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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: 
 
 
Senior Scientist 

Jonny Salyer, MD 

Clinical Principal Investigator 

 

Edward G. Barrett, PhD 

Director of Translational Research - Pharmacology 

 

Study Coordinator: Leslie Byatt, CCRC 
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4.0 TEST ARTICLE 

4.1 Identity 
Calcium Glycerophosphate (CGP) 

4.2 Description 
CGP  is 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 enrollment 
prior to leaving the clinic and self-administered again that night, regardless of time of day 
demonstration dosage was taken. 
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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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Given the frequency of perennial allergic rhinitis in the population, all subjects were 
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 PI or Sub PI 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 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. 

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 
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the baseline VS 1st, 2nd, and 3rd, 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, day14, 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, day14, 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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Table 1 Individual Symptom Scores.   

 
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.   

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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Table 2.  Average Daily AM vs PM Symptom Scores at Baseline 

 
 

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

SYMPTOM AM 
mean (+/-SD) 

PM 
mean (+/-SD) 

Test Results 
 (p-value) 

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  
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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,  
day14, and 21. 
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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. 

 

 

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 “Itchy 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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decongestant, 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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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) 
♦ Medical 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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♦ 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.  

 
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:  
 

• Follow the instructions you are given. 
• Come to the study center for all visits that are required.  
• 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. 

• 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 fail 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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• A change in your medical condition; 
• Other reasons, including new information available to the investigator or harmful 

reactions experienced by you or other subjects in this study; 
• 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, I want the study doctor to inform my primary care physician/specialist 
(initials)        of my participation in this study. 

 
________ No, I do not want the study doctor to inform my primary care  
   (initials) physician/specialist of my participation in this study. 
 
________ I 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   
 
I have read and understand the information in this informed consent document.  I have 
had an opportunity to ask questions and all of my questions have been answered to my 
satisfaction. I voluntarily agree to participate in this study until I decide otherwise.  I do 
not give up any of my legal rights by signing this consent document.  I 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: 
 
• 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 



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

Liberty IRB Approved 6/13/13 11 
 

make sure the information is correct.   
• 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. 
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____________________________________  ____ 
Signature of Subject      Date 
 
____________________________________ 
Printed Name of Subject 
 
____________________________________  _____ 
Signature of the Person Obtaining the   Date 
Authorization  
 
_____________________________________ 
Printed Name of the Person Obtaining the  
Authorization 
 
 
 



 

 

 

 

 

 

APPENDIX III  INSTRUCTIONS FOR SUBJECTS 



   

 
 
 
 
 
 
 

                                Instructions for Subjects - Nasal Spray Wash Study 
 
CGP Nasal Spray Wash Self-Administration  
 

1. Blow your nose gently before using CGP Nasal Spray Wash. 
2. Shake bottle slightly before using spray.   
3. 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. 
4. 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.) 
5. Repeat steps 3 and 4 with bottle nozzle in your right nostril, closing your left nostril with your 

left hand. 
6. Do this procedure twice - so you have taken two sprays in each nostril, alternately. 
7. Avoid blowing your nose for at least 10 minutes after application. 
8. 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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