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TITLE Testing for the property, safety and satisfaction of self-prepared nasal saline
irrigation in healthy volunteers
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ABSTRACT

Allergic rhinttis and sinusitis arc common disease in Thailand. The treatments consist of
avoiding alicrgens and medieal treatment for relieving the symptoms. In addition, nasal irmigation
with 0.9% saline solution has becn used as adjunctive therapy. Although nasat saline irrigation had
high effective and well tolerance, the limitations of use werehigh cost and inaccessihility of product.
Recently, self-prepared saline solution is recommended lo safe costand increase accessibility of
product. However, limitations of self-prepared saline irrigation ave difficull to prepare and lack of
evidence 1o support safety of preparing produet. Thus, we aimed Lo test for the property, safety and
satisfaction of self-prepared nasal saline irrigation compared with saline niTigation in the marker in
healthy volunteers. This study composed of 2 partsincluding property and safety tesis of sclf-
prepared saline solutions (0.9% and 1.8% coneentrations) in laboratory, and safety and satisfaetion
tests of self-prepared saline solutions in healthy volunicers.Shudy design of elinical smdywas
crossover randomized prospective double-blind eontrolled study. All participants used 3 types of
salineincluding self-prepared saline with eoncentration 0.9% aud [.8% and 0.9% Klean&Kare"
saline solution, Afler that,participants assessed the safety and satisfy level of each solutionby using
Visual Analogue Seale (VAS). The results of laboratory tesis showed thatpropertics of self-prepared
saline solutions were clear, colorless, odovless. but ivereased pH when keep il for 7 days. The pH of
1.8% saline solution was higher than that of 0.9% saline solution. All self-prepared saline solutions
had concentration levels in range 99.0-105.0% ofNaCl {following USP. The resulis of sterility test
cau be implicd that sclf-prepared saline solutions from salt in the kilchen should be used within 24

hours after preparing. Whereasscll-prepared saline solutions fromsalt in pharmacewtical grade can



keep for 7 days afier preparing. Clinical stndy revealed that the safety of self-prepared saline from
NaCl (pharmaceutical grade) were not different from 0.9% Klean&Kare"® (p=0.125 and p=0.202 at 0
and 15 minutes, respectively). More than 90% of participants will be pleased to use all types of
nasal saline irrigation if it can relieve allergic symptoms and reduce the risk of sinus infection. At 0
and 15 minutes after using nasal saline solution, participant’s satisfaction scores of 1.8% self-
prepared saline solution were not different from 0.9% Klean&Kare". However, panicipant’s
satisfaction scores of these solutions were stalistically significant higher than those of 0.9% self-
prepared saline solutions. In conclusion, self-prepared saline solutions had acceplable ehemical and
physical properties. In healthy volunteers, lhe safety and irritalion of self-prepared saline solution
were not different from 0.9% Klean&Kare™ {saline solution launched in the market). Moreover,the
results revealed that hypertonic saline solution (1.8% NaCl) had no more irritating effeet than
isotonic solution. For self-prepared saline solution, participant’s satisfaction scores of 1.8% saline

solution were higher than those of 0.9% saline soluiion.
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