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Introduction. Cancer is one of the leading causes of morbidity and mortality worldwide.
Every year, approximately 38 million people die with non-communicable diseases, in which over
8 million deaths occur because of cancer. Though, remarkable evolution in knowledge of cancer
has led to progress in cancer treatment, early diagnosis, and treatment. But, the scenario related
to the fatality of cancer, has not changed.

The diseases which are secondary to cancer impose other challenges in terms of
prevention, detection, and treatment. These can be categorized as one which is directly related
to cancer patho-physiology, and second which is the consequence of radiotherapy and
chemotherapy treatment of cancer. The first category of diseases shows probability to occur and
has its specific treatment protocol, but the morbidities arise as the side effects of cancer treatment,



are inevitable. The adverse effects include oral mucositis, gastrointestinal toxicity, hepatotoxicity,
nephrotoxicity, hematopoietic system injury, cardiotoxicity, and neurotoxicity which in turn,
limit the clinical use of therapy, and may lead to therapy discontinuation (Shapiro, 2016; Turcotte
et al., 2017).

Xerostomia is one of the most common complications in cancer patients. This is related to
the sensation of dryness of mouth, which is associated with the hypo salivation; leading to oral
mucositis. Since the mucosal cells have high turnover rate, and are also sensitive to the
chemotherapeutic agents which are highly absorbable by these cells, which lead to the damage
and death to these cells and tissues. Mucositis is an acute injury to the oral mucosa because of
reduced salivary secretion and dryness of mouth which can become infected by a variety of
bacteria; sepsis presents a life-threatening situation to the patient. Chemotherapy induces damage
to the salivary glands, but the physiological basis of xerostomia and mucositis is not completely
understood. Although, researches support the link among these pathological changes but, more
clinical evidence-based knowledge is required to solve the controversies among the studies which
had found correlation between severity and recovery.

Several studies have been performed on different natural product for preventing or
reducing chemotherapy induced xerostomia. Physiological effects of these natural medicines are
mostly associated to its chemical compositions such as polyphenols, carotenoids, triterpenes and
essential oils which show anti-inflammatory, antitumorigenic, antioxidant, and antimicrobial
activities. Isla Mint is a natural drug of Icelandic moss based pastilles. This drug has protective
antimicrobial, anti-inflammatory and immune-modulatory effects which envelop and moisturize
the mucous cells. This property of this drug humidifies the respiratory mucosa and thus removes
inflammation.

The therapeutic effects of a drug are considered to be beneficial to those who need it,
when it has considerable therapeutic action at minimal dose with less or no side effects, and if
any adverse reactions occur; can be controlled.

The aim of this study is to check the effectiveness of Isla mint drug in the treatment of
dryness of mouth, caused by the cancer drugs. The objective of this research is to determine
prevention of xerostomia during chemotherapy treatment, and to set its rate based on subjective
and objective data.

Methodology. This study has been performed in accordance with the international
research standards, and implemented with the support of Aversi clinic, Tbilisi, Georgia. The study
complies all ethical rules and regulations in Georgia, and has been carried out by respecting the
local culture which is consistent with legal statutes and regulations for the protection of human
subjects. The cancer patients, who were diagnosed with xerostomia by histological and clinical
evaluation, were eligible for this drug trial.

The total 60 patients are included in this study; duration of study - 6 months. These
patients are divided into two groups i.e. one study group and second control group, consisting of
equal number of participants. The patients, who were taking the chemotherapy treatment, were
assessed and evaluated for taste sensation by otolaryngologist before determining the subjective
and objective data; subjective sensation by using scale from numbers 1 to 10 with an
interpretation of reduction in discomfort as the rating on the scale increases. The objective data
was collected on the basis of a feedback form that contained the questions of general complaints
like Pain, Burning sensation, dryness, and irritation. These questions were provided/given with
four options, i.e. No, seldom, often, and always.



The strategy to carry out the study was clearly explained, and consists of following steps:
e Both groups of patients are given oral recommendations of drug with complete explanation of
the procedure of rehabilitation during the drug trial.
e The study group is given additional recommendations and information about natural quality
of drug Isla Mint and its possible physiological effects.
e To collect the subjective and objective data, the frequency of visits to the Otolaryngologist
were kept to ~2 to 3 times per week.

Results. In accordance with the requirement of the study, all participants were observed.
The 30 patients were selected for the data collection and follow the special recommendations
for oral care, which were:

e Balanced diet;
e Restrain the crude food to avoid further damage to the oral mucosa;
e Suction of mouth 2 times per day.

The patients were prescribed 1 tablet of drug Isla Mint 6 times per day for 10 days. The
oral mucosa was examined by pharyngoscope, and visual assessment were made by comparing
pale pink color of healthy mucosa with cancer patient’s mucosa having xerostomia. The
participants repeated the regular visits, an objective data was collected on the basis of clinical
examination; subjective feelings had not changed, or were recorded slightly worse. The graph
was plotted, based on the collected objective data:

Repeated visit

First Visit
Study Group (30

patients) Control Group (30
patients)

The results on the basis of feedback form are as follows:

Mixed
Symptom Occurrence | Control (30) | % Isla Mint (20) % Variance Rem.arks - with Isla
Mint vs normal
PAIN NO 12 40% 22 73% 33% Increase in no.
PAIN SELDOM 18 60% 7 23% -37% occurrence of " NO
PAIN Often 0 0% 1 3% 3% pain’
BURNING | NO 16 53% 24 80% 27% Increase in no.
occurrence of "' NO
BURNING SELDOM 14 47% 6 20% -27% burning sensation”
DRYNESS NO 6 20% 17 57% 37% Increase in no.
DRYNESS SELDOM 22 73% 13 43% -30% occurrence of " NO
DRYNESS | OFTEN 2 7% 0 0% 7% dryness sensation”
IRRITAION | NO 23 77% 23 77% 0% No difference in
IRRITAION | SELDOM 7 23% 7 23% 0% irritation occurrence




Results Based on the gender discrimination:
Women

Remarks - with Isla

0 1 0 1
Symptom Occurrence | Control (20) Yo Isla Mint (22) Yo Variance Mint vs normal

PAIN NO 8 40% 15 68% 28% Increase in no.
PAIN SELDOM 12 60% 6 27% -33% occurrence of " NO
PAIN Often 0 0% 1 5% 5% pain”
BURNING NO 11 55% 17 77% 22% Increase in no.
occurrence of "' NO
BURNING SELDOM 9 45% 5 23% -22% b . .
urning sensation
DRYNESS NO 4 20% 12 55% 35% Increase in no.
DRYNESS SELDOM 14 70% 10 45% -25% occurrence of " NO
DRYNESS | OFTEN 2 10% 0 0% -10% | dryness sensation”
IRRITAION | NO 16 80% 15 68% -12% Increase in no.
occurrence of "' NO
IRRITAION | SELDOM 4 20% 7 32% 12% e .
irritation sensation
Men
R ks - with Isl
Symptom Occurrence | Control (10) % Isla Mint (8) % Variance e.mar W 2
Mint vs normal
PAIN NO 4 40% 7 88% 48% Increase in no.
occurrence of "' NO
PAIN SELDOM 6 60% 1 13% -48% "pain”
BURNING NO 5 50% 7 88% 38% Increase in no.
occurrence of "' NO
BURNING SELDOM 5 50% 1 13% -38% b . .
urning sensation
DRYNESS NO 2 20% 5 63% 43% Increase in no.
occurrence of "' NO
DRYNESS SELDOM 8 80% 3 38% -43% d .
ryness sensation
IRRITAION | NO 7 70% 8 100% 30% Increase in no.
occurrence of "' NO
IRRITAION | SELDOM 3 30% 0 0% -30% e .
irritation sensation

Discussion. Saliva, which consists of water (99%) and many digestive components like
electrolytes, immunoglobulin, enzymes, mucins etc., also serves important functions in
maintaining the health of oral cavity, speech, and ingestion. Dryness of mouth a subjective feeling
is usually associated with insufficient saliva secretion which is caused either due to blockage of
salivary duct or due to the damage of salivary gland and surrounding mucous cells and tissues.
This pathological scenario presents a potential risk for developing secondary oral infections and
affects the quality of life. Cancer therapies including chemotherapy or radiotherapy alone, or as
combination therapy, induce salivary gland dysfunction which leads into xerostomia, generally
within a week of initiation of anti-cancer therapies. The present treatment of xerostomia can be
divided into general supportive measures, salivary substitutes, and salivary stimulants. Herbal
formulas have shown a significant effect on reducing the severity of dry mouth, which are divided
into preventive and therapeutic categories.

Isla mint is the natural drug that is extracted from the Iceland moss (Cetraria islandica)
which has been used to treat inflammation and dryness of the pharyngeal mucosa in folk
medicine for many years. The lozenge is used for removal of inflammatory symptoms, and
promotes moistening and repair of oral mucosa. The arena of therapeutic uses of Isla mint is
extensive which includes inflammatory diseases of the throat, symptomatic therapy of dry cough
in the treatment of complex and chronic bronchitis and bronchial asthma, and drying and
irritation of the mucous membrane of the mouth.

Regarding the grades of subjective data for xerostomia, clinical sequence showed
significant effectiveness for reducing the severity of dry mouth. However, the adverse effects like




allergic reactions were relatively rare but, we cannot conclude that the use of herbal formula for
xerostomia is safe that did not report the side effects. The clinical evidence-based documentation
on adverse reactions is needed to draw conclusion on drug safety.

From the results of this study we can assume that the herbal drugs used either individually
or in combination therapy with anti-cancer drugs have preventive or therapeutic effects for
xerostomia in cancer patients. However, due to methodological limitations it is difficult to draw
clear conclusions on the adverse effects of herbal medicine, Isla Mint.

Conclusion. At this stage, the study shows significant outcomes in oral care of oncologic
patients with the use of drug Isla Mint. In addition, with other general dietary modifications, it
reduces the oral discomfort and severity of dry mouth in xerostomia patients, relatively without
any adverse effect. In future, extensive clinical trials are warranted to draw definitive results on
the effectiveness and side effects of natural drugs.
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THHATHH I'OI'HA/[3E, IIOPEHA I[[HKJIA YPH,
T'AHATE PAXYJI KYMAP, PATHHH, HUXUI KYMAP
JIEYEHUE U ITPOPUITAKTUKA CYXOCTU I'OPJIA ITOCJIE XUMUOTEPAIIUU Y
OHKOJIOTUYECKUX ITAITMEHTOB HATYPAJIbHBIM ITPEITAPATOM - ISLA MINT

EBpomnetickuit yausepcuret, Tounucu, I'pysus

PE3IOME

Isla Mint - 3TO HaTypanxbHOe JIEKApPCTBO, KOTOpPOE WCIIOIB30BAIOCH IJIS JIeUEHUS
BOCIIAJIEHUH M CYXOCTH CJIHU3UCTOH OOOJOYKM IIOJIOCTH PTa, IIOTYyYeHHOe W3 PacTeHHS
ncraHACKui Mox (HayuHoe HasBaHue: Cetraria islandica). OH comepxuT BemecTBa, KOTOpPEIE
00J1aal0T 3AIIUTHBIM JeHCTBMEM Ha CIU3UCTBIE OOOJIOYKM M IIPOTHBOBOCIIAIUTEIHHBIM
nmetictBueM. Jloza m TepameBTHMueckas 3(QeKTUBHOCTH ObLIM IIPOAHATU3UPOBAHBI B 3TOM
KJIMHUYIECKOM HCCJIeIOBAHUU.

ITens manuoro uccienoBanus - (1) mpoBeputs 3¢ PeKTUBHOCTE IEKAPCTBEHHOTO CPesICTBa
IIPU TaKUX CHMIITOMAaX TOpJa, Kak: a. boiss, 6. CyXocTs, C. ouyleHue KeHnus U d. pasgpaxeHue
- BBI3BAHHOE XUMUOTEpalHell y OHKOJIOTMYeCKUX OOJBHBIX, W (2) OIpeleNnUTh CTeIleHb ee
3P PeKTUBHOCTH Ha OCHOBE CyOBEKTUBHBIX X OOBEKTUBHBIX JAHHBIX.

Mertogsi. brio nmpoBezeno uccienoBanve 60 mamuenTos (B Tom uyuciae 30 B OCHOBHOI
rpynne, 30 B KOHTPOJIBHOI) IIpy 00LIe#l IPOZOKUTETBPHOCTH UCCIeOBaHUI 6 MecAleB. DTU
MAIVEeHTHl CTPAAAIOT OT CYXOCTH POTOBOH IIOJIOCTH W3-3a IIOCT XHMHOTEPAIeBTUYECKOTO
negenus. [lanuentsr, monry4asmue npemapar Mcia MunT B fose 1 tabneTka 6 pa3 B TeueHue 24
9aCcoB, C JOIIOJIHUTEIBHBIMYU AUETHYeCKUMU peKoMeHmanuamMu. CyObeKTHBHbIE U OObeKTUBHBIE
JAHHBIe OBUIM COOpaHBI IO INKaje, pa3pabOTaHHONW BpavyoOM, KOTOpas peTUCTPUpOBaja
CcyOBeKTHBHOe ouryiieHue nuckomdopra ot 1 mo 10.



Pesynsrarsr: Jlegenue Isla Mint mokasano 3HaYWTeIbPHOE YMEHbIIEHHE BBIPA)KEHHOCTH
CYXOCTH BO PTy. BBpUIO OOHapykeHO, YTO IpemapaT OKAa3bIBaeT 3HAYUTEIBHOE BIMAHHE Ha
CHIDKeHHe CTelleHH BBIPAKeHHOCTU KCEPOCTOMUU B DKCIIePUMeHTaIbHOI TPYIIIe 110 CPaBHEHUIO
C KOHTPOJIBHOM I'PYIIIIOM.

3axmodenue. Ha manHoM dTarme ucciaefoBaHue OKA3bIBAaeT 3HAYUTEIBHbIE Pe3yIbTAThL B
yXoZie 3a IIOJIOCTBIO PTa OHKOJOTMYECKHUX OOJBHBIX C IpuMeHeHueM Inpemapara Mcmra Munt.
Kpome Toro, ¢ pyrumu o61umMu JueTHYeCKUMY MOAU(PHUKAIMAMY OH YMEHbIIAeT AUCKOMPOPT
BO PTY ¥ TsDKECTh CyXOCTH BO PTy Y HAI[MEHTOB C KCEPOCTOMUEH, OTHOCUTEIBHO 0e3 KaKUX-THu00
mo6ouHbIX 3¢¢ekToB. B OyzmymeMm HeoOXOAMMBI OOIIMpHbIE KIMHWYECKHE HCIIBITAHUA [JIT
IIOJlyYeHUs OKOHYATEIBHBIX Pe3yJIbTaTOB 00 3(PQPeKTUBHOCTHY U TOOOYHBIX dddekTax
HaTypaJbHBIX JIEKapCTB.

Kirouessie ciosa: Isla Mint, kcepocTroMust, XUMHOTEpaIIH.
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SUMMARY

Background: Isla Mint is a natural drug, which has been used to treat the inflammation
and dryness of oral mucosa, is extracted from the plant Iceland moss (Scientific name: Cetraria
islandica). It contains substances that are characterized by its protective mucous membrane
effects and its anti-irritant effect. The dose and therapeutic effectiveness have been analyzed in
this clinical study.

The goal of this study is — (1) To check the effectiveness of drug in throat ailments like:
a.Pain, b. dryness, c. burning sensation, and d. irritation - caused by the chemotherapy in cancer
patients, and (2) To determine its rate of effectiveness based on the subjective and objective data.

Methods: A study of 60 patients (including 30 in the study group, 30 in the control group)
has been conducted in the overall study duration of 6 months. These patients suffer from dryness
of the oral cavity due to post chemotherapy treatment. The patients treated with drug Isla Mint
with a dose of 1 tablet 6 times in a period of 24 hours with additional dietary recommendations.
The subjective and objective data were collected on a clinician derived scale which recorded the
subjective discomfort sensation from 1 to 10.

Results: The treatment with Isla Mint has shown a significant reduction in the severity of
dryness of mouth. The drug was found to have a significant effect on lowering the severity of
xerostomia in the intervention group compared with the control group.

Conclusion: At this stage, the study shows significant outcomes in oral care of oncologic
patients with the use of drug Isla Mint. In addition, with other general dietary modifications, it
reduces the oral discomfort and severity of dry mouth in xerostomia patients, relatively without
any adverse effect. In future, extensive clinical trials are warranted to draw definitive results on
the effectiveness and side effects of natural drugs.
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