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Abstract

Radiotherapy, (RT) a vital modality of treatment in
patients with head and neck malignancy (HNM) is
associated with high rates of muco-toxicity with no
consensus/universal standard of its care. Aloe-vera is
FDA approved and is therapeutically used. Studies to-
date has had different dimensions. In one study, the
researcher Puataweepong et al., 2010 used aloe-vera
as a mouth-wash where its effect got limited over a
few minutes and in the other research, the researcher
Su et al., 2004, used it in oral form where it acted as a
systemic agent than a local agent. Precisely, the
paucity of robust studies on the potential effects of
aloe-vera on RIM and its use in the form of an oral
gel is a significant omission. The objective of writing
this paper is to discuss the effectiveness of oral aloe-
vera-gel in reducing the magnitude of increasing RIM
during the progress of RT in HNM patients using a
double-blind, randomized controlled trial. An
evaluative, pre-experimental double-blind, control
group design was adopted. Hundred eligible
respondents with HNM scheduled to receive
conventional RT were block randomized between
Group A and Group B group and PIS implemented.
Consent was taken. Standardized tools were applied
to assess the primary outcome and secondary
outcome. Respondents in experimental (Group A) and
control groups (Group B) were statistically identical
in baseline characteristics (P>0.05). The RIM grades
were significantly less for experimental group as
compared to that for control group (P<0.05). By the
end of treatment, the two groups were statistically
different in maximal grade of toxicity (Z=1.7,
P<0.05), use of drugs, QOL scores, percentage of
weight loss and nutritional status. Oral aloe-vera gel
was beneficial in reducing the magnitude of
increasing RIM without side effects.
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FIGURE 5. CONCEPTUAL FRAME WORK: SYSTEMS THEORY

A randomized double blind clinical trial to assess the effectiveness of topical application of Aloe Vera gel versus
base gel on radiation-induced mucositis in patients receiving radiation therapy for Head and Neck Malignancy
in a selected hospital in Mumbai”

CURRENT SCENARIO
“Insariably all paients develop varying
degree of RIM during their therapeutic
course of RI/CCRT. The best curremt °
practice for RIM is mot known or
generally agreed on, by Radiation Therapy

Oncology Group in India or abroad

Application of Aloe Vera Gel and Base Gel: 3 times/ day from the day of onset of RIM to the
final day of receiving the therapeutic RT by the respondents

/mm 8

. SSHOOAd ’:

TECHNIQUE

Block
Randomized
after
implementing

_ PISand
/" signing ICF

&

o Knowing the effectiveness of the intervention of topical application of aloe vera gel on
the magnitude of increasing development of severity of RIM in the respondents
during the progress of their therapeutic RT for HNM, THROUGH THE SPECTFIED
PRIMARY AND SECONDARY OUTCOME CRITERIA.

+ Knowing the incidence of RIM associated with HNM, the development of ifs severity
through the course of RT. The common sites of HNM, ifs histology, tumor
characteristics and therapeutic
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