHgimin 22.2
DL Adj mLfmmHg/min 22,2
DLCOMA  mUhmHg/min/l. 3.44
VA Liters
BHT Sec
Raw Total cmH20/L/sec
RawlInsp cmH20/L/sec
Raw Exp cmH20/L/sec
Raw cmH2O fsec  1.52
Gaw LiseclomH20 0.609
sRaw cmH20/L/s/L 3.86.
sGaw LisfcmH20/L  0.259
Vig (Raw) Lilers
Volume
Cernmed 8
6_..
4 -
2+
0+ttt
L -1 0 1 2 3. 4 6 7
Feghoain i Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudsen (1983) Versfon: IV5-0101-20-5B
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Avouguergus, N 87408
Name: JLJ, Id: AKP0O7
Gender; Female Date: 10/22/13
Age: 47 Race: Caucasian Temp: 21 PBar: 635
Height(in): 63.0 Weight(lb): 156 Physician:
Any Info: Technician: VL
et A e e i _“I;R - TR
Spivemetry (BTP? E-RX Flow
ef Pre Pre Post Post Post qg-
Meas % Ref Meas % Ref % Chy
FVC Liters 3.12 4.01 129 T
FEV1 Liters 2.80 330 127 121
FEVI/IFVC % 84 82 97
FEF25-75%L/sec 2.94 395 134
FEFB50% Lisec 3.57 552 154
FEF75% Lisec 1.41 152 108 81
iIC Liters
VC Liters 3.12
PEF Lfsec 5.93 8.35 141 4+
MV Lfmin 102
PIF Lisec 3.18
FEV1/FEVE% 85 0 Y \
Lung Volumes/Plethysmography (BTPS) | -
Vig Liters
e Liters 312 41
TL.C Liters 4.80
Rv Liters 1.64
RVITLC % 34 81
FRCPL Liters 2.56
ERV Liters
Ic Liters A21
Diffusion 2 0 Youmd  ©
DLCO mbU/mmHg/min 22.0
DL Adj mL/mmHg/min 22,0
DLCONVA  ml/mHgimin/l. 3.47
VA Litars
BHT Sec
HRosisianns
Raw Total cmH20/Lfsec
Raw Insp cmH20/fsec
Raw Exp comH20/\/sec
Raw cmH20/L.fsec  1.50
Gaw Lisec/omH20 0.815
sRaw cmH20/./s/l. 3.88
sGaw Lisfemb20/L.  0.259
Vig {(Raw) Liters
Volume
OIS 8
6 ..
4 41
2 e
0 +oAf—-H+—+—+—+—+-+t+t+tr—trt—1
-1 0 1 2 3. 4 5 6 7 8
IHETE R e Time
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TriCore Fax Rumker _ Thu Oct @3 26:49:58 2013 Pags 1 of 4
T l:: L Lovelace Scif /¢ Resources Cllent Nbr
-~y Clin Trials-l.eslia Byatt 24664
REFE'SENIBE LABE!A‘ERIE; 2441 Ridgecrest Dr SE
1001 Woodward Pl. N.E. Albuquerqus, NM 87102 (505 )038-go22  /\puauerqus, NM 87108
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
JLJ, JLJ AAGF0B70 10/13/1966 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10102/2013 13:156 10/02/2013 20:37 10/03/2013 06:06
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920875 0 007
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Slte Code
Comp Metabolic Panel

Sodium 136 mmol/L 134-144

Potassium 4.3 mmol/L 3.5-6.1

Chloride 107 mmol/L 98-111

co2 20 mmolL 20-30

Anicn Gap 9 6-14

Glucose e faseing dl NPT R . Lo Sl eE %

T Ire ast cose (LFG s gdefined as a Tastin ucase (evel O
138?1126 mg/31.1?§uﬂ guideﬂ-?nes piabetes Care 26: (3160—31%7)2003) & ;’M'Z«@ 'z
BUN 11 mg/dL 7-31
Creatining 1.02 mg/dL 0.50-1.40

eGFR non-African Am

creatvinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
58 L mL/min/1.73m2

GFR Cormment . . . Vi 3
Estimated GFR values are hot accurate in acute kidney failure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people
the very 0ld or ver* yaung, races other than caucasian or African American,
people with acute i1Tnesses, or amputations.

Calcium 8.6 mg/dL 8.4-104

Total Protein 8.7 gm/dL 6.1-8.2

Albumin 4.1 gm/dL 3.4-4.7

Globulin 2.6 gm/dL 2442

Bilirubin, total 0.3 mg/dL 0312

Ak Phos 74 UiL 38-150

AST(SGOT) 13 UL 6-58

ALT(SGPT) 28 U/L 14-67

Fasting NO
Phosphorus 27 mg/dL 2.3-66
CBC

WBC 4.7 x10E3 4.0-10.6

RBG 4.44 x10E6 4.00-5.36

Hgb 13.2 gm/dL 12.0-16.0

Hct 40 % 38-48

MGV 90 fL 81-98

MCHGC 331 gm/dL. 31.2-352

RDOW 1341 %

Platelets 304 x10E3

Eos, Respiratory Rare * NS
Phys, Addr, Phone NOT GIVEN

End of Report

JLJ, JLJ 10/03/2013 06:06
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TriCore Fax Numnber

TRIBI:IRE‘.]

REFERENGCE LABORATORIES
1001 Woodward Pl. N.E, Albuquerque, NM 87102 (505 ) 938-8922

Thu Oct 10 09:12:41 2013 Page 1 of 1

Lovelace Scient.  tesources Client Nbr
Clin Trials-Leaslie byatt 24664
2441 Ridgecrest Dr SE

Albuguerque, NM 87108

PATIENT NAME PATIENT ID 008 SEX REPORT STATUS PAGE
JLJ, JLJ AAGF8833 10113119686 F Final 1
PHYSICIAN COLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/09/2013 13:10 10/09/2013 21:04 10/10/2013 08:35
REQUISITION NO. PT, PHONE NO. PATIENT NO,

30920827 0 AKP007
COMMENTS :
Result

Tost In Range Out of Range Units Reference Range  Site Code

Eos, Respiratory Rare - NS

Phys, Addr, Phone Not given
End of Report

JLJ, JLJ 10/10/2013 08:35 FAX24864
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TriCore Fax Numbher

TRICORE

REFERENCOE LABDRATDRIES
1001 Woodward Pl N.E. Albuquerque, NM 87102 (505 )938-8922

PATIENT NAME

Thu Ot 17 87:93:22 2013 Page 5 of §

Lovelace Scien  » Resources Client Nbr
Clin Trialsl.eslie dyatt 24684
2441 Ridgecrest Dr SE

Albuquerque, NMB7108

PATIENT ID DoB SEX REPORT STATUS PAGE
JLJ, JEJ AAGG2360 101131966 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/16/2013 13:30 10/16/2013 20:15 10M17/2013 06:08
REQUISITION NO. PT. PHONE NO, PATIENT NG.

30920920 0 AKP0O7

COMMENTS ; ’

Result

Test In Range Qut of Range Units Reference Range  8ita Code
Fos, Respiratory Rare * \ NS

Phys, Addr, Phone Not given N ¢ 5

End of Report % /0// 3” '3

NES MM PT 15 QY A3

JLJ, JLJ 10/17/2013 06:08 FAX24664

mbo«:) =
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TriCore Fax Number Thu Oct 24 06:54:03 2013 Page 1 of 4
o Lovelace Sci. ¢ Resources Client Nbr
TRIDORE Clin Trials-Lesne Byatt 24884
REFERENCE LABORATORIES 2441 Ridgscrest Dr SE
1001 Woodward PL N.E. Albuquerqus, NM 87102 (505 ) 93g-go22  ‘puduerque, NM 87108
PATIENT NAME PATIENT ID DOB SEX REFORT STATUS PAGE
JLJ, JLJ AAGF(0870 10/13/1966 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 1012212013 13:47 10/22/2013 19:25 10/24/2013 06:05
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920817 0 007
COMMENTS
Result
Test In Range Out of Range Units Reference Range  Slte Code
Eos, Respiratory None seen NS
Phys, Addr, Fhone
ND PHYSICIAN GIVEN
Allerﬂ.Panel 18
Allerg,Juniper 710 H kU/L <D.36
Allerg,Gottonwood 4,60 H kU/L <0.35
Allerg,West.Ragweed 0.80 H kU/L <0.35
Allerg,Russian This 21.20 H kU/L <0.35
Allerg, Bermuda Grass 6.00 H kUL <0.35
Allerg,Alternaria <0.10 kU/L <0.35
Allerg,Mesquite 7.40 H kUL <0.35
Allerg,Cockroach 0.20 kU/L <0.35
Allerg,Derm, pter. 0.40 H kU/L <0.35
The standard classification system utilizes the following class cutoffs,
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I Q. 35-0. 69 Positive for Allergen ‘ {/0\()
II 0. 70~3. 49 strongly Positive \,] M
III 3, 5-17. 49 strongly Positive 7'/
v 17. 5-52. 49  strongly Positive
v 52, 5-99,99 strongly Positive
VX *100 strongly Pogitive
ResyTts with allergens scoring in Class 1 should be considered weakly
positive aor equivecal. Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific Igg
this may not correlate with the degree of ¢1inical respeonse when challenged
with the specific allergen. The correlation of allergy laboratory results
with climical history is essential. A negative test may not rule out
¢linical allergy.
Allerg,Derm. farinae 0.50 H kUL <(.35
Allerg,Clad, herb. =<0.10 kU/L <().35
Allerg,Firebush 3.30 H kU/L <0.36
Allerg,Cat Dander Ep <0.10 kU/L <0.35
Alerg,Dog Dander <0.10 ku/L <0.35
Allerg,Bluegrass 2.80 H ku/L <0.36
Allerg,Pigweed 7.40 H kU/L <0.35
Allerg,Mutberry 1.50 H kU/L <(Q.36
Allerg,Helminth <0.10 kUL <0.35
CBC
WBC 5.4 x10E3 4.0-106
RBC 4.60 x10EB 4.00-5.38
Hgb 14.0 gm/dL 12.0-16.0
Het 4 % 36-48
MCV 90 fL B1-98
Gontinued on next page
JLJ, JLJ 10/24/2013 08:05 FAX24664




TriCore Fax Number Thu Oct 24 26:54:03 2013 Page 2 of 4
i Lovelace S¢ ific Resources Client Nbr
TRIDORE Clin TrialsLesye Byatt 24664 -
2441 Ridgecrest Dr SE i
REFERENCE LABORATAORIES Albuquerque NMR7108 '
1001 Woodward PI. N.E, Albuquergue, NM 87102 (505 ) ©38-8922 ’ :
PATIENT NAME PATIENT ID DOB BEX REPORT STATUS PAGE
JLJ, JLJ AAGF(870 10/13/11968 F Final 2
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physlclan, 10/22/2013 13:47 10/22/2013 19:25 10/24i2013 06:05
REQUISITION NQ. PT. PHONE NQ, PATIENT NO,
30920917 0 007
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  8ite Code
MCHC 33.8 gm/dL 31.2-36.2 i
RDW 13.1 % 11.0-14.5 i
Platelets 290 x10E3 150-400 |
Differentlal !
Diff Type Auto Diff
Neutrophils 43 % 40-76
Lymphocyles 40 % 16-47
Monocytes L % 3-13
Eocsinophils 8 H % 0-5 :
Basophils 1 % 02 -
Abs. Neutrophil 2.5 x10E3 1.8-7.0
Abs, Lymphocyte 21 x10E3 1.0-3.4 ;
Abs. Monocyte 0.3 x10E3 0.2-0.8 5
Abs. Eosinophil 0.3 x10E3 0.0-0.3
Abs. Basophil 0.1 x10E3 0.0-0.1
Deferred Test R - .
your requisition did not indicate a test for the EDTA tube received. Dus to
the instability of the specimen, a cBC with differential was performed. If
you have any questions, please call Client Services at (505) 938-8922
Faderal regulation requires written authorization for any test order
modification to be submitted within 30 days. Please fax this report with
your authgrization signature to (505)938 8034 TriCore Reference
Laboratories ATTN: Medical Records Imaging Department.
SIGNATURE DATE
End of Report - 244 ﬂyb 2015 !

JL, JLJ 10/24/2013 06:05

FAX24864



Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" []ves JENO

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

TH Mok sepps to help muodha, bu%’aﬂ%ﬁi

Caose WMJ swwﬁ\o;\s_ﬁ MMM d.zpq Lsu\

or et dh, hoxe SAC. S0 K (es kasel
o {etl L‘QQP\\)J“E,

[Type texi] ~ _ Al 2
Subject initials and DateL /0/27/{{ 2 Study Staff Initials and Date Em 10{99 H(“"D




AKP-009



4749 AKPharma PERENNIAL ATLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: Q“ﬂ Site#: __ Subject #‘"/ilfi)m?__oc}

PATIENT DEMOGRAPHICS

Patient Demooraphics

0 D

Date of Birth: Z / Z iy S £y (ddimmmbyyyy)
D25 )1 2

Gender: ,ﬁl Male [] Female

If female, Indicate Childbearing Potential p /A

[] Childbearing [ Surgically sterilized [ ] Post-Menopausal

Ethnicity: % Hispanic [ | Non Hispanic
Race: [ ] Asian [] Black MC&ucasian [ 1 Ametican Indian

[ ] Pacific Islander [] Other, Specify

Smoking Status: M‘None (smoked less than 100 cigarettes in lifetime)

[] Former (previously smoked more than 100 cigarettes in lifetime)

L] Current (smokes now 1)

If subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:
CRC Signatiire: (/21 o Dﬂe @36 /59//) 1 atmmmy)

" Version: 02 September 2013 Page3 of 5
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TriCare Fax Number Fri Sep 27 06:55:10 2013 Page 1 of 2

T B Lovelace Scit  ic Resources Cllent Nbr
- Clin Trials-Leslie Byait 24864
R l D R k- 2441 Ridgecrest Dr SE
REFERENCE LABORATAORIES Albuguerque, NM 87108
1001 Woodward Fl. N.E. Albuquerque, NM 87102 (506 ) B38-8822 '
PATIENT NAME PATIENT I} DOB SEX REPORT STATUS PAGE
RA, RA AAGF1615 02141960 M Final
PHYSICGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 09/25/2013 08:57 09/25/2013 19:47 09/2712013 06:08
REQUISITION NO. FT. PHONE NO. PATIENT NO.
30920897 0 AKP009
COMMENTS :
Resuit
Tost In Range Out of Range Units Reference Range  Slte Gode
Allerg,Panel 18
Allerg,Juniper 9.60 H kU/L <0.35
Allerg,Cotionwood <0.10 kU/L <0.35
Allerg,West.Ragweed <0.10 kU/L <0.36
Allerg,Russian This 530 H kU/L <0.35
Allerg,Bermuda Grass 28.20 H kU/L <035
Allerg,Altemaria <0.10 kU/L <0.35
Allerg, Mesquite 0.10 kU/L <0.36
Allerg,Cockroach <0.10 kU/L <0.35
Allerg,Derm. pter. 0.30 kUL <0.35
The standard classification system utilizes the following ¢lass cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
II 0. 70-3. 49 strongly Positive
IIT 3. 5-17. 49 strongly Positive
v 17. 5-52. 49  strongly Positive
% 52, 5-99. 99  Strongly Pesitive
VI >100 strongly Positive

Results with allergens scoring in Class 1 should be considered weakly
positive gr equivecal, class 2 and higher should be considered positive
Although increasing class ranges (0-vi) are reflective of increasing
concentrations of allergen-specific IgE, L

this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of allergy laboratory resutts
with clinical history is essential. A negative test may not rule out

o~ . clinical allergy.

H KUIL <0.35
Rerg,Clad. herb. <0.10 kUL <0).35
Allerg,Firebush 0.80 H kUL <0.36
Allerg,Cat Dander Ep 0.20 kU/L. <0.35
Allerg,Dog Dander 0.10 kU/L <0.36
Allerg,Bluegrass 12.00 H kLI <0.35
Allerg, Pigweed 1.80 H kU/L. «<0.35
Allerg,Mulberry 0.20 kU/L <035
Allerg,Helminth <0.10 kU/L <035

Phys, Addr, Phane Unknown

E:%Z‘W hene i o /%ﬁ/;gé (D ﬂ%fé?u)
_ W i . ‘ L maiea
%%Ww&

RA, RA 00/27/2013 06:08 ’ . FAX24664
" A7 o3
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Name: R-A,

Gender: Male
Age: 53 Race: Hispanic
Height(in): 67.0

I walace Scientific Resources
41 Ridgecrest Dr SE
Afbuguergue, Nii 87108

Weight(lb): 173

" PRE-RX
Pre Pre
Meas % Ref
526 132
394 11
75 92
319 94
427 103
1.24 79
9.66 117
1.42
78

Any Info:
n (BTPS)
<
Spirometry Ref
FVC Liters 3.99
FEVA Liters 3.24
FEVI/FVG % 81
FEF25-75%L/sec 3.40
FEF50% Lfsec 4.15
FEF75% Lisec 157
Ic Liters
VG Liters 3.99
PEF Lisec 8.14
MV Limin 139
FIF .isec
FEVA/IFEVE%
Lung Volumes/Plethysmography
Vig Liters
vC Liters 3.99
TLC Liters 8.05
RV Liters 2.05
RVITLC % 35
FRCPL  Liters 3.29
ERV Liters
1C . . Liters
Diffusion

DLCO mL/mmHg/min 23.6
DL Adj ml/mmHg/min 23.6
DLCOMNMA  mLimHg/min/l 3,32

VA Liters
BHT Sec
Resistance

Raw Total cmH20/.fsec

Raw Insp emH20/L/sec

Raw Exp cmH20/l/sec

Raw cmH20/fisec  1.40
Gaw LisecformH20 0,789
sRaw cmH20/Us/.  4.59
sGaw L/sfemH20/. 0.218
Vig (Raw) Liters

Commaents:

Inferprelation.

( ) = OUTSIDE 95% CONFIDENCE INTERVAL

Id: AKP-00%
Date: 10/11/13
Temp: 19 PBar: 630
Physician:
Technician: VL
POST-RX Flow
Post Post Post 16 -
Meas % Ref % Chg
124
8,,
4 B
(BTPS) 0 T
_4A,
B84
2L
-2 %!olumg 6
Volume
s_u
6_..
4 _. /J-
—— ’/'i
21
N !
Oii'iilfillliilllii
-1 0 1 2 5 6 7 8

Norm Set: Knudson (1983)

Version: VS-0101-20-6B



I ovelace Scientitic Resources
41 Ridgecrest Dr 5E
Albiguergue, N 87108
Name: R-A, Id: AKP-009
Gender: Male Date: 10/17/13
Age: 53 Race: Hispanic Temp: 19 PBar: 631
Height(in): 67.0 Weight(lb): 173 Physician:
Any Info: Technician:
N (BTPS) PRE-RX POST-RX
Spirometsy Ref Pre Pre Post Post Post .rg(iw
Meas % Ref Meas % Ref % Chg
FVC Liters 3.99 617 130 +
FEV1 Liters 3.24 382 121 12
FEVIIFVC % 81 76 93 1
FEF25-75%Lisec 3.40 326 96
FEF50% Lfsec 415 390 94
FEF75% Lisec 1.57 161 96 8+ ‘
Ic Liters 1 ;
VG Liters 3.99 :
PEF Lisec 8.14 8.89 109 4
MVV Lfmin 139
PIF Lisec 1.16 :
FEV1/FEV6% 78 0l
Lung Volumaes/Plethysmography (BTPS) | !
Vig Liters
VG Liters 3.99 47
TLC Liters 6.05
RY Liters 2.05
RVITLC % 35 8+
FRCPL Liters 3.29
ERV Liters
I(}'r , Liters Azl
Diffusion . 2 0 Zoumd 8
DLCO mU/mmHg/min 23.6
DLAd]  mLmmHg/min 23.6
DLCOMA  mLfmHg/min/l  3.32
VA Liters
BHT Sec
Resistance
Raw Total c¢cmH20/Usec
Raw Insp c¢mH20/L/sec
Raw Exp cmH20/Lfsec
Raw cmH20//sec  1.40
Gaw lfseclemH20 0.789
sRaw cmH20/Lfs/L 4,59
sGaw LisfemH20M. 0.218
Vitg (Raw) Liters
Volume
Gommaearnis: 8
va
4-
01'.'-&!"4_=I:£==::==:é==
Interprefation. i Time 5 7

{ } = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-5B
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Name: R-A, Id: AKP-009
Gender; Male Date: 10/24/13
Age: 63 Race: Hispanic Temp: 20 PBar. 634
Height(in): 67.0 Weight(lb): 173 Physician:
Any Info: Technician: VL
‘ (BTPS) PRE-RX POST-RX
Srroamedry W
PpIrOmetry Ref Pre  Pre Post Post Post ,rslo
Meas % Ref Meas % Ref % Chg
VG Liters 3.99 564 142 T
FEV1 Liters 3.24 423 130 12
FEV1IFVC % 81 75 92 T
FEF25-75%l/sec 3.40 339 100 i
FEF50% Lfsec 4156 4,04 98 Ny
FEF75% Lisec 1.57 156 99 B O
IC Lifers 1 !
VG Liters 3.99 !
PEF Lisec 8.14 8.M 107 4 :
MV Lfmin 139
PIF Ligsec !
FEVA/FEVE% 77 P R T
Lung Volumes/Hiethysy Tography (BTPS) |
Vig Liters
VG Liters 3.99 47
TLC Liters 6.05 1
RY Liters 2.05
RVWITLC % 35 -8+
FRCPL  Liters 3.29 |
ERV Liters
Ic s Lifers A21
LHTTISIon 2 0 R ume
DLCO mLmmHg/min 23.6
DL Adj ml/mmHg/min 23.6
- DLCONVA mlU/mHg/minfL 3.34
VA Litars,
BHT Sec
:u;i wieh
Raw Total cmH2OIUsec
Raw Insp ocmH20/Lisec
Raw Exp omH20A./sec
Raw cmH20/fsec 140
Gaw LisecfcmH20 0.789
sRaw emH20/Us/iL 459
sGaw LfsfemH20/L  0.218
Vig (Raw) Liters
Volume
COmeTION 8
6——,
4__
2 i
- i
o +—-t—t—t——t—t+—t—t—t——d1
L -1 0 1 2 3 4 5 6 7
Errprsiation Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set; Knudson (1983) Version: [V8-0101-20-5B



Lo ace Bolenilfic Resources :
244t Ridgecrest by 8E
Albuouargue, NEE 57108
Name: R-A, Id: AKP-009
Gender: Male Date: 11/01/13
Age: 53 Race: Temp: 19 PBar; 633
Height(in): 67.0 Weight(lb): 172 Physician:
Any Info: Technician: VL
o (BTPS) PRE-RX POST-RX Flow
whirometry Ref Pre Pre Post  Post Post 4g.
Meas % Ref Meas % Ref % Chg
FVC Liters 3.09 526 132 +
FEVA Liters 3.24 382 118 121
FEVA/FVC % a1 73 89
FEF25-75%L/sec 3.40 287 84
FEF50% Lisec 4.15 371 B9
FEF75%  Lisec 1.57 120 82 87 !
IC Liters 1 i
vC Liters 3.99 :
PEF Lisac 8.14 2.08 112 41
MV Limin 139
PiF Lisec :
FEVA/FEV6% 76 0l——i
Lung Volumes/Plethysmography (BTPS) |
Viag Liters
VG Liters 3.99 41
TLC Liters 6.05
RV Liters 2.05
RVITLC % 35 81
FRCPL Liters 3.30
ERV Liters
[C.Pf _ Hiters 42l
Diffusion 2 0 Zoumd 6
DLCO mL/mmHg/min  23.6
DL, Adj mlimmHg/min  23.6
DLCONVA mL/mHg/min/. 3.33
VA Liters
BHT Sec
Resisiance
Raw Total cmH20/L/sec
Raw Insp emH20/Lfsec
Raw Exp omH20/Mfsec
Raw emH20/Lfsec 1,39
Gaw Lfsec/femH20 0.791
sRaw cmH20/LisiL.  4.59
sGaw IistemH20/L  0.218
Vig (Raw) Liters
Volume
Comments: 8
8+
.l _
2_..
0 e e A ————4—+—+—+—4
A 0 1 2 .4 6 7
inteprstaton Time

{ }= QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: 1V5-0101-20-58



TriCore Fax Number Mon Oct 14 B7:39:23 2013 Page 2 of 2
T B ; Love_:_e:im: SL |tigc Resources CllzenstBNbr
- Clin Trialsl.osile Byatt 4864
LIAR AL A 24t igociom oY S
1001 Woodward Fl, N.E. Albugquerque, NM 87102 (505 ) B38-8022 que,
PATIENT NAME PATIENT iD no8 ' SEX REPCRT STATUS PAGE
’ AAGGO250 021411966 M Final 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physician, 10M11/2013 13:156 10/11/2013 19:01 101412013 06:10
REQUISITION NC. PT. PHONE NO, PATIENT NO.,
30920911 0 AKP 009
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Site Code
Comp Mastabolic Panel
Sodium 137 mmoliL 134-144
Potassium 4.3 mmol/l 3.5-51
Chloride 103 mmal/L 98-111%
COo2 25 mmol/l. 20-30
Anlon Gap ] 6-14
Glucose 94 mg/dL 60-100
BUN 12 mg/dL 7-31
Creafinine 0.77 mg/dL 0.62-1.66
Creatinine method 1s IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013,
eGFR non-African Am >60 mbLAnin/A.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, obese (BMI>34) or underweight (BMI<Z0) people,
the very old ot vep* young, races other than caucasian or African American,
people with acute ilTnessaes, or amputations.
Calcium 9.7 mg/dl. 8.4-10.4
Total Protein 6.9 gm/dL 6.1-8.2
Albumin 4.1 gm/dl 3.4-4.7
Globulin 2.8 gm/dL 2.4-4.2
Billrubin, total 1.0 mg/dL 0.3-1.2
Alk Phos 60 UL 38-150
AST(SGOT) 14 U/L 6-58
ALT(SGFT) 22 UL 14-67
Fasting NO
Phosphorus 3.5 mg/dL 2,356
CBC
WEBC 7.0 x10E3 4.0-10.6
RBC 5.20 x10E8 4.64-6.00
Hgb 187 gm/dL 14.5-17.7
Hct 48 % 42-53
MCV 88 fL 81-88
MCHC 34.5 gm/dL 31.2-35.2
RDW 12.5 % 11.0-14.5
Platelets 247 x10E3 150400
Eos, Respiratory Few " NS
Phys, Addr, Phone Not given

Callback Accesslon Commants:
F3200806

AGAP, ALB, ALKP, ALT, AST, BUN, CA, CL, CC2, CREA, EOSR, FAST, GFRCCM, GFRW, GLOB, GLU, HCT, HOB, K, MCHC,
MCV, NA, PLT, PO4, RBC, RDW, TBIL, TP, UNKPHY, WBC

10/12/2013 08:28 am FAXED TQ
End of Report

RA, X

33488546 NC CS111533

W
00(/@0('3
i

10/14/2013 06:10 FAX24864
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Fri Oct 18 07:05:36 2013 Page 2 of 2

TriCore Fax Number
T C L Lovelace Scle 1 Resources Cllent Nbr
Clin TrialsLeslie dyatt 24864
REF‘EE: NIBE LABE{A‘II':S RI l!::; 2441 Ridgecrest Dr SE
1001 Woodward Pl N.E, Albuquerque, NM 87102 (505 ) g3g-spzz  “buduerque, NM87108
PATIENT NAME PATIENT iD noB SEX REPORT STATUS PAGE
R-A, R-A AAGG2990 02/14/1960 M Final 1
PHYSIGIAN GOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 1071712013 14:00 101712013 19:46 10/18/2013 06:07
REQUISITION NO. PT. PHONE NO, PATIENT NO,
30920899 0 ACP009
COMMENTS !
Result
Test In Range Out of Range Units Reference Range  Slte Code
Eos, Respiratory Rare * NS
Phys, Addr, Phone Not given
End of Report
/OJZ%A /1§ @Y Ao13
FAX24884

R-A, R-A 10/18/2013 06:07



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY}

0= No symptoms (no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms {symptoms hard to tolerate; symptems interfere with activities of daily Hving)

Y=Yes N=No

SUBIECT Zc_/\_mmw.MW @3 DATE COMPLETED: ,0\%_&1\ (3

CIRCLE APPROXIMATE RESPONSE EVERY 12 IDCNM

DAY 7 8 9 \ wu 1 13 14 15

av WONT L ofis ipflie | puf2o | joftd | jop2 1i0/23 ipfedt

N N 3 ~‘ 3
%Mﬂwzam.ﬁwpmw@umw@pNw,\:Nw@HNw@HNw 01Z3loi@3/0123
Itchy Nose " 0od23|{@123@®123¢@123[0(@23/@123/@1230123
Oto3 N
Congestion (b123[@123@123/@123H123/@123 41230123
Oto3 -
Sneezing o 23@123@123| @123 0f823@B123|0123|0123
0tc3 t
Voice Hoarse | YES % YES €D vES Q[ Yes W |ves (MO [ vEs @ [@s NO (TS NO | YES NO
Y/N \
\ - .

Throat Clearing | YES % YES A0 |YES QO | YES QO |YES QO [vEs QL [@ES NO [gBS NO | YES NO
Y/N
DAY PM 7 ! 8 9 10 11 12 13 14 15
RunnyNose /8,1 2 3|@123/0 1230 123¢01230123|0143]{01230123
Oto3
tchyNose 10,1 23 @123 123|@123@123/0f23d123]0123/0123
0to3 , ) .

- 'y 3
mw:mwmﬂ_o: (6123@0123(0123/€123/0123(81230123/0123[0123
(o]
Sneezing (O123|@123|@B123@123/8123 o@uw@puw 01230123
Oto3 . -
Voice Hoarse | YES (NO | YES QO [vEs @ |vEs €O [Yes @& [vEs (N0 [€ES NO | YES NO | YES NO
Y/N
Throat Clearing | YES ¢ | YES Q0 |VES @ [YEs QO [vEs @& |vEs ¢ [fB NO | YES NO |YES NO
Y/N
SCALEOt0 3

SUBIJECT INITIALS AND DATE: Nﬁf/

(0 /24 /i3




TriCore Fax Number

Fri Oct 25 @7:01:22 2013 Pags 1 of 4

T l: o Lovelace Scie  ; Resources Client Nbr
: Leslie Byatt, Clni Trials 24864

REFIE|3ENIEE LAB[E;-I'IA'IS RI r-|:=:; 2441 Ridgecrest Dr SE

1001 Woodward PL. N.E. Albuquerque, NM 87102 (606 )038-ge2e  iouduerqus, NM 87108-6129

PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE

RA, RA AAGF1615 0211411960 M Flnal 1
PHYSICIAN COLLECT DATE & TIME RECGEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10/24/2013 13:36 10/24/2013 18:13 10/25/2013 06:09
REQUISITION NO. PT. PHONE NO, PATIENT NO.,

30920969 0 AKP009

COMMENTS :

Rasult

Test In Range Out of Range Unlts Raference Range  Slte Code
Eos, Respiratory Rara * NS
Phys, Addr, Phone Not given

End of Report

W‘;J/ 'l/al}
22

RA, RA 10/25/2013 06;08 FAX24664
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Mon Nov.B487:37:53 2013 Page 1 of 1

TriCore Fax Number
T B ; Lovelaca Scit  :© Resources CllenstsNbr
Leslie Byatt, Cun Trlals 24664
R EFEI:E Nlr.: E LABE!A’!? RI EE:B 2441 Ridgecrest Dr SE
1001 Woodward Pl. N.E. Albuquergue, NM 87102 (505 )038-gppe  /vpuduerqua, NM 87108-6128
PATIENT NAME PATIENT 1D DOB SEX REPORT STATUS PAGE
R-A, R-A AAGG2980 0211411960 M Final 1
PHYSICIAN GOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 11/01/2013 09:50 11/01/2013 19:02 11/04/2013 06:13
REQUISITION NO, PT. PHONE NO. PATIENT NO,
30920836 0 ACPO009
COMMENTS :
Result
Tost In Range Qut of Range ‘ Units Reference Range  Site Code
Comp Metabolic Pane!

Sodium 138 mmoliL 184-144

Polassium 4.1 mmol/L 3.5-5.1

Chioride 108 NES 1/8/(3 mmoi. 98-111

cO2 26 mmol/ 20-30

Anlon Gap 7 6-14

Glucose @ H mg/dL 60-100

Tmpaired fasting glucose _?IFG) efined as a fast'ing g1ucose Tevel of
108—126 mg/d1, (ADA Guidelines Diabetes Care 26: (3160-3167)2003)
BUN 12 mg/dL 7-31
Creatinine 0.7 mg/dL. 0.62-1.68

eGFR non-African Am
GFR Comment

Calcium

Total Protain

Albumin

Globuylin

Bilirubin, total

Alk Phos

AST(SGOT)

ALT(SGPT)}
Fasting
CBC

WBC

RBC

Hgb

Het

MCV

MCHC

RDW

Platelets
Eos, Resplratory
Phys, Addr, Phone

End of Report

R-A, R-A

8
Creatinine method is IDMS traceable. EstGFR calculation has been adjusted
Please note new reference range effective 5/23/2013
>80 ml/min/1.73m2 >60

Estimated GFR values are not accurate in acute kidney failure, Tnpatients
on 1v Fluids, obese (BMI>34) or underweight (BMI<20) people, ,
the very old ar ver*r young, races other than Caucasian or African American,
people with acute 111nesses, or amputations.

9.2

: mg;gll: 8.4-104
7.0 gm 6.1-8.2
43 NCS }J wfglis gmidL 3.4.4.7
27 gmidL 24-4.2

H mg/dL 0.3-1.2
59 un. 38-160
12 UL 6-58
23 UL 14-67
NO
6.2 ’ x10E3 4.0-10.8
5.50 x10EB 4.64-6.00
18.0 gm/idL 14.517.7
48 % 42-53
87 L 81-98
33.6 gm/dL. 31.2-35.2
12,2 % 11.0-14.6
248 x10E3 150400
Few * NS
NO PHYSECIAN GIVEN NCS /4 Hig/3
LI NCS & %wo?wﬁ
11/04/2013 06:13

FAX24664
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY}

CIRCLE APPROXIMIATE RESPONSE EVERY 12 HOURS

DAY 14 15 16 17 18 19 20 21 22
AM 1Of24/13 10(25[i3 1ofeudi3 '/ 1210 310/ 2%/13] ' V2ah3 | LY 3YR|1Y/31/13 Mfoifa

Runny Nose 123 4123(0823/b123|B123[@123[F123[@G123[/123

Oto3 - . .

ltchy Nose o/HNwm@HNw@:Nw ogd23|pr123|F123[0F23|G123[|01E3

0to3

Congestion oﬂuw g 123 owww@HNw@wa@HNw@HmwﬁHNwQ_Hmw

Oto3 .

Sneezing og/mwm@pmwﬁpww o@23/m123/p1230F23[[p123/014 3

Oto3 "

Voice Hoarse | YES 40 YES MO |YES O | VES MO |YES KB | YES Qvo | YES (o [YES O | YES KD

Y/N

Throat Clearing | YES zﬁ ves NG| YEs B |Yes N |VEs KB | YES 0| YES WO VES 40 | YES W@

Y/N )

DAY PM 14 15 16 17 18 19 20 21 22
RunnyNose (@1 2 3[P123|0o@23/0d23|g123[fH123[0123[@123[0123
Oto3
ltchyNose | gyl 23|p123|0g23|0of236123/0F23 §H123@123[0123
Oto3 3
Congestion  |®@ 123/p123|lof23(of23/d123{fHh123[p123|Ff123]0123
Dto 3 yd
Sneezing Sd123\p12308230f23 @HNW 0f 223 @uww &1 230123
Oto3 _ o
Voice Hoarse | YES NG| YES K&/[(EE NO [VES WD [YES &8 | vEs NO/|VES. D |YvES KD |VES NO
Y/N .

Throat Clearing | YES MO, | YES NO/ | YES (M0 | YEs WD | YEs N YEs [O-|VEs | VEs &0 | YES NO
Y/N

SCALEOt03

0= No symptoms (no symptoms detected)

1= Mild symptoms (symptoms present but easily tolerated)

2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with aclivities of daily living)

~Yes N=No a- A D\mﬂx\\w
SUBJECT NUMBER; AP0 09 DATE COMPLETED: SUBJECT [NITIALS AND DATE: [t-¢+/3

M\S tifocft )




R-A SQproo g

iJov /=2

Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash {AkP 010112A} on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" []YES Eicl

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

g . "
'ﬁ:\/v nose 2 hrs altes g;?,b/e v n
/’/\uﬁ“ﬂt}/ nes e Ul Mo (Ag

= *-\rL W o ﬁka '&:.c“"c»y\ dL'(\, ‘L'_ﬂr‘ AT o S {:a =4

[Type text] _ / /
Subject initials and DateZ/}{\, { (- (- {3 Study Staff Initials and Date?)nn [ l 6 { , %
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2749 AKPharma PERENNIAL ALLERGLIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

e e
Initials: al HA Site #: L Subject #: ___CD_lQ

PATIENT DEMOGRAPHICS

=1

Date of Bitth: () L# /JL’L/ /] qw(dd/mmWyM)

Gender: ﬂ Male L] Female

If female, Indicate Childbearing Potential o LR

[] Childbearing  [] Surgically sterilized [[] Post-Menopausal

8 g
Ethnicity: [ ] Hispanic ;S(Non Hispanic
Race: [ ] Asian [ ] Rlack \ETCaucasian [[] American Indian

[ Pacific Islander [_] Other, Specify

Smoking Status: [_] None (smoked less than 100 cigarettes in lifetime)

m Former (previously smoked more than 100 cigareties in lifetime)

L] Current (smokes now)

If subject is a former or current smoker, please indicate:

Years smoked: {D _ Cigarettes per day: ‘fp 4 Q&J\ CQC\_&./\

CRC Slormture QM Q K@( TWQ{,@ ({ . a 1e ? :57 g .uD.P Pf .- ZO }(g%mm/yy)

" Version: 02 September 2013 Page 3 of 5

[ IR o & & |



TriCore Fax Numbar Fri Sep 27 06:55:10 2013 Page 2 of 2
T B ‘ Lovelace Scle. ¢ Resources Client Nbr
- Clin TrlalsLeslhe Byatt 24864
REFEFISENIEE LABE!A’ERIEEE: 2441 Ridgacrest Dr SE
1001 Woodward Pl N.E. Albuquerque, NM 87102 (605 )93s-gez  ~WPuduerqus, NMar108
PATIENT NAME PATIENT ID noB SEX REPORT STATUS PAGE
HA, X AAGF1636 07/06/1956 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physlician, 09/25/2013 11:40 09/2612013 20:13 09/2712013 06:08
REQUISITION NO, PT. PHONE NO, PATIENT NO,
30920891 0 AKP010
COMMENTS |
Rosult
Tast In Range Qut of Range Units Reference Range  Slte Codo
Allerg, Panel 18
Allerg,Juniper 5.80 H kUL <035
Allerg,Cottonwood 0.30 kU/L <0.35
Allerg,West.Ragweed <0.10 kU/L <(.35
Allerg,Rugsian This 1.00 H kU/L <0,35
Allerg,Barmuda Grass 5.60 H kU/L <0.35
: H KU/L <0,35
Allerg, Mesquie 0.30 kUL <0.35
Allerg,Cockroach <0.10 kU/L <0.36
Allerg,Derm. pter. <0.10 kU/L <0.35
The standard classiTication system utilizes the following ¢lass cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
IT 0. 70-3. 49 strangly Positive
III 3. 5-17. 49 S5trongly Positive
v 17. 5-52. 49  strongly Positive
vV 52. 5-99. 99  strongly Positive
VI >100 s3trongly Positive

Allerg,Darm., farinag
Allerg,Clad. herb.
All

Allerg, Bluegrass
Allerg, Pigweed
Allerg, Mulberry
Allerg,Helminth
Phys, Addr, Phone

End of Report

Allerg,Cat Dander E
All ;_:; ;;;g;

Results with allergens scnr‘ing in class 1 shauld be considered weakly
positive or eguivocal. Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
corncentrations of allergen-specific IgE L.

this may not correlate with the dagree of clinical response when challenged
with the specific allergen. The correlation of allergy Taboratory results
with clinical history 18 essential. A negative test may not rule out
clinical allergy.

0.10 kU/L <D.35

<0.10 kU/L <0.35

H kU/L <0.35

H kU/L <0.36

H kU/L <0.35

2.00 H kU/L <0.35

010 kU/L <0.35

<0.10 kU/L <0.35

<0.10 kU/L <0.38
Not glven

W@PW'M 2d e Aimh ;zﬁjﬁmwwaj

lero Aléer
anaol

CHA, X

/

et

M
A7 ee

09/27/2013 06:08
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Name: CHA,

Gender: Male

Age: 57 Race: Caucasian
Height(in): 72.0 Weight(lb): 246
Any Info:

{BTPS) PRE-RX
Ref Pre Pre
Meas % Ref

FVC Liters 4.96 4.85 a8
FEV1 Liters 3.99 3.21 81
FEVHIFVC % 80 66 83
FEF25-7T5%Lfsec 4.01 1.98 49
FEF50% Lisec 4.89 242 50
FEF75% Lfsec 1.88 0.83 44
IC Liters
VC l-iters 4.98
PEF Lisec 9.20 7.87 86
MVY Limin 151
PIF Lisec 0.62
FEVAFEVE% 69
Vitg Liters
Ve Liters 4.98
TLC Liters 7.18
RV Liters 2.46
RVITLC % 36
FRC Pl Liters 3.55.
ERV Liters

mLmmHg/min  29.3
mL/mmHg/min 29.3
mb/mHg/min/L  3.24
Liters
Sec

I R IO

Raw Total cmH20/L/sec

Raw Insp cmH20/.fsec
RawExp o©mH20/L/sec

Raw cmkH20/ fsec 1.27
Gaw LisaciemH20 0.852
sRaw emH20//s. 4.49
sGaw LisfomH20/. 0.223
Vig (Raw) Liters

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL

Id: AKP-010
Date: 10/31/13
Temp: 21 PBar: 631
Physician:
Technician: VL
POST-RX
Post Post Post .réo
Meas % Ref % Chg
12+
8
fﬂh_
4l
(BTPS) 0 ' |
_4,,
-8+
21
2 0 Yotume 6
Volume
8
6_..
4—- ]
i .
2““
0 -—k
N 0 1 2 6 7

Norm Set: Knudson (1983)

Version: IV5-0101-20-bB



Name: CHA,

Gender: Male
Age: b7
Height(in): 72.0
Any Info:

VG Lilers
E“v“_ i N

FEVTUC ™%

FEF2E 7RO inmn

FETa0%,  Lisec
Fliriomn  wiseu
IC Likers
VG Liters
PEF Lisec
MV Limin
PIF Lisec

FEVA/FE 0

Wig Litore

V¢ Liters
TLC liters
RV Liters
RVITLC %
FRCPL  Liters
ERV Liters
Ic Liters
DLCO
Nt Ad
.*:'.';\ s
S,. -

BRT

b et U fete L

Race: Caucasian

Weight(lb): 246

(BT™3)

Ref Pre
Moe-
4.96G 4.99
RS kv
a0 o4
A0 170
4.89 2.28
i.Ba U.83
4,96
9.20 8.69
1514
1.57
69
4.96
7.18
2.46
36
3.55

sbfastighioan 203

mi/mmHgfimin  29.3

T29

Mo Todal ~mHI0 L fsec

L e
]

Gaw
gho

-~

P I

===LINM togn

[+

7

| Jormmtmnst A A AES

Id: AKP-010
Date: 11/07/113
Temp: 19
Physician:
Technician: VL

PBar: 639

PRE-RX

Pra

of Lnf
100
80

31

44

47

33

04

POST-RX

Pozt

Shona O Ref

(BTPS)

rre~a
A

Prat -
% Chg 16

124

Volums

8 —

6 +

Flow

i

.
~3

fvo Lol -ao-uB



Name: CHA,
Gender: Male
Age: 57
Height(in): 72.0
Any Info:

Race: Caucasian

Weight(lb): 246

@)

Id: AKP-010
Date: 11/14/13
Temp: 20
Physician:
Technician:

PBar: 632

PRERX

Pre

% Ref
9

77

A2

A3
37

86

Ref Pre
Moo
FVG Lisis 4,50 4.5
FE:‘I'_“ . '- La Bty oA
FIETL AT D ?{1 62
FEF2R-7R0) fean 401 1.70
FRFSU%  Lisec 484 **2.10
VOTTS R Lees ou G.88
Ic Liters
VG Liters 4.96
PEF Lisec 9.20 7.54
MV i 151
PIF Lisec 1.58
FEV1HFEVE% 65
Vig Liters
VC liters 4.96
TLC Liters 7.18
RY Liters 2.46
RWTLC % 36
FRCPL  Liters 3.565
ERV Liters
IC Liters
DLCO  mlmmilgimn 20.3
Nl Agdj mLfmmHg/min  29.3
.- R A e L et n2
VA LB
BHT Sr-
R
Do Toial emH20/ Isec
L B a] —--—Llﬂﬂftlgec
1 e ‘c
e |
Gaw Lfsanfemb?N 0 ac>
gP: et e .
- Tho LT L AL

A ::'—. ;':::'_...;:.Ew"i'. '\ ;LSB)

POST-RX Flow

et Dhend Pt .
Pe iﬁ T

mMeas 9% Ref % Chyg
T4+
84 .
4" : Nl
(BTPS) oy "
__4_
84
42/
2 0 %Iolumé’ 6 8
Volumme
8....
6..“
4k,
i i1
2_...
ottt

3 Thiw 4

R DI VR TV SRy



L zvelace Scientific Resources
2.91 Ridgecrest Dr SE ¢
Albuguerque, NM 87108

Name: CHA, [d: AKP-010
Gender: Male Date: 112113
Age: b7 Race: Caucasian Temp: 21 PBar; 630
Height{in): 72.0 Weight(lb): 246 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX Flow
Spirometry Ref Pre Pre Post  Post Post
Meas % Ref Meas % Ref % Chg
FVC I.iters 496 496 100 T
FEV1 Liters 3.09 316 79 121
FEVIIFVC % 80 64 80
FEF25-75%L/sec 4.01 1.84 46
FEF50% Lfsec 4.89 2.45 50
FEF75% Lfsec 1.88 067 36 81
1C Liters
VC Liters 4,96
PEF Lfsec 9.20 8.73 95 41
MVV Limin 151
PIF Lisec 207
FEV1/FEVE% 88 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters .
VG Liters 4.96 AT
TLC Liters 718
RV Liters 2.46
RVITLC % 36 -8+
FRCPL  Liters 3.55
ERV |iters
IC_ . Liters -12--2 0 4
Diffusion - Yolume

DLCO mL/mmHg/min  29.3
DL Adj mL/mmHg/min 29.3
DLCONVA mU/mHg/minfl. 3.24

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp cmH2O/./sec

Raw Exp cmH20//sec

Raw cmH20/./sec  1.27
Gaw .fseclcmH20 0.852
sRaw cmH20/ s/l 4.49
sGaw UsfomH20/L  0.223
Vig (Raw) Liters

Volume
Commeris; 8
Gn,
4+ T
2,4
o—\aa:ajsaaaaaa::a:
. 1 0 4 2 3. 4 6 7
Interpretation: Time

{ )=OUTSIDE 95% CONFIDENCE INTERVAL Norm Sef: Knudson (1983} Version: IV8-0101-20-5B



TriCore Fax Numher Fri Nov @1 B6:40:91 2813 Page | of 1
T B : Lov!elage g  fiflc Resources Client Nbr
Leslie Byatt, Jin Trials 24664
st CaaomaToies
1001 Woodward Pl N.E. Albuquerque, NM 87102 (505 ) 938-8922 ’
PATIENT NAME PATIENT |D DOB SEX REPORT STATUS PAGE
CHA, CHA AAGH0028 07/06/1956 M Final 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE 8 TIME FRINT DATE § TIME
Unllsted Physiclan, 10/31/2013 14:38 10/31/2013 20:48 11/01/2013 06:06
REQUISITION N©O. PT. PHONE NO, PATIENT NO,
30920901 0 AKPO10
COMMENTS :
Result
Tast In Range Out of Range Unlts Roference Range  Slfe Code
Comp Metabolic Panel
Sodium 140 mmolfl. 134-144
Potassium 3.8 M(’S mmoliL 3.5-5.1
Chloride 106 mmgl/L 98-111
CO2 25 ;)J AN/ED  mmoll 20-30
Anion Gap 10 6-14
Glucose 107 d@ mo/dL 0-100
ImBa'ir'ed fasting glucose (IFG) is defined™d5 a 'Fast'ing 81 ucose level of
100-126 mg/d1. (ADA Guidelines Diunbetes Care 26: (3160-3167)2003)
BUN 14 mg/dL 7-31
Creatinine 1.10 mg/dL 0.62-1.68
creatinine method is IDMS traceable. EStGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013
oCFR non-African Am >80 mL/min/1.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, obese (BMI>34) or underweight (EMI<20) people,
the very old or ver young, races other than caucasian or African American,
people with acute 1"{1 nesses, or amputations.
Calcium 9. mg/dL 8.4-104
Total Protain 6.9 gm/dL 6.1-8.2
Albumin 39 gm/dl 3447
Globulin 3.0 gm/dL 24-4.2.
Bilirubin, total 0.4 mg/dL. 0.3-1.2
Alk Phos 67 UL 38-150
AST(SGOT) 18 U/L 6-58
ALT(SGPT) 34 UL 1467
Fasting NOT GIVEN
CBC
wBG 9.0 x10E3 4.0-10.8
RBG 5.36 X10E6 4,64-6,00
Hgb 15.8 gm/dL 14.517.7
Hct 48 % 42-53
MCV 89 fL 681-98
MGHC 33.0 pm/dL 31.2-36.2
RDW 13.0 % 11.0-14.6
Platelets 238 x10E3 160-400
Eos, Respiratory None seen NS
Phys, Addr, Phone NOT GIVEN

End of Report

CHA, CHA

pr
1 o tar 03

11/01/2013 06:06 FAX24864



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (SCREEN DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY o) - -5 iy or 2, o2 T 0 /0
AN 12413 2515 ‘T2z 23 Y 22013 'S 2913, T 3¢, Yz21/d Yoz
RunnyNose |0 1 2/3]|0 1 2)310 1)3 /0 1¢H3(0 1 2BY0 1 wo,l_N@oHonHNw
Oto3 . @ @ . C @ .
Izchy Nose @wao@mwgmwm@umwﬁupmw@wa@pww%owmwonw
Oto3 e — .
Congestion NS E OHN@OPN@OH@ 01 2laNo 1 2(3 01280 1 Q30123
Oﬁow N, Lo : = F-% oo ¥
Sneezing @Nwo@Nwo@uNw/@HNwo_@NwowwonNwo@Nonww
Oto3 Y ~ — — ~, —
Voice Hoarse | YES  (NOZ YES (NO, [ YES \NO)| YES NOY| YES NOY YES @ ves ¢ho/| YES NNy | YES NO
/N A . TN /N ¢
Throat Clearing /YES / NO | YES M%J@ NO ¢¥ES) NO | YEs h\no\ [Wgd nNo fYE§ NO NES) NO [ YES NO
Y/N )

DAY PM -7 -6 5 4 3 2 -1 0 0
RunnyNose [0 1@&)3 /0 1 230 130 12 @HMwDHN 002 3/0123|0123
Oﬂﬂ-v..| @ £, Q @ @
ity Nose 02 3 0()2 340w 23 \y123fQ123(®123/@12370123]0123
Oto3 il .

Congestion OHﬂonN@VOH@wOMN@OH@wowuwouw,wouﬁmwouww
Cto3 = - —- — - . = _

Sneezing 123 ody23fen 23123l zaffr23Qraalorz23 0123
0to3 — —~ ~ —~ e~

Voice Hoarse | YES WO\ | YES QOY| YES O TyVES é YEs {0y | YEs Qg | vEs INQJ YES NO [ YES NO
Y/N N P ~ < PN —~

Throat Clearing RYES “\NO @ NO | ves {NOY) vEs o) | vEs W@ | vES ﬂz.Q YES {NOY| YES NO | YES NO
YN

SCALEO 103

0= No symptoms {no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

DATE COMPLETED: WO\.W*\ \.mv

Y=¥Yes N=No

SUBJECT NUMBER: )ﬁv

AP

{ O

CHA

SUBJECT INITIALS AND DATE:

7/

L7

/955
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:31Va NV STVILING 123rdns
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Q {J3E31dNOD F31va Q\ @Qq SHIAINNN 103 4dNsS

— gifi M\o\

(Buinl] Aliep 1o soITIAIDE Ylim auaa1ul SWoldwAs 91819101 01 piey swWolduwiAs) swoldiuis a1aasg =¢
(S1qeL2101 3ng BWOsIBYIOY ‘SwoldWAS JO ssouBIEME) swWotdWAS S1eIDpON =7
{paiels|o] Ajises 1ng Juasatd swoldwAs) swoldwAs pli =T
{pa12319p swoldwAs ou) swoldwAs oN =0

o+ J

ON =N SeAz=A

£010 TIVD5

N/A

oN sax| on sa | BN, sial on (san) oy s3] on @ ON £a0| ©O% s3r| on (s3y | suvespsjeomy:

~ SN C d ~— N/A

ON S3A| ON Km; on sax (ON saa| BN, saa |SQNysan 9 SIA 9 SIA @ SIA | esteod 30108

€710 mm\ﬂo ezt ezuyieei(@ec @ ez ezl ez (D Burzsaus

ha ~ €010

sztolegrolezmo eQ@role@10(®er o@m 1ole@1o0 e 10| uonsemuo

/41T - €010

€210 mMﬁo mmﬂ@m@ 0 mmﬁ@mmﬁﬂo/mmﬁsmmﬁ@mmﬂ@ 350N AU

- h €010

£Z7710 NNHO czolemtolezPole z@oleg)role c(Role e @ o] ssonuuny

6 K L ~9 s v € z T Nd AVQ

/o N/A

ON  s3A [\ON s3A Qmﬁ ) san | oN(sax)| on @Q sIA (O S3A | ON  $3A | Suuespieonyt

7 — ~ N/A

on sax | O s3a Conp s34 (ON san [ (Om sax|{on) s3a|(ON saa (O saa| o san | esieonsoon

~ ~ e — ~_/ co10
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TriCore Fax Number Fri Nov 08 06:45:29 2013 Page 1 of 1
T l: Lovelace Scl¢ 0 Resources Cllent Nbr
! Leslie Byatt, Gui Trials 24664
REF‘EE‘:‘:NIEE LAE!EI!.A’!ERI:B. 2441 Ridgscrest Dr SE
1001 Woodward Pl N.E. Albuquergus, NM 87102 (505 )gsg-ggp  /Ibuauerque, NM 87108-6129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, CHA AAGH3323 07/06/1956 M Flnal 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unllsted Physiclan, 11/07/2013 14:30 110712013 20:29 11/08/2013 06:06
REQUISITION NO, PT. PHONE NO., PATIENT NG,
30920956 0 AKPO10
COMMENTS !
Result
Tost In Range OQut of Range Units Roforence Range  Site Code
Comp Metabolic Panel
Sodium 139 mmaol/L 134-144
Potassium 4.0 mmol/L. 3.5-5.1
Chloride 107 mmaol/l. o8-111
co2 21 mmol/L 20-30
Anion Gap 11 8-14
Clucose 84 mag/dEt. 60-100
BUN 13 mg/dL 7-31
Croatinine 1.02 mg/dL 0.62-1.68
Creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please hote new reference range effective 5/23/2013.
eGFR non-African Am >B0 mL/minf1.73m2 >60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, obese (BML>34) or underweight (BMI<20) people, |
the very old or ver‘¥ youhd, races other than Caucasian or African American,
people with acute illnesses, or amputations.
Calcium 8.5 mg/dL 8.4-10.4
Total Protein 8.8 gm/dL 6.1-8.2
Albumin 3¢ gm/dL 3447
Globulin 2.9 gm/dL 2.4-4,2
Billirubin, total 0.4 mp/dL 0.3-1.2
Alk Phos 69 UL 38-150
AST(EGOT) 19 UL 6-58
ALT(SGPT) 30 UL 14-67
Fasting NO
Phosphorus 28 mg/dL 2.3-58
CBC
WBC 1.7 x10E3 4.0-10.6
RBC 5.16 x10EB 4.64-8.00
Hgb 15.7 gm/dL 14,5-17.7
Het 48 % 42-53
MCV 80 fl 81-98
MCHC 33.9 A/ﬁ S % n/8/1> gmidL. 31.2-35.2
RDOW 131 % 11.0-14.5
Platelets 219 x10E3 160-400
Eos, Respiratory Rare * NS
Phys, Addr, Phone FAX RESULTS 348
8546
End of Report
PL
we 87w 0O
X, GHA 11/08/2013 06:06 FAX24664
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TriCore Fax Numbeyr Fri Nov 15 06:59:15 2813 Page 1 of 1

T U ; Lovelace 81 iific Resources Client Nbr
Leslie Byatt, wiin Trials 24864

REFF_EENIBE LABE?Q.AEREEB 2441 Ridgecrost Dr SE

1001 Woodward PI. N.E, Albuquerque, NM 87102 (505 ) g3g-8g22 ' puduerque, NM 87108-6129

PATIENT NAME PATIENT ID Do SEX REPORT STATUS PAGE
X, CHA AAGH3323 07/06M956 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIVE PRINT DATE & TIME
Unlisted Physician, 111412013 08:50 11/14/2013 19:24 11/15/2013 G6:10
REQUISITION NO, PT. PHONE NO. PATIENT NQ.
30220938 0 AKP010
COMMENTS :
Result
Test In Range Out of Range Units Reforence Range  Site Code
Eos, Respiratory Rare * NS
Phys, Addr, Phona NOT GIVEN
End of Report

p )UH“Z‘”’Z

X, CHA 11/15/2013 06:10 FAX246864



TriCors Fax Number Fri Nov 22 0G6:41:12 2013 Page 1 of 3
T E ; Lovelace St ific Resources Cllent Nbr
-2 Leslie Byatt, Clin Trials 24664
et CABTAATORIES s eSE
1001 Woodward Pl N.E, Albuguergue, NM 87102 (505 ) 938-8822 a )
PATIENT NAME PATIENT (D Do SEX REPORT STATUS PAGE
CHA, CHA AAGHO0028 07/08/1956 M FInal 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TiME PRINT DATE & TIME
Unlisted Physiclan, 11/21/2013 10:52 11/21/2013 19:02 11/2212013 06:08
REQUISITION NO, PT, PHONE NQ, PATIENT NO.
30920937 0 AKP010
COMMENTS :
Result
Test In Range Qut of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 140 mmol/L 134-144
Potassium 4.0 mmol/L. 3.5-5.1
Chloride 105 mmol/l. 98-111
co2 27 mmeoi/L 20-30
Anion Gap 8 6-14
Glucase 87 mgfdL. 60-100
BUN 13 mg/dL 7-31
Creatinine 0.91 mg/dL 0.62-1.66
Creatinine method 1s IDMS traceable. EstGFR Calculation has been adjusted.
Please note new raference range effective 5/23/2013.
aGFR non-African Am 60 mbU/min/1.73m2 B0
GFR Comment
tstimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver‘"*/ young, races other than Caucasian or African American,
people with acute ilTnesses, or amputations.
Calcium 8.9 mg/dlL. 8.4-10.4
Total Protein 7.0 gm/dL. 6.1-82
Albumin 38 gm/dL. 3.4-47
Globulin 3.2 gm/dL 2.4-42
Bllirubin, total 0.4 mgfdl. 0.3-1.2
Alk Phos 66 UL 38-150
AST(SGOT) 15 UL 6-58
ALT(SGPT) 28 UL 14-67
Fasting NO
CBC
WBC 7.5 x10E3 4.0-10.6
RBC 5.38 x10EB 4.64-6.00
Hgbk 16.3 gm/dl. 14.6-17.7
Hot 48 % 42-53
MCV 89 fl. 81-98
MCHC 33.9 gmfdL 31.2-36.2
RDW 1341 % 11.0-14.5
Platslets 209 x10E3 150-400
Differential
DIff Type Auto Diff
Neutrophils 64 % 40-78
Lymphocytes 32 % 16-47
Monocytes 10 % 313
Eosinophils 3 % 0-6
Basophils 1 % 0-2
Abs, Neutrophil 41 x10E3 1.8-7.0
Abs. Lymphocyta 24 x10E3 1.0-3.4
Abs. Monocyts 0.7 x10E3 0.2-0.8
Abs. Eosinophil 0.2 x10E3 0.0-0.3
Abs. Basophil 0.1 x10E3 0.0-0.1
Eos, Respiratory Many * NS
Phys, Addr, Phone
NO PHYSICIAN GIVEN
Deferred Test Your requisition did not fndicate a test for the EDTA tube received. Due to
the instability of the specimen, a CBC with differential was performed. If
you have any guestions, please call Client Services at (505) 938-8922,
Continued on next page
CHA, CHA $1/22/2013 06:08 FAX24664



Fri Nov 22 06G:41:12 2013 Page 2 of 3

TriCore Fax Number
T ; Lovelace 8.  lfic Rescurces Cllent Nbr
- Leslie Byatt, ulin Trials 24864
REFEI:SENIB E?ABE!A‘ERIII-::: 2am Rldgeérest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (606 )038-8e22  “lbuduerque, NMa7108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
CHA, CHA AAGH0028 07/0611956 M Final 2
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 1172172013 10:52 11/21i2013 19:02 11/2212013 06:08
REQUISITION NO. PT, PHONE NG, PATIENT NO,
30920937 0 AKPO10
COMMENTS :
Result
Tost in Range Cut of Range Units Reference Range  Site Code

Federal regulation requires written authorization for any test order

modification to be submitted within 30 days. Please fax this report with

your authorization signature to (5053938 R0O34 TriCore Referance

tatories/ATTN: Medical Records Imaging Department.
w2 27 Mov- 2017

SI\(;NATURE DATE

End of Report
11/22{2013 06:08 FAX24664

CHA, CHA



f /
ALvd anNvy STYILINI L23rdns AAL31dNOD A1Lva p HIGINNN 123rdans
m\\ﬁ\\ ey C\CIF

ON =N S9A=A
{Suil] Ajep 1o SSIIAIDE Yum sJapa1ul swoldwiAs B1e.210] 01 piey swoldwAs) swolduwAs 8I9A9S =¢
{9)qel8j01 Ing awWwosiayloq ‘swoldwis 10 ssausieme) swoldwAs a1e19poN =2

(Po3eue]01 AliSED Inq US4 SWoldWAS) swoldwAs pRIAL =T

{pa10e18p swoldwAs ou) swoldwis oN =0

€010 31vIS

ON S3A| ON S3A|/ON s3A

N/A
S3A @ SIA | @NJ S3A | ON @wﬁoﬂy SIA | (ON:-SIA | Buneap) jeciyy
7 S~ —

L pwrg N/A
ON SIA| ON SIA| @y sS3A!l O siA san | (OND s3A ORy s3A | BB S3A | (O SIA | osieor oo0n
2 ~ 2

=~ g01Q
€CTO0[ETTO mmﬁ@/mmﬁ@mmﬁ@mmﬁ@mw@o €z o€ 7 KO Bujzasug

- | €010
gzroleztolez(ole@1 o0 mm®o e dDokSe T oleCy 1 0| (FT 0|  uonsesuod

: €010
€710|lE2T0 mmﬁ@mmﬂ@mmﬁ@mN@mNH@ﬂmmﬁQ £ 7 T(OY  9soNAwi

€010
eztoleztolezi(dle z@o MNEo szfotemrtolez 1@ e ¢ Ko ssonuuny
2z T2 0z | et 8T | L1 9t o1 v Al AV
- 1 N/A
ON S3A| ON @\@z SaA | (Oy  S3A j{oN) s3A| on \s3N! ON s3a! on (sIDNON wm\ Bupe3|d 1e04yL
<~ ) 7 ~J ~—

\A ) ( — N/A

ON S3A|ON sir| AP s @ s ((OR~ s3AY. 0N sax | 6N saafNow, saa| o A | ssieon 33107
cz10lezi@e

ﬂ/ ( mBo
Nﬁ@mmﬁ@mmﬁfo_mmaﬂwmmﬁ@mmgmw/m.o mcﬁmm:m

£010
tzt10le@1o0ls@iole@io mmmvh‘.wNHo cQTo(Ret1o mkyo  uosesuo)

- - €010
cztolez (@ ey mNH©mN@mNH@mNH@mN®m\NHy asoN Ay

= £010

mmwomm@ommﬁ m®ﬁommfomm@ommﬁ@mmﬂ@ommﬁo/ asop Auuny
J\w_: 2y 02 LT 1 LIPET M S i v
(4 12 0Z 6T 8T LT 9T ST 14 Ava

SHMOH €T AYIAT ISNOdSTY IIVINIXOYddY T1IH1D
(A¥V1Q SILINIHY) 133HS FH0IS SWOLAINAS ATIVa

JHO4IW0D DNIHLIVIYE GIAITDEI4-LNTILYd NO
(VZTTOTOdMV) HSYM AVYHdS TYSYN ILVHISOHdOYIDATD NIV S eutieyd iy 40 S133443




P
Ok Y opi

1o

Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" MYES [Ino

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

ZF epes s My A2 Foe {A? foues
e A0 G 21 phs Good Ay use cTust Befoes

Coms 72 BED,
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TR @ 1HE 5@/647
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Subject initials and Date Study Staff Initials and Date__ \3
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AKP-011



; i
4749 AKPharma PERENNIAL ALLEKGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

mitisls: F.CA) St " Subject # HEF DI/

PATIENT DEMOGRAPHICS

Date of Birth: 0 q / ﬂ —ﬁf/ i Q\L’lﬁ D (cldimmm/yyyy)

Gender: E/Male [[] Female

If female, Indicate Childbearing Potential Néﬁ’

[] Childbearing [ Surgicaily sterilized [ ] Post-Menopausal

Ethnicity: [_] Hispanic Qﬂ\lon Hispanic
Race: [ | Asian [ ] Black @/Caucasian [ ] American Indian

[] Pacific Islander [ Other, Specify

Smoking Status: [ | None (smoked less than 100 cigarettes in lifetime)

IJ/F/ormer (previously smoked more than 100 cigarettes in lifetime)

[ Current (smokes now)

If subject is a former or current smoker, please indicate:

Years smoked: / «3 Cigarettes per day: %7)

< CRC Signature:

" Version: 02 September 2013 Page 3 of 5

[ IR S b & & |



TriCore Fax Number Tue Oct 08 06:94:54 2013 Page 1 of |
o Lovelacs Scient:  Resources Client Nby
TRIDOCORE Clin Trials-Leslie uyatt 24664
2441 Ridgecrest Dr SE
REFERENGE LABDRATORIES Albuquerque, NM 87108
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 )938-8922 !
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
.RCD, RCD AAGFE660 04/09/1940 M Final 1
PHYSICIAN COLLECT DATE & TIME REGCEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/04/2013 11:33 10/04/2013 19:562 10/08/2013 06:08
REQUISITION NO. PT. PHONE NO. PATIENT NO,
30920921 0 AKPO11
COMMENTS ;
Result :
Test In Range Out of Range Units Reference Range  Site Code
Allerg,Panel 18
Allerg,duniper 6.60 H KU/L <0.35
Allerg,Cottonwood 0.20 KU/L <0.36
Allerg,West.Ragweed <0.10 kU/L <0.35
Allerg,Russian This 0.20 kU/L <0.35
Allerg,Bermuda Grass 0.10 kU/L <0.35
Allerg,Altemaria 2,70 H kU/L <0.35
Allerg,Mesquite 0.50 H kUL <0.36
Allerg,Cockroach <0.10 kU/L <0.36

Allerg,Derm. pter. <010 kUL <0.35
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0, 69 rositive for Allergen
II 0. 70-3. 49 strongly Positive
IIL 3. 5-17 49 strongly Positive
v 17. 5-52. 49  strongly Positive
v 52, 5-99. 99  strongly PosTtive
vI >100 strongly Positive

Resylts with allergens scor'ing in Class 1 should be considersd weakly
positive or equivocal. Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE, .

this may not correlate with the dagree of clinica] response when challenged
with the specific allergen. The correlation of allergy laboratgry resuits
with clinical history is essential. A negative test may not rule out
clinical allergy.

Allerg,Derm. farinae <0.10 KU/L <0.35
Allerg,Clad. herb. <0.10 kUL <0.35
Allerg,Firebush <010 kU/L <0.35
Allerg,Cat Dander Ep 0.30 kU/L <0.35
Allerg,Dog Dander <010 kU/L <035
Allery,Bluegrass 0.20 kAL <0.36
Allerg,Pigweed 0.50 H kU/L <0.35
Allerg, Mulberry <0.10 kU/L <(0.35
Allerg,Helminth 0.20 kUAL <0.35

Phys, Addr, Phone NOT GIVEN

End of Report m W W%WOI 3

WL %’UI ’
RCD, RCD 10/08/2013 06:08 FAX24664



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: RCD, id: AKP-011

Gender: Male Date: 10/16/13
Age: 73 Race: Caucasian Temp: 19 PBar: 631
Height(in): 75.0 Weight(lb): 221 Physician:
Any Info: Technician:
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post  Post Post 1F6|-°_w
Meas % Ref Meas % Ref % Chg |
FVC Liters 5.16 3.80 74 1
FEV1 Liters 4.06 290 72 121
FEVI/FVC % 77 76 99
FEF25-75%L/sec 3,89 242 62
FEF50% Lisec 485 495 102
FEF75% Lfsec 1.76 118 67 8
IC Liters
VG Liters 5.16
PEF Lisec .35 1171 125 41
MVV Lfmin 141
PIF Lisec T
FEVI/FEVE% 77 0 e e
Lung Volumes/Piethysmography (BTPS)
Vig Litars
vC Liters 5.18 47
TLC Liters 7.66
RY Liters 2.94
RVITLC % a2 -8
FRCPL Liters 4.23 |
ERV Liters
IC , Liters -1212 4 6
Diffusion - 0 %oumd

DLCO mbimmHg/min 25.0
DL Adj mb/mmig/min 25,0
DLCONVA  mi/mHg/min/ll 2,92

VA Liters
BHT Sec
Resistance

Raw Total cmH20//sec

Raw insp omH20/l/sec
RawExp omH20/l/sec

Raw cmH20/L/sec 1,02
Gaw LiseciomH20O 1.015
sRaw cmH20/LIs/IL 4.3
sGaw LisfemH200  0.232
Vig (Raw) Liters

Comments: 8

Interpretation: 3 Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: 1VS-0101-20-58



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: RCD, Id: AKP-011
Gender: Male Date: 10/23/13
Age. 73 Race: Caucasian Temp: 20 PBar: 634
Height(in): 75.0 Weight(lb): 221 Physician:
Any info: Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post 1'2(_)_‘”
Meas % Ref Meas % Ref % Chg
FVC Liters 5.16 380 75 1
FEVA Liters 4.06 293 72 124
FEVI/FVC % 77 75 98
FEF25-75%L/sec 3.80 232 60
FEF50% Lisec 4,85 543 112
FEF75% Lfsec 1.76 057 32 81
G Liters 1 v
vC Liters 5.16
PEF Lisec 9.35 9.84 105 41
MV Limin 141
PIF Lisec
FEV{/FEV6% ol 1 %
Lung Volumes/PIethysmography (BTPS) | o/
Vig Liters
VG Liters 5.16 471
TLC Liters 7.66 L
RV Liters 2.94
RVITLC % 42 8
FRC PL  Liters 4.23
ERV Liters
Liters .12"2 0 4 6
Dlﬁ:US|0n B %olume

DLCO mb/mmHg/min  25.0
DL Adj mb/mmHg/min 25.0
DLCONVA  mb/mHgfmini. 2.93

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp ¢mM20iLizec

Raw Exp omH20/Uisec

Raw cmH20//sec  1.02

Gaw LfseciemH20 1.015

sRaw emH20/Lis. 4.31

sGaw LfsfcmHZOM. 0,232

Vig (Raw) Liters

Volume
8 -

6 -

Comments:

Interpretation: Tlme4

{ y=OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-58



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: RCD, Id: AKP-011
Gender: Male Date: 10/29/13
Age: 73 Race: Caucasian Temp: 20 PBar: 630
Height(in): 75.0 Weight(lb): 221 Physician:
Any Info: Technician: VL.
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post .rsk_)_w
Meas 9% Ref Meas % Ref % Chg
FVC Liters 5.16 402 78 +
FEV1 Liters 4.06 283 70 124
FEVAIFVC % 77 70 92
FEF25-75%Lfsec 3.89 165 42
FEF50% Lisec 4.85 388 80
FEF75% Lfsec 176 043 24 81
IC Liters
Ve Liters 5.18
PEF Lisec 9.35 12,30 132 44
MVV Lfmin 141
PIF Lisec T
FEVA/FEVE% 72 Py I SN - W
LLung Volumes/Plethysmography {BTPS)
Vitg Liters
Ve Liters 518 4y
TLC Liters 7.66 1
RYV Liters 2.94
RVITLC % 42 81
FRCPL Liters 4,23
ERV Liters
IC . Liters _12._2 0 4 6
Diffusion - Yolumé

DLCO mL/mmHg/min 25.0
DL Adj mbLimmHg/min 25.0
DLCONVA mL/mHg/minfl. 2.91

VA Liters
BHT Sec
Resistance

Raw Total cmH20/Lisec

Raw Insp emH20/Lisec
RawExp cmH20/A/sec

Raw emH20/Lfsec  1.02
Gaw LiseclemH20 1.015
sRaw emH20M0 sl 4.31
sGaw LislemH20/.  0.232
Vig (Raw) Liters

Comments:

Interpretation: Time

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-5B



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: RCD, Id: AKP-011
Gender: Male Date: 11/08/13
Age: 73 Race: Caucasian Temp: 19 PBar. 634
Height(in); 75.0 Weight(lb): 221 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post -r;l_)_w
Meas % Ref Meas % Ref % Ghy
FVC Liters 5.16 382 T4 :
FEV1 Liters 4.06 273 67 121
FEVHFVC % 77 71 93
FEF256-75%L/sec 3.89 169 43
FEF50% Lfsec 4.85 295 61
FEF75% Lfsec 1.76 0.58 33 87
IC Liters
vC Liters 5.16
PEF Lfsec 9.36 1253 134 47
MVY Lfmin 141
PIF Lisec
FEV1/FEVE% 0 } 1 1 1 i vy, t
l.ung VolumeslPIethysmography (BTPS)
Vig Liters
VG Liters 5.16 4
TLC Liters 7.66 i
RV Liters 2.94
RVITLG % 42 B
FRCPL Liters 4.23
ERV Liters
, Liters ..12-2 0 4 6

DLCO mb/mmHg/min 25,0
DL Adj ml/mmkg/min  25.0
DLCO/NVA mU/mHg/mind. 2.93

VA Liters
BHT Sec
Resistance

Raw Total cmH20/Lfsec

Raw Insp emH20/L/sec

Raw Exp omH20/.fsec

Raw cmH20/Mt/sec  1.02

Gaw LfsecfemH20 1.015

sRaw cmH20/L/sL 4.3

sGaw ListemB20A. 0.232

Vig (Raw) Liters

Volume
8 .

6+

Comments:

Interpretation: 3 Time

{ )= QUTSIDE 95% CONFIDENCE INTERVAL Norm Sef: Knudson (1983) Version: IVS-0101-20-5B
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TriCore

PATIENT NAME
RCD, RCD
PHYSIGIAN

Unlisted Physician,
REQUISITION NO.

COMMENTS :

Tost

Comp Metabolic Panel
Sodium

Potassium
Chloride
co2
Anion Gap
Glucose
BUN
Creatinine

2GFR non-African Am

GFR Comment

Calcium

Total Protein

Albumin

Globulin

Bilirubln, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBC

RBC

Hghb

Het

MCV

MCHC

RDW

Platelets
Eos, Respiratory
Phys, Addr, Phone

End of Report

RCD, RCD

Fax Number

!
)
TRICDORE
REFERENCE LABORATORIES
1001 Woodward Pl N.E. Albuquerque, NM 87102 (505 ) 938-8¢22

PT. PHONE NO,
30920913 0

Thu Oct 17 07:53:22 2013 Page 2 of

Lovelace Sv  lific Resources

Client Nbr
Clin TrialsLeslie Byatt 24464
2441 Ridgecrest Dr SE
Albuquerque, NM87108
PATIENT ID DOB SEX REPORT STATUS PAGE
AAGFG6860 04/09/1840 M Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
101672013 14:30 10/16/2013 20:20 10/1712013 06:08
PATIENT NO,
AKPO11
Result
In Range Qut of Range Units Reference Range  Site Code
139 mmol/L 134-144
4.3 mmol/L 3.5-6.1
103 mmol/L g8-111
26 mmo¥L 20-30
10 6-14
96 mg/dL 60-100
20 mg/dL 7-31
1.27 mg/dL 0.62-1.66

¢creatinine method is IpMS traceable. EstGFR Calculation has been adjusted.
Flease note new reference range effective 5/23/2013.
56 L ml/min.78m2 >80 NE.F

Estimated GFR values are not accurate fn acute kidney failure, <inpatients /0// //3
on IV fluids, obese (BMI>34) or underweight (BML<20) people, )

the very old or very* young, races other than Caucasian or African American,

people with acute ilTnessas, or amputations.

10.0 mg/dl. 8.4-10.4
7.0 gm/dL 6.1-8.2
4.4 grm/dL, 3.4-47
2.8 gm/dL 2.4-42
0.8 mg/dL. 0312
111 Ui 38-150
20 U/L 6-58
36 u/L 14-67
ND
3.6 mg/dL. 2.3-56
10.0 X10E3 4.0-10.8
5.38 x10E6 4.64-6.00
17.2 gm/dl 14.6-17.7
49 % 42-53
91 L 81-98

35.2 gm/idL. 31.2-35.2
12.9 Y% 11.0-14.5
228 x10E3 150-400

None seen NS
Not given

N

/Qfa;m AL 180T A0L3

10/17/2013 05:08 FAX24664

(—RO\M ) g4t Bﬂﬁ“\‘\\
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TriCore Fax Number Fri Oct 25 87:01;22 2013 Page 3 of 4
T l:: BN Lovelace Scl.  [fic Resources Client Nbr
! Leslie Byatt, Lain Trials 24884
R I l:] R = 2441 Ridgecrest Dr SE
REFERENGE LABORATDORIES Albuquerque, NMB87108-5129%
1001 Woodward Pl. N.E. Albuquerque, NM ~ 87102 (5056 )} 938-8922 !
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
RCD, RCD AAGF8660 04/09/1940 M Final 1
PHYSICGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/23/2013 14:38 10/24/2013 17:52 10/25/2013 06:09
REQUISITION NO. PT. PHONE NO, FATIENT NO.
30920900 0 AKPO11
COMMENTS ;
Reasult
Tost In Range Qut of Range Units Reference Range  Site Codp
Eos, Respiratory None seen NS
Phys, Addr, Phone Not given
End of Report W
RCD, RCD 1072512013 06:09 FAX24864
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TriCore Fax Number Wed Oct 390 07:08:03 2013 Page 2 of 2

! Lovelace S¢ iflc Resources Cllent Nbr
TRIDCORE Leslie Byatt, wiin Trials 24684

REFERENGE LABORATORIES 2441 Ridgecms‘: br SE
1001 Woodward Pl N.E. Albuguerque, N6M 87102 (505 )938-geze  “MbuAuerque, NM87108-5129

PATIENT NAME PATIENT ID DOB 8SEX REPORT STATUS PAGE
X, RCD AAGGB637 08/04/1940 M Final
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 1072812013 14:30 10/29/2013 19:11 103072013 06:09
REQUISITION NO. PT, PHONE NQ, PATIENT NG.
30920918 0 AKPO11
COMMENTS :
Result
Tost In Range Out of Range Units Reference Range  Site Code
Eogs, Respiratory None seen NS
Phys, Addr, Phone Unknown

Callback Accession Comments:
T3427433
EOSR, UNKPHY

10/29/2013 09:29 pm FAXED TQ 3488548 NCCS1685
End of Report

g,,Mi

X, RCD 10/30/2013 06:08 FAX24664
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING CCMFORT

DAILY SYMPTOMS SCORE SHEET {RHINITIS DIARY}

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

DAY 4 1 \W 17 wm Nw \Nm\ 22
AM \ow& 10)30|/0B/ | i]i 1| i :}N 15 il
Runny Nose | 0 1 N\w o2 301 23123012312 3{gj123|0@ 2310123

O0to3 . .
Itchy Nose 73@n 23f0123(@123@123{0123[(0)123{0123{1123
Oto3 - . . — — P
Congestion 0 w\w 3oW23|oD23[olP23)1 231 23|0)1 23123001123
Oto3 -
Sneezing o\ 231238071 23{@123(®123(123(D123{0’123(D123
0to3 ) o .
voice Hoarse | ¥ES  NO | YES (NO7| vEs QN0 ves o3| YEs (NO3| YES (NOY YES (NQJ| YES (NOA Yes (NO)
Y/N
Throat Ciearing | YES NO | 7ES DNO {YES> NO {VESy NO | YES (WD) | YES ZNO VES (D | YeEs (NO/ES
Y/N .
DAY PM 12 | 15 16 17 18 19 20 21 22
RunnyNose [ 0{D 2 3{0)1 2 301 2 301230 23(@123D123K>123{0123
0to3 . T - -
Itchy Nose G123@W123(01 2300123123 @123@123{(0123[0F123
Oto3
Congestion 0323|[@123/03123|6@23Wi123P123[@123¢123{9123
0to3 o ,
Sneezing B123(@123(y1 230N 23f/123W123(BH123(W123{00123
Oto3 o — e,
Voice Hoarse | YES (NG} YEs (NO) | vEs (NO{'ves (NG| VEs (NG vEs (KO | ves (N2 vEs (NGO ves (NQ
<\2 Q e — - ——— A\\\ Pt
Throat Clearing @ NO | YES e ves (NG YVesJ No | vEs (NO> <mm% {Es/ No | YES (NG| YES {NOV
Y/N —

SCALEQto3

0= No symptoms {no symptoms detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)
3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

SOOI E
SUBJECT INITIALS AND DATE: N& _\\%\\

Y=Yes N= No

SUBIECT zczwmm”%@ \,\

DATE COMPLETED: % % & % m w

“¢mm

i :\.m
; o
U 0
o t
& -
o 10
g e
SR
{
O
i
o
No




TriCore Fax Number

Hon Nov 11 87:12:06 2013 Page 4 of 4

Lovelace Sc.  Jfic Resources

T E: i Cllent Nbr
> Leslie Byatt, Clin Trials 24664
REFEEENIQE LABEZA‘ERIIE:: 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 )oag-gozz  ‘Mouquerque, NM87108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
RCD, RCD AAGH3924 04/09/1949 M Final 1
PHYSICIAN GOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physlcian, 11/08/2013 11:11 11/08/2013 18:52 11/11/2013 06:08
REQUISITION NO. PT, PHONE NO, PATIENT NC,
30920951 0 AKPO11
COMMENTS :
Result
Test in Range Out of Range Units Reference Range  Site Code
Comp Metabolic Panal
Sodium 138 mmol/t. 134-144
Potassium 4.0 mmol/t. 3.5-6.1
Chloride 103 mmol/L g8-111
cO2 23 mmol/L 20-30
Anion Gap 12 6-14
Glucase ot fastion o e W mgd o 60100 pe 3}/9‘?7% ;}
Impaire astin ucose (IFG 5 1 tin ucaose level o - i
108—126 mg/d1. (gng Gui dehg nes D1 abe‘gesngar-gszg: (33603137) 2003) / Pl
BUN 14 mg/dL 7-31
Crealinine 1.20 mgfdL 0.62-1.68

oGFR non-African Am

Creatinine method is IDMS traceable, EStGFR Calculatien has been adjusted.
Please note new reference range effective 5/23/2013.
>80 mL/min/1.73m2 >60

GFR Comment
Estimated GFR values are not accurate 7n acute kidney failure, inpatients
oh IV fluids, obese (BMI>34) or underweight (BMI<20) people, ]
the very old or very young, races other than Caucasian or African american,
pecple with acute 1*'1 nesses, or amputations
Calcium 9.3 mgfdL 8.4-104
Totsl Protgln 6.9 gm/dL 6.1-8.2
Albumin 4.4 gm/dL 3.4-4.7
Globulin 2.5 gmidL 24-42
Bilirubin, total 0.8 mg/dL 0.31.2
Alk Phos 110 UL 38-150
AST(SGOT) 21 UL 6-58
ALT(SGPT) 38 UL 14-67
Fasting Not given
CBC
WBGC 8.2 x10E3 4.0-10.6
RBC 5.35 x10E6 4.64-6.00
Hgb 17.3 gm/dL 14.5-17.7
Hct 49 % 42-53
MCvV 92 fL 81-98
MCHC a6.2 gm/dL 31.2-36.2
RDW 13.2 % 11.0-14.6
Platelets 197 x10E3 150400
Eos, Respiratory None seen NS
Phys, Addr, Phone Unknown
End of Report
%’f/’
!
1‘2'

RCD, RCD

11/11/2013 06:08 FAX24684
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash {(AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" LZ]Y/ES WM&
1| 4|13
You are also encouraged to make any free comments regarding your experience

in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

ZIRNING  SENSATION , BAD TASTE

[Type text} C\ ’ l / i 72
Subject initials and DatM’;}) Study Staff Initials and Date //MA DL{ [ )



AKP-014



' . /49 AKPharma PERENNIAL ALLEKGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

N&P
Iitiels: N Sites: _—  subject #:FHP— O1Y

{%\w

PATIENT DEMOGRAPHICS

atient Denperaphics

Date of Birth: w / ’f/ M’S’? (ddfmmm/tyyyy)

Gender: [] Male Q/Female

If female, Indicate Childbearing Potential

[] Childbearing Es/urgically sterilized [ ] Post-Menopausal

Ethnicity: [_] Hispenic %n Hispanic
Race: [ ] Asian [ | Black D/C/aucasian ["] American Indian

[ ] Pacific Islander [ ] Other, Specify

Smoking Status: [_] None (smoked less than 100 cigarettes in lifetime)

mmer (previously smoked more than 100 cigarettes in {ifetime)

[] Current (smokes now)

If subject is a former or current smoker, please indicate:

Years smoked: _%3 O - Cigareties per day: / (

" Version: 02 September 2013 Page 3 of 5

[ PN

~ 171




TriCore

PATIENT NAME

DNG, DNG

PHYSICIAN

Unlisted Physiclan,
REQUISITION NO, PT. PHONE NO,

30920877 0
COMMENTS :

Test

AIIerﬂ,Panel 18
Allerg,Juniper

Allerg,Cottonwood
Allerg,West.Ragweed
- Allerg,Russian This
Allerg,Bermuda Grass
Allerg,Altemaria
Allerg, Mesguite
Allerg,Cockroach
Allerg,Derm. pter.

Allerg,Derm. farinae
Allerg,Clad. harb.
Allerg,Firebush
Allerg,Cat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg,Mulberry
Allerg,Helminth
Phys, Addr, Phone

Important info

End of Report

DNG, DNG

TRIDOR =

REFERENCE LABORATORIES
1001 Woodward Pl. N.E, Albuquerque, NM

Fax Number Thu Oct 03 06:49:58 2013 Page 2 of 4
Lovelace S¢  fific Resources Client Nbr
Clin TrlalsLeslie Byatt 246684
2441 Ridgecrest Dr SE
87102 (505 ) 938-8922 Albuguerque, NM87108
PATIENT ID nog SEX REPORT STATUS PAGE
AAGF4531 04/09/19585 F Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
10/01/2013 13:40 10/01/2013 20:30 10/03/2013 06:06
PATIENT NO,
AKP-0114
Result
In Range Qut of Range Units Referenco Range  Site Code
45.40 H kUL <0.35
<0.10 kUL <0.35
<0.10 kU/L <0.35
<0.10 kU/L <0.35
0.20 . kU/L <0.35
<0.10 kUL <0.35
<0.10 kUL <0.35
<0,10 kU/L =<0,35
<0, kU/L <().35
The standard classification system utilizes the following class cutoffs.
Class "~ kus Interpretation
0 <0. 35 Negative for Allergen
I . 0. 35-0. 69 Positive for Allergen
I1 0. 70-3. 49 strong1y Positive
ITL 3. 5-17. 49 strongly Positive
v ' 17. 5-52, 49 ° strongly Positive
v 52.5-99.99 strongly Positive
Vi >100 strongly Positive

Results with allergens scaring in Class 1 should be considersad weakly
positive or equivocal, Class 2 and higher should be considered positive
Although Yncreasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE,

this may not correlate with the dagree of ¢linica] response when challenged
with the specific allergen. The correlation of allergy laboratory results
with clinical history is essential, A negative test may not rule out
clinical allergy.

<0.10 kUL <0.35
<0.10 kUL <0.35
<0.10 KU/L <0.36
12,50 H KUZL. <0,35
0.60 H KUAL <0.35
24,50 H KUAL <0.35
<0.10 KU/L <0.35
<0.10 KU/L <0.36
<0.10 KU/L <0.35 ,
NG PHYSICIAN GIVEN - \)

CLARLFICATION OF PATIENTS NAME.PER CLIENT THEY ONLY USE LETTERS

M%m

200 %
o7 M FAX24664

10/03/2013 06:08



L.ovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuguerqgue, NM 87108

Name: NGB, id: AKP-014
Gender: Female Date: 10/14/13
Age: 58 Race: Caucasian Temp: 18 PBar: 627
Height(in): 63.0 Weight(lb): 126 Physician:
Any Info: Technician:
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post Posi Post F;?w
Meas % Ref Meas % Ref % Chy
FVC Liters 2.93 341 118 +
FEV1 Liters 2,39 234 98 6
FEVI/FVG % a3 69 83 1
FEF26-75%Lisec 2.60 135 62
FEFS50% Lisec 3.31 198 60
FEF75% Lisec 1.13 040 35 41
[+ Liters
VC Liters 2.93
PEF Lisec 5.65 685 121 24
MV Limin a3
PIF L/sec 223
FEV1IFEVE% 0
Lung Vqumes/PIethysmography (BTPS)
Vig Liters
VG Liters 2.93 27
TLC Liters 471 1
RV Liters 174
RVITLC % 37 -4
FRCPL Liters 2.79
ERV Liters
Liters .sii 0 2 3
DIfoSlOI’] } Volumé

BLCO ml/mmHg/min 18.3
DL Adj mLU/mmHgimin 18,3
DLCOMNVA  mL/mHg/min/l. 3.20

VA Liters
BHT Sec
Resistance

Raw Total emH20/L/sec

Raw Insp cmH20O/Lisec

Raw Exp cmH20/L/sec

Raw emH20/M.fsec  1.37

Gaw LiseciomH20 0.670

sRaw cmH20//siL 3.82

sGaw LisfemH20i.  0.262

Vig (Raw) Liters

Volume
8 —

-

8 +

Comments:

Interpretation: Time

{ ) = QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: NGB, Id: AKP-(14
Gender: Female Date: 10/21/13
Age: 58 Race: Caucasian Temp: 22 PBar: 633
Height(in): 64.0 Weight(lb): 126 Physician:
Any Info; Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post Fgo
Meas % Ref Meas % Ref % Chg
FVC Liters 3.06 346 113 +
FEVY Liters 2.49 244 98
FEVI/FVC % 83 71 85 61
FEF25-75%Lisec 2.69 149 55
FEF50% L/sec 3.40 2.28 67
FEF75% Lisec 118 038 32 41
IC Liters
VC Liters 3.06
PEF Lisec 5.78 692 120 21
My Lfmin 93
PIF Lisec 1.84
FEV1/FEVE% 75 o
Lung Volumes/Plethysmography (BTPS) _ \\J
Vig Liters
VG Liters 3.06 27
TILC Liters 4941 I
RV Liters 1.83
RVITLC % 37 41
FRCPL Liters 2.93
ERV Liters
IC , Liters 5L 0 2 3 4
Diffusion -1 Volumé

DLCO mb/mmHgimin  18.7
DL. Adj mLfmmHgimin 18.7
PLCONVA  mUmHg/min/l 3.23

VA Liters
BHT Sec
Resistance

Raw Tatal cmH20(/sec

Raw Insp c¢mH20i/./sec

Raw Exp cmH20/L/sec

Raw omH20iLisec  1.30
Gaw LiseciomH20C Q.703
sRaw emH20/L/sN. 3.80
sGaw LisfomH20/.  0.263
Vig (Raw) Liters

Comments:

Interpretation: Time"L

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: NGB, Id: AKP-014
Gender: Female Date: 10/28/13
Age: 58 Race: Caucasian Temp: 19 PBar. 628
Height(in): 64.0 Weight(lb): 124 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post F;c_)_w
Meas % Ref Meas % Ref % Chg
FVC Liters 3.06 336 100 +
FEV1 Liters 2,49 2.28 92 6.
FEVI/IFVC % 83 68 82 I
FEF25-75%L/sec 2.89 118 44
FEF50% Lisec 3.40 184 54
FEF75% lJsec 1.18 032 27 47
iC Liters
Ve Liters 3.08
PEF Lisec 5.78 6.95 120 21
MV i.fmin 93
PIF Lisec 1.32
FEV1IFEV6% 72 Py SR N St
Lung Volumes/Plethysmography (BTPS) | A,
Vg Liters
VC Liters 3.06 21
TLC Liters 4.91 !
RV Liters 1.83
RVITLC % 37 At
FRCPL Liters 2.95 L
ERV Liters {
IC . Liters -6-1 0 9
Diffusion - Lolumé

DLCO mlimmHgfmin  18.5
DL Adj mL/mmHg/min 18.5
DLCONVA  mLimHg/min/il 3.21

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp cmH20/L/sec

Raw Exp emH2O/L/sec

Raw cmH20//sec  1.29
Gaw LiseciomH20 0.707
sRaw emH20/Lis/. - 3.80
sGaw LisfemH20ML  0.263
Vig (Raw} Lilers

Comments:

Interpretation: Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-58



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: NGB, Id: AKP-014
Gender: Female Date: 11/04/13
Age: 58 Race: Caucasian Temp: 20 PBar: 628
Height(in): 63.8 Weight(lb): 124 Physician:
Any Info: Technician: VL
) (BTPS) PRE-RX POST-RX -
Spiromeiry Ref Pre  Pre Post _Post Post !',;O,w
Meas % Ref Meas % Ref % Chg |
FVGC Liters 3.02 356 118 T
FEV1 Liters 246 245 100 6l
FEVAIFVC % 83 69 83
FEF25-75%L/sec 2.66 135 51
FEF50% Lisec 3.37 236 70
FEF75% Lisec 1.16 039 33 4+
IC Liters
vC Liters 3.02
PEF Lisec 5.75 7.64 133 21
MVV L/min 93
PIF L/sec 1.40
FEV1/FEV6% 74 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 3.02 27
TLC Liters 4,87 i
RV Liters 1.81
RVITLC % 37 41
FRCPL Liters 2.92
ERV Liters
IC, . Liters -6 ’LI 0 2 3
Diffusion - Volumé

DLCO mL/mmHg/min 18.4
DL Adj mLfmmtg/min 184
DLCONVA  mLfmHg/min/l  3.21

VA Liters
BHT Sec
Resistance

Raw Total omM20/Lisec

Raw Insp omH20//sec

RawExp cmH2ZOfl/sec

Raw cmH20Mfsec  1.30

Gaw L./seciemH20 0.700

sRaw cmH2OM s/l 3.80

sGaw LisfemH2zO/L  0.263

Vig (Raw) Liiers

Volume
8 .

8 -

Comments:

1
T

/

\F‘[II%!‘.!......W
T o0 1 2 3

Interpretation: Time

( } = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-58
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TriCore Fax Number

Tue Oct 1% 13:34:54 2013 Page 1 of 1

lific Resources

T ) B i Lovelace St Cllent Nbr
, Clin Trials-Leslie Byatt 24684
R l - R - 2441 Ridgecrest Dr SE
REFERENCE LABORATORIES Albuquerque, NM 87108
1001 Woodward Pl N.E. Albuguerque, NM 87102 (505 ) 938-8922 !
PATIENT NAME PATIENT ID DoB SEX REFORT STATUS PAGE
ATNGB, ATNGB AAGG1070 04/09/1955 F Final 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 10/14/2013 10:30 10/14/2013 19:41 10M5/2013 13:31
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920912 0 AKPO14
COMMENTS
Result
Test In Range Out of Range Units Reforonce Range  Site Code
Comp Metabolic Panel
Sodium 141 mmol/L. 134-144
Pofassium 4,2 mmol/L. 3.55.1
Chloride 103 mmol/L 98-111
coz2 30 mmol/L 20-30
Anion Gap 8 6-14
Glucose ‘s ] \ 104 H o modl 1oy S0-100 Les Ww{
Impaired fastin ucgse (IFG) is defined as a fastin ucose level o
100-126 mg/d1. (gng Guide"l'slz nes Diabetes Care 26: (3160—%137)2003) % M 5
BUN 18 mg/dL 7-31
Creatinine 0.86 mgfdL 0.50-1.40
Creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >60 mL/min/1.73m2 >60
GFR Comment
Estimated GFR values are not accurate in acute kidhey failure, Tnpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver* young, races other than Caucasian or African American,
people with acute 11Tnesses, or amputations.
Calcium 9.2 mg/dL §.4-10.4
Total Protein 71 gm/dL 6.1-8.2
Albumin 4.0 gm/dL 3.4-47
Globulin 3.1 gm/dL 24-42
Bilirubin, total 0.6 - mgldL 0.3-1.2
Alk Phos 55 U/iL 38-150
AST(SGOT) 25 U/L 6-58
ALT(SGPT) 29 UL 14-87
Fasting NO
Phosphorus 4.0 mg/dL 2.3-56
cBC
wasC 7.5 X10E3 4.0-10.6
RBC 4.38 x10E6 4.00-5.36
Hgb 14.2 gm/dL 12.0-16.0
Het 42 % 36-48
MCV 96 fl 81-98
MCHC 336 gm/dL 31.2-35.2
RDW 13.2 % 11.0-14.5
Platelets 350 x10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone
‘ NG PHYSICIAN GIVEN
Important Info
CLARLFICATON OF NAME PER CLIENT THEY USE LETTERS AS THE NAME
End of Report
% r -;
ATNGB, ATNGB 10/15/2013 13:31 FAX24664
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TriCore Fax Number

TRIDORE

REFERENQE L ABDRATORIES
1001 Woodward Pl. N.E. Albuguerqua, NM 87102 (505 ) 938-8922

Tue Oct 22 06:41:39 2013 Page | of 1

Lovelace St lific Resources Client Nbr
Clin Trials-L.eslie Byatt 24684
2441 Ridgecrest Dr SE

Albugquergue, NM 87108

PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
NGB, NGB AAGG4464 04/09/1955 F Final
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/21/2013 10:45 10/21/2013 18:29 10/22/2013 06:06
REQUISITION NQ, PT. PHONE NO, PATIENT NO.
30820915 0 AKPO14
COMMENTS :
. Result
Test In Range Out of Range Units Roforence Range  Slte Code
Eos, Respiratory None seen NS
Phys, Addr, Phone Nof given
End of Report
NGB, NGB 10/22/2013 06:08 FAX24664
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TriCore Fax Number Tue Oct 28 86:32:58 2013 Page 3 of 3
T B \= | Lovelace § ptific Resources Cliant Nbr
) - Leslie Byay., «lin Trials 24864
b T e e |
1001 Woodward Pl. N.E. Albuguerque, NM 87102 (505 ) 935-8622 ' ! |
[
PATIENT NAME PATIENT D DOB . SEX REPORT STATUS PAGE i
NGB, NGB AAGG4464 04/09/1955 F Final 1 :
PHYSICIAN GOLLEGT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME !
Unlisted Physician, 10/28/2013 10:40 10/28/2013 19:01 10/2972013 06:03
REQUISITION NO, PT. PHONE NO, PATIENT NG,
30920968 0 AKP014
COMMENTS !
Result
Test In Range Out of Range Units Reference Range  Site Code
Eos, Respiratory Nene seen NS
Phys, Addr, Phone Not given ;
End of Report i
; é;F
/ &Z; w/ 201 3
%/7’?
/Pé”f
270413
|
I
|
|
|
|
i
|
NGB, NGB 10/29/2013 06:03 FAX24864
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TriCore Fax Nusher Tug Nov 85 @7:07:00 2013 Page 2 of 3
T B o Lovelace Sci.  fic Resources Cllent Nbr
' Leslie Byatt, u...a Trials 24664
REF‘EI;\'ENIBE LABE!A‘IERI:: 2441 Ridgecrest Dr SE
1001 Woodward PI. NE, Albuquerqus, NM 87102 (505 )038-8g2z  ‘Mbuauerque, NMB7108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
NOB, NOB AAGH1349 04/09/19565 F Final 1
PHYSICIAN GOLLECT CATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 11/04/2013 10:32 11/04/2013 20:18 11/05/2013 06:10
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920950 0 AKPO14
COMMENTS :
Result
Test In Range QOut of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 137 mmol/L 134-144
Potassium 4.0 mmol/L. 3.5-6.1
Chloride 103 mmol/L- 98-111
coz2 28 mmol/l. 20-30
Anion Gap 6 6-14
Glucose 100 mg/dL 60-100
Impaired fasting glucose _?IFG) is defined as a fasting g'l ucose Tevel of
100-1.26 mg/d1. (ADA Guidelines Diabetes Care 26 {3160-3167)2003)
BUN 16 mg/dL 7-31
Crealinine 0.82 _ mg/dl 0.50-1.40
Creatinine method s IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >80 mbL/min/1.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<2Q) people,
the very ol1d or ver¥ young, races other than cCaucasjan or African American,
people with acute illnesses, or amputations.
Calcium 8.9 mg/dL 8.4-10.4
Total Proteln 71 gm/dL 6.1-8.2
Albumin 3.9 gm/dL 3.4-4.7
Globulin 3.2 gm/dL 2442
Billrubin, total 0.5 mg/dL 0.3-12
Alk Phos 56 UL 38-150
AST(8GOT) 25 UL 6-68
ALT(SGPT) 28 un 14-67
Fasting NOT GIVEN
CBC )
WBC 7.7 x10E3 4.0-108
RBC 412 x10E6 4.00-5.36
Hgb 1341 grt;I/IdL 12.0-16.0
Hct 41 (] 36-48
MCV 99 H fL 198 A/¢% *Z&;f?}
MCHG 32.1 gmvdL. s2352 07 A
RDW 13.2 % 11.0-14.5
Platelets 278 x10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone PHYS UNKN
End of Report
NOB, NOB 11/05/2013 06:10 FAX24864



*r(ﬁc /00@

Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash {(AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" LZ]Y/ES WM&
1| 4|13
You are also encouraged to make any free comments regarding your experience

in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

ZIRNING  SENSATION , BAD TASTE

[Type text} C\ ’ l / i 72
Subject initials and DatM’;}) Study Staff Initials and Date //MA DL{ [ )



AKP-015



749 AKPharma PERENNIAL ALLEw JIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

=
itais: BT it swjeet 4 K20/ % ,

[C’f'”i'

PATIENT DEMOGRAPHICS

Date of Birth: O 8 1 sy / @SS tddimmmbyyy)

Gender: [] Male @ Female

If female, Indicate Childbearing Potential

] Childbearing M Surgically sterilized [ ] Post-Menopausal

Ethnicity: [] Hispanic X[ Non Hispanic
Race: [ ] Asian [7] Biack /N Caucasian [_] Ametican Indian

[ ] Pacific Islander [ ] Other, Specify

Smoking Status: MNOHG (smoked less than 100 cigarettes in lifetime)
[ | Former (previously smoked move than 100 cigarettes in lifetime)

[ ] Current (smokes now)
If subject is a former or current smoker, please mdicate:

Years smoked: Cigarettes per day: _

7

]

CRC Slgmtule C/?"f f é’

. fDate &gf ﬁc)qu;l (dd/ﬁé?m@)’)

* Version: 02 September 2013 Page 3 of 5

Qrsaprine /71



TriCore Fax Number

TRICORY

REFERENCE LABORATDRIES
1001 Woodward Pl. N.E. Albuquergue, NM

PATIENT NAME
BJK, BJK

PHYSIGLAN
Unlisted Physician,
REQUISITION NO. PT. PHONE NO.

30920894 0
COMMENTS :

Test

Allerg,Panel 18
Allerg,Juniper
Allerg,Cottonwood
Allerg,West.Ragweed
Allerg,Russian This
Allerg,Bermuda Grass
Allerg, Alternaria
Allerg,Mesquite
Allerg,Cockroach
Allerg,Derm. pter.

Allerg,Derm. farinae
Allerg,Clad. herb,
Allerg,Firebush
Allerg,Cat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg,Mulberry
Allerg,Helminth
Phys, Addr, Phone

FAX RESULTS
FAX PHONE NUMBER

End of Report

BJK, BJK

Thu Oct @3 06:49:58 2013 Page 3 of 4
Lovelace Scl le Resources Cllent Nbr
Clin TrlalsLeshe Byatt 24664
2441 Ridgecrest Dr SE
87102 (505 ) 036-8022 Albuguerque, NM87108
PATIENT ID nos SEX REPORT STATUS PAGE
AAGF5252 06/08/1955 F Flnal 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
10/02/2013 10:38 10/02/2013 20:39 10/03/2013 06:06
PATIENT NO.
AKP015
Result
In Range Qut of Range Units Reference Range  Site Code
0.20 kU/L <0.35
1.40 H kU/L =0, 35
2,20 H kU/L <0.35
27.80 H kU/L <0.35
_ 35.80 H kU/L <0.35
0 kU/L <0.35
- 4.50 H kU/L <0.35
0.40 H kU/L <0.35

0. kU/L <0.35
The standard.classification system utilizes the Ffollowing class cutoffs.

Class ku/1L Interpretation

0 <0, 35 Negative for Allergen
I 0, 35-0. 69 Positive for Allergen
II 0. 70-3, 49 strongly Positive
III 3. 5-17. 49 strongly Positive
v 17. 5-52. 49  strongly Positive
v 52, 5-99, 99  strongly Positive
VI >100 'strong'ly Positive

Results with allergens scor"ing in class 1 should be considered weakly
positive or equivocal, ¢lass 2 and higher should he considered positive
Although increasing class ranges (0-vi) are reflective of increasing
concentrations of allergen-specific IgE, .

this may not correlate with the degrae of clinical raesponse when challenged
with the specific allergen. The correlation of aliergy laboratory results
with clinical history {5 essential. A negative test may not rule out
ctinical aliergy.

0.40 H kU/L <0.35
<010 kUL <0.35
3.80 H kUL <0.35
<0.10 kUL <0.35
<0.10 kUIL <035
16.50 H kUL <0.35
5.10 H KU/ <0.35
0.80 H KUAL <0.35
<0.10 kUL <0.35
NOT GIVEN
348 8548
10/03/2013 06:06 FAX24884



l.ovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: BJK, id: AKP-015

Gender: Female - Date: 10116/13
Age: 58 Race: Caucasian Temp: 19 PBar: 631
Height(in). 62.0 Weight(lb): 100 Physician:
Any Info: Technician:
) (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post 1'2‘1“'
Meas % Ref Meas % Ref % Chg
FVC Liters 2.80 335 120 T
FEVA Liters 2.29 266 116 12.
FEVIIFVC % 84 80 95 I
FEF25-75%Lisac 2.5 270 108
FEF50% Lisec 3.21 448 140
FEF75% Lisec 1.08 088 82 81
G Liters
VC Liters 2.80
PEF lisec 5.53 * 875 ** 158 41
MVV L/min 93
PIF Lisec
FEVI/IFEV6% 82 0l M
Lung Volumes/Plethysmography (BTPS)
Vig Liters
VG Liters 2.80 47
TLC Liters 4.51 1
RV Liters 1.66
RVTLC % 37 81
FRCPL Lliters 2.86
ERV Liters
ic _ Liters _12752 0 4 6
Diffusion - Zoluma

DLCO mLU/mmHg/min  15.7
DL Adj ml/mmHgfmin  15.7
DLCONVA  mLfmHg/min/L 3.22

VA Liters
BHT Sec
Resistance

Raw Total cmH20/Lfsec

Raw Insp cmH20/./sec

Raw Exp cmH20/L/sec

Raw cmH20/./sec  1.33
Gaw L/seclcmH20 0.686
sRaw cmH20/./s/l.  3.81
sGaw LisfemH20/L  0.262
Vig (Raw) Liters

Volume

Comments: 81

Interpretation: 3 Time 4

( ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B8



Name: BJK,

el

{ }=OUTSIDE 95% CONFIDENCE INTERVAL

o5

gk«

Norm Set: Knudson (1983)

Version: IVS-0101-20-5B

Id: AKP--015
Gender: Female Date; 10/24/13
Age: b8 Race: Caucasian Temp: 20 PBar; 634
Height(in): 62.0 Weight(lb): 100 Physician:
Any Info: Technician:
N {BTPS) PRE-RX POST-RX
Spomeatry Ref Pre  Pre Post Post Post g
Meas % Ref Meas % Ref % Chg v
FVC Liters 2.80 323 116 T '
FEV1 Liters 2.29 266 116 6l ;
FEVI/FVC % 84 82 98 ] i
FEF25-75%_/sec 2.51 205 118 ;
FEF50% Lisec 3.21 434 135
FEF76% Lisec 1.08 096 89 4 ;
Ic Liters :
vC Liters 2.80 5
PEF lisec 5.53 7.88 143 24 i
MVV L/min 93 i
PiF Lfsec i
FEVA/FEV6% 83 0 I "
Lung Volumes/Mlethysmography (BTPS) |
Vig Liters
VG Liters 2.80 27
TLC Liters 4.51
RV Liters 1.66
RV/TLC % 37 41
FRCPL  Liters 2.86
ERV Liters
'9‘,'{, _ Liters -6
Diffusion _ - 0 bolumg
DLCO mbLU/mmHa/min 15.7
DL Adj mU/mmHg/min  15.7
DLCONVA mU/mHgimin/l  3.24
VA Liters
BHT Sec
Henisianee
Raw Total cmH20/./sec
Raw Insp cmH20/L/sec
Raw Exp cmH20/l/sec
Raw emH20/L/sec  1.33
Gaw LiseciemH20 0.686
sRaw cmH20/L/s/L 3.81
sGaw LfsfomH20/L.  0.262
Vig (Raw) Liters
Volume
Cormmanis; 8-
6__
4;7
2__
0 A — Attt
R -1 0 1 2 4 6 7 8
tsnretaiicn Time



Name: BJK,
Gender: Female

Age: 58 Race: Caucasian
Height(in): 62.0 Weight(lb); 101
Any Info;
T (BTPS) PRE-RX
CHety Ref Pre Pre
Meas % Ref
FVC Liters 2.80 332 119
FEV1 Liters 2.29 2.74 120
FEVA/IFVC % 84 82 99
FEF25-75%l./sec 2.51 290 116
FEF50% Lisec 3.21 442 138
FEF75% Lfsec 1.08 0.95 88
IC Liters
VC Liters 2.80
PEF Lisec 5,53 8.08 146
MV L/min 93
PIF Lisec
FEV1/IFEV6% 85
Lung Yolurmes/Plethysinograohy
Vig Liters
vC Liters 2.80
TLC Liters 4.51
RV Liters 1.66
RVWTLC % 37
FRCPL  Liters 2.85
ERV Liters
IC ~  Liters
Liftusion
DLCO mU/mmHg/min  15.8
DL Adj mbL/mmHg/min 15.8
DLCONVA  mLimHg/imin/l. 3.21
VA Litars
BHT Sec
A GEt i S
Raw Total cmH20//sec
Raw Ingp cmH2O0/Lisec
RawExp cmH20/L/sec
Raw emH20/L/sec  1.34
Gaw LisecfemH20 0.684
sRaw emH20/LisfL 3.81
sGaw LisfemH20/L  0.262

Vtg (Raw) Liters

{ )= OUTSIDE 95% CONFIDENCE INTERVAL

Id: AKP-115
Date: 10/30/13
Temp: 21 PBar: 629
Physician:
Technician; VL
Post  Post Post 16 -
Meas % Ref % Chg [
124
8- '
41 .,F;
(BTPS) 0 : - '
_4__
-8+
421
2 0 %Iolumt‘el 6
Volume
8__
Gf_
4.&
24
0::-’”:::::::.[:::;:1‘
- 0 1 2 3 rime ? é 7

Norm Set: Knudson (1983)

Version: [IV8-0101-20-5B



Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: BJK, Id: AKP-015
Gender: Female Date: 11/06/13
Age: 58 Race: Caucasian Temp: 19 PBar. 637
Height(in): 62.0 Weight(lb): 104 Physician:
Any Info: Technician: VL
) (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post  Post Post Fal?,w
Meas % Ref Meas % Ref % Chyg
FVC Liters 2.80 331 118 1
FEVA Liters 2.29 268 117 6l
FEVA/FVC % 84 81 97
FEF25-75%L/sec 2.51% 289 115
FEF50%  L/sec 3.21 501 156
FEF75% tfsec 1.08 081 75 41
IC Liters
VG Liters 2.80
PEF Lisec 5.53 751 136 2+
MWV Limin 3
PIF Usec 0.30
FEV1/FEV6% 83 0
l.ung Volumes/Plethysmography (BTPS) {
Vig Liters
Ve Liters 2.80 27
TLC Liters 451 i
RV Liters 1.66
RVTLC % 37 44
FRCPL  Liters 2.83 !
ERV Liters
IC , Liters 6L 0 2
Diffusion - Youm® 3

pLCco mb/mmHg/min  16.1
DL Adj mbU/rmmHg/min  16.1
DLCONVA mi/mHg/min/L 3.26

VA iiers
BHT Sec
Resistance

Raw Total cmHM20/Lisec

Raw Insp c¢mH20/./sec

Raw Exp cmH20/Lfsec

Raw cmH20/L/sec  1.35
Gaw LiseclemH20 0.679
sRaw cmH2O/L/e/.  3.81
sGaw LsfemH2O/L  0.262
Vig (Raw) Liters

Volume
Comments: 8
6__
4f,
e L,.P—A"'*__"“#—J—)——F_—vﬁﬂ_—*-—_m
2+
O\E'I'Ii:iilslill
Interpretation: 1 0 1 2 Time 8 7

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: {V$-0101-20-56B
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TriCore Fax Number Thu Oct 17 07:53;22 2813 Page 1 of §
T Lo Lovelace Scit: o Resources Client Nbr
) Clin Trials-Lesua Byatt 24864
R l E D R = 2441 Ridgecrest Dr SE
REFERENCOE LABORATORIES . Albuquerque, NM 87108
1001 Woodward PI. N.E. Albuquerque, NM 87102 (BO5 ) 938-8022 !
PATIENT NAME PATIENT 1D Do SEX REPORT STATUS PAGE
BJK, BJK AACF5252 06/08/1955 F Final
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 10/16/2013 11:00 101672013 20:17 10/1712013 06:08
REQUISITICN NO. FT. PHONE NO. PATIENT NO.
30920898 0 AKPO1S5
COMMENTS ;
Result
Test In Range Out of Range Units Referonce Range  Site Code
Congpdl\jletabolic Panel 138 — 134-144
odium 0 -

Potassium 3.4 L mmol/L. 3561 NES f«f w0HE/13

Chlorlde 101 mmal/L 98-111

co2 28 mmol/L 20-30

Anion Gap 9 6-14

Clucese 88 mg/dL 60~100

BUN 8 mg/dL 7-31

Creatinine 0.84 mg/dL D.50-1.40

. , g
Creatinine method is IDMS traceable. EStGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.

eGFR non-African Am »60 mL/min/1.73m2 >60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, Jnpatients
on Iv Fluids, cbese (BMI>34) or underweight (BMI<20) people, )
the very old or Var."/ young, races other than Caucasian or African American,
people with acute 1l1lhesses, or amputatiohs.
Calcium 8.7 mg/dL 8.4-10.4
Total Protein 6.9 gm/dL 6.1-8.2
Albumin as gm/dL 3.4-4.7
Globutin a2 gm/dL . 2442
Bllirubln, total 0.3 mg/dL 0.3-1.2
Alk Phos 13 UL 38-1560
AST(SGOT) 25 UL 6-58
ALT(SGPT) 25 UL 14-67
Fasting NO
Phosphorus 23 mg/dL 2.3-56
CBC // Y
WBC 2.4 L x10E3 40106 MCS ION
RBC 3.90 L x10E8 4.00-5.36 MES 1O/18/c D
Hgb 14.8 gng/IdL 12.0-16.0
Het 42 s 36-48 )
MCV . 109 H fl 81-98 MES 1O/ /45
MCHC 34.9 gm/dL 31.2-35.2
RDW 12,6 % 11.0-14.5
Platelels 273 x10E3 160-400
Eos, Respiratory Few . NS
Phys, Addr, Phone Not given
End of Report
NES Wf/‘ 2L 8 )y L AOLF
B.JK, BJK 10/17/2013 06:08 FAX24684

/Ratﬁotum“&‘:h“‘“




EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH {AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFCRT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

qm
?A\r\v
zﬁ)

DAY 1 e ter N,wmwwr 4 5 6 7 8

AM Qd:ww\ S:JJ A [0fia | ¢Cf20 ZNWNJ ;mﬁ.ﬁ 10/ w:um w)
Runny Nose 0 1{2h o0 1 21 12 012 01 N0 1 2/3%0 1 2f3)
Runny e Glo128j0120) OEERE ) 3101203
itchy Nose o 12 01 0123 012012701201 2/3N0 13017213
ey Blo 1 (3 3 3
Congestion o2 30 1¢2)3(0@)2 3|o@y2 3|02 3|0(1)2 3 2 370)1 2 3{0)1 2 3
Congs OIS @2 3] oD D2 3] (0
Sneezing 0o h{233(0 1 wom”uwon wopwwogmwo,?mwo“NwOHﬂmd
Oto3 @ @f e ® O _ /.\AY
Voice Hoarse BS )NO | YES /NO} #ES™ NO [/YES S NO | YES /NO™ YES /' NO\ | YES @ YES YES {NO
Y/N Q{ to) ’ &) _J 6 NP
Throat Clearing | AESY NO @ NO @ NO |/YES\ NO [/YES\ NO YYESS NO u\lmv NO @ NO @ NO
Y/N \ \v f\ h 5 .

DAY PM 1 2 3 6 7 8 9
Runny Nose 01230 1 012 oHN\,oHNOoHNQOHN_moHNonNw
OEEES EEECLEEC
Itchy Nose DHN@oHN\uOHNon 7340 1 01273501 2/340 1/273|0 1 2 3
Congestion y'1N2 3/0\1 2 381 230 wo®mw 019 3|lo/23{0VM 230123
0to3 OO f . @N C e
Sneezing 0 1/28(0 17730 Y2310 /25310 1,23 ]0/7™2 3|0 1722330 1(%)3 |0 1 2 3
0103 Q @ fk%. eﬁ\ O/ o
Voice Hoarse | YES /NON[FYES. NO Qmw NO !/ESS NO {YES., NO | YES @ YES /NGO, | YES . INOY| YES NO
Y/N CC /L N : /rv
Throat Clearing’ <@ NO ['YESY NO w\ﬂmamf,_r NO |AES™ NO mmm/ NO }YESN NO }VES\ NO [ YES\ NO | YES NO
Y/N \ NEDZE N R AN R LN A N
SCALEQ to 3

0= No symptoms (no symptoms detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)
3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No
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TriCare Fax Numbher Fri Oct 25 07:01;22 2813 Page 2 of 4
T E: o Lovelace Sci.  fic Resources Client Nbr
e Leslle Byatt, Lun Trials 24684
REFEIEENIBE LABE!AERI'E:; 2441 Ridgecrest Dr SE

1001 Woodward PI. N.E, Albuguerque, NM 87102 (505 )o3g-seze  Albuquerque, NM87108-5129

PATIENT NAME PATIENT ID DOR SEX REPORT STATUS PAGE

BJK, BJK AAGF5252 06/08/1955 F Final 1

PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 10/24/2013 13:14 10/24/2013 17:54 10/25/2013 06:09

REQUISITION NO, PT. PHONE NO. PATIENT NG,

30920971 0 AKP015

COMMENTS :

Resuit

Test In Range Out of Range Units Reference Range  Site Gode
Eos, Respiratory None seen NS
FPhys, Addr, Phona Not given

End of Report

P T
24
BJK, BJK 10/25/2013 06:09 FAX24664




EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

DAY 7 8 9 10 11 12 13 14 15

AM 123 | Yeshs 'Y e s Y /1] Vesli2 | Y2e/13 " Y3044/ 21/18 11/al/
Runny Nose oHN\qoﬂvwwo@Non@ 1p 3oy 23/o@23/0123[/0123
QDto3 }
ltchy Nose 012/3|01 0 1/7™3|0 1/23 |0 3|0 3/ 0(M23|0123{0123
hehy 730 1EF| 013|012 [0@p 3]0 K23 oD
Congestion op\Nw@Nw\oﬂpmw@%Nw o@wfm\/\pmw@pmw 0123|0123
Oto3 [ -
Sneezing oRNwOOﬂwQHEOH@wo@oewo@wwOHNonNw
Oto3 /
Voice Hoarse | Y§S NO @zo YES { z_@ <m@ NO | #ES{ NO @ NO | YES (NG| YES NO | YES NO
Y/N ﬁ . ./
Throat Clearing xmm NO | YES @@zo YES @ /@; NO @ NO @ NO | YES NO |YES NO
Y/N

DAY PM 7 8 9 12 13 14 15
Runny Nose 0 H®w 0 H@& o@w 310 H\Uw o\\dm 3 //)WH 2 w~&$®@ &.WH 2310123
0to3 hE
ltchy Nose 0 @ 0 H,r\wuw o@ 30 ®w 0 1/233 10 @Jw o/ﬁ.%w 0123[0123
Oto3 : 54
Congestion  (0>1 2 3¢001 2 3¢0°1 2370142 3 @N 3jo(i2 3low23{0123|0123
0to 3 —— W&
Sneezing 01 N\.w,mo 1230 1/7y3 |0 H®w 0 1°2\3 @N 3/miA23|0123[0123
0to3 \_ - . "

: 7 ) = 3 :
«N_nmxoﬁm (YES) NO | YES «zo\U <mmb zOmf<m WN { <mw NO | YES @ YES /zo YES NO | YES NO

s, T -

Throat Clearing | YES ﬂ zﬁd YES mo <mm@ YES @ <mm@%|m7 NO | YES zo YES NO | YES NO
Y/N ~— . N

SCALEOto 3

0= No symptoms (no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)
3= Severe symptoms {symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No

SUBJECT NUMBER: I3 N

AKPO

5

4

DATE COMPLETED: ! \\wﬁi ! W

SUBJECT INITIALS AND DATE: m Y mﬂ\




TriCore

PATIENT NAME
BJK, BJK

PHYSICIAN

Fax Number

TRICORE

REFERENGCE LABORATORIES
1001 Woodward Pl N.E. Albuquergue, NM 87102 {505 ) 938-8022

Unlisted Physician,

REQUISITION NO.

30920965
COMMENTS

Tast

Eos, Respiratory
Phys, Addr, Phone

End of Report

BJK, BJK

FT. PHONE NO.
0

\ ' Thu Oct 31 06:58:48 2013 Page 1 of 2
i
Lovelace S. ltific Resources Client Nbr
Leslie Byatt, Clin Trials 24664
2441 Ridgecrest Dr SE
Albugquergue, NM 87108-5129
PATIENT ID DOB SEX REPORT STATUS PAGE
AAGF5252 06/08/1955 F Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
10/30/2013 11:10 10/30/2013 20:05 10/31/2013 06:06
PATIENT NO,
AKP015
Result
In Range Out of Range Units Reference Range  Slte Code
None seen NS
Not given
a/ AL
10/31/2013 08:06 FAX24664
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TriCore Fax Number

Thu Feb 27 @7:59:36 2014 Page 2 of 3

TriCore Reference Laborateries Patient Name: X, BJK

1001 Woodward Pl NE
Albugquerque, NM 87102
{(505)938~-8922

Medical Record: ARGH2720
DOB:06/08/1955 Age:H8Y Sex:F
Account Number: 30920958
Attending MD: Unlisted Physiclan

Patient ID:AKP015
Patient Phone:0

W3391759 COLL: 11/06/2013 11:00 REC: 11/06/2013 22:03 PHYS: Unlisted Physician

Req#f : 30920958

Comp Metabolic Panel
Sodium
Potassium
Chloride
co2
Anion Gap
Glucose
BUN
Creatinine

eGFR non-African Am
GFR Conmment

Calcium

Total Protein
Albumin
Globulin
Bilirubin, total
Alk Phos

AST (SGOT)

ALT (SGPT)

Fasting

CRC
WBC
RBC L
Hgb
Het
MCV H
MCHC
RDW
Platelets

Fos, Respiratory

Printed: 02/27/2014 07:58

INTERTM REPORT

139 [134-144] mmol /L,
3.6 [3.5-5.1] mmol/T,
104 ) [98-111] mmol/T,
28 [20-30] mmol/L
7 [6-14]

72 [60-10Q0] mg/ dL

14 [7T—-31] mg/dL

0.74 [0.50-1.40] mg/dL

Creatinine method is IDMS traceable. EstGFR Calculation
has been adjusted.
Please note new reference range effective 5/23/2013.
>60 [>60] mL/min/1.73m2
Lstimated GFR values are not accurate in acute kidney
failure, inpatients on IV fluids, obese (BMI>34) or
underweight {BMI<Z0) people,
the very old or very young, races other than Caucasian or
African American, people with acute illnesses, or
amputations.
[6.4-10.4] mg/dL
[6.1-8.2] gm/dL
[3.4-4.7] gn/dL
[2.4-4.2] gm/ dL
[0.2-1.2] mg/ dLL

CN®E I
=g = oWU

11e [38-150] U/
24 [6-58] u/L
21 [14-67] UG/L
NOT GIVEN
T.2 [4.0-10.6] x10E3
3.587 [4.00-5.36]1 x10F6§
13.3 [12.0-16.0] gm/dL
a1 [36-48] %
113 [B1-98] fL
32.8 [31.2-35.2] gm/dL
12.5 [11L.0-14.5]1 %
246 [150-400] x210LE3
None seen [NS]

CONTINUED

Patient Name: X,BJK
Medical Record #: AAGH2720
Location: CORE Page: 1




BIE |
REPDIS |
Effects of AkPharma’s Calcium Glycerophosphate {/{ /Lé’/ 13 -
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?”ﬁYEs [ ]no

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

k YTy (/\ [ %t \.\,m ci L/ k_‘ 28 P\ A )t‘-[_j ' ) e
IR SN W ot 2

.

[Type texi]
Subject initials and Date

NAIE o
E\) :B—,Z' Study Staff Initials and Date ém | {/u’“\%



AKP-021



oo
47}49 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: W;V/ Stte#: _ Subject # Mﬂ

PATIENT DEMOGRAPHICS

Date of Birth: it /% / ‘@L{S' (ddimmmbyyyy)

Gender: Male ] Female

If female, Indicate Childbearing Potential

[ ] Childbearing [ Surgically sterilized [ ] Post-Menopausal

Ethnicity: Qépam’c | ] Non Hispanic
Race: [ ] Asian [ ] Black B/émcasian [ ] American Indian

[] Pacific Islander | Other, Specify

Smoking Status: [_] None (smoked less than 100 cigarettes in lifetime)

Former (previously smoked more than 100 cigarettes in lifetime)

[.] Current (smokes n ow)

If subject is a former or current smoker, please indicate:

Years smoked: _22 L7L Cigarettes per day: ,:.)/ D n

“CRC Signatu

" Vegsion: 02 September 2013 Page 3of 5
T

L & o 1



TriCore Fax Number b Hed Nov 13 06:53:54 2013 Page 2 of 4
3 Lovelace Su  Itific Resources Client Nbr
TRIDDORCE Leslie Byatt, uiin Trials 24664
REFERENCE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (806 )03g-go22  /puduerque, NM87408-5129
PATIENT NAME ' PATIENT ID o]e]:] SEX REPORT STATUS FAGE
X, UFV AAGH4686 08M11/1945 M Flnal 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 11/11/2013 13:06 11/11/2013 19:57 11/13/2013 06:09
REQUISITION NO. PT. PHONE NO, RATIENT NO,
30920936 0 AKPO21
COMMENTS :
Result
Test In Range Qut of Range Units Reforonce Range  Site Code
Allerg,Panel 18
Allerg, Juniper 560 H kU/L <0.35
Allerg,Cottonwood 1.00 H kU/L <0.36
Allerg,West.Ragweed 0.10 kU/L <0.35
Allerg,Russian This 7.00 H kU/L <0.35
Allerg,Bermuda Grass 2.20 H kU/L. <(.35
Allerg,Alternaria 0.10 kU/L <0.35
Allerg,Mesquite 110 H kU/L <0.36
Allerg,Cockroach <0.10 kU/L <0.36
Allerg,Derm. pter. <0.10 kU/L <(.35
The standard classification system utilizes the following class cutoffs.
class ku/l. Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 rositive for allergen
II QO 70-3. 49 strangly Positive
I1X 3. 5-17. 49 strongly Pesitive
v 17. 5-52. 49  strongly Positive
\ 52.5-99.99  strongly Positive
VI »100 strongly Positive

Results with allargens scoring in Class 1 should be considerad weakly
positive or equivocal. Class 2 and higher should be considaraed positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE L.

this may not corralate with the degree of clinical rasponse when challenged
with the specific allergen. The correlation of allergy laboratary results
with clinica’l history 15 essential. A negative test may not rule out
clinical allergy. :

Allerg,Derm. farinae 0.10 kUL <0.35
Allerg,Clad. herb, <0.10 kU/L <0356
Allerg,Firebush H kU/L <0.35
Allerg,Cat Dander Ep H kU/L <0.35
Allerg,Dog Dander H kUL <038
Allerg,Bluegrass H kUL <0.35
Allerg,Pigwead H kU/L <0.35
Allerg.Mulberry 0.20 kU/L <0.35
Allerg,Helminth <0.10 kU/L <(.35

Phys, Addr, Phone NOT GIVEN

End of Report 7/9- l"

X, UFV 111312013 06:08 FAX24864




Lovelace Scientific Resources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: UFV, Id: AKP-021
Gender: Male Date: 11/27/13
Age: 68 Race: Hispanic Temp: 19 PBar: 637
Height(in): 67.0 Weight(lb): 180 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX
Splrometry Ref Pre  Pre Post  Post Post l-'go
Meas % Ref Meas % Ref % Chyg (
FVC Liters 3.54 2.95 83 +
FEVA Liters 2.80 217 78
FEVI/FVC % 79 74 93 81
FEF25-75%Lisec 2.86 158 55 !
FEF50% L/sec 3.60 244 68
FEF75% lisec 1.22 0.48 39 4+
IC Liters
Ve Liters 3.54
PEF Lisec 7.62 762 100 24
MV L/min 120
PiF Lisec 5.09
FEVA/FEVE% 76 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 3.54 21
TLC Liters 5.82
RV Liters 2,30
RVITLC % 40 44
FRCPL Liters 323
ERV Liters T
IC_ . Liters 6L
Diffusion -1

DLCO mi/mmHg/min 206
DL. Adj mL/mmHg/min  20.6
DLCOMA  mL/mHy/min/l  3.05

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp cmH20/Lisec
RawExp ocmH20/Lfsec

Raw cmH20/.fsec  1.43
Gaw LiseclomH20O 0.775
sRaw cmH20M/s/L. 4,61
sGaw LisfomH20/. 0.217
Vig (Raw) Liters

Volume
Comments: 8T

6_,_

4,,

I o

01\.6/:1::'=—F—.':=':'::
Interpretation: - 2 3 Jime 5 6 7

( )= OQUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-58



Lavelace Scientific Resources :
:§1 Ridgecrest Dr SE ¢
Albuquerque, NM 87108

Name: AKP, o Id: 021
Gender: Male Date: 12/04/13
Age: 68 Race: ' Temp: 19 PBar; 622
Height(in); 67.0 Weight(lb): 179 Physician:
Any info: Technician: CRD

So (BTPS) PRE-RX POST-RX Flo

pirometry Ref Pre  Fre Post Post Post g
Meas % Ref Meas % Ref % Chg

FVC Liters 3.54 296 84 +

FEV1 Liters 2,80 217 77 8

FEVIFVC % 79 73 92 1

FEF25-75%L/sec 2.86 1.51 53 1

FEF50% Lisec 3.60 303 84

FEF75% Lisec 1.22 041 33 4-

IC Liters

Ve Liters 3.54

PEF Lisec 7.62 671 88 2

Y Umin 120

PIF Lisec 537

FEVA/FEV6% _ 78 0 L

Lung Volumes/Plethysmography (BTPS)

Vig Liters

Ve Liters 3.54 2

TLC Liters 5,82 i

RV Liters 2.30

RVITLC % 40 -4+

FRCPL  Liters 3.24

ERV Liters 1

IC_ _ Liters -8

Diffusion -1 4

DILCO mL/mmHg/min  20.5
DL Adj mU/mmHg/min 20,5
DLCONVA mbLimHgimin/L 2.97

VA Liters
BHT Sec
Resistance

Raw Total ¢cmH20/Lisec

Raw Insp cmH20/L/sec

Raw Exp  cmH20fLtsec .

Raw cmH20//sec  1.42 -
Gaw L/sec/emH20 0.777

sRaw cmH20/Ls/t. 461

sGaw LisfemH20/1L 0.217

Vig (Raw) Liters ;

Comments: 8 T

Interpretation:

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Sef: Knudson {1983). Version: IV8-0101-20-58



i1 Ridgecrest Dr SE .

Q\:elace Scientific Resources
uguergue, NM 87108

Name: AKPO21, id: AKPO21
Gender: Male Date: 12/12/13
Age: 68 Race: Temp: 19 PBar, 638
Height(in): 67.0 Weight(lb): 179 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post Fsk_),w
Meas % Ref Meas % Ref % Chg

FVC  Liters 3.54 305 86 1

FEVY Liters 2.80 247 7 6l

FEVUFVG % 79 71 90 1

FEF25-75%L/sec 2.86 132 46 1

FEF50% Lisec 3.60 2.77 77

FEF75% IJsec 1.22 034 27 4+

IC Liters

vC Liters 3.54

PEF Lisec 7.62 766 100 21

MV L/min 120 _

PIF Lisec 479

FEVI/FEVEY% 76 0

Lung Volumes/Plethysmography (BTFS) |

Vig - Liters

VG Liters 3.54 27

TLC Liters 5.82

RvY Liters 2.30 4

RVITLC % 40 +

FRCPL  Liters 3.24 J

ERV Liters T

G . Liters B p

Diffusion T Youmd B

DLCO mL/mmHg/min 20.5
DL Adj mL/mmHg/min 20.5
DLCONMA  midmHg/minil. 3.06

VA Liters
BHT Sec
Resistance

Raw Total cmH20/./sec
Raw Insp cmH20//sec
Raw Exp cmH20/Lisec
Raw cmH20/fgec  1.42 .
Gaw Lisec/omH20 0.777
sRaw cmH20/Lisi. 4.61
sGaw UsfemH20/L  0.217
Vig (Raw) Liters
Volume

8+

& -

Comments:

Interpretaiion; Time

{ )= QOUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson {1983) Version: IVS-0101-20-58



Lovelace Scientific Resources
2@ Ridgecrest Dr SE
Albuquergue, NM 87108

Name: Ufv, Id; akp021
Gender: Male Date: 12/18/13
Age: 68 Race: Hispanic Temp: 20 PBar: 634
Height(in): 67.0 Weight(ib): 181 Physician:
Any info: Technician; DG
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post 1Fé?w
Meas % Ref Meas % Ref % Chg
FVC Liters 3.54 3.07 87
FEV1 Liters 2.80 2.22 79 121
FEVI/FVC % 79 72 91
FEF25-75%L/sec 2.86 1.47 51
FEF50% Lfsec 3.60 2.7 60
FEF75% Usec 1.22 043 35 8+t
Ic Liters A
vC Liters 3.54 i
PEF Lisec 7.62 815 107 4+ N
MVV Lfmin 120 i
PIF Lisec 6.26 '\R
FEV1/FEVE% 75 0 . U
LLung Volumes/Plethysmography (BTPS) |
Vig Liters 1
VG Liters 3.54 471 /
TLC Liters 5.82 J
RV Liters 2.30
RVITLC % 40 8
FRC PL  Liters 3.22
ERV Liters
I]%ff . Liters .12.‘..2 0 6
ITTUsIon -
DLCO mLUfmmHg/min  20.6 %lolume
DL Adj mbL/mimHg/min  20.8
DLCONMA  mbLimHg/min/L  3.04
VA Liters
BHT Sec
Resistance
Raw Total cmH20/L/sec
Raw [nsp cmH20/L/sec
Raw Exp cmH2O/L/sec
Raw cmH20/Lfsec  1.43
Gaw LfsecfemH20 0.773
sRaw cmH20/LisiL  4.62
sGaw LisfemH20/L  0.217
Vig (Raw) Liters
Volume
Comments: 8T
6,,
4__
24 -
&
0\}rrIIII}%IEII$E11
. -4 0 1
Interpretation: 3 Time 6 7

{ }=O0UTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: [VS-0101-20-58
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TriCore Fax Number Thu Nov 26 @6:38:97 2013 Page 2 oF O
Lovelace Scl-  fic Resources Client Nbr
Leslie Byatt, C.un Trials 24664
2441 Ridgecrest Dr SE

Albuquerque, NM87108-5129

TRICOR .

REFERENCE LABORATORIES
1001 Woodward PL N.E. Albuquergue, NM

87102 (605 )938-8922

PATIENT NAME PATIENT ID DOB SEX REPQRT STATUS PAGE
UFV, UFV AAGH3348 08/11/1945 M Final 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physlician, 112712013 12:50 1172712013 18:36 11/28/2013 06:11
REQUISITION NC. PT. PHONE NO. PATIENT NO.
30920930 0 AKPO21
COMMENTS :
Result .
Tost In Range OCut of Range Unlts Reference Range  &lte Code
Comp Metabolic Panel
Sodium 140 mmol/l. 134-144
Potassium 4.1 mmol/L 3.5-6.1
Chloride 105 mmol/L 98-111
cO2 28 mmol/L. 20-30
Anion Gap 7 B-14
Glucose T4 mg/dL 60-100
BUN 18 mg/dL. 7-31
Creatinine 1.36 mg/dL 0.62-1.66

o . g
creatinine method is IDM$ traceable. EstGFR Calculatfon has been adjusted.

Please hote new refarence range effective 5/23/2013. i
>80 )U :

eGFR non-African Am 52 L mL/min/1.73m2
GFR Comment ]
Estimated GFR values are not accurate in acute kidney failure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people, | .
the very old or ver'\{ young, races other than Caucasian or african Amerdican,
Thesses, or amputations.

people with acute i
8.3

Calcium mg/dL 8.4-10.4
Total Protein 71 gr/dL 6.1-8.2
Albumin 3.9 gm/dL 3.4-4.7
Globulin 3.2 gm/dL 2.4-4.2
Bilirubln, total 1.1 mg/dL 0.31.2
Alk Phos a7 Ui 38-150
AST(SGOT) 20 il 8-68
ALT(SGPT) 36 UiL 14-67
Fasting NO
Phosphorus 3.3 mg/dL 2356
GBS\IBC 6.3 10E3 4.0-10.8
. X 010,
RBC 8.05 H x10E8 4.64-6.00 /5
Hgb 18.5 H gmvdL 14,517.7 ALC
Het 56 H % 42:63 /0.5
MCV 93 fL 81-98
MCHC 33.0 grnfdL 31.2-35,2
RDW 134 % 11.0-14.5
Platelets 192 x10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone NOT INDICATED
End of Report ' M/D
2617

UFV, UFV

11/28/2013 06:11

FAX24664
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TriCore Fax Number Thu Dec 05 086:96:03 7013 Page Z of 2
T I:: S Lovelace 8  itific Resources Client Nbr
= Leslle Byatt, <lin Trials 24864
RE:FE:IEENIGE LABE%)“SRIEB- 2441 Ridgecrest Dr SE '

1001 Woodward PI. N.E, Albuquerqus, NM 87102 (505 )oagspze  Albuaquerque, NM87103-5129

PATIENT NAME PATIENT ID pob SEX REPORT STATUS PAGE

UFV, UFV AAGI5690 08/11/1945 M Final

PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TINE PRINT DATE & TIME

Unlisted Physiclan, 12/04/2013 14:10 1210412013 20:06 12/05/2013 06:16

REQUISITION NO. PT. PHONE NO. PATIENT NO,

31033173 0 AKP021

COMMENTS :

Rosult

Test In Range Qut of Range Unlts Reference Range  Site Code
Eos, Respiratory Rare * NS
Phys, Addr, Phone . NOT GIVEN

End of Report

W 3
/@ ped
UFV, UFV 12/05/2013 06:16 FAX24664
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TriCore

PATIENT NAME
UFV, UFV

PHYSICIAN

Fax Number

TRICORE

REFERENCE LABDRATDRIES
1001 Woodward Pl. N.E. Albugquerque, NM

Unlisted Physiclan,

REQUISITION NO.

31033182
COMMENTS :

Test

Eos, Respiratory
Phys, Addr, Phone

End of Report

UFV, UFV

PT. PHONE NO.
0

Fri Dec 13 @8:52:37 2813 Page 1 of 1

Lovelace §:  |lific Resources Client Nbr
Leslie Byalt, v/in Trials 2468684
2441 Ridgecrest Dr SE
87102 (805 ) 938-8022 Albuquerque,lNM 87108-5129
PATIENT ID 0B SEX REPORT STATUS PAGE
AAGI9605 08/21/1945 M Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
12/12/2013 14:00 12112/2013 20:32 12/13/2013 03:14
PATIENT NO,
AKPO021
Resulf
In Range Out of Range Units Reference Range  Site Code
Many NS
PHYS UNKN %,'
2017
j7D2<
12/13/2013 08:14 FAX24684
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TriCore Fax Number Thu Dec 19 06:51:28 2013 Page 1 ofF 3
T B ' Lovelace Sciel-I : Resources Client Nbr
= Leslie Byatt, Chw: (rials 24684
R l D R = 2441 Ridgecrest Dr SE
REFERENOE LABORATORIES Albuguerque, NM 87108-5129
1001 Woodward Pl N.E, Albuquerqus, NM 87102 (505 ) 938-8022 )
PATIENT NAME PATIENT iD oo3 SEX REPORT STATUS PAGE
UFV, UFV AAGH3348 08/11/1945 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 12/18/2013 13:55 12M18/2013 18:43 12/19/2013 06:08
REQUISITION NO. PT. PHONE NO, PATIENT NO,
31033197 0 AKPO21
COMMENTS ;
Result
Test In Range Out of Range Unlts Raference Range  Slte Code
Comp Metabolic Panel
Sedium 143 mmol/L 134-144
Potassium 4.4 mmol/L 3.5-6.1
Chloride 106 mmal/L. 98-111
coR 28 mmel/L 20-30
Anion Gap 1 6-14
Glucose : 158 H m/dl so100 P22 s
BUN 18 mg/dL 7-31
Creatinine 1.40 mg/dL 0.62-1.66
creatinine method is IDMS traceable. ESTGFR Calculation has been adjusted.
Please hote new reference range effective 5/23/2013.
GFR non-African Am 50 L mUminA.73m2 >60 @;@ ES
GFR Comment
Estimated GFR values are not accurate In acute kidney failure, inpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver_'¥ yound, races other than caucasian or African American,
people with acute +illnesses, or amputations.
Calcium 9.7 mg/dL 8.4-10.4
Total Protein 7.1 gm/dL 6.1-8.2
Albumin 36 gm/dL 3.4-47
Globulin 35 gm/dL 2.4-42
Blllrubln, total 0.9 mg/fdl 0.3-1.2
Alk Phos 94 U/ 38-150
AST(SGOT) 16 UL 8-58
ALT(SGPT) 28 UL 14-67
Fasting NO
Phosphorus 3.6 mg/dL 2.3-56
CBC
WBC 57 x10E3 4.0-10.6
RBC 5.87 x10E8 4.64-6.00
Hgb 176 gm/dL 14.68-17.7
Het 52 % 42-53
MCV 92 fL 81-88
MCHC 338 gm/dL 31.2-35.2
RDW 13.2 % 11.0-14.5
Platelets 206 X10E3 150-400
Euvs, Respiratory Rare ¥ NS /?% U cs
Unknown

Phys, Addr, Phone

End of Report

UFV, UFV 12/19/2013 06:09

FAX24664
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash {AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE: -

Would you use / purchase this nasal wash product in the future?" [Xyes [ ]no

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

L ARHCED LS B AF TR (ST ~208 e TS

ey TR 727 S ZT | L TIIR ot 22 02 SE
o & Ay sl s
Sy Y AOSA ;«.«ffg& ot APl 2 L

/ Z/M,z

{Type text] ;"!
Subject initials and Date Z//? / Study Staff Initials and Date_/ #~ /2/{ ® / [ 3
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4749 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: Z:S AJ Site#: _____ _ Subject #9_3_9:

PATIENT DEMOGRAPHICS

- Paticnt Demogra

Date of Birth: i (o} Cfaﬂ 1/ g (1/ g (ddimmm/yyyy)

Gender: [ Male m Female

If female, Indicate Childbearing Potential

[L] Childbearing [ Surgically sterilized @ﬂPost—Menopausal

Ethnicity: [_] Hispanic M Non Hispanic
Race: [ ] Asian [ ] Black “Ef‘)Caucasian [ | American Indian

(] Pacific Islander  [[] Other, Specify

Smoking Status: [_| None (smoked less than 100 cigaretles in lifetime)

ﬂ Former (previously smoked more than 100 cigareites in lifetime)

[ ] Current (smokes now)

If subject is a former or current smoker, please indicate:

/9 (Q m 20072

Years smoked: Cigaretles per day:

L ppad>/qEa- /9’993 ? 8- 2002%@”;9):

" Version: 02 September 2013 Page 3 of 5
Qrppe PR, S 41



TriCore Fax Number Tue Nov @5 07:07:00 2813 Page 1 of 3
T E: ] Lovelace St fic Resources Cllent Nbr
= Leslie Byatt, wan Trials 24684
R R I D R = 2441 Ridgecrest Dr SE
EFERENGE LABORATORIES Albuguerque, NM 87108-5129
1001 Woodward PL. N.E. Albuquerque, NM 87102 (505 ) 938-8922
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
ESN, ESN AACGH1347 01/2611945 F Final 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 11/04/2013 156:07 11/04/2013 20:18 11/05/2013 06:10
REQUISITION NO. PT. PHONE NO. PATIENT NO.
30920876 0 032
COMMENTS :
Regult
Test In Range Out of Range Units Reference Range  Slte Code
Allerq,Panel 18
Allerg,Juniper 6.00 H kU/L <0.35
Allerg,Coftonwood 0.30 kUL <0.36
Allerg,West.Ragweed <0.10 KU/L <().35
Allerg,Russian This 19.10 H kU/L <0.35
Allerg,Bermuda Grass 6.50 H kU/L <0.35
Allerg Altemaria 7.90 H kU/L <0.35
Allerg,Mesquita 1.50 H kU/L <(0.386
Alerg,Cockroach <010 kU/L <0.35
Allerg,Derm. pter. 0.30 kU/L <0.35
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
] <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
I% 0. 70-3. 49 strongly Positive
IIX 3. 5-17. 49 strongly Positive
IV 17. 5-52.49  strongly Positive
\Y 52, 5-99,99 strongly Positive
VI >100 strongly Positive

Allerg,Derm. farinae
Allerg,Clad. herb.
Allerg,Firebush

Allerg,Cat Dander Ep

Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg, Mulberry
Alierg,Heiminth
Phys, Addr, Phone

End of Report

ESN, ESN

Results with allergens scorin
positive or equivacal, class

in class 1 should he cons
and higher should be cons

dered weakly
dered positive

Although fncreasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific Igg .
this may not correlate with the degrae of clinical response when challenged
with the specific allergen. The correlation of allergy laboratory results
with clinical history is essential. A negative test may not rule out

clinicai allergy.

0.10

0.20
3.10

0.20
1.00
3.30
8.80
8,00
0.50

PHYS UNKN
11/05/2013 06:10

kU/L
kU/L
kUL
kU/L
kUL
kUL
kU/L.
kUL
kU/L

EIITTIT X

i

<0.35
<(0.35
<0.35
<0,35
<0.35
<0,35
<0.35
<0.35
<(3.36

ﬁ\;

FAX24864



Lovalace Scientific Resources
2 idgecrest Dr SE o

Wuguerque, NM 87108

Name: ESN, ld: 032
Gender: Female Date: 11/25/13
Age: 68 Race: Temp: 19 PBar: 632
Height(in): 65.0 Weighti(lb): 145 Physician:
Any Info: 2749 Technician: CRD26
, (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post F,;(_)_w
Meas % Ref Meas % Ref % Chg
FVC Liters 2.98 342 115 T
FEV4 Liters 2.37 202 85 6l
FEVAIFVC % 82 59 72
FEF25-75%L/sec 2.44 101 # 1
FEF50%  l/sec 3.23 w125 39
FEF75% lisec 0.98 041 43 4
IC Liters 1
VG Liters 2.98
PEF Lisec 5.65 4,53 80 2+
MV |4min 86 |
PIF Lisec 3.94 ]
FEV1/FEV6% 84 ol T
Lung Volumes/Plethysmography (BTPS) I \
Vig Liters \
(Vs Liters 2.98 27
TLC Liters 5.03 1 \ ‘/
RV Liters 2.00
RVITLC % 40 41 .
FRC PL  Liters 292
ERV Liters
Ic . Liters 51
Diffusion A0 Loumé B

DLCO ml/mmHg/min  19.3
DL Adj mi/mmHg/min  19.3
DLCOMNMA  mU/mHg/min/L 3.03

VA |iters
BHT Sec
Resistance

Raw Total cmH2O/./sec

Raw Insp cmH2O/L{sec

Raw Exp cmH20/Lisec

Raw cmH20/Lisec 1,30
Gaw L/secfemH20 0.700
sRaw cmH20W/s/iL  3.80
sGaw LisiemH20/L  0.263
Vig (Raw) Liters

Volume
8 —_

6+

Comments;

v

Interpretation: 2 3 Time 4

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-58



Y1 Ridgecrest Dr SE

Lﬁielace Scientific Resources ‘
Albuquerque, NM 87108

Name: ESN, Id: AKP-032
Gender: Female . Date: 12/02/13
Age: 68 Race: Caucasian Temp: 20 = PBar: 632
Height(in): 65.0 Weight(lb): 145 Physician:
Any Info: Technician: VL.
. (BTPS) PRE-RX POST-RX FI
Splrometry Ref Pre Pre Paost  Post Post s?w
Meas % Ref Meas % Ref % Chg [

FVC Liters 2.98 3.04 102 T

FEVA Liters 2.37 181 76 gl

FEVIIFVC % 82 59 73

FEF25-75%L/sec 244 087 36

FEF50% Lfsec 3.23 w149 w37

FEF75% Lisec 0.98 034 36 4-

IC Liters

Ve Liters 2.98

PEF Lisec 5.65 424 75 24

MvV Lémin 86

PIF L/sec 4,37

FEVAIFEVE% 64 0

Lung Volumes/Plethysmography (BTPS)

Vig Liters

VG Liters 2.98 27

TLC Liters 5.03 i

RV Liters 2,00

RVITLC % 40 41

FRCPL Liters 2,92

ERV Liters

1C ] _ Liters 51 0

Diffusion -1 Voume 3

DLCO mL/mmHg/min  19.3
DL Adj mbU/mmHg/min  19.3
DLCONVA  mUmHg/min/L  3.03

VA Liters
BHT Sec¢
Resistance

Raw Total cmH20/./sec

Raw Insp cmH20//sec
RawExp cmH20/Lisec

Raw cmH2Qil /fsee  1.30
Gaw Lisec/omH20O 0.700
sRaw cmH2O/L/s/. 3.80
sGaw UsfcrnH2Q/L  0.263
Vig (Raw) Liters

Volume
Comments: 8+
6__
.47*
24 //f“’””f_'ﬂr—_@”’
0—\ﬂﬁ!—|~411—%1:k==:=:‘=
. - 0 1 2 3. 4 6 7
Interpretation: Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: WS-0101-20-5B



ace Scientific Resources
E?Ridgecrest Dr SE “

uguerque, NM 87108

Name: ESN, Id: AKP-032
Gender: Female Date: 12/09/13
Age: 68 Race: Caucasian Temp: 19 PBar: 630
Height(in): 65.0  Weight{lb): 145 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pra Post  Post Post FBIO
Meas % Ref Meas % Ref % Chg

FVC Liters 2,98 318 107 +

FEV1 Liters 2.37 1.86 79 61

FEVIFVC % 82 B8 72

FEF25-75%Lisec 2.44 0.8 36

FEF50% Lisec 3.23 126 *39

FEF75% lJ/sec 0.96 034 36 a1

IC Liters

A Liters 2.98

PEF Lisec 5.65 4.42 78 27

MvV Lfmin 86

PIF Lisec 4.56

FEVA/IFEVE% 84 0

Lung Volumes/Plethysmography (BTPS)

Vig Liters

Ve Liters 2.98 27

TLC Liters 5.03

RV Liters 2.00

RVITLC % 40 4+

FRCPL  Liters 2.92

ERY Liters J

IC . Liters 5l

Diffusion 40 Loumd @

DLCO mb/mmHg/min  19.3
DL Adj mL/mmHg/min 19.3
DLCONVA  mL/mHg/min/l 3,02
VA Liters
BHT Sec

Resistance

Raw Total cmH20/L/sec
RawInsp cmH20//sec

Raw Exp emHZO/L/sac

Raw cmH20//sec  1.30
Gaw LisecicmH20 0.700
sRaw cmH20/L/s/L 3.80
sGaw LisfemH204L,  0.263
Vitg (Raw) Liters

Volume
Comments: 8
6__
4,,
1 / -
| 0_1{&.'1!}}!3151551‘:5:_}
Interpretation: Time

{ )=0UTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-58B



elace Scientific Resources
Q’i Ridgecrest Dr SE ‘
uquerque, NM 87108

Name: AKP-032, Id: AKP-032
Gender: Female Date: 12/16/13
Age: 68 Race: Temp: 19 PBar: 637
Height(in): 65.0 Weight(lb): 146 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post FAO
Mzas % Ref Meas % Ref % Chy

FVC Litors 2.98 329 110 1

FEV1 Liters 2.37 190 80 6!

FEVIIFVG % 82 58 71

FEF25-75%L/sec 244 088 36

FEF50% L/sec 3.23 wqg 37

FEF75% Lfsec 0.96 034 35 471

iC Liters

VC Liters 2.98

PEF Lisec 5.65 4.57 81 21

MVY Limin 88

PIF Uisec 429

FEV1/FEVE% 63 0

Lung Volumes/Plethysmography (BTPS)

Vig Liters

VG Liters 298 27

TLC - Liters 5.03 !

RV Liters 2.00

RWTLC % 40 4l

FRCPL Liters 2.91

ERV Liters

o . Liters _sJ:I

Diffusion T boumd 3

DLCO mL/mmHg/min  19.4
DL Adj mU/mmHg/min  19.4
DLCONA mbimHg/min/L 3.05

VA Liters
BHT Sec
Resistance

Raw Total cmH20/fsec
Rawlnsp omH20O/L/sec
RawExp cmH20iL/sec

Raw emH20//sec  1.31
Gaw L/sec/cmH20 0.698
sRaw cmH20/ /s/L  3.80
sGaw LisfemH20/. 0.263
Vig (Raw) Liters

Volume
Comments: B'[
6,,
4l
,,.-—""—"H—‘__——J T
N //
01585'%!3!;;!!!!%5!!
Interpretation: ) Time 5 6 7

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-58
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKPO10112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET {SCREEN DIARY)
CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

pay | -7 -4 -3 -2 -1 0 0 :w
AM ﬁ_r%,:m :\N&\m t\\\c\\w :\ﬁ\\m :.m\\u\w it i3 N_;N&_w Ll :Wu |
Runny Nose 01{2)3|o0 1{@3|o12(3Bjio(l)2 3|01 onQwoﬁuonNonNm
Oto3 — 2 - £
ltchy Nose 0 1@)3]o1(33[o1EA »Nw@pww“.wa.OHmmoHNwopmw
: : © 0220t _
Congestion 01{)3[0 172¢3)o012&jo12 OHQOH 3/01)23{0123[0123
0to3 /UN @ @ ® O
Sneezing 0 1(2)3o 1@3]012@G/01@)3j012¢€)01@3[0(1)23[0123[0123
0to3 o’ e . o
Voice Hoarse | YES (O)| YES ©O/ @ NO | YES @0/ YES NOJ YES @ YES (NOJ | YES NO |YES NO
Y/N — B N — -
Throat Clearing | YES (N YES (NO>| YEs ey YEs (NG [ YEs (WO) YEs ({o]| vEs @ YES NO | YES NO
Y/N
DAY PM 7 6 -5 -4 -3_ 2 -1 0 0
RunnyNose [0 1 @)3]0 1@)3]o1@3|o1@3]0 1@3jo1@3|o0123[0123 /0123
Oto3
itchy Nose o@23(o0@23|®123(D123|@12300)123|01230123/0123
Oto3 )
Congeston [0 13 3|0 13 3]0 1@3[o1@3|o@23[01@)B[0123/0123 0123
Oto3 - .
Sneezing oHNwoH@wOHQwo@wwo@monm@wowwonmwOwa
Oto3 - N
Voice Hoarse | YES KO/ YES (NOY| YES Q)| YES (NO)| YES QO)| YES @ YES NO | YES NO |YES NO
Y/N = g —
Throat Clearing | YES { NO_{ YES (NOJ| YES @ <mm® YES @,ﬁm @ YES NO | YES NO | YES NO
Y/N
SCALEOto3

0= No symptoms {no symptoms detected}
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)

3= Severe symptoms {symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No

SUBJECT NUMBER: \Mﬁmmmwmn DATE COMPLETED: _ :%M_ * M\u

SUBJECT INITIALS AND o>._.m\"&m &“\\m 2513




TriCore Fax Number Tue Nov 26 06:35:20 2813 Page 1 oF 2
T l:,' Lovelace 8¢ fic Resources Client Nbr
= Leslie Byatt, Lun Trials 24664

1001 Woodward PI. N.E. Albuquerqus, NM 87102 (505 )938-sgpz  /Mbuquerque, NM 87108-5129

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE

ESN, ESN AAGH1347 01/26/1945 F FInal 1

PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physician, 11/25/2013 11:22 11/2512013 20:32 11/26/2013 06:04

REQUISITION NO, PT. PHONE NO. PATIENT NO,

30920940 0 032

COMMENTS :

Reasult

Tost in Range Qut of Range Units Reference Range  Site Code
Eos, Respiratory Many * NS

Phys, Addr, Phone NOT GIVEN

End of Report

201
27 e
ESN, ESN 11/26/2013 06:04 FAX24884



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

DAY 1 4 5 6 7 8 9

w7575 1 o3| Y2703 (/o513 | (Y2903 | 1502 21/ |2/ 23|12/ 3/

Runny Nose /oHNw.HNmCHNw@HNw@pmw@pmw@www@pmw 0123
O0to3 P
Itchy Nose )wa@_pmw@pmw@pmw@pww 0)123|@123/0123/0123
0to3 - . o
Congestion oﬁwwﬁpww@pmw@pww@pww 0j123|o@23(J123|0123
Oto3 -~ o~
Sneezing 0123 123[@01230)1 23123 @123[@123[V1230123
Oto3 = '

o =N s e,
Voice Hoarse <mm/ NO | YES O | YES (NO)| YES (NO)|vEs (®0)| vEs Mo)| vEs (NQ) vEs (NOJ| YES NO
Y/N

- T

Throat Clearing | YES WO | YES (NO)! YES (NO)| YES (NO)| YES (NO)| YES @ vES NOQ) | YES (NOQJ| YES NO
Y/N

DAY PM 1 2 3 4 5 6 7 8 9
RunyNose |0 12 0@ 2 3|0@)23{0123 @1 23|[(@123@123[0123[0123
Gto3
ltchyNose  |0)1 2 3@ 123023 0D23|@123/0123|@123]/0123[0123
Oto3 — -
Congestion oa\www@www@pww 0)123[8/123M123@123[0123/0123
Oto3
Sneezing 01@3|@123[0)1 23|01 23 231 23/@123|0123[0123
Oto3 o .
Voice Hoarse | fES) NO | YES | YES (NO3| YES (NO)| YES (RO)| YES qNO) | YES (0] YES NO | YES NO
e |75 W0 | V55 (| S () ves () @
Throat Clearing | YES N8| YES (NO)| YES YES YES (NO)| YES YES YES NO | YES NO
m ©| 7S @ B s @

SCALEQto 3

0= No symptoms (no symptoms detected)
1= Mild symptoms {symptoms prasent but easily tolerated)
2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms {symptoms hard to tolerate; symptoms interfere with activities of daily living)

SUBJECT INITIALS AND Ub._.mv\%\g \@ %lm

Y=Yes N=No

SUBJECT NUMBERAKL O 5Z

ESN

DATE COMPLETED: // 02/ 13




TriCore Fax Number Tue Dec @3 06:40:45 2013 Page 1 of |
T C o Lovelace Si lific Resources Client Nbr
) Leslie Byatt, Clin Trials 24684
REFE‘:S?: NluE LABDDRA'IEHI E 2441 Ridgecrest Dr SE
1001 Woodward PL N.E. Albuquerque, NM 87102 (505 )93g-8p22  /Jpuduerque, NM 871086129
PATIENT NAME PATIENT ID DOB SEX REPQRT STATUS PAGE
X, ESN AAGI4135 01/26/1945 F Flnal 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/02/2013 13:32 12/02/2013 18:26 12/03/2013 06:14
REQUISITION NO, PT. PHONE NO. PATIENT NO,
30920893 0 AKP032
COMMENTS :
Result
Tast In Range Out of Range Units Roference Range  Site Code
Comp Metabolic Panel

Sodium 140 mmol/L 134-144

Potassium 3.9 mmol/L 3.5-6.1

Chloride 107 mmol/L 98-111

co2 28 mmol/L 20-30

Anion Gap 7 8-14

Glucose 88 mg/dL. 60-100

BUN 23 mg/dL 7-31

Creatinine 0.72 mg/dL 0.50-1.40

eGFR non-African Am
GFR Comment

Calgium

Total Protein

Albumin

Globulin

Bilirubin, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
cBC

wBC

RBC

Hgb

Hct

MCV

MCHC

RDW

Platelets
Eos, Respiratory
Phys, Addr, Phone

End of Report

X, ESN

g
creatinine method is IDMS traceable. EstGFR calculation has been adjusted.
Please note new reference range effective 5/23/2013.

>60 mLU/min1.73m2 >80

Estimated GFR values are not accurate in acute kidney failure, Tnpatients
onh Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver;;f young, races other than Caucasiah or African American,
people with acute illnessaes, or amputations. :

81

’ mg/fdl. 8.4-10.4
6.7 gm/dL. 6.1-8.2
4.3 gnvdL 3.4-47
2.4 gm/dL 2.4.42
0.5 mg/dL 0.3-1.2
£5 UA 38-150
17 UL 68-58
24 UL 14-87
NQOT GIVEN
3.4 mg/dlL 2386
8.0 x10E3 4.0-10.8
3.80 L x10E8 4.00-8.38
11.8 L gmidL 12.0-16.0
38 Yo 36-48
96 fL 81-98
324 gm/dL 31.2-35.2
12.6 % 11.0-14.5
268 x10E3 150400
Moderate * N8
NOT GIVEN

12/03/2013 06:14 FAX24664
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rikore

PATIENT NAME
ESN, ESN
PHYSICIAN

REQUISITION NO.

31033177
COMMENTS :

Tost

Eos, Respiratory

End of Report

ESN, ESN

Fax Numper,

TRICOR Z

REFERENGE LABORATORIES
1001 Woodward Pl. N.E. Albuquergue, NM

PT. PHONE NO,
0

e el 1Y Yaioiiqa Ldia rajoe | ur i

Lovslace St. ,.j’tiﬁc Resources Client Nbr
Leslie Byatt, Clin Trials 24864
2441 Ridgecrest Dr SE

87102 (506 ) 938-8922 Albuquerque, NM 87108-5129

PATIENT ID DOB SEX REPORT STATUS PAGE
AAGH1347 01/26/1945 F Final
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
12/09/2013 14:10 1210972013 19:12 121072013 09:15
PATIENT NO.
032
Result
In Range Out of Range Units Raference Range  Slte Code
Moderate * NS
‘ 2015
/"
12/10/2013 09:15 FAX24664
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TriCore Fax Number . Tue Dec 17 @6:53:28 7013 Page 2 of ?

: Lovelace S  [tific Resources . Cllent Nbr
TRIDOR £ Leslle Byati, _iin Trials 24884
REFERENOE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E, Albuquerqus, NM 87102 (505 )oag-sppe~  lbuauerque, NMBT7108-5129
PATIENT NAME PATIENT 1D DOB SEX REPORT STATUS PAGE
ESN, ESN AAGJ0931 01/26/1945 F Final 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 121672013 14:30 12/16/2013 19:07 121712013 06:14
REQUISITION NO. PT. PHONE NQ, PATIENT NG .
31033174 0 AKP032
COMMENTS :
Result
Test In Range Qut of Range Units Raference Range  Site Code
Comp Metabolic Pansl

Sodium 140 mmol/L. 134-144

Potassium 4.3 mmol/L 3.5-5.1

Chloride 106 mmeal/lL 98-111

co2 27 mmgl/L 20-30

Anion Gap 7 B-14

Glucose 89 mg/dL G60-100

BUN 25 mg/dL 7-31

Creatinine 0.80 mog/dL 0.60-1.40

creatinine method is IDMS traceable. EStGFR Calculation has been adjusted.
Please hote new reference range effective 5/23/2013.

eGFR non-African Am »60 mL/min/1.73m2 =60

GFR Comment ) .
Estimated GFR values are not accurate in acute kidney failure, Tnpatients
on Iv flulds, obese (BMI»34) or underweight (BMI<20) people, .
the very old or Ver.'¥ young, races other than caucasian or African American,
people with acute jllhesses, or amputations.

Calcium 9.3 mgfdl. 8.4-10.4
Total Protein 8.9 gm/dL 8.1-8.2
Albumin 42 gm/dL 34-47
Glebulin 2.7 gm/dL 2.4-42
Bllirubin, total 0.5 mg/dL 0.31.2
Alk Phos . L1 UL 38-150
AST({SGOT) 18 Uil 68-58
ALT(SGPT) 25 UL 14-67
Fasting NO
Phosphorus 4.1 mg/dL 2.3-b.6
CBSVBC 6.7 10E3 4,0-10,6
& X .0-10,
RBC 3.91 L X10E6 4,00-6.36 Wh ves
Hgb 12.4 gm/dL 12,0-16.0
Het 7 % 36-48
MCV a5 fl. 51-98
MCHC 334 gm/dL 31.2-35.2
RDW 12.6 % 11.0-14.5 os
Platelets 263 X10E3 150-400 W%, &
Fos, Respiratory Rare * NS
Phys, Addr, Phona Not given

End of Report @Ifi
W
X Dt

ESN, ESN 1211712013 06:14 FAX24664
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AKP-035



; co
+74%9 AKPharma PERENNIAL ALLERGIES

SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: f’ ‘ )S Site#: " Subject #: ___H/_lé @j’g

PATIENT DEMOGRAPHICS

Date of Birth: b’? / Nﬁ’é\/ I&ZJ}/ (ddimmmlyyyy}

Gender: ] Male E/;emale

If female, Indicate Childbearing Potentiel
Childbearing [ Surgically sterilized [ | Post-Menopausal

Ethnicity: Hispanic  [_] Non Hispanic
Race: [ | Asian [ ] Black Eéj:casian 1 American Indian

[[] Pacific Islander  [] Other, Specify

Smoking Status: me (smoked less than 100 cigarettes in lifetime)

["] Former (previously smoked more than 100 cigarettes in lifetime)

] Current (smokes now)
Il subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

| CRC Signatu

" Version: 02 September 2013 ' Page 3 of 5

o man ek o 4T



TriCore Fax Number Hed Nov 13 06:53:54 2013 Page 4 of 4
T E: : l.ovelace S tiflc Resources Cllent Nbr
e Leslie Byaftt, wiin Trials 24864
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 )o3g-ggze  ‘puquerque, NM87108-5129
PATIENT NAME PATIENT ID DOB SEX REPQORT STATUS PAGE
X, ADS AAGH4692 05/2711981 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 11/11/2013 10:38 1111172013 20:02 11/13/2013 05:09
REQUISITION NO. PT. PHONE NO, PATIENT NO.
30920947 0 AKP035
COMMENTS :
Result
Test In Range Qut of Range Units Reference Range  Site Code
Allerg,Pansl 18
Allerg,Juniper 25,30 H kU/L <0,36
Allerg,Cottonwood 0.20 kU/L <0.35
Allerg, West.Ragweed 0.20 kU/L <0.36
Allerg,Russian This 24.70 H kU/L <0.36
Allerg,Bermuda Grass 0.80 H kU/L <0.36
Allerg,Altemaria <0.10 kU/L <().36
Allerg,Mesquite 1.70 H kU/L <0,36
Allerg,Cockroach 1.60 H KU/L. <0.36
Allerg,Derm. pter. 0.10 kU/L <0$5
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative fer allergen
I 0. 35-0. 69 Positive for Allergen
II 0. 70-3. 49 strongly Positive
III 3. 5-17, 49 strongly Positive
v 17, 5-52, 49 strongly Positive
v 52.5-99.99 strongly Positive
VI >100 srrdng'l y. Positive

Results with allergens scoring in Class 1 should be considered weakly
positive or equivocal, Class 2 and higher should be considered positive
ATthough increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE ]

this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of allergy laboratory results
with clinical history is assential. A negative test may not rule out
¢linical allergy

Allerg,Derm, farinae 0.20 kUL <0.35
Allerg,Clad. herb. <0.10 kUL <0.35
Allerg,Firebush 1.50 H kU/L <{).35
Allerg,Cat Dander Ep 13.60 H kU/L <0.35
Allerg,Dog Dander - 0.80. H kU/L <{).35
Allerg,Bluegrass 0.90 H kU/L <0.35
- Allerg, Pigweed 25.70 H kU/L <0.35
Allerg,Mulberry 0.60 H kU/L <0,35
Allerg,Helminth <0.10 kU/L <038
Phys, Addr, Phona NOT GIVEN

End of Report

X, ADS

11/13/2013 06:09 FAX24664




41 Ridgecrest Dr SE

q:veiace Scientific Resources
buquerque, NM 87108

Name: ADS, ld: AKP-035
Gender: Female Date: 11/27/13
Age: 32 Race: Hispanic Temp: 19 PBar: 637
Height(in): 61.0 Weight(ib): 199 Physician:
Any Info: Technician:
. (BTPS) PRE-RX POST-RX
Spiromstry Ref Pre  Pre Post  Post Post 1’2‘_’“’
Meas % Ref Meas % Ref % Chyg
FVC Liters 3.15 477 152
FEV1 Liters 2.72 404 149 12!
FEVIIFVC % 87 B85 98
FEF25-75%L/sec 3.26 463 142
FEF50% Ll/sec 3.77 5.57 148
FEF75% Ifsec 1,70 289 170 8t
IC Liters
VC Liters 3.15
PEF L/sec 6.05 6.93 115 4+
MVV L/min 13
PIF Lisec 511
FEV1/FEV6% 86 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters
VG Liters 3.15 47
TLC Liters 452
RV Liters 1.35
RWTILC % 30 -8
FRCPL Liters 1.86
ERV Liters
IC. , Liters -125
Diffusion _ - Youmd 6
DLCO mLfmmHg/min 26.0
DL Adj mL/mmHg/min 26.0
DLCOMNVA  mUfmHg/min/L 3.79
VA Liters
BHT Sec
Resistance
Raw Total cmH20/t/sec
Raw Insp cmH2O/Lisec
Raw Exp ocmH20/Lisec
Raw cmH20/./sec  2.04
Gaw Lisec/cmH20 0.471
sRaw emH20/L/s/L 4.00
sGaw LisfemH20/L  0.250
Vig (Raw) Liters
Volume
Comments: 8
6.__
ol I
2__
01\‘0}%filililllél
Interpretation: ) Time 7

{ }= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983)

Version: IVS-0101-20-58



mee!ace Scientific Resources
2 21 Ridgecrest Dr SE
Amuquerque NM 87108

Name: AKP, id: AKPQ35

Gender; Female Date: 12/06/13
Age: 32 Race: Temp: 19 PBar: 631
Height(in). 61.0 Weight(lb): 199 Physician:
Any Info: Technician; CRD
. (BTES) PRE-RX POST-RX Fi
Spirometry Ref Pre Pre Post  Post Post 16(,),w
Meas % Ref Meas % Ref % Chg

FVC Liters 3.15 476 151 T

FEV Liters 272 3.96 146 12

FEVIIFVC % 87 83 88

FEF25-75%L/sec 3.26 426 131

FEF50% Lisec 3.77 548 145

FEF75% Lisec 1.70 195 114 B

Ic Liters

\i® Liters 3.15

PEF Lisac 6.05 064 50 4

MYV Limin 113

PIF Lisec 7. 72

FEVIFEVE% 0

Lung Vo!umes/P}ethysmography (BTPS)

Vig Liters

vC Liters 315 47

TLC Liters 4,52

RY Liters 1.35

RVTLC % 30 81

FRCPL Liters 1.96

ERV Liters

Liters _12“2 0 4
lefu'-a:on - Lolums

DLCO mL/mmHg/min  26.0
DL Adj mL/mmHg/min  26.0
DLCONVA  ml/mHg/min/l. 3.75

VA Liters
BHT Sec
Resistance

Raw Total cmH20/Lisec

Raw fnsp emH20//sec

Raw Exp ocmH20/L/sec

Raw cmH20/L/sec  2.04
Gaw LisecfemH20 0.471
sRaw cmH20/s/.  4.00
sGaw LsfemH20/.  0.250
Vig (Raw) Liters

Volume
Comments: 8 T

T

- 3 4
tnterpretation: Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: VS-0101-20-58



L~velace Scientific Resources
Z A Ridgecrest Dr SE >
Albuquerque, NM 87108

Name: ADS, Id: AKP-035

Gender: Female Date: 12/13M13
Age: 32 Race: Hispanic Temp: 22 PBar: 630
Height(in): 61.0 Weight(lb): 199 Physician:
Any Info: Technician; VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post Post Post  4ao
Meas % Ref Meas % Ref % Chg [

FVC Liters 3.15 459 146 1

FEV1 Liters 2.72 3.87 143 12}

FEVI/FVC % 87 84 o7

FEF25.75%L/sec 3.26 4.54 140

FEF50%  Lfsec 3.77 558 148

FEF75% Lfsec 1.70 207 121 87

IC Liters

VG Liters 3.15

PEF Lisec 6.05 865 143 4

MWV Lfmin 113

PIF L/sec 525

FEV1/FEV6% 86 0

Lung Volumes/Plethysmography (BIPS)

Vig Liters

VG Liters 3.15 47

TLC Liters 4.52 1

RV Liters 1.35

RVITLC % 30 81

FRCPL iiters 1.96

ERY Liters J

G . Liters A2 Y 0

Diffusion ) Yotumd 6

DLCO mL/mmHg/min 26.0
DLAd]  ml/mmHgimin 26.0
DLCONVA  mLUmHgimin/l. 3.74

VA Liters
BHT Set
Resistance

Raw Total ¢mH20/Lfsec
Rawlinsp cmH20//sec
Raw Exp cmH20/W/sec
Raw cmH20/L/sec  2.04
Gaw Lfsec/omH2O 0.471
sRaw emH20/L/s/l.  4.00
sGaw LisfomH20/1  0.250
Vig (Raw} Liters
Volume

Comments: 8

2 3
Interpretation: Time 4

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



Lavelace Scientific Resources o
2@1 Ridgecrest Dr SE w
Albuquergue, NM 87108

Name: ADS, id: AKP-035

Gender: Female Date: 12/20/13
Age: 32 Race: Hispanic Temp: 19 PBar: 624
Height(in): 61.0 Weight(lb): 199 Physician:
Any Info: Technician: VL
. (BTPS) PRE.RX POST-RX Fi
Sp:romeiry Ref Pre Fre Post  Post Paost 16(-)-
Meas % Ref Meas % Ref % Chg
FvC Liters 3.15 472 150
FEV1 Liters 2,72 3.95 146 12
FEV1IFVC % 87 84 o7 I
FEF25.75%/sec 3.26 468 144
FEF50% Lisec 3.77 583 157
FEF75% Lisac 1.70 202 119 8+
IC Liters
VG Liters 3.15
PEF Lisec 8.05 Y68 160 41
MV Limin 113
PIF L/seq 6.47 .
FEVUFEVEY% 85 0 -
L.ung Volumes/Plethysmography (BTPS)
Vig Liters
VG Liters 3.15 -4
TLC Liters 4.52
RV Liters 1.35
RVITLC % 30 -8
FRCPL  Liters 1.96
ERV Liters
IC . Liters -122 0
Diffusion ; Youmd & B

DLCO mbL/mmHg/min  26.0
DL Adj mL/mmHg/min  26.0
DLCONVA  mbLimHg/min/. 3.70
VA Liters

BHT Sec
Resistance

Raw Total emH20/L/sec

Raw Insp  emH20//s0c

Raw Exp  emH20//sec

Raw ¢mH20/Lfsec  2.04
Gaw LisecicmH20 0.471
sRaw cmH20/ s/l 4.00

sGaw LisfemH20M 0,250
Vig (Raw) Liters

Volume
Comments: 8

—"i%+—+—|-*}—H--!—P—P—+~—I——f~—}H~—H!—I—~H
. -1 i) 1 2 3 4 5 6 7 8
Interpretation: Time

} = OUTSIDE 95% CONFIDENCE INTERVAL Nerm Set: Knudson (1983) Version: IV8-0101-20-5R

It sy
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TriCore Fax Numher Thu Nov 28 96:38:57 2013 Page 3 oF §
T E: E lovelace Sc.  fic Resources Client Nbr
" Leslie Byaft, v.in Trials 24664
RE:F‘!S:‘.NIGE LABEI!A’ERI.E:B.I 2441 Ridgecrest Dr SE
1001 Woodward P, N.E. Albuquerque, NM 87102 (505 )9agsgpe  ~buduerque, NMA7108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, ADS AAGH4892 0572711981 F Final 1
PHYSICIAN COLLEGT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 11/27/2013 13:57 11/2712013 18:50 11/28/2013 06:11
REQUISITION NOQ. PT. PHONE NO, PATIENT NO.
30920929 0 AKP0O35
COMMENTS :
Result
Tost In Range Out of Range Units Reference Range  8lte Code
Comp Metabolic Panel
Sodium 138 mmaol/L. 134-144
Potassium 4.0 mmaol/l. 3.56-5.1
Chloride 10 mmol/L 98-111
co2 25 mmol/L 20-30
Anion Gap 8 6-14
Glucose 80 mg/dL 60-100
BUN 14 mg/dL 7-31
Creatinine 0.61 mg/dlL 0.60-1.40
creatinine method is IDMS traceable. EstGFR Calculation has been adiusted.
Please note new reference range effective 5/23/2013.
aGFR non-African Am >80 mbL/minf1.73m2 »B0
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, Tnpatients
oft v fluids, obese (BMI>24) or underweight (BMI<20) people,
the very old or ver‘¥ young, races other than Caucasian or African American,
people with acute illnesses, or amputations.
Calcium 8.8 mg/dL. 8.4-104
Total Protein 7.2 gm/dL. 6.1-8.2
Albumin 4.1 gm/dL 3.4-4.7
Globulin a1 gm/dL 2.4-4.2
Bllirubln, total 0.4 mg/dL 0.3-1.2
Alk Phos 71 Ui 38-150
AST(SGOT) 17 U/ 6-568
ALT(SGPT) 29 Uit 14-67
Fasting NO
Phosphorus a9 mg/dL. 2356
CBC
wWBC 5.8 X10E3 4.0-10.6
RBC 5.01 x10E6 4.00-5.36
Hgb 14.0 gm/dL. 12.0-16.0
Het 44 % 36-48
MCV 87 fL 81-28
MCHG 32.0 gmfdL 31.2-35.2
RDW 12.6 % 11.0-14.5
Platelets 354 *10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone Not given
End of Report
D 0//1/‘9 (7
X, ADS 1112812013 06:11 FAX24664
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TriCare Fax Numher

Mon Dec @9 18:55;58 2813 Page 2 of 3

, lovelace Sc.  jific Resources Cllent Nbr
TRIDOR Leslie Byatt, .in Trials 24884
REFERENCE LABEIRATDRII;; 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 )o3g-sgzz  “buquerque, NME7108-5129
PATIENT NAME PATIENT ID ooB SEX REPORT STATUS PAGE
ADS, ADS AAGI6767 052711981 F Final 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/06/2013 09:17 12/06/2013 18:04 12/09/2013 09:36
REQUISITION NO. PT. PHONE NO. PATIENT NO,
31033176 0 AKP035
COMMENTS :
Resulf
Test In Range Out of Range Units Reference Range  Site Code
Eos, Respiratory Rare * NS
Phys, Addr, Phone NOT GIVEN
End of Report
20t
|
;‘ ADS, ADS 12/09/2013 09:36 FAX24684
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TriCore Fax Numher

TRICORE

REFERENGE LABORATORIES
1001 Woodward Pl. N.E. Albuguerque, NM

87102 (505 ) 936-8922

Mon Dec 16 97:16:48 7013 Page 2 of 2

Lovelace 8,  itific Resources Cllent Nbr
Leslle Byatt, viin Trials 24884
2441 Ridgecrest Dr SE

Albuquerque, NM87108-5129

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
ADS, ADS AAGI6767 05/27/1981 F Final 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/13/2013 09:10 121312013 19:07 12/16/2013 06:13
REQUISIT|ON NO. PT. PHONE NQC, PATIENT NO.
31033183 0 AKP035
COMMENTS : .
Result
Test In Range Out of Range Units Reference Range  Site Code
Eos, Respiratory Rare - ﬁ NS
Phys, Addr, Phone Not given W\
End of Report /U 09 ygl '3
e
ADS, ADS 12/16/2013 06:13 FAX24664
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TriCore Fax Number ' Hon Dec 23 07:99:39 2013 Page 1 of 2
] T C ) Lovelacs S Jfic Resources Cllent Nbr
( Leslie Byatt, v.in Trials 24664
REF‘EENLE LABE'\'AERIE 2441 Ridgecrest Dr SE
1001 Woodward Pl. NE, Albuquerqus, NM 87102 (505 )o3g-sppz  ‘buduerque, NM 87108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, ADS AAGJ3I400 05/2711981 F Final 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physician, 12/20/2013 09:10 1212012013 20:03 12/23/2013 06:08
REQUISITION NO. PT. PHONE NQ, PATIENT NO.
31033186 0 AXP035
COMMENTS @ .
Result
Test In Range Out of Range Units Raforence Range  Site Code
Comp Metabolic Panel
Sodium 139 mmol/L. 134-144
Potassium 4.2 mmol/L 3.5-5.1
Chloride 103 mmol/L 98-111
co2 28 mmol/L 20-30
Anion Gap 10 6-14
Glucose 115 H mg/dL. go-100 /&S /Wq
Impaired fasting glucose (IFG) is defined as a fasting glucose level of
100-126 mg/d1. (ADA Guidelines Diabetes Care 26: (3160—[3!127)2003)
BUN 11 mg/dL 7-31
Craatinine 0.82 mg/dL 0.50-1.40
Creatinine method is ILDMS traceable. EStGFR Calculation has been adjusted,
Please note new reference range effective 5/23/2013.
eGFR non-African Am >60 ml/minf1.73m2 =860
GFR Comment
Estimated GFR values are not accurate ipn acute kidney failure, 1inpatients
on 1v fluids, obese (BMI>34) or underweight (BMI<20) people
the very old or very young, races other than Caucasian or African American,
people with acute 11Tnesses, or amputations.
Calcium 9.1 mg/dL 8.4-10.4
Total Protein 7.2 gm/dL. 6.1-8.2
Albumin 4.1 gm/idL 3.4-47
Globulin 31 gm/dL 2.4.42
Bilirukin, total 0.5 mo/dL 0.3-1.2
Alk Phos 70 UA 38-150
AST(SGOT) 14 UL 6-58
ALT(SGPT) 28 UA. 14-67
Fasting YES
Phosphorus 3.2 mg/dL 2356
CBC
WBC 5.5 x10E3 4.0-10.68
RBGC 5.04 x10E6B 4.00-5.36
Hgb 14.2 gm/dL 12.0-16.0
Het 44 % 36-48
MCcv 87 fL 81-98
MCHC 323 gm/dL 312352
RDW 12.3 % 11.0-14.5
Platelets 340 x10E3

Eos, Respiratory

Phys, Addr, Phone
NO PHYSICIAN LISTED

End of Report

X, ADS 12/23/2013 06:08
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AKPOBS )20l 13
Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" MYES [ Ino

QD’(‘ Q}uﬂ“ﬂ fI0S<C..

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

M5 g P el s ao A poorla ok G}\OA Lot 'J;)’(mf e, Qﬁ_ﬂq‘ﬁ_{}
chg? A Q,LJ\,V\V‘\J\A_ N0, O S Dot oo SR *X Y S N Y n
oM o iy 5}4\ ﬂ‘v\a A e xbSe Iha ol
O Shelng  Voaw s phea, pned Fhed

1A 2 ol LQ.!_,Q 3 O {\/e e NAA I,

e 5, | ; o0/ 13
gz\g}ectt ixr;[iltials and Date \&}}D \}\Q/D ) S?ldy Staff Initials and Date &W\ ! %/

I
1
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.49 AKPharma PERENNTAL ALLER\(ES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: & /’hj/ _ Site#: " Subject # M ﬁ_?‘

PATIENT DEMOGRAPHICS

10graphies

Date of Birth: ﬁ 01 / &:‘-f / / 43 X (ddimmmiyyyy)

Gender: E/Male [} Female

If female, Indicate Childbearing Potential

[} Childbearing [ ] Surgically sterilized [ Post-Menopausal

Ethnicity: {| Hispanic B@ispanic

Race: [ | Astan [ ] Black E/({ucasian [] American Indian

[] Pacific Islander [] Other, Specify

Smoking Status: [ | None (smoked less than 100 cigarettes in lifetime)

D/émer (previously smoked more than 100 cigarettes in lifetime)

L] Current (smokes now)

If subject is a former or current smoker, please indicate: 2 / / af/é y Lt

Years smoked: 501 Cigarettes per day: / 9 L

cre signature:_ (M E:) V. o D8 VIS i)

" Version: 02 September 2013 Page 3 of 5

Pa Y & & & |




TriCore Fax Number Hon Nov 25 @7:09:23 2013 Page 1 of |
T E: Lovelace Scie s Resources Cllent Nbr
Leslio Byatt, Ciu: Trials 24884
REFE|§ENIBE LABE!A’IER!E; 2441 Ridgecrest Dr S&
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (605 ) 0388022  ‘ieuauerqua, NM 87108-5126
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
B, HE AAGI0973 09/02/11952 M Final 1
PHYSIGIAN GCOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physlclan, 11/2212013 11:00 112212013 17: 31 11/25/2013 06:12
REQUISITION NO, PT. PHONE NO. PATIENT NO.
30920960 0 AKPO37
COMMENTS :
Result
Tast In Range Out of Range Units Reference Range  Site Code
'Allerﬂ,F'anel 18
Allerg,Juniper 8.60 H kU/L <0,35
Allerg,Cottonwood 0.30 kU/L <038
Allerg,West.Ragweed 0.10 kU/L <0.35
Allerg,Russian This 11.60 H kU/L <036
Allerg,Bermuda Grass 2.50 H kU/L <0.36
Allerg,Altemaria <0.10 kU/L. <0.36
Allerg,Mesquite 0.50 H kU/L <D,36
Allerg,Cockroach <0.10 o kU/L <0.36
Allerg,Derm. pter. 0,40 H kU/L <.35
The standard classtfication system vtilizes the following class cutoffs.
Class ku/L ILnterpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
TI 0. 70-3. 49 strongly Positive
Iir 3 5-17. 49 strongly Positive
Iv 17. 5-52. 49  strongly Positive
v 52. 5-99, 99  strongly Positive
VI >160 strongly PosTtive
Results with allergens scor‘ing in class 1 should be considerad weakly
positive or equivocal. Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE, ]
this may not correlate with the degree of clinical response when challengad
with the specific allergen. The correlation of allergy laboratory results
with clinical history is essential. A negative test may not rule out
clHnical allergy.
Allerg,Derm. farinae @’:‘Qﬁﬁbﬁ‘ H kUL, <0.35
Allerg,Clad. herb. <0.10 kU/L <0,35
Allerg,Firebush 1.40 H kU/L <(.36
Allerg,Cat Dander Ep @0.49’ H kU/L <0.35
Allerg,Dog Dander 0.10 kU/L <0.36
Allerg,Bluegrass 1.80 H kU7 <0.35
Allerg, Pigwesd 0.90 H kU/L. <0.35
Allerg,Mulberry <0.10 kU/L <0.35
Allerg, Halminth <0.10 ku/L <0.35
Phys, Addr, Phone Not given .
( le
End of Report 720 i
2l .
B, HE 11/25/2013 06:12 FAX24664



Lawelace Scientific Resources
7@ Ridgecrest Dr SE C ]
Albugquerdgue, NM 87108

Name: BHE, Id: AKP037
Gender: Male Date: 12/03/13
Age: 61 Race: Temp: 19 PBar: 625
Height(in): 77.5 Weight(ib): 282 Physician:
Any Info: - Technician: CRD
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post Post Post fé?,w
Meas % Ref Meas % Ref % Chg
FVC Liters 6.03 4.46 T4
FEV1 Liters 4.80 306 .64 12}
FEVI/FVC % 78 69 88
FEF25-75%lfsec 4.67 1,86 40
FEF50% Lisec 5.70 w285 47
FEF75% l/sec 229 =060 *27 81
IC Liters
vC Liters 6.03
PEF Usec 10.37 | 004 87 4
MVV Lfmin 164 \ '
PIF Lisec L 574
FEV1/FEVE% T4 o —
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 6.03 41
TLC Liters 8.44
RV Liters 2.90
RVITLC % 38 81
FRCPL  Liters 4.19
ERV Liters
I . Liters .12-2 0 4 6
Diffusion - Lrolumd 8

DLCO mlU/mmHg/min 32.6
DL Adj ml/mmHg/min 32,6
DLCONMA mL/mHg/min/l 3.13

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp cmH20//sec

Raw Exp emH20/L/sec

Raw emH20/fsec  1.03
Gaw L/sec/cmH20  1.008
sRaw cmH20/ s/l 4.32
sGaw LisfemH20/.  0.231
Vig (Raw} Liters

Volume
Comments: BT

6.._

4 e

. /

zk,

0 e
Interpretation: i Time 6 7 8

{ ) =OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: WS-0101-20-5B



Lavelace Scientific Resources |
IQ“I Ridgecrest Dr SE jb

Albuquerque, NM 87108
Name: AKP-037, Id: AKP-037
Gender; Male Date: 12/10/13
Age: 61 Race: Temp: 16 PBar: 637
Height(in): 77.5 Weight(ib): 282 Physician:
Any Info: Technician: CRD
- (BTPS) PRE-RX POST-RX
&plrometry Ref Pre  Pre Post Post Post fé?w
Meas % Ref Meas % Ref % Chy [
FVGC Liters 6.03 440 73 .
FEV1 Liters 4.80 310 65 121
FEVAIFVC % 78 70 90
FEF25-75%L/sec 487 220 47
FEF50% Lisec 5.70 288 50 .
FEF75% Lfsec 2.22 0.86 39 8¢
IC Liters
VG Liters 6.03
PEF L/sec 10.37 835 80 4+
MV i./min 164
PIF [fsec 0.30
FEV1/FEVE% 71 0 Ly
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 6.03 41
TLC Liters 8.44
Rv Liters 2.90
RVTLC % 38 81
FRCPL  Liters 419 |
ERV Liters J
IC , Liters 2L
Diffusion 2 0 Zoumd 8

DLCO mUfmmHg/min 32,6
DL Adj mU/mmHg/min 32,6
DLCONVA  mbLimHg/min/L  3.19

VA Liters
BHT Sec
Resistance

Raw Total cmH20/l/sec
Rawinsp cmH20/isec

Raw Exp  omH20/L/sec

Raw omH20/Lisec  1.03
Gaw Lisec/cmH20 1.006
sRaw cmH20//8/L 4,32
sGaw UsfemH2O/L  0.231
Vig (Raw) Liters

Volume
Comments: 81

. 2 3.,
Interpretation; Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Sef: Knudson (1983) Version: IVS-0101-20-58



L~velace Scientific Resources
<« 1 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: BHE, Id: AKP-037

Gender: Male Date: 12/17/13
Age: 61 Race: Caucasian Temp: 18 PBar: 638
Height(in): 78.0  Weight(lb): 282 Physician:
Any Info: Technician: VL
. {BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post  Post Post .:2(:“'
Meas % Ref Meas % Ref % Chg

FVC Liters 6.11 436 71 t

FEV1 Liters 4.87 296 61 121

FEV1IFVC % 78 68 a7

FEF25-75%l./sec 4.73 1.68 35

FEF50% Lisec 5.77 D43 w42

FEF75% Lisec 225 *048 21 81

IC Liters

VG Liters 6.11

PEF Lisec 10.49 767 73 41

MV L/min 166

PIF Lfsec 4,96

FEVI/FEVE% 73 0

Lung Volumes/Plethysmography (BTPS)

Vig Liters

VG Liters 6.11 41

TLC Literg 8.56 1

RV Liters 2.94

RVITLC % 38 81

FRCPL  Liters 4.28

ERV Liters

Ic . . Liters ..12Jé 0

Diffusion - Soumd  ©

DLCO mi/mmMg/min  32.8
DL Adj ml/mmHg/min 32.8
DLCONVA mL/mHg/min/l 3.20

VA Liters
BHT Sec
Resistance

Raw Total ecmH20/L/sec

Raw Insp ¢cmH20/L/sec

Raw Exp cmH20/l/sec

Raw emH20/A /520 1.0
Gaw LiseciemH20 1.027
sRaw cmH20//s/. 4,30
sGaw LisicmH204. 0.232
Vig (Raw) Liters:

Volume
Comments: 81
6__
4 o
2—\
o -—t—+ 4ttt
-1
Interpretation: 0 1 2 Time 6 7

{ Y= QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: 1VS-0101-20-58



Lovealace Scientific Resources
244—Ridgecrest Dr SE ot
Albuguerque, NM 87108

Name: AKP-037, Id: AKP-037
Gender; Male Date: 12/23/13
Age: 61 Race: Temp: 18 PBar: 637
Height{in): 77.5 Weight(Ib): 282 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX
Spiroretry Ref Pre Pre Post Post Post 1Fé2w
Meas % Ref Meas % Ref % Chg
FVC Liters 8.03 477 79 1
FEV1 Liters 480 3.17 66 121
FEVHFVG % 78 66 85
FEF25-75%l./s6¢ 487 178 38
FEF50% Lfsec 5.70 205 *“52
FEF75% lisec 222 w054 24 8t
IC Liters i
vC Liters 6.03
PEF Lisec 10.37 850 82 41
MV {/min 164
PIF | fsec 5. BB T \
FEV1/FEV6% ot =k
Lung Volumes/Plethysmography (BTPS) |
Vig Liters
Ve Liters 6.03 41
TLC Liters 8.44
RV Liters 2.90
RVITLC % 38 81
FRC PL Liters 4,18
ERV Liters
Liters 24
Diffusion 2 0 Zoumd  ©

DLCO mU/mmHg/min 328
DL Adj mUYmmHg/min 32.8
DLCONVA mUmHgimin/l 3.19

VA Liters
BHT Sec
Resistance

Raw Total ¢mH20/./sec

Raw Insp cmH20/Lfsec

Raw Exp comM20ilisec

Raw emH20//sec 1.03
Gaw Hsec/cmH20 1.006
sRaw cmiH20/LfsiL 432
sGaw LisfernH200L  0.231
Vig (Raw) Liters

Volume

Comments: 8+

Interpretation: Time

( ) = OUTSIDE 95% CONFIDENGE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



TriCore Fax

TRICOR .

REFERENCE LABORATODRIES

1001 Woodward PI. N.E, Albuquerque, NM 87102 (606 ) 938-8922

PATIENT NAME

X, BHE

PHYSIGIAN

Unlisted Physician,
REQUISITION NO, PT. PHONE NO,

30920931 0
COMMENTS !

Tost

Comp Metabolic Panel
Sodium

Potassium
Chloride
cO2
Anion Gap
Glucose

BUN
Creatinine

oGFR non-African Am
GFR Comment

Calcium

Total Proteln

Albumin

Globulin

Bilirubin, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBGC

RBC

Hgh

Hct

MCV

MCHG

RDW

Plateleis
Eos, Respiratory
Phys, Addr, Phone

End of Report

X, BHE

Number Ked Dec @4 06:22;38 2813 Page 1 of 2
Lovelace St Ific Resources Cllent Nbr
Loslio Byatt, Ciin Trials 24664
2441 Ridgecrest Dr SE
Albuguerque, NM 87108-512¢
FATIENT ID DOB SEX REFORT STATUS PAGE
AAGI4836 09/02/1952 M Flnal 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
12/03/2013 10:25 12/03/2013 19:563 12/04/2013 06:08
PATIENT NO.
AKP037
Result
In Range Qut of Range Units Reference Range  Site Code
140 mmol/L 134-144
3.9 mmol/L 3.5-6.1
107 mmol/L. 98-111
24 mmol/L. 20-30
9

101 H f
Impaired fasting glucose (IFG) is defined as_a fast‘ing g
108~126 mg/d'i.1(3A|3A Guidelines riabetes Care 26: (3160-3167)2003)

0.72

mg/dL

mg/di.
myg/dL

6-14
60-100 W
Jucose lavel of UM

7-31 /‘;M 5

0.62-1.66

creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013

>80

ml/min/1.73m2

Estimated GFR values are not accurate in acute kidney failure,
on Iv fluids, obese (BMI»34) or underwaight (BMI<20) people,

>60

Tnpatients

the very old or ve_ﬂ/_lyoung, racas other than Caucasian or aAfrican American,

pecple with acute
9.3
74
4.2
3.2
0.5
48
24
48
NO
3.0

7.6
6.30
16.1
48

20
33.8
13.8
274

Many
NOT GIVEN

12/04/2013 06:08

nesses, or amputations.

my/ldL
gm/dL
gmidL
gm/dL
mg/dL
UL
UL
U/

mg/dL

x10E3
x10E6
gm/dL.
%
fL.
gm/dL
%
x10E3

W%l 201}

/L [DW

8.4-10.4
6.1-8.2
3.4-47
2442
0.3-1.2
38-150
6-58
14-67

2.3-58

4.0-10.6
4,64-6.00
14.5-17.7
42-53
81-98
31.2-3b.2

i :
NS ARG ﬂ%,,

jeDee (¥

FAX24664



-31¥Aa ANV STIVILINE LO3rans

Z1qg

MLW-ALN,_ :g3131dN0D 3Lva N\@meﬁd MIFAAN L3NS

ON =N S$8A=A

(Fuinl Ajlep o SBILIANIE YUM S4a 91Ul swoldiwAs 19181901 0] piey swoldwsAs) swoidwAs 189S =¢
{(2]qet8]0] INY 2WOSIBYIoG ‘SWoIdWAS JO SSoUBIEMmE) SWOTAWAS 21e109pP0iN =¢
(pejetsiol Ajises 1nq usssad swoldwAs) swioldwAs piiN =T

M m \ (Re10919p mﬁﬁmgﬁ ou) swodwAs oN =0
s sloh ~dab Wl wdes il e £0103V35
_ , | N/A
ON SIA| ON S3A|ON sIA| O sia|\oN) saa @V_J\ SIA |(ON) SIA |«ON\ S3A | ON, S3A | Buuesppieciyy
< < = = = ~ s N/A
ON SIA| ON s3A (ON/ S3A| ORy S3A | (ON S3A [/ON S3A |ON S3A |(OF S3A|{ON SsIA| esieop a0n
= < <~ 7 ~ - €010
cztolectole@role@iol@cro|lgDrolffrro@et oo Surzssus
ez1o0cctold9tolee(tole@role@roleZrole@rol ez 1 0] uonsesuos
e v ~ £010
cz1oleztolgnytole@)To €@ o|eQ@ 10 €7/t 0 DT 0|eTT 0 30N Aoy
g = = " €010
cztolezrtoleto m@ﬁ 0(E)T T o_mmww To@ztolEeTolEiet 0| esonhuuny
6 8 L 9 5 4 £ z T IAld AVa
~ : N N/K
ON S3A | ON @ mp S3A E SIA | ON  S3A me SaA| ON saA @ SIA | fON; S3A | Buuespieoiyl
= ~F —d ~ = = — = N/A
ON sIA|OR) saa| BN) s3x| @ s | 6w sa BN saxl/oN) s | 6N s3a| 6 s3n | eseowooon
. = e ) i L ~ £010
cztolefdrolezf)olezfiolezMole c@ole e @olez foled/To Suizasus
= = o = “ €010
eztols(iolszMoleztlole cholect@ezi@er 1@ mNH@ uoIsasuo)
= S , , = €010
szto0efdtoleefole eDolecmole c@ole et olezHole z(fo| esonhmy
L o = ~ ) €010
ezt1o0e@rolezfolez@olezdole wDolee@olezfoic 20| ssonhuuny
givzielcl Skl VT Tl etle, [sfot /| ez e i/ [Einc)i. INY
6 8 L 9 g v 3 z 1 Ava
4 w SHYNOH €1 A¥IAT ISNOJSTY ILVINIXOHddY TFIDHID

{AYV1Q SILINIH¥) 133HS IHODS SINOLdIANIAS A1lvd

JHO4WOI DNIH1VI¥G GIAIIDHAd-INIELYd NO

{YZITOTODIV) HSYM AVYHdS TYSYN ILVHASOHdOYIDATD INNIDTYD S euleydiY 40 S123443

T,

.mﬁuw&oq Yl er FIQ Lop 100 My, gl wanPyuy o 2
. ¥PrA 4o 0 s ey J:ST -~ Hu&jm YrA(AUS ﬁ%&gﬁ ,ﬁ;jﬁd



[ SEN= N

EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET {(RHINITIS DIARY)
CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY

1 2 3 4 5 6 7 8 9
aM 7o) 1P | Rodlis [2osh3 (izfoe12 | 2o 12fo8lz| 12|eafa 12l 12 i/iE

Runny Nose ;ﬂpww o@23jof23]od23 0@ 30823 o®w.w 0ft/273/0123

Oto3 =~ = o 75

ltchy Nose o4~w 02 3|o/1/2 3|02 310012 3 o®ww 04/23l0f1)z2 30123

Oto3 ~ . FaY 7\

Qio3

Congestion O/Nwo:)onQ\wOHMwom\wNwom&NwOQNwOHNwOHNw
E : . - L. o
Sneezing ou,mw 0d@230123/0@23[0423][0/1)23 0/1/23 0{D23|0123 v\gM\\q\N\\N\(

0to3

Voice Hoarse | YES NO | YES \m\v YES aw;, YES MO>| VEs MO YES (RO | VES @ YES %_.Qu YES NO 203 LS
(| ves Quo )l ves (0| ves @03 ves (B9 -y T pm

Y/N \\I @ ,m);, uw ﬁx“?. £ o

Throat Clearing | YES NGO\ | YES [N NO Rmmu NO | YES/ NO | YES (NG | YES {NOJ| YES YES NO W 7

¥/N @( w < N 0 5 \

DAY PM 1_ 2 3 4 5 6 7 8 9 12-6 5 # A
RunnyNose |0 1{2 310 1/2/3|0 )2 3|0o/D2 3l0fA/2 310f/23{048)23][0123]0123 .
 0t03 h\ E ~ M\ m,\ ~ (2! wm\u\\f
ltchy Nose ow@w 01(2)3jodr3i0A23j0W23 0f230(/23/0123/0123

Oto3 \ ~ ~~ )
Congestion oH@wop onNwOH,@WOH@\Jo@NwOQNonNwQHNw
F=oN

Dto3

Y L = SN [
Sneezing OH@w 0102310 172)3|0 14)3 OHQ\J 0 1{2)3|0{1/23/0123|0123
Oto3 ps— ot A e Y
Voice Hoarse | YES @ YES (NO/| YES /NQ/ | ves {ND/| YES (NO)| vEs (NQ | vEs A¢
Y/N = C m\;k/ - s = _,mm
Throat Clearing | YES (N YES (NO)| YES /NQA YES /NO/ | YES {NO} YES WO} | YES
o CASCICIEC |
SCALEQt03 [YpE G ph
0= No symptoms (no symptoms detected} ] - -~ - -
1= Mild symptoms {symptoms present but easily tolerated) R ) ‘
2= Moderate symptoms {awareness of symptoms, bothersome but tolerable} = -~ - :
3= Severe symptoms {symptoms hard io tolerate; symptoms interfere with activities of daily living)
Y=Yes N=No
SUBIJECT Zciwmm“\&nN\UO.W DATE COMPLETED: _®,_ ,O?,w SUBJECT INITIALS AND DATE:

BHE



TriCore Fax Numher Hed Dec 11 10:82:23 2913 Page 2 of 2
T : Lovelace 8¢ fic Resources Client Nbr
" Leslie Byatt, wun Trials 24684
REF;EENIBE?ABUDRA'IERI:; 2441 Rldgocrest Dr SE
1001 Woodward Pl N.E. Albuguerqus, NM 87102 (505 )93s-geze  “puduerque, NM87108-5129
PATIENT NAME PATIENT ID Do3 SEX REPORT STATUS PAGE
BHE, BHE AAGIB221 09/0211952 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 12/10/2013 10:45 12110/2013 20:14 1211172013 09:17
REQUISITION NO. PT, PHONE NO, PATIENT NO.
31033178 i AKPO37
COMMENTS :
Result
Tost In Range Out of Range Units Reference Range  Site Code
Eos, Respiratory Rare * NS
Phys, Addr, Phone NOT INDICATED
End of Report /Wh"
FAX24664

BHE, BHE

12M11/2013 09:17
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TriCore Fax Numher
T E Lovelace S¢'  iflc Resources Client Nbr
! Leslle Byatt, ... Trials 246864
REFF!SZNIGE LABE@A‘ERlE; 2441 Rldgecrost Dr SE
1001 Woodward PL. N.E. Albuquerqus, NM 87102 (505 ) 93g-8g2z  /\puquerque, NMB7108-5129
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
BHE, BHE AAGIB221 09/02/19852 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physiclan, 12{17/2013 10:00 12M712013 18:27 12/18/2013 07:01
REQUISITION NO, PT. PHONE NQ. RATIENT NQ.
31033185 0 AKP037
COMMENTS !
Result
Test In Range Qut of Range Unlts Reforence Range  Site Code
Eos, Respiratory Rare * NS /(%
Phys, Addr, Phone Not given

End of Report

BHE, BHE

w2 M)
/«D@‘,de’?

12118/2013 07:01 FAX24664
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TriCore Fax Number Tue Dec 24 96:34:41 2813 Page 3 of 3
T B Lovelace { ntific Resources Cllent Nbr
] Leslle Byat, Clin Trials 24864
REF‘EISI;.'NIBE LABEQAERIEEB 2441 Rlde‘;reﬂ Dr SE
1001 Woodward PL N.E. Albuquerqus, NM 87102 (805 )938-geze  Apuduerque, NM87103-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, BHE AAGJ4038 09/02/1952 M Final 1
PHYSICLAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unllisted Physician, 1212312013 09:59 1212312013 19:01 12/24/2013 06:03
REQUISITION NQ. T, PHCNE NQ. PATIENTNO,
31033196 0 AKP037
COMMENTS :
Result
Test In Range Qut of Range Units Reference Range  Slte Code
Comp Metabolic Panel
Scdium 141 mmaolfL 134-144
Potassium 3.6 mmolfl. 3.5-5.1
Chloride 109 mmol/L 98-111
co2 22 mmoi/L 20-30
Anion Gap 10 6-14
Glucose 100 mg/di. 60-100
Impaired fasting glucose (IFG) is defined as a fasting glucnse Tevel of
100-1.26 mg/dl, (ADA Guidelines Oiabetes Care 26: (3160-31%7)2003)
BUN 15 mg/dt. 7-31
Crealinine 0.82 mg/dL. 0.62-1.68
Creatinine method 15 IDMS traceable. EStGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >60 mL/minf1.73m2 >60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<2() people,
the very old ar ver¥ young, races other than caucasian or African American,
people with acute 111nesses, or amputations.
Calcium . mg/dL 3.4-104
Total Proteln 7.0 gm/dL B8.1-8.2
Albumin 41 gm/dL 3.4-4.7
Gilobulin 2.9 gm/dL 2442
Bilirubin, total 0.6 mg/dL 0.3-1.2
Ak Phos 49 U/L 38-150
AST(SGOT) 38 UIL 6-58
ALT(SGPT) 83 U/L 14-67
Fasting NO
Phosphorus 3.4 mg/dL 2356
CBC
WBC 7.1 x10E3 4.0-10.6
RBC 513 x10E6 4.64-6.00
Hgb 16.0 gm/dL 14.5-17.7
Hot 45 :{f 42-53
MCV a8 81-08
MCHG 36.4 H gmidL st23862 \OC (02,
RDW 13.3 % 11.0-14.6 &; %P :
Platelets 244 x10E3 1650400 Ji
Eos, Respiratory Many * NS /f/

Phys, Addr, Phone

End of Report

X, BHE

NG PHYSICIAN LISTED

12/24/2013 06:03 FAX24664
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKPO10112A)
ON PATIENT-PERCEIVED BREATHING COMFCRT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

DAY 14 15 16 17 18 19 0 21 22
AM B [ HEN 3| ielafial (2 wfis] 17 2ifm) 172313 mw\wm}u (2/24/i3 2/25/3

Runny Nose /@prOH womwwOQNwo%wo@Nwo@wwOwaOwa

Oto3 - - i~ ’ n o

Itchy Nose b123l0/23|o@J23]0f/23 ofj23]0/4/23 0423/0123/0123

0to3 | I - A A A

Congestion AHNW onw ofL)2 3 o®ww o £)2 3 omFNNm cA/23/0123(0123

Oto3 A o . 574 N\

Sneezing Q/Hmw 0M2 3 o.@Nw o@ww ofp23 o@uw 0f1j2 3/o1223[0123

0fo3 . LN A A P ——

Voice Hoarse <mw/ NO | vEs MG/| ves Mo/|ves NO/|vEs KOf|vEs NOJ YEs G | VES NO [ YES NO

Y/N A o~ ..m\nw \Z\MJ; mﬂw. N

Throat Clearing | YES \NO | YES YEs §of| YES NG |YEs MNo JYEs ARG | YES (NOJ| YES NO | YES NO

DAY PM 14 15 16 17 ~18 19 20 21 22

RunnyNose |0 4/2 3{0@ 2 3]0 1{2)3 OH%w o,“@Nw od23/0123|/0123,0123

0to3 . 7 . -

Itchy Nose 04)23j0fd)23]01(2)3|01(D3 o@Nw OQNw 012301230123

Oto3 ~ o - . !

Congestion 0®23loW23|01£)z|01(P3|o/j23]0D23/0123[0123[0123

Oto3 i~ - > 2 ~

Sneezing omww ou@w 0 1(2)3|01/2)3|01{2;3/01Q)3[01230123[0123

0to3 - Al A ~ SN ~

Voice Hoarse | YES /NQ | YES c,_\nN_.kmm_ @ YES NO' | YES /MNQJ YES @ YES NO |YES NO |YES NO

Y/N g : N . 5

Throat Clearing | YES YES NG/ | YES (N® | YES {NQ | YES MNQA YES NGO |YES NO |YES NO |YES NO

rhr fig (o o {ug Qo) s g

SCALEOto3

0= No symptoms (no symptoms detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

HE )
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Y=Yes N=No
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?” MYES [ Ino

You are also encouraged to make any free comments regarding your experiénce
in the use of this product regarding your opinion of any of its effects not covered

specifically in the Daily Diary:
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2149 AKPharma PERENNIAL ALLERGIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: D ‘Q"Q_ Site# _ ~—"_  Subject # ;%_@_59

PATIENT DEMOGRAPHICS

Date of Birth: m / 0&7[ / /@4& (dd/mmm/yyyy)

Gender: m Male [ ] Female

If female, Indicate Childbearing Potential

U] Childbearing  [] Surgically sterilized [] Post-Menopausal

Ethnicity: ] Hispanic ﬂ Non Hispanic
Race: [ ] Asian [ | Black Caucasian [ | American Indian

[ Pacific [slander [} Other, Specify

Smoking Status: [ | None (smoked less than 100 cigarettes in lifetime)

Q@ Former (previously smoked more than 100 cigarettes in lifetime)

[ Current (smokes now)

If subject is a former ot current smoker, please indicate:

Years smoked: / &; Cigareties per day: éO

" Version: 02 September 2013 Page3 of 5
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TriCore Fax Numher

Thu Nov 14 @7:06:10 2013 Page 1 of 3

; Lovelace St | ific Resources Client Nbr
TRIDDORE Leslie Byatt, Liin Trials 24864
2441 Ridgecrest Dr SE
REFERENGE LABDRATORIES Albuguerque, NM 87108-5129
1001 Woodward Pl. N.E. Albuquerque, NM 87102 (505 ) 9368-8022 !
PATIENT NAME PATIENT D 37a]:) SEX REPQRT STATUS PAGE
DRR, DRR AAGH5323 10/09/1946 M Flnal 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TME
Unlisted Physician, 1112/2013 10:30 11/12/2013 20:12 11/1472013 06:10
REQUISITION NO. PT. PHONE NO. PATIENT NO.
30920945 0 AKF038
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Site Code
Allerg,Panel 18
Allerg,Juniper kUL <0.35
Allerg,Cottonwood <0.10 “—Nes 95“‘ nhighs on <0.365
Allerg,West.Ragweed <0.10 kA <0.35
Allerg, Russian This (7340 NS [ RIS gy <0.35
Allerg,Bermuda Grass 70 nes H }S“’ 18h3un. <0.35
Allerg, Alternaria 0.30 kun, <0.35
Allerg,Mesquite _ Q8D NS }d Wi ghskun <0.35
Allerg,Cockroach <010 kUL =<0.35
Allerg,Derm. pter. <010 kUL <(),35
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
Y <0. 35 Negative for Allergen
I 0. 35-0. 69 positive for Allergen
II 0. 70-3. 49 Strongly Positive
III 3, 5-17. 49 strongly Positive
Iv 17.5-52. 49 strongly Positive
v 52, 5-99. 99 strongly Positive
VI >100 strongly Positive

Results with allergans scor'ing in class 1 should be considered weakl

positive ar equivocal. class

and higher should be considered positive

Altheugh increasing class ranges (0-vI) are reflective of increasing

concentratigns of allergen-specific IgE, L.
this may not correlate with the degrea of clinical response when challenged

with the specific allergen. The correlation of allergy laboratery results
with clinical history is essential. A negative test may not rule out
clinical allergy.

Allerg,Derm. farinae
Allerg,Clad. herb.

Allerg,Bluegrass
Allerg, Pigweed
Allerg,Mulberry
Allerg,Helminth

Phys, Addr, Phone

Callback Accession Comments:
T3463932

Allerg,Firebush .
llerg, Cat Drander / a
e BDander o

<0.10 kU/L <0.35
<0.10 kU/L <0,

BELINCS (o Mislsz <03t

(3BOINMES O wiislis (UL <0,35

0.40NCS 'O i 1843 kUL <0.35

BOONES | vhiskkUL <0.35

DO nies HY wjigh: KUIL <0.35

0.10 kU/L <0,35

<010 kU/L <0.35

Not given

EALTTE, EBERGR, ECATDA, ECLAHE, ECOCKR, ECOTTO, EDERFA, EDERPT, EDOGDA, EFIREB, EHELHA, EJUNIP, EKENBL,

EMESQU, EMULBE, EROUPI, ERUSTH, EWESRA
34885646 NC C311630

3488546N? 0812.630 %
/

1T113/2013 08:13 pm FAXED TO
11/13/2013 08:14 pm FAXED TO
Continued on nexl page
DRR, DRR

11/14/2013 06:10

G




TriCore Fax Number

TRIBDRI.%.

REFERENOE LARORATARIES
1001 Woodward Pl. N.E. Albuquerque, NM 87102 (505 ) 938-8922

Thu Nov 14 @7:86:10 2813 Page 2 of 3

Lovelace 8 [tific Resources Client Nbr
Leslie Byatt, viIn Trials 24864
2441 Ridgecrest Dr SE

Albuquerque, NM87105-5129

PATIENT NAME PATIENT ID noB BEX REPORT STATUS PAGE
DRR, DRR AAGHSE323 10/09/1946 M Final 2
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 111212013 10:30 11M2/2013 20:12 11/14/2013 06:10
REQUISITION NO. PT. PHONE NQO. PATIENT NO,
30920945 0 AKPO038
COMMENTS :
Rasult
Test In Range Out of Range Units Reference Range  8lte Code
End of Report
PL
DRR, DRR 11/14/2013 06:10 FAX24664



Lavelace Scientific Resources
2&1 Ridgecrest Dr SE ®
Albuquerque, NM 87108

Name: DRR, Id: AKPO38
Gender; Male Date: 11/27/13
Age: 67 Race: Caucasian Temp: 19 PBar: 637
Height(in); 72.0 Weight(lb): 195 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX Flow
Sp:rornetry Ref Pre Pre Post Post Post 16+
Meas % Ref Meas % Ref % Chg
FvC Liters 4.67 549 118
FEV1 Liters 3.70 3.35 90 12 ]
FEV1/FVC % 78 61 78
FEF25-76%L/sec 3.65 1.27 35 4
FEF50% L/sec 4,52 212 47
FEF75% Lisec 1.65 033 20 8¢
IC Liters ’
vC Liters 4.67
PEF Lfsec 8.85 9.20 104 4+
MVV L/min 138
PIF Lisec B.28
FEV1/FEV6% 71 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters
VG Liters 4,67 41
TIC Liters 7.03
RV Liters 2.63
RVTLC % 40 81
FRCPL liters 3.94
ERV Liters J
Ic , Liters ~121
Diffusion -2 Youmd 8
DLCO mb/mmHg/min 23.5
DL Adj mL/mmHg/min 23,5
DLCONVA  mUmHg/min/l  3.07
VA Liters
BHT Sec
Resistance
Raw Total cmM20/Usec
Raw Insp emH20/L/sec
RawExp comH20/Usec
Raw cmH20/l/sec 1.11
Gaw LisacifcrnHZO 0.947
sRaw cmH20//s/. 4,38
sGaw LsicmH2zO/l. 0.228
Vitg (Raw) Liters
Volume
Comments: 8
6 4
£z R —
4 [
2 -
o;\aé:%:i’a::::s:aé[;
Interpretation: i Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983)

Version; IVS-0101-20-58



i_=velace Scientific Resources
A 11 Ridgecrest Dr SE 0
Albuquerque, N\ 87108

Name: AKP, Id: 038
Gender; Male Date: 12/04/13
Age: 67 Race: Temp: 19 PBar: 622
Height(in): 72.0 Weight(lb): 195 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX low
Spirometry Ref Pre Pre Post Post Post 1F6(_)_
Meas % Ref Meas % Ref % Chyg
FVC Liters 4.67 489 105 T
FEV1 Liters 3.70 3.10 84 121
FEVA/FVC % 78 64 81
FEF25-75%lfsec 3.65 1.22 34
FEF50% Lfsec 4.52 218 48
FEF75% Lisec 1.65 035 21 8¢
IC Liters
VC Liters 467
PEF Lisec 8.85 8.22 93 4
MWV L/min 138 |
PIF |fsec 1
FEVA/FEVE% 71 o1 +
L.ung Volumes/Plethysmography (BTPS)
Vig Liters
VC Liters 4.67 47
TLC liters 7.03 1
Rv Liters 263
RVITLC % 40 -8t
FRCPL  Liters 3.94
ERV Liters
Ic _ Liters _12J‘2 .
Diffusion _ - Youmd  ©
DLCO mLUmmHg/min  23.5
DL Adj mL/mmHg/min  23.5
DLCONVA  mifmHg/min/L 2.99
VA Liters
BHT Sec
Resistance
Raw Total ¢cmH20/Lisec
Raw Insp cmH20!L/sec
Raw Exp cmHMH20/L/sec
Raw omH20//sec  1.11
Gaw Lisec/emH20 0.947
sRaw cmH20//s/l.  4.38
sGaw LisfemH20/L  0.228
Vig (Raw) Liters
Volume
Comments: 8'|'
sﬁ
4_—#—‘“*74— " Vﬂ___)_g___,__—-———w——*—" — ee——
2,ﬁ
0\illli'i'éli:}:ll
-1 ¥ 1 2 .
Interpretation: 3 Time 4 5 6 7

( )= OUTSIDE 95% GONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



velace Scientific Resources @
@41 Ridgecrest Dr SE v
Albuquerque, NM 87108

Name: DRR, Id: AKP-038
Gender: Male Date: 12/11/13
Age: 67 Race: Caucasian Temp: 17 PBar: 634
Height(in): 72.0 Weight(lb): 195 Physician:
Any Info: Technician: VL
. {BTPS) PRE-RX POST-RX
Sptrometry Ref Pre Pre Post  Post Post 1':(.:9“’
Meas % Ref Meas % Ref % Chg [
VG liters 4.67 475 102 T
FEV1 Liters 3.70 3.6 85 121
FEV1/IFVC % 78 66 85
FEF25-75%L/sec 365 177 48 ]
FEF50% Lfsec 4,52 248 55
FEF75% Lisec 1.65 055 33 81
1C Liters
VG Liters 4.67
PEF Lisec 8.85 934 106 41
MV L/min 138
PIF l/sec 1.48 T \;\F
FEV1/FEVE% 72 O ey
Lung Volumes/Plethysmography (BTPS) o
Vig Liters
VG Liters 467 -4
TLC Liters 7.03
RY Liters 2.63
RVTLC % 40 B
FRCPL Liters 3.94 _
ERV Liters 1
Ic . Liters -12 > 4 6
Diffusion 20 Zoumd

DLCO mLfmmHg/min 23.5
DL Adj mbL/mmHg/min 23,5
DLCOMVA mUYmHg/min/L  3.06

VA Liters
BHT Sec
Resistance

Raw Total ¢mH20/L/sec

Raw Insp cmH20Q//sec
RawExp emH20f/sec

Raw emH20/isec 1.1
Gaw LisecicmH20O 0.947
sRaw emH20/L/s/l.  4.38
sGaw LisfemH20/L 0228
Vig (Raw) Liters

Volume
Comments: 87
6+
4+ e
2 -
U'Il;-o,iféiiiiilié;%
interpretation: _ -

( ) = QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version; IVS-0101-20-58



Name: AKP-038,

Gender. Male

Age: 67 Race:

Height(in): 72.0 Weight(lb): 195
Any Info:

gvelace Scientific Resources
W1 Ridgecrest Dr SE
E% 6uquerque, NM 87108

:fr-
4
R

Spi : (BTPS) PRE-RX

pirometry Ref Pre Pre
Meas % Ref

VG Liters 467 512 110

FEV1 Liters 3.70 3.21 87

FEVAEVC % 78 63 80

FEF25-75%t fsec 3.65 1.38 38

FEF50% Lfsec 4.52 2.23 49

FEF75% Lfsec 1.65 0.38 23

IC Liters

VC Liters 4.67

PEF Lisec 8.85 9.00 102

MvV Lfmin 138

PIF Lisec

FEV1/FEVE% 71

Lung Volumes/Plethysmography

Vig Liters

VG Liters 4.67

TLC Liters 7.03

RV Liters 2.63

RVWTLC % 40

FRCPL Liters 3.94

ERY Liters

IC . Liters

Diffusion

DLCO mbifmmHg/min  23.5
DL Adj mb/mmHgimin - 23.5
DLCONVA mUmHg/minfl. 3.06

VA Liters
BHT Sec
Resistance

Raw Total ecmH20/L/sec

Raw Insp cmH20//sec

Raw Exp cmM20/l.fsec

Raw - omH20/fsec 1.11
Gaw |_fsecfonH2O 0.947
sRaw emH20/Lis/l.  4.38
sGaw LisfemH20/L  0.228
Vig (Raw) Liters

Comments:

Interpretation;

( }Y=Q0UTSIDE 95% CONFIDENCE INTERVAL

Id: AKP-038
Date: 12/18/13
Temp: 20 PBar: 634
Physician:
Technician: CRD
POST-RX Flow
Post Post Post 16+
Meas % Ref % Chy
124
8,,
4_.
C_— S—
(BTPS) 0 C
,4“
8l
'12J2 0 4 6
) %olume
Volume
-
6.,_
4‘“ ______/_!..-——M__"—_—“___ﬁ_u—_ﬁ_—
2,..
0 b ————
- 0 1 3 time 4 8 7

Norm Set: Knudson (1983)

Version: IVS-0101-20-58
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TriCore Fax Nunber

TRIDORE

REFERENCE LABORATAORIES
1001 Woodward PL N.E, Albuquerqus, NM 87102 (505 ) 938-8022

Thu Nov 28 @6:38:57 2013 Page 4 of §

Lovelace S¢  lific Resources Cllent Nbr
Leslie Byatt, w.iin Trials 24664
2441 Ridgecrest Dr SE

Albuquerque, NM87108-5129

PATIENT NAME PATIENT 1D DOB SEX REPORT STATUS PAGE
X, DRR AAGI3116 10/09/1946 M Final 1
PHYSIGIAN COLLECT DATE & TIME REGEINVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 112712013 10:20 11/27/2013 18:44 1172812013 06:11
REQUISITION NO. PT. PHONE NO, PATIENT NO.

30920002 0 AKP038
COMMENTS ;
Result

Test [n Range Cut of Range Units Reference Range  Site Code

Eos, Respiratory None seen NS

Phys, Addr, Phone Not given
End of Report

yes JR2e
L
0% P
X, DRR 11/28/2013 06:11 FAX24864
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~TriCore Fax Number : Thu Dec 65 06:56:03 2013 Page 1 of 2

O Lovelace S: jific Resources Client Nbc
TRICORCE Leslie Byalt, iin Trials 24684

REFERENRDE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E, Albuquerqus, NM 87102 (505 )0a8-sg22  louquerqus, NM 87108-5129

PATIENT NAME PATIENT ID now SEX REPORT STATUS PAGE
DRR, DRR AAGIS588 10/09/1946 M Final
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physician, 12/04/2013 10:18 12/04/2013 20:05 1210512013 06:16
REQUISITION NO. PT. PHONE NO. PATIENT NO.
31033175 H AKP038
COMMENTS :
Result .
Tast In Range Out of Range Units Reference Range  Site Code
Gomp Metabolic Pans}
Sodium 140 mmol/L 134-144
Potassium 4.3 mmaolil. 3.5-5.1
Chloride 106 mmeol/L 28-111
co2 28 mmol/L 20-30
Anion Gap 8 ' 6-14
Glucose 63 mg/dL 60-100
BUN M mg/dL 7-31
Creatinine 1.05 mg/dL 0.62-1.68
creatinine method is IDMS traceable. EstGFR Calculation has been adjusted.
Plaase note new reference range effective 5/23/2013.
eGFR non-African Am >80 ml/min/1.73m2 >80
GFR Commant
Estimated GFR values are not accurate Th acute kidney faijure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver_‘* young, races other than Caucasiah or Afpican American,
pecple with acute ilTnesses, or amputations.
Calcium 9.0 mg/dL 8.4-10.4
Total Protein 7.0 gm/dL 6.1-8,2
Albumin 41 gm/dL 3447
Globulin 2.9 gm/dL 2.4-42
Bilirubln, total 0.9 mg/dL 0.3-1.2
Alk Phos 107 U/ 38-150
AST{SGOT) 32 U/iL 8-58
ALT(SGPT) 53 U/L 14-67
Fasting NO .
Phosphorus 2.3 myfdL 2356
CBC
WBC 7.3 x10E3 4.0-10.6
RBC 483 x10E6 4.64-6.00
Hghb 15.5 gm/dL 14.5-17.7
Het 46 % 42-53
MCV 94 fl. 81-98
MCHC 3441 gm/dL 31.2-35.2
RDW 13.0 % 11.0-14.5
Platelets 268 x10E3 150400
Eos, Respiratory None seen NS
Phys, Addr, Phone NOT GIVEN

End of Report W% /U &5
0 Dot 285

DRR, DRR 12/06/2013 06:16 ' FAX24664
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TriCore Fax Number Thu Dec 12 86:43:75 2013 Page 1 of 2
) Lovelace Sc  fic Resources Client Nbr
TRICOR & Leslie Byatt, Ciin Trials 24684
- 2441 Ridgecrest Dr SE
REFERENCE LABORATORIES Albuguerque, NM 87108-5129

1001 Woodward PL. N.E, Albuquerque, NM 87102 (505 ) 938-8922 ’

PATIENT NAME PATIENT |D Do SEX REPORT STATUS PAGE

PRR, DRR AAGHE323 10/09/1848 M Final 1

PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physiclan, 12/11/2013 13:00 12/11/2013 19:14 12/12/2013 06:13

REQUISITION NO. FT. PHONE NO. PATIENT NO.

31033180 0 AKPO038

COMMENTS :

Result

Test In Range Qut of Range Units Reference Range  Site Code
Eos, Respiratory None seen NS

Phys, Addr, Phone Not given :

End of Report

o’
o P
.“n
YRR, DRR 12/1212013 06:13 FAX24884
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Study Identification CQ—TH‘C? Subject Initials bQK«
Subject Numbar: P DAE Date b J 1‘9425

Concomitant Medication Sheef

List all medications, including over the counter vitamins & supplements, that you currentty take:

Name Of Medication " Indication DosefUnit | Route . Start Date

BEadd] HBP | domglim 0| dmp | eng
Arorisiri) | Chdeerod *iOMT_,Jf_«_j’:;_.__.ﬂ_D_. . .A93 one
A/h,-

Papluctiiv, 1] [hohy_ees | 1dnp Tt 2005 | orig.
_ fuz Wee | 2omfds | o | QoD o0 g

WeP | 26wl | PO | Qold | one
] wyylw& ‘f‘?’“ﬁ% 70 20| On _0?

3 WDMWMIW“]% Y0 Yoo | ONG,

Stop Date

INVESTIGATOR SIGNATURE: /W Wl

jduk 10 onve: )2 fpv- 20 %
CRC SIGNATURE; EJU C"//(a, mo@ﬂﬂc/(u DATE:M/JG

Lovelace Scientific Resources, Inc, 4 of 4 medhx/con med 6/2006
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TriCors Fax Number Thu Dec 19 86:51:20 2013 Page 3 of 3 !
S Lovelace Scii  flc Resources Client Nbr
T R 1 |:: 0OR - Leslle Byatt, G..1 Trials 24684 )
REFERENCE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuguerque, NM 87102 (505 )9ag-gpzz  Abuquerque, NM87103-5120
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
DRR, DRR AAGJ2119 10/09/1946 M Final 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/18/2013 10:156 12/18/2013 18:54 12/19/2013 06:09
REQUISITION NO. PT. PHONE NO. PATIENT NO.
31033198 0 AKP038
COMMENTS !
Result
Tost In Range Out of Range Units Reforence Range  Site Code
Comp Metabolic Panel
; Sodium 142 mmol/L. 134-144
; Potassium 4.2 mmol/L 3.5-5.1
Chloride 107 mmol/L 98-111
Co2 29 mmol/L 20-30
Anion Gap 8 6-14 } 0
Glucese ifed b Tysd 4 *L mpydL 60-100 . =2
verified by repeat znalysis W 20T
: BUN 29 6& mg/dL. 701 19 D
! Creatfinine 0.98 mg/dL 0.62-1.66 ;
Creatinine method is IDMS traceable. EstGFR Calculation has been adjusted
Please note new reference range effective 5/23/2013.
oGFR non-African Am >60 : mbL/minf1.73m2 »60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, Jnpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver¥ young, races other than Caucasian or African american,
people with acute illnesses, or amputations.
Calgium 8.5 mg/dL. 84104
Total Protein 7.2 gm/dL 8.1-8.2
Albumin 4.3 gm/dL 34-4.7
Globulin 2.9 gm/dL 2.4-42
Bilirubin, total 0.8 mg/dL 0.3-1.2
Ak Phos 116 UL 38-180
AST(SGOT) 33 UL 6-58
ALT(SGPT) 51 U/L 14-67
Fasting NG
Phaospharus 3.1 mg/dL 2358
CBC
WBC 7.9 x10E3 4,0-10.6
RBC 4.91 x10EB 4.64-6.00
Hgb 16.0 gm/dL. 14.6-17.7
Hct 48 % 42-53
MCV 94 fL 81-98
MCHC 34.9 gm/dL 31.2-35.2
RDW 12.9 % 11.0-14.6
Platelets 284 x10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone Not given
Callback Accession Comments:
Wa404863
GLY :
12/18/2013 08:10 pm GIVEN TO luchl s NC C511630 . . ;
End of Report . &Q M ' M _ ?
M hat 0 WX du 7 gl o o
nedicotion il T desreaut fosd Glucgat. WAL eoad
; S, ?
, . AUl for exdm |
il wlig wis Aot § |
! 20 (T 5
< { 1 5y ;
%,@9[7’564”&(/@? ) 1% Dec i Sdecd M0 -1
DRR, DRR 12M19/2013 06:09 /@' b 0 2@7 I3 FAX24664
i
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o278/ 13

Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?” [JvEs ]Eﬁ)

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

oVaeall, 3 jeill. mittred s e
W A JQMVJ(\)A/]‘ }vapﬂ%m <

[Type text] /. gv\ _
Subject initials and Date(—m@r lQ/[i&// Iﬁiudy Staff Initials and Date ! 7’( l%( 3



AKP-039



«149 AKPharma PERENNIAL ALLERw(ES
SCREENING/VISIT 1 SOURCE DOCUMENTS

hitials: £AN Site#: . Subject #: AEHIZT

PATIENT DEMOGRAPHICS

Pateof Bt [2 1 D, 1Al (ddhmmmbyyyy)
Gender: [] Male B/Female

If female, Indicate Childbearing Potential

[ ] Childbearing mrgicaﬂy sterilized [ ] Post-Menopausal

Ethnicity: [_| Hispanic Mon Hispanic
Race: [ ] Asian E]élaok %casian [] American Indian

[] Pacific Islander [ 1 Other, Specify

Smoking Status: EP/I\?;G (smoked less than 100 cigarettes in lifetime)

("] Former (previously smoked more than 100 cigarettes in lifetime)

[] Current (smokes now)
If subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

" Version: 02 September 2013 Page 3 of 5

R TA T |



TriCore Fax Number Wed Nov 20 @7:87:25 2013 Page 1 of 2
T E: _ Lovelace 8¢ ific Rescurces Cliant Nbr '
- Leslie Byatt, Lin Trials 24664 |
Rl—:rEESENlr:E LABDDRAERIEE. 2441 Ridgecrest Dr SE
1001 Woodward Pl N.E. Albuquerqus, NM 87102 (505 )e3-8e22  /\puduerque, NM 87108.5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
EAW, EAW AAGH8333 02/13M1962 F Final 1
PHYSICIAN COLLECT DATE 8 TIME RECEIVE DATE & TIME PRINT DATE & TIME
11M8/2013 10:06 11/18/2013 20:28 1172012013 06:02
REQUISITION NO, PT, PHONE NO, PATIENT NG, .
30920942 0 AKF039
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Slte Code
Allerg Panel 18
Allerg,Juniper <0.10 kU/L <0.35
Allerg,Coftonwood <0.10 kU/L <0.36
Allerg,West.Ragweed NCS 0.90 kU/L <0,35
Allerg,Russian This <0,10 VY KU/L <0.35
Allerg,Bermuda Grass <0.10 ™ kU/L <0,35
Allerg Alternaria VS TP H kU/L <0.35
Allerg,Mesquite <010 72 // '3 kU/L <0,36
Allerg,Cockroach <0.10 kU/L <0.35
Allerg,Derm. pter. <0.1 kUL <0.35
The standard classification system uvilizes the following class cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
II1 O 70-3, 49 strongly Positive
IIL 3. 5-17. 49 strongly Pesitive
v 17. 5-52.49  strongly Positive f
v 52. 5-99.99 strongly Positive
VI >100 strongly Positive i

Allerg,Derm. farinae
Allerg,Clad. herh.
Allerg,Firebush
Allerg,Cat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg,Mulberry
Alerg,Helminth

End of Report

EAW, EAW

Results with allergens scori ng in class 1 should be considered weak1¥
positive or equivocal. ¢lass 2 and higher should be considered positive
Although increasing_class ranges (0-vi) are reflective of increasing
concentrations of allergen-specific IgE ..

this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of allergy laboratory results
with clinical histery 15 essential. A negative test may not rule out
clinical allergy.

<0.10 kU/L <0.36
<0.10 kU/L <0.35
<0.10 kUiL <0.35
<0.10 kUL <{).35
<0.10 kL/L <0.35
<0.10 kUL <0.35
<0.10 kUL <0.35
<0.10 kUL <0.36
<0.10 kUYL <{).35
/ /@0" HOL3
11/20/2013 08:09

FAX24664



L~velace Scientific Resources
2 A Ridgecrest Dr SE ,
Albuquerque, NM 87108

Name: EAW, Id; AKP-039

Gender: Female Date: 12/03/13
Age: 51 Race: Black Temp: 19 PBar: 625
Height(in): 66.0 Weight(lb): 281 Physician:
Any Info: Technician: VL
) (BTPS) PRE-RX POST-RX A
Spirometry Ref Pre Pre Post Post Post Fa‘_)_w
Meas % Ref Meas % Ref % Chyg
FVC Liters 3.40 202 59 +
FEV1 Liters 2.79 192 69 6!
FEVFVC % as 95 114
FEF25-75%L/sec 3.06 373 122
FEF50% Lfsec 3.73 553 148
FEF75% Lisec 1.45 208 144 41
IC Liters
VG Liters 3.40
PEF ifsec 6.20 689 111 24
MY Limin 99
PIF Lisec 242
FEVA/FEV6% ol 1w
Lung Vqumes/PIethysmography (BTPS) {
Vig Liters
VC Liters 3.40 -2
TLC liters 537 1
RV Liters 1.92
RVITLC % 35 -4+
FRCPL Liters 2.01
ERV Liters
Liters .5.‘.| o 9 3
Diffusion - Volum?

DLCO mL/mmHg/min  30.4
DL Adj mi/mmHg/min 30.4
M.CONVA mL/mHg/min/l. 3.33

VA Liters
BHT Sec
Resistance

Raw Total ¢mH20/L/sec

Raw Insp c¢mH2O0/L/sec
RawExp cmH20/L/sec

Raw oemH2Q/Lisec  1.99
Gaw LiseciemH20 0.481
sRaw cmH20/M /sl 3.99
sGaw LisfemH20/L  0.251
Vig (Raw) Liters

Volume
Comments: 8T
Gfﬁ
4;,
2+ ﬁ
o}:&%iiéaéaiaaa:ia
Interpretation: i Time 5 6 7

( ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



zvelace Scientific Resources
%@1 Ridgecrest Dr SE

&

buquergue, NM 87108

Name:; AKP-039, ld: AKP-039
Gender: Female Date: 12/10/13
Age: 51 Race: Temp: 16 PBar, 637
Height(in): 66.0 Weight(lb): 281 Physician:
Any Info: Technician: CRD
. (BTPS} PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Paost Post Fé?
_ Meas % Ref Meas % Ref % Chg
FVC Liters 3.40 240 71 T
FEV1 Liters 2,79 212 78 6l
FEV1/FVC % 83 88 106 1
FEF25-75%Lfsec 3.06 3.1 102 1
FEF50% Lfsec 3.73 ** 579 185
FEF75% Lfsec 1.45 126 87 47
iIC Liters 1
vC Liters 3.40 \
PEF Lisec 6.20 6.76 109 2+
MVV I/fmin 99
PIF Lfsec 2.76
FEVH/FEVE% 89 0 —
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 3.40 21
TLC Liters 5,37
RV Liters 1.92
RVITLC % 35 -4+
FRCPL Liters 2.04%
ERV Liters
Ic, , Liters -5 1 )
Diffusion - 0 Voumd
DLCO mi/mmHg/min 304
DL Adj mi/mmHg/min 30.4
DLCONVA  mL/mHg/min/L 3.40
VA Liters
BHT Sec
Resistance
Raw Total cmH20/Lisec
Raw Insp  cmH20/Lisec
RawExp omH20/L/sec
Raw emH20//sec  1.99
Gaw LfsecicmH2C 0.481
sRaw emH20//s/L 3.89
sGaw LfsfemH20/  0.251%
Vig (Raw) Liters ,
’ Volume
Comments; 81
6 -+
4 |
2l S
0\."%'!!11!?%!!!
. -1 0 1 3.
Interpretation: Time 6 7

Version: IVS8-0101-20-5B

( )= QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983)



Lovelace scientitic kesources
2441 Ridgecrest Dr SE
Albuquerque, NM 87108

Name: EAW, Id: AKP-039
Gender: Female Date: 12/17/13
Age: 51 Race: Black Temp: 18 PBar: 638
Height{in): 66.0 Weight(lb): 281 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX low
Spirometry Ref Pre Pre Post Post Post Fa__
Meas % Ref Meas % Ref % Chg
FVC Liters 3.40 2.34 69
FEV1 Liters 279 211 78 6l
FEV1/FVC % 83 90 109
FEF25-75%l fsec 3.06 2,94 96
FEFS0% Lfsec 3.73 4.68 125
FEF75% Lfsec 145 129 90 41
IC Liters
VG Liters 3.40
PEF L/sec 6.20 7.06 114 271
MV Lfmin 818
PIF Lisec 2.63
FEV1/FEVE% 93 0
Lung Volumes/Plethysmography (BTPS)
Vig Liters
Ve Liters 3.40 27
TLC Liters 5.37
RV Liters 1.92
RVITLC % 35 -4 1
FRCPL Liters 2.01
ERV Liters
Ic . Liters g1 ) 3
Diffusion 0 Yolumé
DLCO mL/mmHg/min 30.4
DLAd  mUmmHg/min 30.4
DLCONVA  mlimHg/min/L 3.40
VA Liters
BHT Sac
Resistance
Raw Total cmH20/Usec
Raw Insp cmH20/Lsec
Raw Exp cmH2O/Usec
Raw cmH20/Usec  1.99
Gaw LfseciemH20 0,481
sRaw cmH20/Us/l. 3.99
sGaw LisfemH20/L 0.251
Vig (Raw) liters
Volume
Comments: 8T
6__
41
2| /Jf
0 P
. -1 g 1 2 .4 5 6 7
Interpretation: Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudseon (1983) Version: IVS-0101-20-5B



Lavelace Scientific Resources
£# 1 Ridgecrest Dr SE @
Arpuguerque, NM 87108

Name: AKP-039, Id: AKP-039
Gender: Female Date: 12/23/13
Age: 51 Race: Temp: 18 PBar; 637
Height(in): 66.0 Weight(lb); 281 Physician:
Any Info: Technician: CRD
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post Post Post g
Meas % Ref Meas % Ref % Chg
FVC Liters 3.40 2.36 69
FEV1 Liters 279 203 73 6
FEVAIFVG % 83 86 103 I
FEF25-75%L/sec 3.06 243 79 1
FEF50% Lisec 373 3.88 104
FEF75% Lisec 1.45 0.87 &0 47
IC Liters
VC Liters 3.40 3\
PEF Lisec 6.20 692 112 21
MV Lfmin 99
PIF Lisec 2.18 \\
FEVA/FEVE% 86 0 oy
Lung Volumes/Plethysmography (BTPS)
Vig Liters
VG Liters 3.40 21
TLC Liters 5.37 1
RV Liters 1.92
RVITLC % 35 41
FRCPL  Liters 2.01
ERV Liters
IC , Liters 5Ll
Diffusion 10 Loumd B

DLCO mbL/mmHg/min 30.4
DL Adj mLfmmHg/min - 30.4
BLCONVA  mL/mHg/min/l. 3.40

VA Liters
BHT Sec
Resistance

Raw Total cmH20/Lfsec

Raw lnsp cmH20il.fsec

Raw Exp cmH20//zec

Raw cmH20/Uisec  1.89
Gaw LiseciemH20  0.481
sRaw cmH20/L/s/l. 3,89
sGaw LfslcmH20/L 0.251
Vig (Raw) Liters

Comments: 8 T

Interpretation; 2 Time

" )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IV5-0101-20-58
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TriCore Fax Number

Wed Dec ©4 06:22:38 2013 Page Z of 2

Lovelace §

‘ ~ itific Resources Client Nbr
TRIDDOR & Leslie Byatt, ulin Trials 24684
R L 2441 Ridgecrest Dr SE
SPERENGE LABDRATORIES Albugquerque, NMB7108-5129
1001 Woodward Pl. N.E. Albuguerque, NM 87102 (505 ) 938-8022
PATIENT NAME PATIENT ID DoR SEX REPORT STATUS PAGE
X, EAW AAGI4838 02/13/1962 F Final 1
PHYSIGIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 12/03/2013 14:30 12/03/2013 19:55 12/04/2013 06:08
REQUISITION NO, PT. PHONE NO. PATIENT NO,
30920933 0 AKP039
COMMENTS !
Result
Test In Range Out of Range Units Referonce Range  Site Code
Comp Metabolic Panel

Sodium 142 mmol/L 134-144

Potassium 4.0 mmol/l. 3.5-6.1

Chioride 108 mmaol/L. 98-111

co2 27 mmeol/l. 20-30

Anion Gap 7 6-14

Glucose 29 mg/dL 60-100

BUN 13 mg/dL 7-3

Creatinine 0.73 mg/dL. 0.50-1.40

Creatinine method is IDMS traceable. EstGFR calculation has been adjusted

Please note new reference range effective 5/23/2013.

eGFR non-African Am

>80

mbL/min/1.73m2 >80
GFR Comment
Estimated GFR values are not accurate ‘in acute kidney failure, inpatients
on IV fluids, obese (BMI»>34) or underweight (BMI<20) people,
the very old or ver'\( youhg, races other than Caucasian or African American,
people with acute illnessas, or amputations.
Calcium 9.1 mg/dL 8.4-10.4
Total Protein 7.3 gm/dL 8.1-8.2
Alumin AT gm/dL 3.4-4.7
Globulin as gm/idL 2442
Bilirubin, total G.3 mg/dL 0.31.2
Alk Phos 100 UiL 39-150
AST(SGOT) 18 Ui 6-58
ALT(SGPT) 29 ' UL 14-67
Fasting NO
Phosphorus 43 mg/dL 2366
CBC
WBC 8.6 x10E3 4.0-10.5
RBC 4.47 x10E8 4.00-6.36
Hgb 11.8 L om/dL 1204160 Afl% Mq
Het 39 % 36-48
MCV 86 L 81-98
MCHG 30.6 L gm/dL 312352 MOE
RDW 15.3 H % 11.0-14.5 O‘;
Platelets 310 x10E3 150-400
Eos, Respiratory Few v NS
Phys, Addr, Phone NOT GIVEN / P b@b (3
End of Report
101%
/ 5 4
X, EAW 12/04/2013 06:08 FAX24684
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TriCore Fax Number Wed Dec 11 108:02:23 2013 Page 1 of 2
T E: } Lovelace Sci  fic Resources Client Nbr
. Leslie Byatt, Cuh Trials 24664
RE:F'EEE:NIEE LABEEAE RIEE-E ﬁﬂ ﬂgﬂgmﬁﬁff 08-5129

1001 Woodward PI, N.E, Albuquerque, NM 87102 (505 ) 938-8822 q '

PATIENT NAME PATIENT D DOB SEX REPORT STATUS PAGE

EAW, EAW AAGCHS8333 02M13M1962 F Final 1

PHYSICIAN COLLEGT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME

Unlisted Physiclan, 12/10/2013 14;12 12/10/2013 20:09 1211172013 09:17

REQUISITION NO, PT. PHONE NO. PATIENT NO.

31033179 0 AKPO39

COMMENTS :

Result

Tost In Renge Out of Range Units Reference Range  Site Code
Eos, Respiratory ' Rare * NS
Phys, Addr, Phone NOT INDICATED

End of Report (%

p /W% i Dot %
p "% T4
EAW, EAW 12/11/2013 09:17 FAX24664
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TriCore Fax Number Wed Bec 18 @7:15:21 2813 Page 1 of 2
T B . Lovelace Scie  ; Resources Client Nbr
: Leslie Byatt, Cui( {rials 24864
R I OR .. 2441 Ridgecrest Dr SE
REFERENCE LABORATORIES Albuguerque, NM 87108-5129
1001 Woodward Pl N.E. Albugquerque, NM 87102 (505 ) 938-8922 ! :
PATIENT NAME PATIENT D Do8 SEX REPQRT STATUS PAGE i
EAW, EAW AAGHS333 021311962 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/17/2013 13:30 121712013 19:17 12812013 07:01
REQUISITION NO, PT. PHONE NO, PATIENT NO.
31033199 0 AKP039
COMMENTS :
Result
Tast In Range Cut of Range Units Reference Range  Site Code
Eos, Respiratory Nohe seen NS
Phys, Addr, Phone Not given
End of Report
| Im:‘w 29\ ?
|
EAW, EAW 12/18/2013 07:01 FAX24664
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TriCore Fax Number

Tue Dec 24 06:34:41 2013 Page 1 of 3

EAW, EAW

1212412013 06:03

3 Lovelace St fic Resources Cllent Nbr
TRICORE Leslie Byatt, Lun Trials 24864
REFERENCE LABDODRATORIES 2441 Ridgecrest Dr SE
1001 Woodward Pl. N.E. Albuquergue, NM 87102 (505 )o3s-goze  Ybuduerque, NM 871086129
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
EAW, EAW AAGHS333 02/13/1962 F Final 1
PHYSICIAN COLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12/23/2013 11:30 12/23/2013 18:38 12/24/2013 06:03
REQUISITION NO. PT, PHONE NQ. PATIENT NO.
31033188 ¢ AKP039
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 142 mmol/L. 134-144
Potassium 4.3 mmol/lL 3.5-5.1
Chioride 107 mmol/L. 98-111
co2 28 mmol/L 20-30
Anion Gap 9 6-14
Glucose a4 mg/dL. 60-100
BUN 13 mg/dL 7-31
Creatinine 0,83 mg/dL 0.50-1.40
Creatinine method 1s IOMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am >60 mL/minf1.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney fai 'I ure, inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or very young races other than Caucasian or African American,
people with acute 1‘1/1 nesses, or amputations.
Calcium 9.7 mg/dL 8.4-10.4
Total Protein 7.6 gm/dL 8.1-8.2
Albumin as gm/dL 3.4-47
Globulin a8 gmydL. 2.4-42
Bllirubin, total 0.2 L mgfdL. 0312 4% WBP?/‘-
Alk Phos 101 WL 38-150
AST(SGOT) 16 U/L 6-58
ALT(SGFT) 30 u/iL 14-67
Fasting Not given
Phosphorus 3.2 mg/dL. 2.3-6.6
CBC
WBC 5.6 x10E3 4.0-10.6
RBC 4,62 X10EB 4.00-5.38
Hgb 124 gm/dL 12.0-16.0
Het 39 % 36-48
MCV 85 ﬂ;dL 81-98
MCHC s gm 31.2-35.2
RDW 14.6 H % 10145 A/CE W(
Platelets 315 x10E3 150-400
Eos, Respiratory Rars * NS L M
Phys, Addr, Phone Not given /U
End of Report % I
‘:(” 2011
2 o

FAX24684
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AKP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" 1Z[YES [Ino

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

77/11\5 Nas e Wash dm) C{GC‘YC’CLS& tn~f S\IMD*}"oms O‘P‘
(Wnny viese | +Cl/)«/ nese and Candestrom, I would
Su.th.{/(:’S*“ i d Pﬁe\rwﬁﬁ bm’—He A cinf f:t DuwmD Spren/

ho [e Loy ease o wse, / ' tr

My neasel pussages Weve c:'r;/ most of dhe (‘IcL\// cfter

vvl\!f morm‘nj us e,

[Type text]

Subject initials and Date L’i']q'w [9\;[9“3 ‘/M@Study Staff Initials and Date g/mr\ | Q/:}:% ) { 5




AKP-040



— .o
«:49 AKPharma PERENNIAL ALLERIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: W(/ Site#: " Subject # _jﬂ/_(ﬁ_b"*ﬁ 0

PATIENT DEMOGRAPHICS

Date of Birth: ﬂ’]’ / N W / Jﬁff/ / (dd/mmmtyyyy)

Gender: [j Male [ TFemale

If female, Indicate Childbearing Potential

[] Childoearing | Surgically sterilized [ ] Post-Menopausal

Ethnicity: IJHispanic [] Non Hispanic
Race: [ | Asian [ ] Black @/éaucasian [ ] American Indian

[_ ] Pacific Islander [ Other, Specify

Smoking Status: Q/Nile (smoked less than 100 cigarettes in lifetime)
[_] Former (previously smoked more than 100 cigarettes in lifetime)

[] Current (smokes now)
I subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

" Version: 02 September 2013 Page 3 of 5

Caraaninn/i]




TriCore Fax Nugber ;

TriCore Reference Laboratcries
1001 Woodward Pl NE
Albuquerque, NM 87102
(505)938-8922

Patient Name:
Medical Record:
DOB:11/14/1981
Account Nunber:
Attending MD:

Fri Nov 22 15:29:17 2013 Page 2 of 3

AMC, AMC

AAGH9651

Age:32Y Sex:M
30920961

Unlisted Physician

Patient ID:AKP0OAD

Patient Phone:(

W3426315 COLL: 11/20/2013 11:49 REC:

11/20/2013 20:13 PHYS:

Unlisted Physician

Reg# : 30920961

Allerg,Panel 18 Kﬁéaﬂizg
Allerg,Juniper H [<0.35] kU/L Néj ///:Z.z/g
Allerg,Cottonwood H [<0.35] kU/L 05 (/ /
Allerg,West.Ragweed H [<0.35] ru/1, MV H{Aa/c3
Allerg,Russian This H [<0.35] xU/1, IV ”{7‘3'/’
Allerg,Bermuda Grass H [<0.35] kU/L, /" ,’,;.,2.;;
Allerg,Alternaria % [<0.35] KU/ L /V fﬂﬁ?;‘;ﬂ’
Allerg,Mesquite H [<0.35] xu/n NESQ w/az /i3
Allerg,Cockroach (R B [<0.35] xu/L NE3 14/ 35413
Allerg,Derm. pter. <0.,10 [<0.35] ku/L,

The standard classification system utilizes the following

class cutoffs.

Class kU/L Interpretation

Q <(.35 Negative for Allergen
I 0.35-0.69 Positive for Allergen
II 0.70-3.49 Strongly Positive

ITT 3.5-17.49 Strongly Positive

v 17.5-52.49 Strongly Positive

v 52,5-89,¢29 Strongly Positive

VI >100 Strongly Positive

Results with allergens scoring in Class 1 should be
considered weakly positive or equivocal., Class 2 and

higher should be considered positive,
increasing class ranges (0-VI)

Although
are reflective of

increasing concentrations of allergen-—specific IgE,
this may not correlate with the degree of climnical
response when challenged with the specific allergen.
The correlation of allergy laboratory results with
clinical history is essential. A negative Lest may not

rule out clinical allergy.

Allerg,Derm. farinae 0.10 [<0.35] kU/L
Allerg,Clad. herb. <0.10 [<0.35] kU/T.
CONTINUED

Printed: 11/22/2013 15:28

INTERIM REPORT

Patient Name:
Medical Record #:
Location:

AMC, AMC
AAGHI65]

CORE Page: 1

A3
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TriCore Fax Number

Fri Nov 22 15:29:17 2013 Page 3 of 3
i

TriCore Reference Laboratories Patient Name: AMC , AMC
1001 Woodward Pl NE Medical Record: AAGHS651
Albuguerque, NM 87102 DCB:11/14/1981 Age:32Y Sex:iM
(505)938~-8922 Account Number: 30920961

Attending MD:

Unlisted Physician

Patient ID:AKPQ40
Patient Phone: 0

W3426315 COLL: 11/20/2013 11:49 REC: 11/20/2013 20:13 PHYS: Unlisted Physician
Reg# : 30920961

Allerg,Panel 18 (CONTINUED} 3 / /
Allerg,Firebush H [<0.35] ku/1L, NES I//M/%
Allerg,Cat Dander EpfHi 3 [<0.35] KU/ 450 7y
Allerg,Dog Dander ; £ [<0.35] kU/L/V @Sﬂ///ﬂ
Allerg,Bluegrass H 21.80 [<0.35] XU/L J\} ”‘w,
Allerg, Pigweed H 31.50, [<0.35] XU/L, /\-@ f
Allerg,Mulberry H 4,30 [<0.35] xusn MES
Allerg,Helminth 0.30 [<0.35] kU/L

W3426316 COLL: 11/20/2013 11:49 REC: 11/20/2013 20:13 PHYS: Unlisted Physician
Reg# : 30920961

Phys, Addr, Phone NO PHYSICIAN GIVEN

22 %w /3

END OF REPORT
Printed: 11/22/2013 15:28 Patient Name: AMC,AMC
Medical Record #: AAGH9651

INTERIM REPORT Location: CORE Page:

2



L ~velace Scientific Resources
4 M Ridgecrest Dr SE ;
Albuquerque, NM 87108

Name: AMC, Id: AKP-040

Gender: Male Date; 12/11/13
Age: 32 Race: Caucasian Temp: 17 PBar: 634
Height(in); 72.0 Weight(lb): 308 Physician;
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX I
Spirometry Ref Pre Pre Post  Post Post 1F6(_)_w
Meas % Ref Meas % Ref % Chg
FVC Liters 5.71 706 124 +
FEVA Liters 4.72 580 123 121
FEVAFVC % 83 82 99
FEF25-75%L/sec 4.92 838 130
FEF50% Lisec 5.81 *9.24 * 159
FEF75% Lisec 2.45 288 117 81
IC Liters
A9 Liters 5.7
PEF Lisec 1007 1010 100 4}
MVV Lfmin 182
PiF Lisec 3.89 T
FEVA/FEVE% 83 ob——1 s
Lung Volumes/Plethysmography (BTPS) |
Vig Liters
VG Liters 5.71 4
TLC Liters 7.56
RV Liters 2.03
RWITLC % 28 81
FRCPL  Liters 3.13 1
ERV Liters
Ic . Liters _12J_ 0 A
Diffusion 2 Youme & 8

DLCO mL/mmHg/min 38.9
L Adj mL/mmHg/min  38.9
DLCONVA mb/mHg/min/L 3.77

VA Liters
BHT Sec
Resistance

Raw Total cmH20//sec

Raw Insp ocmH20/L/sec
RawExp emH2Q/M/sec

Raw emH20/Lisec  1.48
Gaw LiseclomH20 0.752
sRaw cmH20/LfsIl.  4.65
sGaw LisfemH20/. 0.215
Vtg (Raw)} Liters

Volume
8T

Comments:

3
Interpretation: 2 Time

( )=0UTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson {1983) Version: IV8-0101-20-58



Qe!ace Scientific Resources
1 Ridgecrest Dr SE .
Albuquergue, NM 87108

Name: AKP-040, - ld: AKP-040

Gender: Male Date; 12/18/13
Age: 32 Race: - Temp: 20 PBar: 634
Height(in): 71.5 ~ Weight(lb): 308 Physician:
Any Info: ‘ Technician: CRD
. (BTPS) PRE-RX POST-RX ,
Splrometry Ref Pre Pre Past  Post Post 1'22w
Meas % Ref Meas % Ref % Chg

FVC Liters 563 7.28 129 +

FEVt Liters 485 595 128 121

FEVI/FVC % 83 82 98

FEF25-75%Lisec 4.85 620 128

FEF50% llsec - 5.74 814 142

FEF75% Lisec 2.42 235 97 8+

IC Liters .

VG Liters 5.63

PEF Lsec 9.95 15,04 151 4-

MVV Lmin 181

PIF Usec 6. 92

FEVA/FEV6% 0

Lung Volumes/Plethysmography (BTPS)

Vig' Liters )

VG . Liters 5.63 41

TLC Liters _ 7.44 1

RV . Liters 2,00

RVITLC % - 28 -8

FRCPL Liters 3.05

ERV - - Liters

Liters .12.é 0
Diffusion - Youmd O

DLCO mL/mmHg/min  38.7
DL Adj mU/mmHg/min  38.7
DLCONA mbL/mHg/minil 3.77

VA Liters
BHT Sec
Resistance

Raw Total emH20//sec

Raw Insp  cmH20/L/sec

Raw Exp cmH20/Lisec

Raw cmH20//sec  1.54
Gaw Lsec/lemH20 0,732
sRaw emH20/L/s/L 459
sGaw LsfemH20/. 0.213
Vig (Raw} Liters

Comments: 8

.

Interpretation: 2 "~ Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-58



Lovelace Scientific Resources
P11 Ridgecrest Dr SE

Albuquergue, NM 87108

Name: AMC, Id: AKP-040
Gender: Male Date: 12/26/13
Age: 32 Race: Hispanic Temp: 17 PBar: 637
Height(in): 72.0 Weight(lb): 308 Physician:
Any Info: : Technician: VL
. (BTPS) PRE-RX POST-RX Flow
Spirometry Ref Pre  Pre Post Post Post  4g.
] Meas % Ref Meas % Ref % Chg
FVC Liters 571 764 134
FEV1 Liters 4,72 622 132 121
FEVA/FVC % 83 81 98
FEF25-75%L/sec 4,92 661 134
FEFS0% Lisec 5.81 **8.96 ** 154 \
FEF75% Lisec 245 257 105 87
IC Liters
VG Liters 5.71
PEF L/sec 10.07 **15.11 ** 150 4
MV L/min 182
PIF L/sec 2.09
FEV1/FEVE% 83 0 e
Lung Volumes/Plethysmography (BTPS) R
Vig Liters
Ve Litors 5.71 41
TLC Liters 7.56
RV Liters 2.03
RVIMM.C % 28 -8
FRCPL  Liters 3.13
ERV Liters
Ic , Liters _12-:-2 4 5
Diffusion _ - Lolumd
DLCO mU/mmHg/min 38,9
DL Adj ml/mmHg/min 38,9
DLCONMA  mbUmHg/min/L  3.79
VA Liters
BHT Sec
Resistance
Raw Total emH20/L/sec
Rawinsp omH20/L/sec
Raw Exp  omH20/Lisec
Raw o220/ fsee  1.48
Gaw LisecfemH20 0.752
sRaw emH20/Us/l.  4.65
sGaw LfsfemH20/. 0.215
Vig (Raw) Liters
Volume
Comments: 81 — o ——
4 /_,-.FH
6__
4 1
2 _
0+ttt
-1 Q
Interpretation: 1 3 Time 4 § & 7 8

{ }=OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983)

Version: IV3-0101-20-58



11 Ridgecrest Dr SE

‘ Name:'AMC. '

; i ovelace Scientific Resources

uquerque, NM 87108

! | Id: AKP-040
Gender: Male Date: 01/02/14
Age: 32 . Race; Temp: 18 PBar: 637
Height(in): 71.5 Weight{ib): 308 Physician:
Any Info: L Technician: CRD
; (BTPS) PRE-RX POST-RX Fi
Sp rometry - Ref Pre - Pre Pest  Post Post 162\‘\!
_ _ : Meas % Ref Meas % Ref % Chg
Ve - Liters - 563 7.00 124
FEV1 Liters 4.65 570 122 121
FEVI/FVC % - 83 82 98
FEF25-75%L{sec 4,86 " B74 118
FEF50% Lfsec - 5.74 733 128
FEF75% Lisec 242 "2.56 106 87
IC .- -Liters
VC ! Liters 563
PEF Lisec 995 ©13.47 135 44
MW " Lfmin 181
PIF lLisec 485
FEV1/FEVE% 0
Lung Volumes/Plethysmography (BTPS)
Vig " Liters
VC . . Liters 5.63 4
TLC  Liters ‘ T7.44
RV - Liters " . .2.00
CRVITLC - % .28 8
FRCPL - Liters ©3.05
ERV Liters | )
© . Liters A2t
Dsffusmn 20 Zoumd 8 B
DLCO -ml/mmHg/min 387
DLAdj . ml/mmHg/min  38.7
DLCONVA  mi/mHg/mindL. 379
VA . Liters ’
BHT Sec.
Resistance
Raw Total cmH20/Lisec
Raw Insp . cmMH20//sec
Raw Exp . emH20//sec
Raw . emH20ffset  1.54
Gaw LiseciemH20 0.732
sRaw emH20/Ls/L 4,69
sGaw LisfemH20MA. 0,213
Vig (Raw) Liters
Volume
Comments: 8-
_____ [
61 "
}’;Eélllli}lé{_’:IH
Interpretation: Time 8

( ) =OUTSIDE 95% CONFIDENCE INTERVAL

Norm Set: Knudson (1983)

Version: IVS-0101-20-5B
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TriCore

PATIENT NAME
AMC, AMC

PHYSICIAN

Unlisted Physician,
REQUISITION NC. PT. PHONE NO,

31033170 0
COMMENTS :

Tost

Comp Metabolic Panel
Sodium

Potassium
Chloride
co2

- Anion Gap
Glucose

BUN
Creatinine

eGFR non-African Am
GFR Comment

Calcium

Total Protain

Albumin

Globulin

Bilirubin, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBCG

RBC

Hgb

Hot

MCV

MCHC

RDW

Platelets
Eos, Respiratory
Phys, Addr, Phone

End of Report

ANC, AMC

Fax Number

. (0
TRICORE
REFERENCE LABORATORIES
1001 Woodward Pl. N.E. Albuquerque, NM

Thu Dec 12 06:43:25 2013 Page 2 of 2 ‘
Lovelace 8.  (ific Resourcos Client Nbr ‘
Leslle Byatt, w.iin Trials 24664 :
2441 Ridgecrest Dr SE :
87102 (505 ) 038-6022 Albuquerque, NM87108-5129
PATIENT ID DOB SEX REPORT STATUS PAGE
AAGH9651 11141981 M Final 1
GOLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
12/11/2013 11:30 12111/2013 19:31 12/12/2013 08:13
PATIENT NO.
AKP040
Result i
In Range Out of Range Units Reforonce Range  Site Gode '
138 ramol/l. 134-144 i
4.2 mmol/L 3.5-6.1 :
106 mmol/L 98-111 :
23 mmol/L 20-30
? 10 fal, -1 M '
H m 60-100 :
Impaired fasting glucose (IFG) is defined as_a fasti n9 lucose level of JJ&S :
100-126 mg/dl, (ADA Guidelines piabetes Care 26: (3160-31%7}2003) /Z‘ M //? i
7 mg/dL 7-31
0.92 mg/dL 0.62-1.66 :

Creatinine method 1s IDMS traceable. EStGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.

>80 m/minM.73m2 >80

Estimated GFR values are not accurate in acute kidney failure, inpatients

on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver'¥ young, races other than Caucasian or African Awerican,
people with acute i11nesses, or amputations.
8.9 mg/dL 8.4-10.4
7.0 gm/dL. 6.1-8.2
3.8 gmidi. 3.4-4.7
3.2 gm/dL 24-42
0.4 mg/dL. 0.3-1.2
79 UL 38-150
28 UL 6-58
o 80 H L 1467 /LS @,\
2.9 mo/dL 2356 2 D“’ s
4.9 x10E3 4.0-106 :
5.82 X10E6 4,64-5.00 A
17.0 gm/idL 14.5-17.7 .
50 % 42-53 ;
86 fl. 81-98 .
34.1 gmidL 31.2-35.2 '
12,6 % 11.0-14.5
194 x10E3 150-400 :
None seen NS :
Not given i
1211212013 06:13 FAX24664 :
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TriCore Fax Number Thu-Dec 19 06:51:20 2013 Page Z of 3
T B ; Lovelace Sc’ ‘iflc Resources Cllent Nbr
2 Leslie Byatf, .n Trials 24684
REF:—:lz:-.NlnE LABDDRA'E m; 2441 Rldge';reat Dr SE
1001 Woodward Pl N.E. Albuquerque, NM 87102 (505 )938-8922  ‘Mpuauerque, NM87108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
AMC, AMC AAGH9651 111411981 M Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physiclan, 12M8/2013 11:10 12/18/2013 18:49 12/1912013 06:09
REQUISITION NO. PT. PHONE NO, PATIENT NO,
31033200 0 AKP040
COMMENTS :
Resuif
Tost In Range Out of Range _ Units. Raferenco Range  Site Code
Eos, Respiratory None seen NS
Phys, Addr, Phone Unknown
End of Report
g
AMC, AMC 12/19/2013 06:09 FAX24684
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TriCore Fax Number

PATIENT NAME
AMC, AMC

PHYSICIAN

- Unlisted Physician,

REQUISITION No, PT. PHONE NO.
31033201 0

- COMMENTS :

Test

Eos, Respiratory
Phys, Addr, Phone

End of Report

AMC, AMC

TRIDOR =
. REFERENGCE LABORATORIES
1001 Woodward PL. N.E. Albuquergque, NM 87102 (505 ) 938-8022

Fri Dec 27 96:14:04 2013 Page 1 of 1

Lovelace Scie "o Resources CHent Nbr
Leslie Byatt,«  'Trials 24664
2441 Ridgecrest Dr SE
Albuquerque, NM 87108-5129
PATIENT ID} ooB SEX REPORT STATUS PAGE
AAGH9651 11/14/1981 M Final 1
COLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
12/26/2013 11:09 12/26/2013 18:42 1212712013 06:03
PATIENT NO.
AKP040
Result
In Range Qut of Range Units Refeyence Range  Site Code
None seen - NS
NOT INDICATED
" W
o 20! Y
7 o
1212712013 06:03 FAX24664
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET {RHINITIS DIARY}

CIRCLE APPROXIMIATE RESPONSE EVERY 12 HOURS

[ pay | 14 | 15 16 17 18 19 20 21 2
AM P oufisidzr)i3| (2fe8s | (F2Y 3| r/mo03 | T3y3 | Yoy/tY | 240 s m\%w\ﬁw
Runny Nose AHNw 0@D23(01@3[0D23|@123|0@23|0F23/@123[0123
mwmwzam Q,/Hmw o@?2 301 2 3 o@ww C>t 23@1 Z23|@»123|0@23|0123
m“”mwmﬁ% oduw o@ww@HNw@.pmw@HNw@hmw@HNw@pmw c123
mhwmwsm obﬂuw@;pNw@pww@pww@\wmw@pwwn@pmw@pmw 0123
@mmwxgam <mm/ NO | YES @O |YEs QO |YEs QO | YEs QO |YES QO <mmnx.z.wv YES @Q YES NO
Y/N :
Throat Clearing | YES /ﬁo (D no (VES/NO ((VEY NO |&&8 NO |(VES) NO |@BY NO [YEY NO | VES NO
<\zc>< PM 14 15 16 17 18 19 20 21 22
RunnyNose  ({0y1 2 302 3|(@123(D123{0B®w23 013 0(H23{0123/0123
mwm<w20mm @123 0@23|@123@123|@123123B123/0123[0123
mwmmwmna: 1230231 23|@123 @123 ®123@123|0123/0123
mhme%m .J_,,pmw@pmw®pNw@pnw@pww@pmw 0.123[{0123[0123
mM_OnM Hoarse | YES (NO.| VES @O | VES QW) Yes (MO | YES WF [YFs (VO | YES @3 | YES NO | YES NO
Mmmoﬂnmm%m ¥Es o [GEs) No @) WO |GEs/ o & o @ES) No | ¥ )NO | YES NO | YES NO

SCALEOto 3

0= No symptoms {no symptoms detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Maderate symptoms {awareness of symptoms, bothersome but tolerable)
3=Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

s

Y=Yes N=No

SUBJECT NUMBER: \Q\N\_U_OANQUb,._.mOO_/\:u_.m._.mU” \\N\\.w \\ F\\

SUBJECT INITIALS AND DATE: £ . .

T

\\\u\w\_



TriCore

Fax Number

TRICOR =

REFERENCE LABORATORIES

1001 Woodward PI. N.E. Albuquerque, NM 87102 (505 ) 938-8822

PATIENT NAME
AMC, AMC
PHYSIGIAN

Unlisted Physician,
REQUISITION NO,

COMMENTS :

Test

Comp Metabolic Panel
Sodium

Potassium
Chloride
co2
Anion Gap
Glucose
BUN
Creatinine

eGFR non-African Am

GFR Comment

Caicium

Total Protein

Albumin

Globulin

Bllirubln, total

Alk Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBC

RBC

Hgb

Het

MCV

MCHC

RDW

Platelets
Eos, Respiratory
Phys, Addr, Phone

End of Report

AMC, AMC

PT. PHONE NO,
30920925 0

Fri Jan 03 06:29:39 2814 Page 1 of 1
Lovelace Scie.  » Resources Client Nbr
Leslie Byatt, Cini Trials 24654
2441 Ridgecrest Dr SE
Albuquerque, NM 87108-5129
PATIENT |D nos SEX REPORT STATUS PAGE
AAGH9651 11141981 M Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
01/02/2014 10:00 01/02/2014 19:08 01/03/2014 06:02
PATIENT NO,
AKP040
Result
In Range Qut of Range Units Reference Range  Site Code
140 mmol/L 134-144
4.0 mmol/l. 3.6-6.1
107 mmal/L 98-111
24 mmel/L 20-30
9 6-14 :
149 H mg/dL s0-100 A4S /4
9 mg/dL 7-31
0.9 mg/dL 0.62-1.66

Creatinine method 1s IDMS traceable, EstGRR calewlation has been adjusted.
Please note hew refearence range effective 5/23/2013.

>80

mL/minf1.73m2

>60

Estimated GFR values are not accurate Tn acute kidney faﬂure. Tnpatients

on IV fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or ver*_l

young,

races other than caucasiah or African American,

people Wwith acute illnesses, or amputations.

8.5 mg/dL
8.9 gm/dL
3.7 gm/dL
3.2 gm/dL.
0.3 mg/dL

a0 Ui

24 UL

74 H UL

YES

24 mgfdL
5.0 X10E3
6.01 H x10EB
17.2 gm/fdL,

51 %

84 fL
33.9 gm/idL

12.8 %
197 x10E3

Moderate *
NOT GIVEN
Tam zﬂ { ‘/’
01/03/2014 06:02

8.4-104
6.1-8.2
3.4-4.7
2.4-4.2
0.3-1.2
38-150

6-58
14-67

2356
4.0-10.6

W M

a.64-6.00 LS /WL

14.5-17.7

42-63
81-98

31.2-35.2
11.0-14.5

150-400 S m

FAX24664
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" FVES [N

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Dajly Diary:

7—-’ (%&/ﬁ '7L /’%_-//’/i P e /} e D ("ﬂ’@r LT
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Tt ol o Smy Zen A IRl
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Subject initials and Date '//Z QldyStaff[nitia!s and Date_ L AN /- 2 Y
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2,49 AKPharma PERENNIAL ALLERwIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

Initials: M LD Site #: __ Subject #: _C_D_:,_

|

PATIENT DEMOGRAPHICS

‘Patient Démographics

Date of Birth: O ; € ry | 5768’ (dd/mmmtyyyy)
Gender: (] Male Bﬁ Female

If female, Indicate Childbearing Potential

Ethnicity: /K] Hispanic [ | Non Hispanic

Race: [ ] Asian [ ] Black % Caucasian [ | American Indian

[] Pacific Islander ] Other, Specify

M Childbearing  [7] Surgically sterilized [ ] Post-Menopausal

CSmokine History

Smoking Status: NNOHG (smoked less than 100 cigarettes in lifetime)

[] Former (previously smoked more than 100 cigarettes in lifetime)

I Current (smokes now)
If subject is a former or current smoker, please indicate:

Years smoked:

Cigarettes per day:

ez

resgmus e ke vl e 07

D‘ltc } QD /f*—JD \J/ /\3 dd/mmm/yy)

" Verston: 02 September 2013 Page3 of 5

[ o, S

S |




TriCore

PATIENT NAME
NLD, NLD

PHYSICIAN
Unlisted Physliclan,
REQUISITION NO. PT. PHONE NO,

30920941 0
COMMENTS :

Test

Allerg Panel 18
Adlerg,Juniper
Allerg,Cottonwood
Allerg,West.Ragweed
Allerg,Russian This
Allerg,Bermuda Grass
Allerg,Alternarla
Allerg,Mesquite
Allerg,Cockroach
Allerg,Derm. pter.

Allerg,Derm. farinae
Allerg,Clad. harb.
Allerg,Firebush
Allerg,Gat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg, Mutberry
Allerg,Helminth
Phys, Addr, Phone

End of Report

NLD, NLD

Fax Number

TRICORE

REFERENGE LABORATORIES
1001 Woodward Pl N.E. Albugquerque, NM

Wed Nov 20 67:07:25 2013 Page 2 of 2
Lovelace 8 jfific Resources Client Nbr
Leslie Byatt, lin Trials 24684
2441 Ridgecrest Dr SE
87102 (605 )938-8022 Albuguerque, NM87108-5129
PATIENT ID D0B SEX REPORT STATUS PAGE \
AAGHSE310 02/02/1988 F Final 1 :
COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
11/16/2013 14:16 11/18/2013 19:66 11/20/2013 06:09
FATIENT NG,
AKPO41
Result
In Range Qut of Range Units Reference Range  Site Code
31.20 H kUL <035
1.60 H kU/L <0.35
<0.10 ku/L <0.35
2.0 H kU <Q.35
<0.10 e kU/L <0.35
wWR  H KU/L <0.35
0.90 H kU/L <036
®000% 4 KUAL. <0.35
foue® H kUL <0.35
The standard classification system utilizes the following class cutoffs.
Class ku/L Interpretation
0 <0, 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
II Q. 70-3. 49 Strongly Positive
IIL 3. 5-17. 49 strongly Positive
v 17. 5-52. 49 strongly Positive
v 52.5-99.99 strongly Positive
vi >100 strongly Positive
rRasults with allergens scoring in Class 1 should be considerad weakly
positive or equivocal, Class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specitic IgE,
this may not correlate with the degree of clinica] response when challenged
with the specific allargen. The correlation of allergy laboratory results
with clinical history is essential. A negative test may not rula out
clinical allergy. _
#0:40) H kUL <0.35
<0,10 kU/L <0.35
0.50 H kU/L. <0.35
%3703 H kU/L <0.35
0.20 kU/L <0.35
0.40 H kU/L <0.356
0.20 kU/L <0.35
0.50 H kUL <035
<0.10 kUL <035
Unknown
[V
20
11/20/2013 06:09 FAX246684



elace Scientific Resources
¥1 Ridgecrest Dr SE .
Albuquerque, NM 87108

u

Name: NLD, Id: AKP-041
Gender: Female Date: 11/27/13
Age: 25 Race: Hispanic Temp: 19 PBar: 637
Height(in): 63.0 Weight(lb): 162 Physician:
Any Info: : _ Technician:
) (BTPS) PRE-RX POST-RX
Splrometry‘ Ref Pre Pre Post Post Post 1Féo_w
o Meas % Ref Meas % Ref % Chg ]
FVC Liters 3.49 484 139 1
FEV1 Liters 3.02 403 134 124
FEVIIFVC % 87 83 9
FEF25-75%Lisec 362 430 119
FEF50% Lisec 4.10 498 122
FEF75% Lisec 197 243 123 8+
IC Liters 1
VC Liters 3.49
PEF Lisec 6.48 8.3 108 4
MV L/min 119
PIF Lisec 2.44
FEV1IFEVE% ol
Lung Volumes/Plethysmography (BTPS) | U
- Vig Liters ‘
VG Liters ' 3.49 4
TLC Liters 4.97
RV Liters 1.45
RVITLC % - 28 . B
FRCPL Liters 2.52
ERV Liters
iIc . Liters A2l
Diffusion 2 0 $olumd 8

DLCO ml/mmHg/min  25.0
DL Adj ml/mmHg/min  25.0
DLCOMNMA mUmHg/minfl. 3.93

VA Liters
BHT Sec
Resistance

Raw Tatal cmH20/L/sec

Raw Insp cmH20/L/sec
RawExp cmH20/Lisec

Raw cmM20/Lisec  1.53
Gaw Lfsec/omH20 0.604
sRaw emH20/L/siIL 3.86
sGaw LisfemH20/L  0.259
Vig (Raw) Liters

Volume
Comments: 8
G A
1 [ o
a4l
S R O S L S s
Interpretation: Time 6 7

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Setf; Knudson (1983) Version: IV5-0101-20-5B



Lo -tace Scientific Resources
24. Ridgecrest Dr SE /

Albuquerque, NM 87108
Name: NLD, d: AKP-041
Gender: Female Date: 12/06/13
Age: 25 Race: Hispanic Temp: 19 PBar: 631
Height(in): 63.0 Weight(lb). 162 Physician:
Any Info: Technician: VL
) (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post 1'29‘"
Meas % Ref Meas % Ref % Chg ]
FVC Liters 3.49 491 141 T
FEV{ Liters 3.02 395 1¥ 12
FEV1/FVC % 87 80 93 1
FEF26-75%L/sec 3.62 394 109
FEF50% Lisec 4,10 484 118
FEF75% Lisec 1.97 200 101 87
Ic Liters il
VG Liters 3.49
PEF Lisec 8.48 6.25 96 44
MV L/min 119
PiF lfsec 2.26 T
FEV1/FEVE% 82 3 I S N W —
Lung Volumes/Plethysmography (BTPS) | N
Vitg Liters
VG Liters 3.49 47
TLC Liters 4.97
RV Liters 1.45
RVITLC % 28 -8+
FRCPL Liters 2.52
ERV Liters
IC _ Liters A2
Diffusion 2 0 Zymd ¢ B
pLCO mi/mmHg/min  25.0
DL Adj mL/mmiHg/min  26.0
[I.CONA mb/mHg/min/l 3.89
VA Liters
BHT Sec
Resistance
Raw Total ¢mH20//sec
Raw Insp cmH20/lisec
Raw Exp cmH20/L/fsec
Raw cmH2O/ /sec  1.53
Gaw LisecfomHz0O 0.604
sRaw emH20/LIs/.  3.86
sGaw L/sfemb20/L  0.259
Vig (Raw} Lilers
Volume
Comments: 8
3__
L [ —
4__
2~\
oq:{a):;.*-:::a:sl:%zza
Interpretation: . Time 6 7

{ } = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: 1IV5-0101-20-6B



Lovelace Scientific Resources |
‘M’i Ridgecrest Dr SE -
Albuquerque NM 87108

Name: NI.D, Id: AKP-041

(Gender: Female Date: 12/13/13
Age: 25 Race: Hispanic Temp: 22 PBar: 630
Height(in): 63.0 Weight(lb): 162 Physician:
Any Info: Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post 1’2?,“’
Meas % Ref Meas % Rel % Chg
FVC Liters 3.49 471 136 1
FEVY Liters 3.02 3.00 129 121
FEVIFVC % 87 83 95
FEF25-75%Lfsec 362 431 119
FEF50% Lfsec 410 531 130
FEF75% LUfsec 1.97 2.08 108 87
IC Liters
vC Liters 3.49
PEF L/sec 6.48 7.10 110 4+
MV Limin 119
PIF Lisec 236
FEV1/FEVE% 0 b
Lung Vo!umes/PIethysmography (BTPS) | S
Vig Liters
VC Liters 3.49 4
TLC Liters 497 i
RV Liters 1.45
RVALC % 28 -8 1
FRCPL Liters 2.52
ERV Liters
Liters 121L
D:ﬁusmﬂ 2 0 Zumd & 8

DLCO ml/mmHg/min 25,0
DL Adj mbi/mmHgfmin 25.0
DLCOMNMA mU/mHg/miniL 3.88

VA Liters
BHT Sec
Resistance

Raw Total cmH20//sec

Raw Insp emH2O/L/sec

Raw Exp cmH20/Lfsec

Raw emH20/fsec  1.58
Gaw LisacfomH20 0.604
sRaw cmH2Z0/Lfs/L  3.86
sGaw lfsflomH20/.  0.259
Vig (Raw) Liters

Volume

Comments: 8-

e
U

Interpretation: Time

{ )= QUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson {1983) Version: IVS-0101-20-5B



lame: AKP-041,
jender: Female

\ge: 25 Race:
Jeight(in): 63.0
Any info:

. (BTPS)
Spirometry Ref
FVC Liters 349
FEV1 Liters 3.02
FEVAFVC % 87
FEF25-75%LIsec 3.62
FEF50% -Lisec 410
FEF75% Lisec 1.97
IC Liters
VG Liters 3.49
PEF L/sec 6.48
MVV Lfmin 119

PIF Lisec
FEV1!FEV6%
Lung Volumes/Pleth
Vig Liters
VvC Liters 349
TLC Liters 4.97
RV Liters 1.45
RVITLC % 28
FRC PL  Liters 2.52
ERV Liters

Liters

DIfoSIOﬂ :
DLCO mL/mmtgimin  25.0
Dl Adj mL/mmHgimin 25.0
DLCONVA  mLimHgiminiL 3.84
VA Liters
BHT Sec
Resistance

()=

Raw Total cmH20/l/sec
Raw Insp cmH20/Lisec
Raw Exp omb2O/Lisec

Raw cmH20/isec 1.83
Gaw L/sec/femH20 0.604
sRaw cmH20/ s, 3.86
sGaw WslomH201.  0.259

Vig (Raw) liters

Comments:

Interpretation:

QUTSIDE 95% CONFIDENCE INTERVAL

Loy
244,

Weight(lb): 162

o TeowomnCRD_

PRE-RX
pre Pre
Meas % Ref
504 145
407 135
81 93
ags 110
494 121
2.07 105
790 122
2.98
81
ysmography

Dr

POST-RX

Post
Meas % Ref

Post

(BTPS)
Volume
8
6
4
2N\
0

%ce Smentlflc Resources
idgecrest

Albuquerque, NM 87108

Id; AKP-041

Date; 12/20/13

Temp: 19
Physician:

PBar: 6824

Technician: CRD

Flow

Post

% Chg 16

12

A2

Norm Set: Knudson (1883)

%Iolumg 6

Version: IVS-0101-20-58




TriCore Fax Number Thu Moy 28 B6:38:57 2013 Page 5 of 9
' Lovelace St  liflc Resources Client Nbr
T R | [3 ORE Leslie Byatt, ulin Trials 24664
REFERENGCE LABORATORIES 2441 Ridgecrast Dr SE
1001 Woodward PI. N.E. Albuquerque, NM 87102 (605 )9a3gsgze  “buquerque, NMB7108-5129
PATIENT NAME PATIENT ID D08 SEX REPORT STATUS PAGE
X, NLD AAGI3129 02/02/1988 F Flinal 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 112712013 13:20 11427712013 18:53 11/28/12013 06:11
REQUISITION NO. PT. PHONE NO. FATIENT NO,
30920924 0 AKP0A1
COMMENTS :
Result
Tost In Range Qut of Range Units Reference Range  Slte Code
Comp Metabolic Pansl

Sodium 138 mmal/L 134-144

Potassium 3.9 mmal/L 3.5-6.1

Chioride 104 mmol/L 98-111

cO2 25 mmol/L. 20-30

Anion Gap 9 6-14

Glucose 72 mg/dL 60-100

BUN 13 mg/dL. 7-31

Creatinine 0.56 mg/dl. 0.650-1.40

creatinine method 1s IpMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.

oGFR non-African Am >60 mb/min/1.73m2 >80
GFR Comment
Estimated GFR values are not accurate Tn acute kidney failure, Tnpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or vew young, races other than Caucasiah ot African American,
people with acute illnesses, or amputations.
Calcium 9.0 rmg/dL 8.4-10.4
Total Protein 7.3 gm/dlL. 6.1-8.2
Albumin an gm/dL 3.4-4.7
Gilobulin 3.4 gm/dL 2.4-42
Bilirubin, total 0.4 mg/dL 0.3-1.2
Alk Phos M U/L 38-180
AST{SGOT) 10 U/L 8-58
ALT(SGPT) 18 U/L 14-67
Fasting NO
Phosphorus 41 mgfdL 2356
CBC
WBC 7.4 X10E3 4.0-10.6
RBC 4.55 x10E8 4.00-6.36
Hgb 13.3 gm/fdL 12.0-16.0
Het 43 % 38-48
MGV 94 fL 81-98 :
MCHGC 1.2 gm/dL 31.2-35.2 :
RDW 126 :)A)Ea 11.0-14.5 _ ‘
Platelets 284 X1 150-400 /@(
Eos, Respiratory Rare . NS /(’/ M 5
Phys, Addr, Phone Not given !
End of Raport ¢ D% 200§

X, NLD

11/28/2013 06:11

20

FAX24664



Ve

EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (SCREEN DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY 7 -6 -h -3 -2 -1 0 0
e o [ et [ wlee  whe |pley | ules
Runny Nose owwwnopmw&pmwgpmwfgpww o 1(2/3f0)123{0)1 230123
0to3 - o~
ltchy Nose 0123|01(D3]0[1)2 3 oHNwCHNw 02 3]0(23|0g)2310123
Oto3 peily — ~
Congestion c1230123lof1)23 o@mw 0®Nw®pww 0/1}2 3,0i1}2 3|01 2 3
Oto3 e . o ~
Sneezing 0123 o,mmw,opww@pwwmwpwwepmw 0)1 230/t 230123
O0te3 - P , | | p
Voice Hoarse | YES NO C@ NO | YES @Qm NO | YES (NQ/| YES (NO/[ YES) NO WM NO | YES NO
Y/N s LT oy £, ;
Throat Clearing | YES  NO m@ NO /@ NO @ NO @ NO [(YES} NO /@ NO @ NO | YES NO
Y/N
DAYPM | _ 7 .. 6 | 5 | _ 3 1 -2 ! 0 0
Runny Nose €wa,wouww@pmw 0jt 2 3j0(M23{0)123)123, 01230123
Oto3 L __ . P o e o~
lechy Nose o(7/2 3|01 2(3 o@wwgmw@pmﬁopww_opmw 0123/0123
Otoc3 . pal} - ~
Congestion of1)2 3|0 {2 3lo)2 3lo(yz23[of1)23]of1)23;0l1jJ23|0123/0123
B2 300 w2z splr e oY
Sneezing Gpww owwwgpww OHNwMﬁUHNw@HNw 0{1)23/0123/0%23
0to3 o~ P = Py e
Voice Hoarse | YES { hb YES @<mm o YeS (WO | YES @ YES NG | vEs [NO)! YES NO | YES NO
Y/ f o, . | TN N
Throat Clearing | YES zo @zo YES {NO)} YES Eg@ NO | VES { NO |/YES YES NO | YES NO
Y/N L

SCALEQto3

0= No symptoms (no symptams detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Moderzate symptoms {awarenass of symptoms, bothersome but tolerable)
3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=RNo

suslecT Numser: AKZ D4

DATE COMPLETED:_\

il _N\o

Hicy

—

7D

SUBJECT INITIALS AND DATE: N LD 11 \Nu \\m
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TriCore Fax Number Sat Dec @7 €7:18:23 2013 Page 2 of 2

TriCore Reference lLaboratories Patient Name: NLD, NLD

1001 Woodward Pl NR Medical Record: ARGIGTTT

Albuguerque, NM 87102 DOB:02/02/1988 Age:25Y Sex:T

(505)938-8922 Account Number: 31033172
Attending MD: Unlisted Physician

Patient ID:AKPO41
Patient Phone:0

3332962 COLL: 12/06/2013 11:15 REC: 12/06/2013 18:12 PHYS: Unlisted Physician
Reqglf : 31033172
2/07/2013 07:17 am FAXED TC 488546NCCS11533

Fos, Respiratory * Rare [NS]

s Ve

0 DM/Z‘OJ

Phys, Addr, Phone NOT GIVEN

) END OF REPORT
Printed: 12/07/2013 07:14 Patient Name: NLD,NLD
Medical Record {ff: ARGTETT7
INTERIM REPORT Location: CORE Page: 1
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TriCore Fax Number

Hon Ne; 16 @7:16:48 2013 Poge 1 oF 2

T B Lovelace Scie.  : Resources Client Nbr
: Leslie Byatt, Clns I'rials 24864
LA peri dgooss DISE
1001 Woodward Pl. N.E. Albuquerque, NM 87102 (805 )esg-agze  / puauerque, NM 87108-61
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
NLD, NLD AAGHS310 0210211988 F Final 1
PHYSICIAN COLLEGT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Untisted Physician, 12M3/2013 11:25 1201312013 19:28 12M1672013 06:13
REQUISITION NO. FT. FHONE NO, PATIENT NG,
31033184 0 AKPO41
COMMENTS :
Result
Test In Range Out of Range Units Reforence Range  Slte Code
Eos, Respiratory None seen NS
Phys, Addr, Phona Nat given 41/‘}(3;
End of Report
Ve
)71
NLD, NLD 12/16/2013 06:13 FAX24684
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TriCore Fax MNumber Mon Dec 23 @7:09:30 2213 Page 2 of 2
‘ T B i Lovelace 8:  itific Resources Client Nbr
Leslle Byatt, lin Trials 24884
REFIE:NIBE LABE!AERIE 2441 Rldgecrest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (505 )gdg-ggze  /puduerque, NMa7108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, NLD AAGJ3404 02/0211988 F Final 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE 8 TIME
Unlisted Physician, 12/20/2013 11:26 12/20/2013 20:18 1272312013 06:08
REQUISITION NO. PT. PHONE NQ. PATIENT NO,
30920953 0 AKP041
COMMENTS :
Result
Teat In Range Out of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 137 mmol/L 134-144.
Potassium 39 mmol/L 3.5-6.1
Chioride 106 mmol/L. 98-111
co2 26 mmol/L. 20-30
Anlon Gap 6 6-14
Glucose 78 mg/dL 80-100
BUN 10 mg/dL. 7-31
Creatinine 0,71 my/dL. 0.50-1.40
¢reatinine method 1s 1DMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013,
eGFR non-African Am >60 mL/minf1,73m2 60
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, cobese (BMI>34) or underweight (BMI<2Q) people,
the very old or ver¥ young, Praces other than Caucasian or African amerdcan,
people with acute 1llnesses, or amputations.
Calcium 8.8 mg/dL 8.4-104
Total Protein 7.2 gm/dL 6,1-8.2
Albumin 3.9 gm/dL 3.4-4.7
Globulin 3.3 gm/dL 24-42
Billrubin, total 0.8 mg/dL 0.3-1.2
Alk Phos 100 U/ 38-150
AST(SGOT) 13 UL 8-68
ALT(SGPT) 19 U/L 14-67
Fasting YES
Phosphorus 38 mg/dL 2.3-58
CBC
WBC 6.6 x10E3 4.0-10.6
RBC 4,52 x10E6 4,00-5.36
Hgb 138 gm/dL 12.0-16.0
Hct 42 % 36-48
MCV 93 fL 81-98
MCHC 325 gr/dL 31.2-35.2
RDW 12.8 % 11.0-14.5
Platelets 281 x10E3

Eos, Resplratory
Phys, Addr, Phone

15%00 pes WZL

Fow

NO PHYSICIAN LISTED

End of Report

X, NLD

o/ D %j,«f
/?/?,((/l?'

12/23/2013 06:08 FAX24664
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\q@ Effects of AkPharma’s Calcium Glycerophosphate
J Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" [“]yes [|NO

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

TF  Ihe Flaver coas  berer T would bu{;}
it 1+ also doesn 5%uir+ vexu& wWwoedl .

/&Q)\%
[Type text] / / Q/VL \
Subject initials and Date N LD 12/20/13 Study Staff initials and Date




AKP-047



2149 AKPharma PERENNIAL AL ERIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

— 141’3
Initials: Z«—D /2 Site#: __ Subject #: P\-C)

PATIENT DEMOGRAPHICS

Date of Birth: o el 1€ ] (dd/mmmbyyy)

Gender: E Male ] Female

If female, Indicate Childbearing Potential

[] Childbearing [] Surgically sterilized [ ] Post-Menopausal

Ethnicity: [_] Hispanic E Non Hispanic
Race: [] Asian [ ] Black M/Caucasian [] American Indian

[] Pacific Islander [ ] Other, Specify

Never srwotect Un 1o, ot
Smoking Status; Jz] None (smoked less than 100 cigarettes in lifetime)

I 1 Former (previously smoked more than 100 cigarettes in lifetime)

[_] Current (smokes now)
If subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

( N
| 'jf? .2% De,c /. L 3 (dd/mmWyy)

" Version: 02 September 2013 Page 3 of 5
Qrreaninm /W1




TriCore Fax Number Tue Dec 24 @6:34:41 2013 Page 2 of 3
' Lovelace Scit ¢ Resources Client Nbr
T R | l: [ | R Leslle Byatt, Gt Trials 24664
REFERENDOE LAEIURATQR';% i‘:.;aql—‘:g'.gcleuc;eﬁi;ﬂ[)sFT?Ea_s.‘zg
1001 Woodward PI. N.E. Albuquergque, NM 87102 (8505 ) 838-8922 '
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
LDR, LDR AAGJ4034 02/06/11947 M Final 1
PHYSIGIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 12123/2013 09:41 1212312013 18:66 12/2412013 06:03
REQUISITION NO, PT. PHONE NO., PATIENT NO.
31033191 0 AKP047
COMMENTS :
Result
Tost In Range Out of Range Units Reference Range  Site Code
Allerg,Panel 18
Allerg,Juniper £.30 H kU/L. <0,35
Allerg,Cottonwood 0.40 H kU/L <0.35
Allerg,West.Ragweed 0.20 kU/L <0.35
Allerg,Russian This 4,30 H kU/L. <0.35
Allerg,Bermuda Grass 3,680 H kU/L <(.35
Allerg,Alternaria 2,30 H kU/L <0.35
Allerg,Mesquite 0.20 kU/L <0.36
Allerg,Cockroach <0.10 kUL <(.36
Allerg,Derm. pter. <0.10 kU/L <0.35
The standard classification system utilizes the following class cutoffs.
class ku/L Interpretation
Y <0, 35 Negative for Allergen
I 0. 35-0. 69 Positive for Allergen
II 0. 70-3, 49 strongly Positive
IIL 3. 5-17. 49 strongly Positive
v 17, 5-52, 43  strongly Positive
v 52.5-99.99 sStrongly Positive
VI >100 strongly Positive
Results with allergens scor"lnczl in Class 1 should be considered weakly
positive or equivacal, class 2 and higher should be considered positive
Although increasing class ranges (0-vI) are reflective of increasing
concentrations of allergen-specific IgE
this may not correlate with the degree of clinical response when challenged
with the specific allergen. The correlation of aliergy laboratory results
with clinical history 15 essential. A negative test may not rule out
cTinical allergy.
Allerg,Derm. farinae <0,10 kUL <0.35
Allerg,Clad. herb. <0.10 ks <0.35
Allerg,Firebush 0.40 H kU/L <0.35
Allerg,Cat Dander Ep “1.30 H kUL <0.36
Allerg,Dog Dander 0.20 H kUL <(),38
Allerg,Bluegrass 8.80 H kU/L <0.35
Allerg, Pigweed 1.60 H kU/L <0.36
Allerg,Mulberry 2.20 H kUL <0).35
Allerg,Helminth <0,10 kU/L <0.36
Phys, Addr, Phons Not given
-
N &
End of Report
LDR, LDR 12/124/2013 06:03 FAX24664



sovelace Scientific Resources
W11 Ridgecrest Dr SE .
Albuguerque, NM 87108

Name: LDR, . | Id: AKP-047
Gender: Male . Date: 01/14/14
Age: 66 Race: Caucasian Temp: 21 PBar; 636
Height(in): 68.0 Weight(lb): 172 Physician:
Any Info; Technician: VL
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post Post Post 1Fb!?w
Meas % Ref Meas % Ref % Chg
FVC Liters 3.85 429 111 T
FEV1 Liters 3.06 314 103 121
FEVA/FVC % 79 73 92
FEF25-75%L/sec 3.10 221 71 Il
FEF50% Lfsec 3.88 281 67
FEF75% Lisec 1.36 071 52 87
IC Liters i
VG Liters 3.85
PEF lLfsec 7.93 1045 132 4+
MvV L/min 126
PIF Lisec 242 T
FEVHFEVE% 80 Py I A A VIR
Lung Volumes/Plethysmography (BTPS) | L7
Vig . Liters
VG Liters 3.85 41
TLC Liters 6.09
RV - Liters 2.34
RVITLC % 39 81
FRCPL Lifers 3.46
ERY Liters I
Ic . Liters A2l
Diffusion 2 0 Zumd 8

DLCO mlfmmHg/min 20.8
DL Adj mL/mmHg/min  20.8
DLCONVA. ml/mHg/min/l 3.09

VA © Liters
BHT Sgc
Resistance

Raw Total cmH20/ fsec

Raw Insp cmH20/L/sec
RawExp cmH20//sec

Raw cmH20/fsec 1,31
Gaw LisecfomH20 0.830
sRaw emH20/L/s/l. 452
sGaw LisfemHZO/L 0.221
Vig (Raw) Liters

Volume
Comments: 8+
GW
4 o e
2__
o -+t 4ttt -+t
Interpretation: -1 ¢ 1 2 3 Time 8 !

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson {1983) Version: IV§-0101-20-58



Laaelace Scientific Resources -
| Ridgecrest Dr SE @
Albuquergue, NM 87108

Name: LDR, Id: AKP-047
Gender: Male Date: 01/23/14
Age: 66  Race: Caucasian Temp: 24 PBar; 633
Height(in). 78.0 Weight(lb): 171 Physician:
Any Info: Technician:
. (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post .ré?_w
Meas % Ref Meas % Ref % Chg

FVC Liters 5.96 406 68 1

FEV1 Liters 473 2.90 61 121

FEVHFVC % 77 72 93

FEF25-75%Lfsec 4.55 1.89 44 i

FEFE0% Lisec 559 3.0 55 \

FEF75% Lisec 2.14 081 **28 8¢ \

IC Liters 1

VC Liters 5.96 |

PEF Usec 10.32 1131 110 4

H\N Ilj‘min 160

F sec T

FEVA/FEVE% 79 0L

Lung Volumes/Plethysmography (BTPS) N

Vig Liters

vC Liters 5.98 47

TLC Liters 8.48 1

RV Liters 3.02

RVMLC % 38 81

FRCPL  Liters 5.18

ERV Liters

Ic , Liters _12.2 0

Diffusion - Zoumd 6

DLCO mb/mmHg/min 23.8
DL Adj mL/mmHg/min 23.8
DLCONVA ml/mHg/minfl 3.07

VA Liters
BHT Sec
Resistance

Raw Total cmH2O0/MUsec

Rawlingp omH2OM/sec

RawExp ocmH2O/L/sec

Raw cmH20(Usec  0.80 Co
Gaw Lisec/emH20 1.242

sRaw emH20/ s/l 416

sGaw LisfemH20/L.  0.241

Vig (Raw) Liters

Volume
Comments: 8 v[

S

Interpretation: 2 3 Time 4

{ ) = OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



Logrelace Scientific Resources
7 Y Ridgecrest Dr SE g
Albuquerque, NM 87108

Name: LDR, _ Id: AKP-047
Gender: Male : Date: 01/28/14
Age: 66 Race: Caucasian Temp: 19 PBar: 631
Height(in): 68.0 Weight(lb): 170 Physician:
Any Info: ‘ Technician:
. (BTPS) PRE-RX POST-RX
Spirometlry . Ref Pre Pre Post Post Post 1Fé‘iw
‘ Meas % Ref Meas % Ref % Chg
FVC Liters 3.85 426 111 1
FEV1 Liters 3.08 273 89 12l
FEVIIFVC % 79 64 81
FEF25-75%L/sec 3.10 0.90 29
FEF50% Lisec 3.88 2,03 52
FEF75% Lisec 1,36 0.29 21 81
Ic Liters 1
VG Liters 3.85 \
PEF Lisec 7.93 11.54 146 44 .
MYV L/min 126
PIF Lisec 3.18 T \\
FEVA/FEVE% 73 } % S \G_JL“*:‘
Lung Volumes/Plethysmography (BTPS) |
Vig Liters oL
VG Liters 3.85 <47
TLC Liters 6.09 1
RV Liters - 2.34
RVITLC % 39 81
FRCPL Liters 3.48
ERV Liters
IC_ : Li_lers _12__2
Diffusion 2 0 Zemd 6 8

DLCO mbU/mmHg/min 20.7
DL Adj mlUfmmHg/min 20.7
DLCONA mbi/mHg/min/L 3.06

VA |iters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp emH20//sec

Raw Exp cmH20/L/sec

Raw cmMH200/sec 1,30 -
Gaw LsecicmH20O 0.834

sRaw emH20/ s/l 4.52

sGaw LfsicmH20/L  0.221

Vig (Raw) Liters

Volume
Comments: 8

B+

Interpretation: 2 8 Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudseon (1983) Version: IV8-0101-20-5B



ST T TR ETETERTEERTER T T

Loyelace Scientific Resources o
2449 Ridgecrest Dr SE ‘43
Albuquerque, NM 87108

Name: AKP047, ld: AKPO47
Gender: Male Pate: 02/05/14
Age: 66 Race: Caucasian Temp: 19 PBar: 631
Height(in): 68.0 Weight(ib): 170 Physician:
Any Info: Technician: CRD
o {BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post 1Fé(_)_w
Meas % Ref Meas % Ref % Chg
FVC Liters 3.86 448 116 1
FEWV1 Liters 3.06 325 106 12
FEVI/FVC % 79 73 91
FEF25-75%L/sec 3.10 218 70 i \
FEF50% Lisec 3.68 3.29 85
FEF75% Lisec 1.36 0.63 46 8+
Ic Liters 1 \
VG Liters 3.85 \
PEF Lisec 793 1068 135 4+ N,
Mvy Lfmin 126 : N
PIF Elsec 4.35 I \\4
FEV1/FEV6% 77 ol v
Lung Volumes/Plethysmography (BTPS) | /
Vig Liters k,-,\
Ve Liters 385 4 v
TLC Liters 6.09
RV Liters 2.34
RVITLC % 39 81
FRCPL  Liters 348
ERV Liters
IC . Liters 42.L
Diffusion 2 0 2md 8

DLGO ml/mmHg/min  20.7
DL Ad} . ml/mmHg/min 20,7
DLCONVA  mU/mHg/minfl. 3.06

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Insp ocmH20/Lisec

Raw Exp emH20/Lisec

Raw emH20M fsec  1.30
Gaw L/sec/lemH20 0.834
sRaw omH20/ /s,  4.52
sGaw LisfemH20/L 0,229
WVig (Raw) Liters

Volume
8+

) WQ T

G 1

! ( \.,{' o+
0 < \F.(/()“ 0 4 R U

Comments:

Interpretation: 2 3 Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: [VS-0101-20-56B



TriCore

PATIENT NAME
LDR, LDR

PHYSIGIAN
Unlisted Physician,
REQUISITION NO.

31033205
COMMENTS

0

Test

Comp Metabolic Panel
Sodium

Potassium
Chloride
co2
Anion Gap
CGlucose

BUN
Creatinine

eGFR non-African Am
GFR Comment

Calcium

Total Protein

Albumin

Globutin

Bilirubin, total

Ak Phos

AST(SGOT)

ALT(SGPT)
Fasting
Phosphorus
CBC

WBC

RBG

Hgb

Het

MGV

MCHC

RDW

Platelets

Phys, Addr, Phons

,Panel 18
Allerg,Juniper

Allerg,Cottonwood
Allerg,West.Ragweed
Allerg,Russian This
Allerg,Bermuda Grass
Allerg,Alternaria
Allerg,Mesquite
Allerg,Cockroach
Allerg,Derm. pter,

Allerﬂ

Continued on next page
LDR, LDR

Fax Numher

TRICOR L

REFERENCE LASORATORIES
1001 Woodward PIl. N.E. Albuquergue, NM

PT. PHONE NO.

Sat Jan 18 ©0:05:50 2014 Page 1 of 2
lLovelace Scier'  Resources Cllent Nbr
Leslie Byatt, Cl.. iTials 24864
2441 Ridgecrest Dr SE
B7102 (505 ) 938-8022 Albuquerque, NM 87108-5129
PATIENT D DOB SEX REPORT STATUS PAGE
AAGJ4034 02/06/1947 M Final 1
COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
01/14/2014 08:35 01/14/2014 18:29 01/17/2014 22:24
PATIENT NO.
AKP047
Result
In Range Out of Range Unita Reference Range  8lte Code
136 mmol/L 134-144
4.0 mmol/L 3.55.1
100 mmol/L. 98-111
28 mmel/L 20-30
10 6-14

125 H mg/dL 60-100
Impaired fasting glucgse (IFG) is defined as a ‘Fastinglg'lucose Tevel of

100—126 mg/d1. (ADA Guidelines Diabetes Care 26: (3160 7)2003)
7-31

0 88 g!dL 0.62-1.66
Creatinine method is IDMS traceable. EStGFR Calculation has been adjusted.

Please note new reference range effective 5/23/2013.

>80 mL/min/1.73m2 =60

Estimated GFR values are not accurate in acute kidney fa'['lure. inpatients
on Iv fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old ar va_rﬁ_lyoung, races other than Caucasian or African American,

people with acute nesses, or smputations.
9.7

mg/dL 8.4-10.4
7.9 gm/dL 6.1-8.2
4.6 gm/dL 3.4-47
3.3 gmidL 2.4-4.2
0.6 mg/dL 0.31.2
86 UL 38-160
42 UL 6-68
87 H UL a1 f /@u
NO %
3.6 mg/dL. 2.3-56
6.0 x10E3 4.0-10.8
4.80 L x10E6 4.64-6.00 /Uf'/9 ZM
14.7 gm/dL 14.5-17.7
43 % 42-53
94 L 81-98
33.9 gmfdL 31.2-352
12.6 % 11.0-14.6
267 x10E3 150400
NO PHYSLICIAN GIVEN
CORRECTED ON Q1/14 AT 18321 PREVIOUSLY REPORTED AS NO PHYSICIAN
510 H kU/L <0.35
0.40 H kUL <0.35
0.10 kU/L <0.35 /
4.30 H kU/L <(.35
3.20 H kUL <0.35
2.80 H kU/L <0.35
0.20 k7L <().35
<0.10 kU/L <().356
<0.10 kU/L <0.35
The standard classification system utilizes the following class cutoffs
Class ku/L Interpretation

wl"f

0111772014 22:24 FAX24664
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EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

. pay [ 1 2 3 . 4 5. | .86 7 8 9
av el sl bt Db sl bl ek e el

RunnyNose 10 123101930023 0123/ 0023[0@23/0(D23 0023023

Qto3 — -

ftchy Nose 0123/@123123/0@23[@123[/0@23@123[c{D23[0)123

Cto3 _ o

Congestion 0123[01{Q)3|0o 13 0o@W23]/01@3[01(P301@D3/01(D3][01Q3

Oto3 » R

Sneezing 0123|/W123|/@1230@23@123[o@®23/@123]0Wz23]0)123

Oto3 . ——

Voice Hoarse | YES NO | YES (NQ)| YES (NOJ|YES (NO)|YES (NQ)|YEs (NO |vEs (NO [vEs @Q)|ves (O

<\Z ~~ N o - e AT

Throat Clearing | YES NO [WE9 NO [f{ES) NO [(YES) NO [(YE§ NoO [(E9 NO [(ES) NO [YEY NO [(ES) NO

o & No [ fEg No ((YES) & & no (e
DAY PM 1 2 3 4 5 6 7 8 9

RunnyNose |0 1(23/0(@23/01@3/0@23[01(D3/Q123|0D23{0@D23[0@23

Oto3

itchy Nose 0@23|/@0123]@123©@123[0123[/@123[0123[0D23[0D23

Oto3

Congestion 01Q3[01Q3|0@23o@W23|0@W23|01(@)3/01@)3{0oW23[o@)23

Oto3 _

Sneezing @123 0123(Q123/(@123|0123/(@123[0123 0wz 3 @123

Oto3 — o . .

Voice Hoarse | YES (NOJ | YES @ ves (NO) | YEsS (NO) | vES (NG | YES (NQ) | YES (NO) | YES @ vEs (NO

Y/N — o~ — S O G paaN e

Throat Clearing [(YES) NO |{YE§ NO [{YES) NO |YEs (NOQ)[4ED no |§ES) no [(yES) No {(ves) no |(es) no

DR\ A = © (&) o |

SCALEOto 3

0= No symptoms {no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No

SUBJECT NUMBER: vbﬁ%cﬁm.. DATE COMPLETED: | \ Nm\ 1

SUBJECT INITIALS AND DATE:

j=23-20/4




EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)

ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

,
|
i
|
|

0= No symptoms (no symptoms detected)
1= Mild symptoms {symptoms present but easily tolerated)
2= Moderate symptoms (awareness of symptoms, hothersome but tolerable)

3= Severe symptoms {symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No

SUBJECTNUMBER: LD 2

AP OHT

DATE COMPLETED:

CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS

DAY 7 8 9 10 11 12 13 14 15 |

AM | a3/ | 1)edfiy | /asfu [V2elia Y eafu | /204 Y 29y | YEolit |31/
RunnyNose  [0{D2 3/0123[0123[0123/0123[0123{0123[0123|0123,
mwm,\wzam (@123/0123|/0123[{0123/0123/0123(0123|0123 OHMwM
mwwmwm&o: 0(123/0123/0123[0123/0123/0123/0123, 0123 opwww
mMme%m (0123 0123{0123|{0123/01230123|0123,0123/0123
@mmwxomam YES @ YES NO |YES NO |YES NO |YES NO | YES NO |YES NO | YES NO |YES NO
Y/N
Throat Clearing [(YES ) NO | YES NO [ YES NO [YES NO [YES NO [ YES NO |YES NO | YES NO | YES NO
<zc>< PM 7 8 9 10 11 12 13 14 15
RunnyNose |0 12 3{0123|/0123[{0123[0123/0123[0123/0123[0123
mmmwzomm 0123{0123{0123/0123{01230123[0123[0123|0123
mwmmmna: 0123(0123/0123/0123[01230123[0123/0123{0123
mhme:m 0123{0123{0123(0123|0123[0123{0123[0123[0123
@MMMESQ YES NO |YES NO |YES NO |YES NO [YES NO [YES NO |YES NO | YES NO |YES NO
Mﬂ_wﬂo%n_mm%m YES NO [YES NO |YES NO |YES NO [YES NO |YES NO |YES NO |YES NO |YES NO
mecm%

SUBJECT INITIALS AND DATE:




Fri Jan 24 07:41:00 2014 Page 1 of 1

TriCore Fax Numher
T E: - Lovelace Scierr  (Resourtes Client Nbhr
{.eslie Byatt, Clin Iials 24684
o Lnaantots

1001 Woodward PI, N.E. Albuguerque, NM 87102 (505 ) 938-8922 !

PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
X, XLDR AAGK3068 02/06M94T M Final 1

PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME

Unlisted Physliclan, 01/23/2014 09:28 01/23/2014 23:34 01/24/2014 07:05
REQUISITION NG. PT. PHONE NO, PATIENT NO.

31033210 0 AKPO47

COMMENTS :

Result

Tast In Range Out of Range Units Reference Range  Slie Code
Eos, Respiratory None seen NS

Phys, Addr, Phona

NO PHYSICIAN LISTED
End of Report
26 Jeern 2004
FAX24664

X, XLDR 01/24/2014 0706
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Wed Jan 29 06:45:52 2014 Page 1 of )

TriGure Fax Number
T B ! Lovelace Sciet  ; Resources Cllent Nbr
L Leslie Byatt, Clin rrials 24884

1001 Woodward Pl N.E. Albuquerqus, NM 87102 (505 )03g-sgez  /neuduerque, NM 87108-6129

PATIENT NAME PATIENT D DOB SEX REPORT STATUS PAGE

LDR, LDR AAGJ4034 02/06/1947 M Final 1

PHYSIGIAN COLLEGT DATE & TIME REGEIVE DATE & TIME FRINT DATE & TIME

Unlisted Physliclan, 01/28/2014 08:46 01/28/2014 18:46 012812014 06:07
REQUISITION NO, PT, PHONE NO, PATIENT NO,

31033207 0 AKP047

COMMENTS !

Result

Tost In Range Out of Range Units Reference Range  Site Code
Eus, Respiratory Maoderate * NS

Phys, Addr, Phone

NO ORDERING PHYSICIAN INDICATED
End of Report
» W
Y ¢
0% ?’/
FAX24684

LDR, LDR

01/29/2014 06:07



TriCore Fax Number Thu Feh 86 B6:591:35 2014 Page 1 of 2
, lLovelace Scient’  }esources Cllent Nbr
T RIOCDORE Leslie Byatt, Clin . .als 24664
REFERENECE LABDRATﬁRIEs 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E. Albuquerqus, NM 87102 (506 )9ag-sgop  ‘vouduerque,NM 87108-5129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
LDR, LDR AAGJ4034 0210611947 M Final 1
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 02/06/2014 08:50 02/05/2014 19:47 02/06/2014 06:07
REQUISITION NO. PT. PHONE NO, PATIENT NO.
31033204 0 AKP047
COMMENTS
Result
Tast In Range Qut of Range Units Reforenco Range  Sife Codp
Comp Metabolic Panal
Sodium 134 - mmol/L 1534-144
Potasslum 3.9 mmgl/L 3.5-6.1
Chloride 29 mmelfL 98-111
co2 24 mmol/L 20-30
Anion Gap 11 B-14 2 e }M’
Glucose 152 H mgfdL so100 ALK
BUN 15 mg/dL 7-31
Craatinine 1.04 mg/dl 0.62-1.68
creatinine methed 1s IDMS traceable. EstGFR Calculution has been adjusted.
Please note new reference range effectivae 5/23/2013.
eGFR non-African Am >80 mL/minf1.73m2 >80
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on 1v fluids, obese (BMI>34) or underweight (BMI<20) people,
the very old or vm**' young, traces other than Caucasian or African American,
people with acute illnesses, or amputations.
Calcium 10.0 mg/dL, 8.410.4
Total Protein 7.7 gm/dl. 6.1-8.2
Albumin 4.5 omfdL 3.4-4.7
Globulin 3.2 gm/dL 2.4-4.2
Bllirubln, total 0.6 mg/dl. 0.3-1.2
Alk Phos 61 UL 38-150
AST(SGCT) 37 UL 6-58
ALT(SGPT) 67 UL 14-87
Fasting NO
Phosphorus 3.3 mgfdl. 2.3-5.6
Eos, Respiratory None seen NS
Phys, Addr, Phone Unknown
CBC
WBC 58 x10E3 4.0-10.8
RBC 4,70 X10E6 4.64-6.00
Hgb 15.0 gm/dL 14.517.7
Het 44 % 42-53
MCV 95 fL 81-88
MCHC 338 gm/dL 31.2-352
RDW 12.9 % 11.0-14.6
Platelets 233 x10E3 160400
End of Report

Wil w0 5 2

LDR, LDR 02/06/2014 06:07

FAX24684
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Effects of AkPharma’s Calcium Glycerophosphate
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" [KIYES [Ino

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

Thic worded A5 well or be f1en 7%@;« /447 Gt hrr 7B e s,

[Type text] f@uef{ 2o/ é é / /
Subject initials and Date ' % Study Staff Initials and Date Z ( /(?[




AKP-049



ST : j‘;
2,49 AKPharma PERENNIAL ALLERUIES
SCREENING/VISIT 1 SOURCE DOCUMENTS

AP
e o
itials: £ 7 Sie# —  subject 2 O H <7

PATIENT DEMOGRAPHICS

Date of Birth: _ Q¥ / Jan 1 1957 tadmmmbpyy)
Gender: [ ] Male I:ﬂ//}*/"fzmale

If female, Indicate Childbearing Potential

[[] Childbearing [ Surgically sterilized ost-Menopausal

Ethnicity: B/_’H/ispanic [ Non Hispanic
Race: [ ] Asian [ | Black masim [] American Indian

[] Pacific Islander [} Other, Specify

Smoking Status: E@(Smoked less than 100 cigarettes in lifetime)

[_] Former (previously smoked more than 100 cigarettes in lifetime)

L1 Current (smokes now)
If subject is a former or current smoker, please indicate:

Years smoked: Cigarettes per day:

" Version: 02 September 2013 Page 3 of 5



TriCore Fax Number Mon Jan 20 @7:03:38 2014 Page 1 of 2
T B . Lovelace Scien:  Resources Client Nbr
Leslie Byatt, Cliri 1 rials 24864
R R l L l:l R E' 2441 Ridgecrest Dr SE
EFERENGOE LABORATORIES Albuguerqus, NM 87108-5129
1001 Woodward Pl. N.E. Albuquerque, NM 87102 (505 ) 938-8022
PATIENT NAME PATIENT ID Dos SEX REPORT STATUS PAGE
ERB, ERB AAGKA4096 06/28/1954 F Flnal 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physician, 01/16/2014 10:41 01/16/2014 18:28 01/20/2014 08:10
REQUISITION NO. PT. PHONE NO. PATIENT NO.
31033189 0 049
COMMENTS :
Result
Test In Range Out of Range Units Reference Range  Site Code
Allerg,Panel 18
Allerg,Juniper 1.80 H kU/L <035
Allerg,Cottonwood <0.10 kU/L <035
Allerg,West.Ragweed <0.10 kUL <(,35
Allerg,Russian This 2.30 H kUL <0.35
Allerg,Bermuda Grass <0.10 kU/L <0.35
Allerg,Alternaria <0.10 kU/L <0.35
Allerg,Mesquite 0.40 H kU/L <0.35
Allerg,Cockroach 040 - H kU/L <0.36
Allerg,Derm. pter. 0.20 kU/L <(),36
The standard c¢lassification system utilizes the following class cutoffs.
Class ku/L Interpretation
0 <0. 35 Negative for Allergen
I 0.35-0.69  Positive for Allergen
II 0. 70-3. 49 Strongly Positive
III 3. 5-17. 49 strongly Positive
Iv 17. 5-52. 49  strangly Positiva
A 52. 5-99. 99 strongly Positive
VI >100 strongly Positive

Allerg,Derm. farinae
Allerg,Clad. herb.
Allerg,Firebush
Allerg,Cat Dander Ep
Allerg,Dog Dander
Allerg,Bluegrass
Allerg,Pigweed
Allerg, Mulberry
Allerg,Helminth
Phys, Addr, Phone

End of Report

ERB, ERB

Results with allergeps scoring in Class 1 should be considered weakly
positive or equivecal, Class 2 and higher should be considered positive
Although increasing class rangeg (0-vI) are reflective of increasing
concentrations of .allergen-specific IgE,

this may not correlate with the degreé of clinical response when challenged
with the specific allargen, The correlation of allergy laboratory results
with clinical history is essential. A negarive test may not rule out
clinical allergy.

0.20 kUL <0.35
<010 kU/L <0.38
0.20 kU/L <0.35
1.60 H kU/L <0.35

0.50 H kUL <0.36

<0.10 kU/L <0.35
1.30 H kUL <036

12.20 H kU/L <(.356

<0.10 KU/L <0.356

NO ORDERING PHYSICIAN PROVIDED

a0 il T

20
2 Lom

01/20/2014 06:10 FAX246684



I.gaelace Scientific Resources
2?“ Ridgecrest Dr SE .
Albuguergue, NV 87108
“Name: ERB ﬁ Id: OAKP49
Gender, Female Date: 01/29/14
Age: 59 Race: Hispanic Temp: 20 PBar: 633
Height(in): 58.6  Weight(Ib): 164 Physician:
Any Info: . R ' Technician: TKA
T BTPs) PRE-RX POST-RX
Sp 1rometry (' ‘ Rif Pre Pre Post Post Post FBI(_)_W
. B . ) Meas % Ref Meas % Ref % Chg
FVG L:ters . 2.42 2.56 108
- FEV4 Lters - - 2.00 198 99 6l
FEVI/FVC % 84 77 92
FEF25-75%L/seq S 2,24 173 77 L
FEF50% Lfsec’. S 2.93 338 116
"FEF75% Lfsec 091 045 49 44
Ic: Litgrs - =~ o
VG Liters . . 242
PEFE - ‘Use¢ 5.08 8.76 133 2+
MYV - o Lfmin 93
PIF © Lfsec ) 312
FEVIIFEV6% - . BTPS) 0
Lung Volumes/Plethysmography ( 1
Vig  oliters 21
VC v - Liters - . 242 "
TLG - Liters . -3.82
RV . Liters . . 140
RVITLC . % - Ty a4
FRCPL  Litefs S 181
ERV Liters . .
_ lters - 51
Diffusion | S P S

DLCO. " mbfmraHgfmin 197_
DLA] . ml/mmHgfmin 19,7
DLCOMA mU/mHg/mink  3.21

VA . Liters - .
BHT - Sec
Resnstance

Raw Total cmHZOILIsec:

Raw Insp _cmH20/Lisec

Raw Exp = emH20/Lisec -

Raw - egmH2OMisec - 2.11
Gaw Usec/emH20 0458
sRaw cmH20/U/siL 402
sGaw . L/sfemH20/L 0.249
Vig (Raw) Liters =

) Volume
Comments: 8-

B,A

Interpretation: 3 Time

{ )= OUTSIDE 85% CONFIDENCE INTERVAL Norm Set: Knudson (1983} Version: [VS-0101-20-86B



L.ovelace Scientific Resources -
2@p! Ridgecrest Dr SE ®
Albuquerque, NM 87108

Name: ERB, Id: AKP-049
Gender: Female Date: 02/05/14
Age: 59 Race: Hispanic Temp: 19 PBar: 631
Height(in): 60.0 Weight(lb): 165 Physician:
Any Info: Technician: VL6
) (BTPS) PRE-RX POST-RX
Spirometry Ref Pre Pre Post  Post Post Fé(_)w
Meas % Ref Meas % Ref % Chg
FVC Liters 2.56 250 98 1
FEV1 Liters 2.10 2.01 96 6l
FEVAIFVC % 84 81 96 '
FEF25-75%L/sec 2.33 200 86 1 /f\-\
FEF50% Lisec 3.03 3.88 128 .
FEF75% Lisec 0.96 062 64 4+ ™
Ic Liters ] Y
vG Liters 2.56 5
PEF Lisec 525 551 105 21 | j
MV Limin 93 AN
PIF Lisec 210 T } \\1
FEVAIFEV6% 83 ol
Lung Voiumes/Plethysmography (BTPS) | \ /
Vig Liters /'J
VG Liters 2.56 21 S
TLC Liters 4.10
RV Liters 1.51
RVITLC % 37 -4 1
FRCPL  liters 2.09
ERV Liters
i _ Liters £ )
Diffusion 10 Loumé

DLCO mL/mmHg/min  20.2
DL Ad] ml/mmHg/min 20.2
DLCONVA  mUmHg/mindt. 3.20

VA | iters
BHT Sec
Resistance

Raw Tota! cmH20//sec

Raw Insp cmH2OM/sec

Raw Exp cmH2O//sec

Raw cmH20L/sec 1,90

Gaw L/secfemH20Q 0.501

sRaw cmH20/WL/s/L 3,96

sGaw L/siemH20/.  0.252

Vig (Raw) Liters

Volume
8 i

B

Commenis;

Interpretation; 3 Time

{ y=O0OUTSIDE 95% CONFIDENCE INTERVAL. Norm Set: Knudson (1983) Version: IV8-0101-20-5B



Lol ace Scientific Resources
543 Ridgecrest Dr SE ®
Albuquerque, NM 87103

Name: ERB, Id: AKP-049
Gender: Female Date: 02/12/14
Age: 59 Race: Hispanic Temp: 20 PBar; 634
Height(in): 60.0 Weight(ib): 165 Physician:
Any Info: Technician: VL
(BTPS) PRE-RX POST-RX
Spirometry Ref Pre  Pre Post  Post Post F8|o_w
Meas % Ref Meas % Ref % Chg |
Fve Liters 2.56 254 99 +
FEV1 Liters 2.10 204 97 6.
FEVAIFVC % 84 81 9 i )
FEF25-75%L/sec 2.33 221 95 1 ‘
FEF50% Lisec 3.03 480 152 ;
FEF75% Lfsec 0.96 063 65 4
IC Liters /
vC Liters 2,56 :
PEF I/sec 5.25 6.19 118 2t ' .
Mvv Limin 93 : v
PIF Lisec 1.60 T ;
FEVA/FEVE% 82 P I R
Lung Volumes/Plethysmography (BTPS) | e
Vig Liters e
VG Liters 2.56 -2
TLC Liters 410 4
RV Liters 1.51
RVTLE % 37 41
FRCPL Liters 2.08
ERV liters
IC . Liters % El 0
Diffusion - Lolum®

DLCO  mL/mmHg/min 20.2
DL Adj mL/mmHg/min 20.2
DLCONVA mb/mHg/min/ll 3.22

VA Liters
BHT Sec
Resistance

Raw Total cmH20/L/sec

Raw Ingp oemH20/Lisec

Raw Exp cmH20//sac

Raw cemH2ONdsec 1.80
Gaw LiseciomH20 0.501
sRaw cmH20/Lisl. 3.96
sGaw LfsfemH20O/L  0.252
Vig (Raw) Liters

Comments:

interpretation: Time

( )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version; IVS-0101-20-58



Lorslace Scientific Resources
244@Ridgecrest Dr SE ‘
AlbWuerque, NM 87108 4

e ,
Name: ERB, Id: AKP-048
Gender: Female Date: 02/19/14
Age: 59 Race: Temp: 21 PBar: 6827
Height(in): 69.0 Weight(lb): 164 Physician:
Any Info: Technician: CRD
. (BTPS} PRE-RX POST-RX E
Spirometry Ref Pre Pre Post  Post Post éo
Meas % Ref Meas % Ref % Chg
FVC Liters 247 263 107
FEV1 Liters 2.04 200 103 6l R
FEVI/FVC % 84 89 94 [
FEF25-75%L/sec 2.27 2.2 97 + i e
FEF50% Lisec 2.96 4,49 152 1’ .
FEF75% Lisec 0.93 065 70 4- |
IC Liters I} f
vC Liters 247 |
PEF Usec 5.3 6.81 133 24 !
MV Lfmin 93 . ! s
PIF Lisec 1.71 T i kN
FEVI/FEV6% 83 P Y N ?H,j
Lung Volumes/Plethysmography (BTPS) | L
Vig Liters R
Ve Liters 247 27
TLC Liters 3.80
RV Liters 1.43
RVITLC % 37 47
FRCPL Liters 1.96 |
ERY Liters
ic , Liters 5
Diffusion 1 bowmd P
DLCO mbU/mmHg/min  19.9
DL Adj ml/mmHg/min  19.9
DLCONVA  mlL/mHgfminfl. 3.18
VA Liters
BHT Sec
Rasistance
Raw Total cmH20/L/sec
Raw Insp cmH20/Usec
Raw Exp cmH20/Lsec
Raw cmH20//fsec  2.04
Gaw LisecfemH20 0.471
sRaw emH20/Ls/L - 4.00
sGaw LisfemH20/. 0,250
Vig (Raw) Liters
Volume
Comments: 8-
6,,
4,,
2L /LJ—««—--— — T T T
o—iL;g'aé}a:a:aakaé'.,{;’
Interpretation: i Time

{ )= OUTSIDE 95% CONFIDENCE INTERVAL Norm Set: Knudson (1983) Version: IVS-0101-20-5B



EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH {AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)
CIRCLE APPROXIMATE RESPONSE EVERY 12 HOURS
DAY

1 2 3 5

AM s/z[ 14|01/ 21 /1| 01/2mhy| OF23f1u| 04/ 24f14| V2 14\  eties 00/ 291 Y 28/
RunnyNose [0 "1(2)3]0'1(2/3]0 1(Z/3[0 1 2@[o 1 2@|0 1 2(Hlo 1 2@} 0o12E 01 23
Oto3 i

Itchy Nose 01(@3[01(¥3]01f3 oHMmuoHN@,oHN@oMN@oHN@OHN@

Oto3
Congestion @Hmwm@HNw@wHNw o®23/olP23lo@Zs3{off23[o@®23{0f)23
Oto3 ~ P
Sneezing 012Q@j012@[o12@o12@o12@F 0128012801201 20
Oto3

Voice Hoarse | YES \N® | YES (NO) | YEs (NO | YES {o/| YES Q0 YES R@'|YES KOt YES KO | VES @
Y/N

Throat Clearing [(YES) NO \YES NO @ NO | YES) NO [FESD NO [EED No [Geg No [(VES) No [{ES NO

Y/N

DAY PM 1 2 3 4

5
RunnyNose [0 1 2(F 0 1(29)3|0 1(J 3 oHN@oHNQOHNQ 01201280120
Oto3

Itchy Nose 01(23(0o1(2f3lo1@3|lo1@3(o1&3[0128J0o12(30128]01L/3
Oto3

Congestion (9 12 3(0)123fg/123[C123[(@123|0/123[0)123|F123[h)123

Oto3 "\ ~

Sneezing 0123 0123 OHN@OHN%oHNm\oHN@OHN@%HNQOHN@

Qto3 X

) Y Y
Voice Hoarse | YES \NO | YES NQ | YES \NO>| YES ROJ|YES &8 |[YES WO/ | YES (Ng/ | vEs Ko | vEs (NG
Y/N . — ~ .
Throat Clearing{ YE5 NO |(YES) NO LYES) NO [(YEZ NO | YES) NO |&ES NO @ NO | YEs NO A\YES) NO
w e Mo NES) . ey \(ES)
SCALE O to 3 /

0= No symptoms (no symptoms detected)

1= Mild symptoms {symptoms present but easily tolerated)

2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

Y=Yes N=No
ERE .04 _ _ »
SUBJECT NUMBER:_4 \A\UQ A\J\@B‘m nO_<=u_.m._.m_u\ M&l \ h\x SUBJECT INITIALS AND UE.W@ \\ON& -\ n\




EFFECTS OF AKPharma’s CALCIUM GLYCEROPHOSPHATE NASAL SPRAY WASH (AKP010112A)
ON PATIENT-PERCEIVED BREATHING COMFORT

DAILY SYMPTOMS SCORE SHEET (RHINITIS DIARY)

0= No symptoms {no symptoms detected)
1= Mild symptoms (symptoms present but easily tolerated)
2= Moderate symptoms {awareness of symptoms, bothersome but tolerable)

3= Severe symptoms (symptoms hard to tolerate; symptoms interfere with activities of daily living)

/29 /1y

Y=Yes N=No o D
S5
SUBJECT NUMBER: LY, &/€7  DATE COMPLETED:

SUBJECT INITIALS AND DATE: 7225 \ Ak d

CIRCLE APPROXIMMIATE RESPONSE EVERY 12 HOURS

DAY 7 | 8 9 10 11 12 13 14 15
AN 1 291

Runny Nose 012@lo123 0123|0123 0123[0123l0123/0123|0123
Oto3

itchy Nose 0128@f0123[/0123/0123|0123 0123 0123|012310123
Gto3

Congestion 013{0123/0123[/0123/0123|0123|0123|012310123
Oto3

Sneezing OHN@W_OHNonNwOPNw 0123/01230123/0123|0123
Oto3 i
Voice Hoarse | YES @W\ YES NO |YES NO | YES NO |YES NO |[YES NO |YES NO | YES NO | YES NO
¥/N ]
Throat Clearing |YES) 20/ YES NO |YES NO |YES NO |YES NO |YES NO |YES NO | YES NO | YES NO
¥/N o e

DAY PM 7 ! 8 9 10 11 12 13 14 15
Rubny Nose 0123, 0123/0123|/0123{0123{0123/0123|0123|0123
Oto3 .

itchy Nose 012301230123/ 0123[0123|0123|l0123|012 31012 3
Oto3

Congestion 012301230123 |(0123/0123|0123l0123/0123i012 3
Oto3

Sneezing 0123/0123/0123|0123[{0123/0123,0123|0123|0123
0to3

Voice Hoarse | YES NO | YES NO | YES NO ;YES NO |YES NO |YFS NO |YES NO | YES NO | YES NO
Y/N

Throat Clearing | YES NO | YES NO | YES NO |YES NO | YES NO |YES NO |YES NO | YES NO | YES NO
Y/N

SCALEQOto 3




TriGore Fax Number Thy Jan 3@ 06:47:36 2014 Page 1 of 1
T l: ‘ Lovelace Scier  ;Resources Client Nbr
: Leslie Byatt, Clii, 1'rials 24664
REFEEENIBE LABE!A‘IERIEhal 2441 Ridgecrest Dr SE
1001 Woodward PI. N.E, Albuquerqus, NM 87102 (505 )93g-8gez  ‘\puduerque, NM 87108-5129
PATIENT NAME PATIENT ID DoB SEX REPORT STATUS PAGE
X, XERB AAGL1165 067281954 F Final
PHYSICIAN COLLECT DATE & TIME REGEIVE DATE & TIME FRINT DATE & TIME
Unlisted Physlclan, 01/29/2014 18:19 01/29/2014 19:55 01/30/2014 06:04
REQUISITION NO. PT. PHONE NO. PATIENT NO,
31033194 0 AKP049
COMMENTS ;
Result :
Tost In Range Qut of Range Units Reference Range  Site Code
Comp Metabolic Panel
Sodium 140 mmol/L 134-144
Potassium 4.0 mmal/l. 3,5-5.1
Chloride 107 mmal/L 98-111
co2 27 mmol/L 20-30
Anion Gap 6 6-14
Glucose 88 mg/dL 60-100
BUN 9 mg/dL 7-31
Creatinine 0.63 mg/dL 0.60-1.40

Creatinine method {s IDMS traceable. EstGFR Calculation has been adjusted.
Please note new reference range effective 5/23/2013.
eGFR non-African Am

S50 mL/min/1.73m2 >6D
GFR Comment
Estimated GFR values are not accurate in acute kidney failure, inpatients
on Iv Tluids, obese (BMI»34) or underweight (BMI<20) people,
the very old or ver;)l/ young, races other than caucasian or African American,
people with acute illnesses, or amputations.
Calcium 8.6 mg/dL 8.4-10.4
Total Protein 71 gm/dL 6.1-8.2
Albumin as pm/dL 3.4-4.7
Globulin a3 gm/dL 2.4-42
Blllrubln, total 0.6 mg/dL 0.3-1.2
Alk Phos 81 UL 38-150 P
AST(SGOT) 65 H Ui 6-58 S A
ALT(SGPT) 91 H UL 14-87 /J/&; P/
Fasting NO
Phosphorus 2.8 mg/dL 23586
CBC
WBC 6.1 X10E3 401086
RBC 4.72 x10E6 4.00-5.38
Hgb 134 gm/dL 12.0-16.0
Hct 41 % 36-48
MCV 88 fl. 81-98
MCHC 324 gm/dl. 31.2-35.2
RDW 13.7 % 11.0-14.5
Platelete 177 x1CE3 150-400
Eos, Respiratory None seen . NS
Phys, Addr, Phone
NG PHYSICIAN LISTED
End of Report
L]
o6 NP

X, XERB

01/30/2014 06:04

o5~ Flly- 2011

FAX24664
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TriGore Fax Numher Thu Feb 27 18:22:32 7814 Page 2 oF 2

TriCore Reference Laboratories Patient Name: ERB, ERB

1001 Woodward Pl NE Medical Record: AAGT 4964

Albuquerque, NM 87102 DOB:06/02/1954 Age:59Y Sex:F

(505)938~-8922 Account Number: 31033211
Attending MD: Unlisted Physician

Patient ID:AKP049
Patient Phone:0

W3605701 COLL: 02/05/2014 13:18 REC: 02/05/2014 19:49 PHYS: Unlisted Physician
Reg# : 31033211

Eos, Respiratory None seen [NS]

Phys, Addr, Phone Unknown

END OF REPORT
Printed: 02/27/2014 10:21 Patient Name: ERB,ERB
Medical Record {f##: AAGLA96G4
INTERIM REPORT Location: CORE Page: 1
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TriCore Fax Number

PATIENT NAME
ERB, ERB

PHYSICIAN
Unlisted Physician,
REQUISITION NO. PT. PHONE NO.

31033206 0
COMMENTS :

Tost
Eos, Respiratory

Phys, Addr, Phona

FAX RESULTS
FAX PHONE NUMBER

End of Report

ERB, ERB

TRICORE

REFERENCE LABORATORIES
1001 Woodward PIl. N.E, Albuquergus, NM

Thu Feh 13 86:43:951 2014 Page 1 of 1

Lovelace Scient’  Jesources Client Nbr
Leslie Byatt, Clin ..ials 24884
2441 Ridgecrest Dr SE
87102 (505 ) 938-8022 Albuguerque, NM 87108-6129
PATIENT ID DOB SEX REPORT STATUS FAGE
AAGK4096 06/28/1954 F Final 1
COLLEGT DATE & TIME RECEIVE DATE & TIME PRINT DATE 8 TIME
02/12/2014 13:00 021M2/2014 19:37 02/13/2014 06:00
PATIENT NO.
048
Resuit
In Range Out of Range Units Reference Range  Site Code
Rara . NS
PHYS UNKN
348
8546
ol o
02/13/2014 0€:06 FAX24864
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TriCore Fax Number Thu Feh 20 06:49:05 2814 Page 1 of )

' ; Lovelace Scier.  Resources Client Nbr
TR I B OR Leslie Byatt, Clin rials 24664
REFERENCE LABORATORIES 2441 Ridgecrest Dr SE
1001 Woodward PI. NE, Albuquerque, NM 87102 (505 )o38-ge22  louauerque, NM B7108-6129
PATIENT NAME PATIENT ID DOB SEX REPORT STATUS PAGE
ERB, ERB AAGM2177 06/28M957 F Final 1
PHYSICIAN COLLECT DATE & TIME RECEIVE DATE & TIME PRINT DATE & TIME
Unlisted Physiclan, 02/19/2014 12:46 0211912014 21:52 02/20/2014 08:04
REQUISITION NO, PT. PHONE NO. PATIENT NO.
31033214 0 AKP049
COMMENTS :
Result
Tost In Range Qut of Range Units Reference Range  Site Code
Comp Metabolic Panel

Sodium 139 mmaol/L 134-144

Potassium 3.7 ’ mmol/L. 3.5-5.1

Chloride 108 mmol/L 98-111

co2 23 mmel/L 20-30

Anion Gap 8 6-14 /ML

Glucose 143 H mg/dL 60-100 A/ %

BUN 7 mg/dL. 7-31

Creatinine 0.72 mg/dL 0.50-1.40

g :
creatinine method is IDMS traceable. EstGFR Calculatfon has been adjusted,
Please note new reference range effective 5/23/2013.

eGFR non-African Am >60 mL/min/1.73m2 6D

GFR Comment . .
Estimated GFR values are not accurate in acute kidney failure, inpatients
on IV fluids, obese (BMI>34) or underweight (BMI<20) people, .
the very old or ver¥ young, races other than Caucasian or African American,
people with acute illnesses, or amputations.

Calcium 9.8 mg/dL 8.4-10.4
Total Protein 7.2 gm/dL 8.1-82
Alburnin 39 gm/dL 3.4-47
Globulin 3.3 gm/dl. 2.4-42
Bilirubin, total 0.7 mg/dL 0.3-1.2
Alk Phos 90 UL, 38-150 G
AST(SGOT) r4| H UL 6-58 /’/ @& Sl
ALT(SGPT) 91 H UL 1467 Al H
Fasting NO
Phosphorus 2,6 mgfdL 2356
cBC
WBC 6.8 x10E3 4.0-10.6
RBC 5.08 x10EB 4.00-5.38
Hgb 14.2 gm/fdL 12.0-16.0
Het 45 % 38-48
MCV 88 L 81-98
MCHC 31.9 gm/dL, 31.2-35.2
RDW 13.6 % 11.0-14.5
Platelets 208 x10E3 150-400
Eos, Respiratory None seen NS
Phys, Addr, Phone Unknown
End of Report
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Effects of AkPharma’s Calcium Glycerophosphate S/ Q////
Nasal Spray wash (AkP 010112A) on Patient-Perceived Breathing Comfort

SATISFACTION QUESTIONAIRRE:

Would you use / purchase this nasal wash product in the future?" [ZJves [ no

You are also encouraged to make any free comments regarding your experience
in the use of this product regarding your opinion of any of its effects not covered
specifically in the Daily Diary:

e N -

[Type text] / L
Subject initials and Date Zf; %‘?//‘/ Study Staff Initials and Date 91/‘ Q 11 “ ’
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