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Introduction

INTRODUCTION

Cancer is known as one of the most dreaded diseases globally as well as in India. It is an
abnormal growth of cells, proliferating and metastasizing in uncontrolled way. According
to WHO, cancer is the second leading cause of death globally. In 2018, cancer is
responsible for an estimated 9.6 million deaths. Globally, about 1 in 6 deaths is due to
cancer'. According to GLOBOCAN 2018 there were about 18.1 million new cancer cases
(17.0 million excluding non-melanoma skin cancer) and 9.6 million cancer deaths (9.5
million excluding non-melanoma skin cancers) in 2018.

Fig. 1 : Worldwide incidence of cancer by Globocan 2018

A
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Fig 3: Number of new cases in India

Number of hew cases in 2018, both sexes, all ages

Breast
162 468 (14%)

Lip, oral cavity
119992 (10.4%)

Cervix uteri
Other cancers 96 922 (8.4%)

652 723 (56.4%) Lung

67 795 (5.9%)

Stomach
57 394 (5%)

Total: 1 157 294

Fig. 4: Fig. 5:

Number of new cases in 2018, males, all ages Number of new cases in 2018, females, all ages

Other cancers
319 941 (56.1%)

Number of new cases in 2018, males, all ages Number of new cases in 2018, females, all ages

Lip, oral cavity
92 011 (16.1%)
Breast
162 468 (27.7%)
Lung Other cancers
48 698 (8.5%) 243 644 (41.5%)
Stomach
38 818 (6.8%)
Colorectum Colorectum Cervix uteri
36 687 (6.4%) 20 064 (3.4%) 96922 (16.5%)
Oesophagus
33890 (5.9%) Lip, oral cavity Ovary
27 981 (4.8%) 36 170 (6.2%)
Total: 570 045 Total: 587 249

Oral cavity cancers (OCCs) are the cancers occurring in various sites of oral cavity (from
the lips up-to the tonsils) or oropharynx. They are placed within the top 10 ranking
incidence of cancers globally and despite the progress in research and therapy, survival
has not improved significantly in the past few years, representing a continuing challenge
for biomedical science”. Oral cavity cancers rank second in India as per Globocan 2018°.
Its prevalence is found to be higher in men comparatively than women®. The incidence
rate of oral cavity cancer is seen more in low-income groups in India due to various
addictions like tobacco chewing etc. There is also a delay in diagnosis of oral cavity
cancer due to lack of knowledge'. The overall 5-year survival rate for oral cavity
cancers patients is 52.0%. According to site of tumor, this rate is 71.4% for lip cancer,
56.3% for oral tongue cancer, and 42.7% for other parts of the oral cavity’. The death rate

associated with this cancer is particularly high due to late diagnosis of cancer.
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Oral cavity cancer includes a wide array of variations in histology of the oral cavity viz
squamous cell carcinoma, sarcomas, lymphomas and mucosal melanomas, etc. Similar
epidemiology, etio-pathogenesis and treatments are found in the all these types. Amongst
the various types of OCC, the predominant histology seen is the squamous cell

carcinoma®.

We can see that in today’s world of technology and science, it is a fast paced life. People
are striving hard to complete their goals. Globalization has opened new opportunities and
brought the world closer. But with these advances, the lifestyle of people has mostly
become sedentary. The food habits have changed. The present trend of online food
delivery apps has made a sharp rise in the irregular food habits and timings. Lack of
exercise or irregular timings of exercise are also seen on a large scale. Online
entertainment and phone entertainment has lead to staying awake till late night and lack of
sleep and rest. Most of the populations presently have improper dietary habits and
lifestyle. More over there is lack of information about personal hygiene including the Oral
hygiene. There is very less awareness about the screening of oral cavity cancers and other

cancers which result in delayed diagnosis and complications of cancer.

Various types of addictions are also on a rise. With the ultra modern and luxurious
lifestyle trends being promoted, addictions like cigarette smoking, cigars, betel quid,
gutka, alcohol, etc. are having a high rise among men as well as women. These are the
main causative factors for oral cavity cancers. In 90 % of cases of OCCs, smoking and
alcohol are considered as major risk factors’. Other factors include sharp teeth, ill fitting
dentures, HPV infection, weak immune system, etc. The most common symptoms are a
persistent sore or ulcer in the mouth or face which does not heal, development of white,
red or mixed patches on tongue, gums or inner linings of mouth, difficulty in opening
mouth, a lump or hard mass in the neck, difficulty in chewing or swallowing, unexplained

weight loss, etc®.

Oral cavity cancers are often diagnosed at a later time when it has metastasis. Most often
the metastasis is found in the lymph nodes of the neck. The recovery is better when it is

diagnosed locally in oral cavity than that of the metastasis. Till the time the cancer
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metastasizes, at these later stages, there is a possibility that primary tumor has already

invaded deep into local structures'’.

Oral cavity cancers generally are unnoticed by the patient at an early stage which makes
them fatal. They are often without much pain or symptoms in initial stage and hence
difficult to notice by the patient. The surrounding lymph nodes are always a high risk of

. . . 1
metastasis thus the patient has more chances of loco-regional recurrence'’.

Different treatments may be used either alone or in combination, depending on the stage
and location of the tumor. In general, surgery is the first treatment for cancers of the oral
cavity, and may be followed by radiation or combined chemotherapy and radiation’. Oral
cancers itself as a disease as well as its conventional treatments have their known side
effects which mainly interferes with the esthetic and functional aspects of the patient.
Complications like impaired masticatory function, ulceration and inflammation of the oral
cavity hamper the chewing and speaking abilities. Xerostomia, trismus, stomatitis,
dysphagia, etc. are commonly seen. These mainly result in altered nutrition of the patient

leading to debility. Sensory functions related to the oral cavity are also affected'".

Along-with the physical aspect, the psychological aspect of the patient also gets affected.
The patient firstly gets a mental trauma after being diagnosed with cancer. The deformity
of face along-with disrupted speech, debility lowers the patient’s confidence levels. The
lengthy period of treatments as well as the high investigations and treatment costs
involved may affect the patient’s tolerance and psychology. In-spite of the recent advances
in diagnostics and treatment in oral cavity cancer, the recovery and survival rate has not
been much encouraging. Similarly, the Quality of Life of the oral cavity cancer patients

gets affected which may make the patient’s life miserable.

Ayurveda is an ancient Indian medical science having its own distinct principles. It
primarily aims on maintaining the healthy status in an individual and also has treatments
described for various disorders. Healthy status according to Ayurveda includes physical as
well as psychological well being. This classical medicine that has existed for thousands of

years from the time of Vedas, has described many herbs, formulations and treatment
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modalities which not only useful for the treatment but also promote good health and

longevity without any side-effects to mankind.

Cancer, as a disease has not been mentioned in Ayurvedic Samhita. Various diseases and
conditions mentioned in Ayurvedic texts like Dushta Vrana, Dushta Granthi, Dushta
Arbuda, Dushta Vranashotha, Dushta Nadivrana, Dushta Visarpa show similarity with that

of cancer.

In Ayurveda, the treatment principles comprise of Shamana Chikitsa, Shodhana Chikitsa
and Rasayana Chikitsa. Shamana includes oral administration of Ayurvedic herbs or
herbo-mineral combinations mainly useful for balancing the humors (Tridoshas) and
reducing the toxicity in the body. Rasayana mainly deals with immuno-boosting drugs
helpful in prevention of disease. Shodhana Chikitsa mainly deals with elimination of
toxins from the body and helps to purify tissues ata deeper level. It is included in

Panchakarma —viz. Vamana, Virechana, Basti, Nasya and Rakta Mokshana.

Vitiation of the Tridosha with predominance of Vata dosha is seen in cancer patients due
various reasons related to the etiological factors to the conventional treatments. There are
limitations for administration of Shamana Chikitsa alone and at times Shodhana
procedures may also be needed. The Shodhana Chikitsa includes pre procedures, main
procedures and post procedures. Snehana (Oleation) and Swedana (steam fomentation)
reduce the vitiated Vata and induce Snigdhata resulting in relaxation and rejuvenation
promoting the strength in the patient. Swedana helps in reducing the stiffness and also
liquefies the toxins preparing them for the elimination process to follow. The main
procedures of Shodhana help the body to get rid of the unnecessary toxins and the post
procedures are mainly stabilizing for the body and functions to be normal. These
cumulatively help in relieving the symptoms of oral cavity cancer and also counteract the
side effects of conventional treatments viz. radiotherapy and chemotherapy. This
systematic and scientific method of cleansing and purification helps for a faster recovery

and mainly minimize the risk of recurrence which is a matter of concern.
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Selection of Topic :

Many cancer patients of various types of cancers are treated at the Integrated Cancer
Treatment and Research Center with an integrated approach. The Ayurvedic treatments
rendered in case of oral cavity cancers included Shamana Chikitsa and Shodhana Chikitsa
like Basti, Nasya along-with allied procedures like Gandusha, Mukhopakrama, Shirodhara
and Karnapurana. Addition of Shodhana Chikitsa along with allied procedures showed
significant relief insymptoms and also helped in reducing the side effects of the
conventional treatments resulting in improvement of the Quality of Life of the patient.
Based on this clinical experience, a case control study was designed to assess efficacy of
Basti, Nasya, Gandusha, Mukhopakrama, Shirodhara and Karnapurana in patients of oral

cavity cancer.

Ayurvedic treatment mainly in the form of Basti, Nasya along-with some allied procedures
like Mukhopakrama, Shirodhara and Karnapurana can be found to be effective in oral
cavity cancers especially in promoting a good quality of life and managing the side effects
of radiotherapy. Basti can be helpful for Anulomana and thus controlling growth of tumor;
Nasya as a treatment for vitiated Vata and Kapha Dosha can be helpful for relieving
trismus, xerostomia and dysphagia; Mukhopakrama in the form of Gandusha and
Mukhapratisarana for treating local disease and Karnapurana as a treatment for vitiated
Vata Dosha and Shirodhara as a mind- body relaxing treatment. Various causative factors
of Cancer as well as the conventional treatments tend to vitiate the Vata Dosha, Pitta
Dosha and Kapha Dosha which aggravate and affect the various Dhatus and Mala. The
Shodhana Chikitsa and other procedures from Ayurvedic treatments mentioned above help
to pacify these vitiated Doshas, reduce the untoward effects of Cancer and its conventional

treatments and promote better Quality of Life in patients of oral cavity cancer.




Aim & Objectives

AIM :
To improve Quality of Life (QoL) of oral cavity cancer patients with Basti, Nasya,

Mukhopakrama, Shirodhara and Karnapurana.

OBJECTIVES :

1.  To assess efficacy of Basti, Nasya, Mukhopakrama, Shirodhara and Karnapurana on
symptoms of oral cavity cancers and side-effects of radiotherapy.

2. To assess effectiveness of Basti, Nasya, Mukhopakrama, Shirodhara and

Karnapurana on disease status.




Literature Review-Modern Science

LITERATURE REVIEW

A) LITERATURE REVIEW OF CANCER FROM MODERN MEDICINE
PERSPECTIVE

A-I) CANCER :

Cancer is an abnormality found in the body. The human body is made up various
components viz. systems, organs and cells. There are trillions of cells in a human body
having various sites, structure and functions. A cell is a micro structure of the human
body having its own components. There are different processes like the formation of cells,
existence and destruction that takes place in a human body. This process in the normal
physiological state helps to maintain the healthy status in a human being. If there happens
to be a pathogenesis, this normal functioning is hampered giving rise to various disorders
and diseases. Cancer is an abnormality of the cell, which is the basic unit of life in a
human being. In cancer, there is an uncontrolled and abnormal growth of cells. There is a
systematic and orderly process in cells in a healthy status. A change in this orderly
process causes cancer. It begins with the genetic changes that affect the orderly process of

cells. An uncontrolled growth of cells results in a mass or tumor'?.

Cancer is a complex disease predominantly genetic which involves various genetic
changes. It’s a collection of diseases which occurs due to initial mutation even in a single
cell from any of the various cells in the multiple cell regulatory system. If it is affected
further by mutation, it causes the initiated cell to proliferate and still additional mutations
in cells with grown advantage, invasive and metastatic properties. The genetic alterations
include activation of proto-oncogenes and inactivation of tumor suppressor genes. It can
remain in a dormant stage for any length of period. Cancer is characterized by invasion in
the normal tissue and metastasis at distant organs. The metastatic cells have different

biochemical and immunological properties conducive of the spread of the disease B,

Cancerous tumors are malignant, which means they can spread into, or invade, nearby
tissues. In addition, as these tumors grow, some cancer cells can break off and travel to
distant places in the body through the blood or the lymph system and form new tumors far

from the original tumor.
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Unlike malignant tumors, benign tumors do not spread into, or invade, nearby tissues.
Benign tumors can sometimes be quite large, however. When removed, they usually don’t
grow back, whereas malignant tumors sometimes do. Unlike most benign tumors

elsewhere in the body, benign brain tumors can be life threatening'*.




Literature Review-Modern Science

A1) ORAL CAVITY CANCER:

a. ANATOMY OF ORGANS OF ORAL CAVITY:

The oral cavity begins at the border between the skin and the lips (vermillion border).The
roof of the mouth is formed by the hard palate. The oral cavity leads into the oropharynx,
which includes the soft palate, the back of the tongue and the tonsils. The inner surface of
the cheeks forms the sides of the oral cavity. The lowest part of the oral cavity is the floor

of the mouth, which is covered by the tongue'

The different parts of oral cavity include'®:

» Lips
» Labial mucosa (inner lining of the lips)
» Commissure of lips (where the upper and lower lips meet at the corner of the
mouth)
» Vestibule (a space bounded by the teeth and gums on the inside and the mucosal
» Surface of the lips and cheeks on the outside)
» Oral tongue (the front two-thirds of the tongue)
» Floor of the mouth
» Buccalmucosa (the inner lining of cheeks)
» Gingiva (gums)
» Retro molar trigone (the area just behind the back molars in the lower jaw)
» Hard palate (the bony part at the front of the roof of the mouth)
» Teeth
» Lower jaw (mandible)
» Upper jaw (maxilla)
Fig.6 : Anatomy of oral cavity Fig. 7 : Anatomy of oral cavity
Anatomy of the Oral Cavity over) Ll
Hard palate —_J
Nasal Cavity posterior piiar [ TN B
e A ) P
77 ol e, % - L.
Oropharynx N V.ES“bule R —Uvula
S I y ...
Tongue e '(’:“;' f"'”"‘
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b. FUNCTIONS OF ORGANS OF ORAL CAVITY!:

Functions in the Digestive System:

It is where the first step of digestion — ingestion or food intake — takes place. The oral
cavity is the primary external opening leading into the gastrointestinal or digestive
tract. As you eat, the teeth tears, breaks, and grinds the food (the process medically
known as mastication), while the tongue contributes to prepare it into a soft mass to be
digested by mixing it with saliva (secreted by the salivary glands), completing the
mechanical digestion of food. The taste buds located on the tongue also allows you to

taste the food.

The process of chemical digestion begins within the oral cavity as well, with the

salivary glands also secreting certain enzymes to break down starch and carbohydrates.

Role in Speech Production:

The mouth is instrumental in speech production, as the air exiting through the Oral
cavity from the voice box is manipulated here to form words. The lips, tongue, hard
and soft palates, and even the teeth are vital in speaking, as well as any other sound
production. Even a minor malformation or abnormality in the development or
functioning of the oral cavity can seriously affect an individual’s daily life and

activities, as it allows humans to eat, breath, speak, and express.

Role in Respiratory System:

Though not a primary part of the human respiratory system, its functions include
serving as the secondary passage for air to enter and exit the respiratory tract during
inhalation and exhalation. So, when the nasal cavity cannot function properly, like in
case of a blocked nose, the oral cavity serves as the pathway for air, and leads it into
the airways through the pharynx. However, since the oral cavity is much shorter than
the nasal cavity, and lacks the mucus lining and cilia present in the latter, it does not

moisten and purify the inhaled air

11
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c. HISTOLOGY OF ORAL CAVITY CANCER:
Cancer has been differentiated in types which are based on its occurrence site.

. 1
The four main types of Cancer are'"-

»  Carcinomas: A carcinoma begins in the skin or the tissue that covers the surface of
internal organs and glands. Carcinomas usually form solid tumors. They are the most
common types of cancers are breast cancer, lung cancer, prostate cancer and

colorectal cancer.

»  Sarcomas: A sarcoma begins in the tissues that support and connect the body. A
sarcoma can develop in fat, muscles, nerves, tendons, joints, blood vessels, lymph

vessels, cartilage, or bone.

»  Leukemias: Leukemia is a cancer of the blood. Leukemia begins when healthy
blood cells change and grow uncontrollably. The four main types of leukemia
are acute lymphocytic leukemia, chronic lymphocytic leukemia, acute myeloid

leukemia, and chronic myeloid leukemia.

»  Lymphomas: Lymphoma is a cancer that begins in the lymphatic system. The
lymphatic system is a network of vessels and glands that help fight infection. There
are two main types of lymphomas: Hodgkin lymphoma and Non-Hodgkin
lymphoma.

Amongst all the malignant neoplasms that arise from the Head and Neck, the most
commonly seen are squamous cell carcinoma (SCC) which arise from the surface
epithelium. Lympho-epithelioma, spindle cell carcinoma, verrucous carcinoma and
undifferentiated carcinoma are its other variant. Lymphomas and wide variety of other

. . .. 1
malignant and benign neoplasms makeup the remaining cases'’.

Oral squamous cell carcinoma (OSCC) occurs as a result of various processes which
involves genetic mutations and chromosomal abnormalities™. Clinically, it often presents
as an ulcerated lesion with a central necrotic area and rolled up margins®'. Stratified
squamous epithelial lining of the buccal mucosa, tongue, floor of the mouth, palate and lip

are the common sites for OSCC.

12
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Fig. 8 : Types of Squamous cell carcinoma

I\ T / l Poorly differentiated
Squamous cell carcinoma

| Basaloid squamous cell carcinoma | / 1 \ | Other variants I

I Verrucous carcinoma

« Spindle cell
« Papillary
» Adenosquamous
« Acantholytic
« Cuniculatum
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d. ORAL CAVITY CANCER -RISK FACTORS:

A risk factor is anything that increases the chance of developing a disease or infection.
Oral cavity cancer is caused due to various factors which are broadly classified as

epigenetic and genetic*.

1. Epigenetic factors : These mainly includes addictions like tobacco, alcohol, betel
quid, diet and nutrition and mouth wash. Other associated factors include
environmental factors like viral infections, fungal infections; immune-suppression due
to occupational risks, dental factors, syphilis and radiation.

2. Genetic factors : This include genetic mutations. For examples genetic syndromes
like Fanconi anemia and dyskeratosis congenital are high risk for developing oral

cavity cancers.

Of all the above mentioned factors, addictions of tobacco and alcohol are widely

considered to be its major risk factors.

Tobacco : Tobacco consumption is still the most important risk factor for cancer.
various Tobacco addiction can be seen broadly as smokeless and smoking™.

¢ Smokeless Tobacco : Tobacco when not taken in a burnt form is known as smokeless
tobacco. It can be seen in various forms like chewing tobacco, dip, snuff, etc.

e Chewing Tobacco : The typical manner in which tobacco is chewed is by placing the
dry and crushed leaves between the cheek and lower lip and swallowing as the saliva
mixes with it. This is followed by spitting the remaining tobacco from mouth. This
exposes the skin and surface of the mouth lining to tobacco.

e Snuff : It is of two types viz. wet or moist snuff for oral consumption and dry snuff for
snoozing i.e snuff is inhaled through the nose. Usually a pinch of moist snuff is placed
between the cheek and the gum or behind the upper and lower lip. The habit of oral
snuff can cause snuff dipper cancer or verrucous carcinoma.

¢ Smoking Tobacco : Tobacco smoke from cigarettes, cigars and pipes may cause oral

cavity cancers.
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Cigarettes : The number of cigarettes consumed relates to the risk of death in patients
of OCC. It has been found through numerous studies studying the relative risk for oral
cavity cancer amongst former smokers is found that risk was lower in people who
smoked for few years than the former smokers who continued to smoke later too. It is
found that if there is a smoking abstinence of 3 to 5 years, it decreases the risk of oral
cancer by 50 %,

Cigars and Pipes : These are indirect sources of tobacco which also show increased
risk for oral cancers. In a comparative analysis done in a prospective and retrospective
studies mention that the mortality rate for cigar and pipe smokers is either similar or
higher than the risk found in cigarette smokers®.

Alcohol : Alcohol consumption has shown to act synergistically with tobacco in the
increased risk of development of oral cavity cancers. Significant study has been done
to analyze in patients who drink alcohol but are non-smokers and patients who smoke
but are non-drinkers. It has been found that alcohol can be an independent risk factor
for oral leucoplakia. Alcohol is also shown to increase the permeability of oral mucosa
producing alteration in the morphology which is seen as epithelial atrophy resulting
easier penetration of the carcinogens in oral mucosa®®*’.

Betel Quid and Gutka : Betel quid commonly known as Paan, usually contain betel
leaves, tobacco, areca nut, slake lime, etc can often be combined with various spices.
Common forms are mishri (burnt tobacco), khaini (tobacco and lime), zarda (boiled
tobacco), mava (tobacco, lime and areca nut) and gadakhu (tobacco and molasses).
Studies have shown that betel quid and especially tobacco and areca nut are
carcinogenic, mutagenic and have genotoxic potential. They can cause oral cavity
cancers and conditions like leucoplakia, erythroplakia and oral sub mucus fibrosis®®.
Diet and Nutrition : Food items nowadays contain excessive use of toxic fertilizers
and pesticides. It has found that various dietary products available in the market
contain artificial flavours and colours which are also harmful. Pesticides are
potentially toxic to humans and can have acute as well as chronic health effects
depending on the quantity and ways of exposure. When people come into contact with
large quantities of pesticide, this may cause acute poisoning or long-term health
effects, including cancer and adverse effects on reproduction®. A comprehensive
report, “Food Dyes: A Rainbow of Risks” published by The Center for Science in the
Public Interest (CSPI) details the inherent risks of nine different dyes widely used in
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Vi.

Vil.

Viii.

common foods. The report reveals that common food dyes pose risks of cancer,
hyperactivity in children, and allergies®®. Several studies have linked increased cancer
risk and mortality with low intake of fruits and vegetables which are good sources of
beta carotenes .

Mouth wash : There are some assumptions about mouthwashes being a cause for oral
cancer. This is mainly due to the alcohol content and more frequency of usage by
consumers. The association of mouthwash and oral cancers is yet not clearly
established however it showed to be significant with high frequency of use viz. thrice a
day for a prolonged period of time in some cases™-.

Viral infections : Viral infections have shown to affect and interfere the host’s cell
cycle mechanism and is usually responsible for malignancy. Predominant viruses
related in oral cancer causes are Human Papilloma Virus (HPV), Epstein — Barr virus
(EBV) and Herpes simplex virus. Among these, HPV are the most common viruses in
oral carcinogenesis. They are double stranded DNA viruses and are epithelio-tropic.
Some of them are referred to as high risk types which are associated with OSCC and
oral pre-malignant lesions. The mode of transmission is between the epithelial cells
caused mainly through sexual contact which involves conventional as well as oral. The
moist epithelial (squamous cells) surfaces include areas covered by skin, mucosa viz.
oral cavity, throat, tongue, cervix, vulva, vagina, penis and anus>>,

Dental factors : Improper fitting dentures, sharp / broken teeth, poor oral hygiene and
chronic ulceration due to the above mentioned reasons may promote neoplasm in the
presence of other risk factors. Dental factors influence for oral cancer development has
yet not been established with evidence™.

Radiation : The use of chemicals as well as other sources of pollution are a big threat
to the vital and protective layer like ozone. Actinic radiation like other harmful
radiations from the direct and intense sunlight is known to produce cancer along
vermilion border of the lips. These types of cancers are more common in the fair

skinned individuals who are exposed more to sunlight. It is seen that the dark pigment

in skin protects the skin against actinic radiation damage®®.
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e. ORAL CAVITY CANCER- SCREENING FOR EARLY DETECTION :

Screening of cancer plays a very important role as it’s the stage where a person comes to
know whether there is a cancer in the body or even at times a risk of having cancer later.
Generally a patient approaches for screening only after he / she experiences some
symptoms. Timely screening can help for an early detection which may be asymptomatic.
A screening should preferably be acceptable by application, inexpensive and possible to

conduct on a large number of patients®”.

Fig. 9 : Screening of oral cavity

As regards oral cavity cancer, there is no standard or routine screening test.

Screening for oral cavity cancer is mostly done during visit to the dentist for a routine
check up or for any dental problems. The examination for oral cancers mainly focuses to
find lesions in oral cavity, areas of leukoplakia (abnormal white patch of cells),
erythroplakia (abnormal red patch of cells). The lesions of leukoplakia and erythroplakia

on mucous membranes may be cancerous.
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Certain procedures may be used for lesions of oral cavity to find any abnormal tissue that

might later develop into oral cancer.

1.

Exfoliative cytology :

It is a procedure which involves collection of cells from the lip or oral cavity. A

sterile bud or a piece of sterile cotton or a sterile brush can be used to gently scrape

off cells from the lips, tongue, mouth or throat as sample which is later studied

under a high definition microscope by a pathologist to find any abnormality if

present™.

Fluorescence staining :

It’s a procedure which involves the inspection of lesions in oral cavity using a

special light. The patient is given a fluorescent mouth wash to rinse the mouth.

This makes the normal tissue to look different that the abnormal tissue when seen

under special light*”.

Fig. 10 : Fluorescence staining
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3. Toluidine blue stain :
This is a technique in which a special blue dye is used to coat the lesions in the
oral cavity. After staining, the darker areas are the cancer affected areas or prone to

cancer areas40.

Fig. 11 : Toluidine blue stain

4. Brush biopsy :
This technique includes using of a sterile brush to remove the cells from the oral
cavity. The brush is specially designed to collect cells from all layers of a lesion.
The collected cells are then studied under a high definition microscope to find any
abnormality if there*',

Fig. 12 : Brush biopsy

It is generally seen from the studies that more than half the cases of oral cancers spread to

the surrounding lymph nodes or other areas before they are screened. It has not been

confirmed yet that screening would reduce the risk of mortality in oral cavity cancers**.
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f. ORAL CAVITY CANCER - SIGNS AND SYMPTOMS :

The stage and primary site of tumor in a case of oral cavity cancer affects its

manifestations. The following signs and symptoms are generally present in the carcinoma

of oral cavity** —

f—
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A patch in the mouth which is rough and does not heal within two weeks
Small lump inside the inner lining of oral cavity

Erosions around lips and gums

Loosening of teeth and bad breathe

Decreased tongue mobility

Numbness, loss of feeling and sensation inside the oral cavity.
Loss of taste.

Severe weight loss

Difficulty in swallowing.

Alterations in speech.

Loss of appetite.

Lymphadenopathy in neck region

Trismus.

Fig. 13 : Oral cavity cancer symptoms
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g. ORAL CAVITY CANCER - DIAGNOSIS :

The diagnosis methods in oral cancers are as follows™ —

. History and physical examination :

A thorough head and neck examination by one or more physicians is useful as an initial
evaluation.
Any primary tumor, its location and extent along with any clinically positive cervical

lymph node can be examined by this.

. CT Scan/MRI :

A contrast and enhanced CT scan and/or MRI is advised to almost all patients to
understand the extent of local or metastasized disease. The scan is to be done before
performing the biopsy in the patient so that the post biopsy changes are not confused with

the tumor.

. Biopsy :
During examination of oral cavity by the concerned doctor, if any abnormality is found or
doubted, then a small tissue sample of that area called as biopsy is usually taken for

assessment. This is generally done under local anesthesia.

Fig. 14 : Biopsy
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4. Fine needle aspiration cytology (FNAC) :
This technique is used in patients presenting with a metastatic node from an unknown

primary site. It is a type of minimal invasive technique of biopsy.

Fig. 15 : Fine needle aspiration cytology

A N

5. Ortho Pan Tomogram (OPG) :
It is a dental imaging study and it gives a panoramic view of mouth and is helpful to give
information about the teeth and bones of the upper and lower jaw. Also, if the lesion
extends to lower GB sulcus or lower alveolus then an OPG or plain radiograph of

mandible is done.

Fig. 16 : Ortho Pan Tomogram
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6. Chest Radiograph :

It is done to determine the presence of any distant metastasis.

Fig. 17 : Chest Radiograph

7. Positron emission tomography (PET) :

It is a diagnostic technique used to examine peripheral metastasis.

Fig. 18 : Positron emission tomography

8. Different Lab investigations like haemogram, liver function test, renal function test, etc.

may also be useful in the diagnosis.
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h. STAGES AND GRADES OF ORAL CAVITY CANCER :

TNM STAGING SYSTEM:
Method of staging oral carcinomas is referred as the TNM method and it is in accordance
to AJCC Cancer Staging Manual 8™ edition*®. TNM staging is done according to the

specific site and section of the oral cavity.

In this method,
‘T’ describes the tumour,
‘N’ describes the lymph nodes,

‘M’ describes distant metastasis.
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1. Time of Classification

Table 1 : TNM Classification

Classification Definition

cTNM or TNM | Clinical Classification: Used for all patients with cancer identified
before treatment. It is composed of diagnostic workup
information, until first treatment, including clinical history and
symptoms, physical examination, imaging, endoscopy, biopsy of
the primary site, biopsy or excision of a single regional node or
sentinel nodes, or sampling of regional nodes, with clinical T,
biopsy of distant metastatic site, surgical exploration without

resection, and other relevant examinations

prTNM Pathological Classification: Used for patients if surgery is the first
definitive therapy. Composed of information from diagnostic
workup from clinical staging combined with operative findings,

and pathology review of resected surgical specimens

ycTNM Post therapy Clinical Classification: After primary systemic and/or
radiation therapy, or after neoadjuvant therapy and before planned
surgery.

Criteria: First therapy is systemic and/or radiation therapy

ypTNM Post therapy Pathological Classification: Used for staging after
neoadjuvant therapy and planned post neoadjuvant therapy
surgery.

Criteria: First therapy is systemic and/or radiation therapy and is

followed by surgery.

TNM Recurrence or Re-treatment Classification: Used for assigning
stage at time of recurrence or progression until treatment is

Initiated

aTNM Autopsy Classification: Used for cancers not previously
recognized that are found as an incidental finding at autopsy and
not suspected before death (i.e., this classification does not apply
if an autopsy is performed in a patient with a previously diagnosed

cancer).
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2. Definition of Primary Tumor (T)

Table 2 : Classification of Tumor

T Category T Criteria

X Primary tumor cannot be assessed

Tis Carcinoma in situ

T1 T1 Tumor < 2 cm with depth of invasion (DOI)* <=5 mm
T2 Tumor ¢ 2 cm with DOI* > 5 mm or

tumor > 2 ¢cm and <4 c¢cm with DOI* < 10mm

T3 Tumor > 2 ¢cm and = 4cm with DOI* > 10 mm or

tumor > 4 cm with DOI* < 10 mm

T4 Moderately advanced or very advanced local disease

T4a Moderately advanced local disease

Tumor > 4cm with DOI* > 10 mm

or tumor invades adjacent structures only (e.g., through cortical
bone of the mandible or maxilla or involves the maxillary sinus
or skin of the face)

Note: Superficial erosion of bone/tooth socket (alone) by a

gingival primary is not sufficient to classify a tumor as T4.

T4b Very advanced local disease
Tumor invades masticator space, pterygoid plates, or skull base

and/or encases the internal carotid artery

*DOI is depth of invasion and not tumor thickness
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3. Definition of Regional Lymph Node (N)

Table 3 : Lymph Node classification

cN Category cN Criteria

NX Regional lymph nodes cannot be assessed

NO No regional lymph node metastasis

N1 Metastasis in a single ipsilateral lymph node, 3 cm or smaller in

greatest dimension and ENE(-)

N2 Metastasis in a single ipsilateral node larger than 3 cm but not
larger than 6 cm in greatest dimension and ENE(-);

or metastases in multiple ipsilateral lymph nodes, none larger
than 6 cm in greatest dimension and ENE(-};

or in bilateral or contralateral lymph nodes, none larger than 6

cm in greatest dimension, ENE(-)

N2a Metastasis in a single ipsilateral node larger than 3 cm but not

larger than 6 cm in greatest dimension and ENE(-)

N2b Metastases in multiple ipsilateral nodes, none larger than 6 cm in

greatest dimension and ENE(-)

N2c Metastases in bilateral or contralateral lymph nodes, none larger

than 6 cm in greatest dimension and ENE(-)

N3 Metastasis in a lymph node larger than 6 cm in greatest
dimension and ENE(-);

or metastasis in any node(s) with clinically overt ENE(+)

N3a Metastasis in a lymph node larger than 6 cm in greatest
dimension and ENE(-)
N3b Metastasis in any node(s) with clinically overt ENE(+)
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4. Pathological N (pN)

Table 4 : Pathological Lymph Node classification

pN pN Ceriteria

Category

NX Regional lymph nodes cannot be assessed

NO No regional lymph node metastasis

N1 Metastasis in a single ipsilateral lymph node, 3 cm or smaller in greatest
dimension and ENE*(-}

N2 Metastasis in a single ipsilateral lymph node, 3 cm or smaller in greatest
dimension and ENE(+);
or larger than 3 cm but not larger than 6cm in greatest dimension and
ENE(-); or metastases in multiple ipsilateral lymph nodes, none larger than
6 cm in greatest dimension and ENE(-); or in bilateral or contralateral
lymph node(s), none larger than 6 cm in greatest dimension and ENE(-)

N2a Metastasis in a single ipsilateral node 3 cm or less in greatest dimension
and ENE(+); or a single ipsilateral node larger than 3 cm but not larger
than 6 cm in greatest dimension and ENE({-)

N2b Metastases in multiple ipsilateral nodes, none larger than 6 cm in greatest
dimension and ENE(-)

N2c¢ Metastases in bilateral or contralateral lymph node(s), none larger than 6
cm in greatest dimension and ENE(-)

N3 Metastasis in a lymph node larger than 6 cm in greatest dimension and
ENE(-};or metastasis in a single ipsilateral node larger than 3 cm in
greatest dimension and ENE(+);or multiple ipsilateral, contralateral, or
bilateral nodes any size and ENE(+) in any node; or a single contralateral
node of any size and ENE(+)

N3a Metastasis in a lymph node larger than 6 cm in greatest dimension and
ENE(-)

N3b Metastasis in a single ipsilateral node larger than 3 cm in greatest

“*ENE - extranodal extension

dimension and ENE(+);or multiple ipsilateral, contralateral, or bilateral
nodes any size and ENE(+) in any node; or a single contralateral node of

any size and ENE(+)
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5. Definition of Distant Metastasis (M)

Table 5 : Metastasis

M Category M Ceriteria

cMO No distant metastasis

cM1 Distant metastasis

pM1 Distant metastasis, microscopically confirmed

6. AJCC Prognostic Stage Groups

Table 6 : Prognostic Stage Groups

When T is .... And Nis.... | And Mis.... | Then the stage group is....
Tis NO MO 0

T1 NO MO I

T2 NO MO II
T3 NO MO I
T1, T2, T3 N1 MO I
T4a NO, N1 MO IVA
T1, T2, T3, T4a N2 MO IVA
Any T N3 MO IVB
T4b Any N MO IVB
Any T Any N Ml IvC
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7 Histologic Grade (G)

Table 7 : Histologic Grade

G G Definition

GX Cannot be assessed

Gl Well differentiated

G2 Moderately differentiated
G3 Poorly differentiated

8 Lymphovascular Invasion (LVI)

Table 8 : Lymphovascular Invasion

Component of | Description
LVI coding
0 LVI not present (absent) / not identified
1 LVI present / identified, NOS
2 Lymphatic and small vessel invasion only (L)
3 Venous (large vessel) invasion only (V)
4 Both lymphatic and small vessel and venous (large vessel)
invasion
9 Presence of LVI unknown / indeterminate

30




Literature Review-Modern Science

i.

ORAL CAVITY CANCER MANAGEMENT :

Different treatments may be used either alone or in combination, depending on the stage

and location of the tumor. In general, surgery is the first treatment for cancers of the oral

cavity, and may be followed by radiation or combined chemotherapy and radiation.

Oropharyngeal cancers are usually treated with a combination of chemotherapy and

.. 4
radiation®’.

Health professionals associated with cancer care :

The team of experts, doctors involved in the treatment of oral cancers may include -

Otolaryngologist (ENT doctor) : A surgeon to treat diseases of head and neck.

Oral and Maxillofacial Surgeon : Surgeon to treat diseases of mouth, teeth and jaw.
Radiation Oncologist : A doctor to treat the cancer with radiation therapy.

Medical Oncologist : A doctor to treat the cancer with medicines like chemotherapy
and targeted therapy.

Other specialists like nurses, nutritionist, speech therapists, dentists, social workers

and psychologists may also be involved for better care and treatment of the patient.
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The role of experts is based on the stage and location of the tumor in the patient.

» Treatment options for oral cavity cancer by stage—

(Practice Guidelines for Buccal mucosa cancer (SCC) in India according to Indian

Council of Medical Research Guidelines)*®

The type of treatment depends on the stage of cancer and tumor site.

Table 9 : Stage and treatment planning

Stage (TNM) Initial treatment planning

T1 NO MO Surgery or Radiotherapy (RT) (EBRT+ISI Boost)

T2 NO MO Surgery ( Primary + SOHND or RT(EBRT+ISI boost)

T3/ T4a N1/N2 MO Surgery followed by CT-RT (or RT) or Radical CT + RT.

T3/ T4 N1/N2 MO Borderline Resectable Induction chemotherapy followed by
surgery or CT + RT

T4B or N3( Fixed Node) | Chemotherapy /RT

Occult primary (SCC on | Surgery or CT +RT

biopsy)

Recurrent disease < 6

months old

CT + RT if patient had undergone surgery earlier and surgery
if CT + RT earlier

Recurrent disease > 6
months after initial

treatment

Surgery if resectable / CT + RT if unresectable and RT Naive

Recurrent disease

advanced

Palliative chemotherapy or best supportive care.

32




Literature Review-Modern Science

» Treatment decision in oral cancer :

It’s very important to have a detailed and overall discussion for treatment as a good
plan of treatment is essential for better recovery and results. The treatment goals have
to be discussed and also the possible side effects of the treatments involved should be
considered. For a good treatment plan, considering the overall health of the patient, the
type and stage of cancer, possible impact of treatment on various activities and

functions of the patient is necessary.

In some cases, a second opinion is also advisable so as to have better information

about the diagnosis and treatment modalities.

1. Surgery for oral cavity cancer :
Depending on the site and stage of the cancer, several types of operations can be used.
Surgery is often the first choice of treatment in oral cancers and is preferred in the
early stages, small lesions and when there is no metastasis. Many a times, a
reconstructive surgery is recommended after the main surgery for cosmetic and

. C. .49
convenience of activities of that region™ .

Commonly used techniques are-
e Tumor resection.
e Mohs micrographic surgery (for cancer of lips)
e Glossectomy (removal of tongue).
e Mandibulectomy (removal of jaw bone)
e Maxillectomy (removal of front part of roof of mouth).
e Robotic surgery.
e Laryngectomy.

e Neck dissection.

Surgeries to save or restore body functions —
e Tracheostomy.
e Feeding tube.
e QGastrostomy tube (G-tube).

e Percutaneous endoscopic gastrostomy (PEG tube).
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e Nasogastric feeding tube (NG tube)

e Dental extraction and implants.

Surgery involves risk factors like blood clots, complications of anesthesia and

pneumonia. The risk factor is higher in complex surgeries.

Fig. 19: Surgical treatment in cancer
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2. Radiation therapy in oral cavity cancers:
It is a treatment modality in oral cavity cancers which uses high energy X-rays or
particles to destroy the cancer cells or regress their proliferation rate. It is preferred in

cancers with small lesions>’.

Radiation therapy (RT) is combined with surgery in larger cancers. Sometimes along
with radiation therapy, adjuvant chemotherapy or targeted drug therapy is also given
as therapeutic or also to shrink the larger tumors prior to surgery. It also makes the

extensiveness of the surgery less and may involve less invasive surgery.

> Types of Radiation therapy :
External Beam Radiation Therapy (EBRT) -
This is the most common technique of radiation therapy where a beam of radiation
is carefully focused from a machine to the patient’s body. An exact dose
calculation and an accurate aim of beam to the tumor site is done by the Radiation
Oncologist to reduce the side effects. Treatment is usually given 5 days a week and

upto 6 to 7 weeks.

There are methods like hyperfractionation and accelerated fractionation which

many times reduce the risk of local recurrence.

> Side effects of Radiation therapy :
There are possible side effects of radiation therapy at mouth and throat region
depending on the site of radiation, intensity of radiation and period of radiation

treatment.

Commonly seen side effects of Radiation therapy —
e Xerostomia
e Excessive salivation
e Stomatitis / Oral mucositis
e Trismus
e Weight loss

e Hoarseness of voice when radiation given at throat region
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Loss of taste

Redness, soreness and pain in the radiation treated area
Damage to salivary glands when radiation given in oral cavity
Change in colour of skin at the site of radiation therapy
Damage to jaw bone

Damage to pituitary and thyroid gland

Fig. 20 : Radiation therapy
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3. Chemotherapy for oral cavity cancer :
It is a therapy which uses anti-cancer drugs to treat cancer. The route of administration is

. 1
oral and intra-venous’".

> Applications of Chemotherapy (CT) :

e Chemoradiation — Chemotherapy combined with radiation therapy instead of
surgery as main treatment for Cancer.

e Adjuvant Chemotherapy — Chemotherapy mostly given post-surgery to treat any
remnant cancer cells.

e Neoadjuvant /induction chemotherapy — Chemotherapy administered to shrink
larger cancers pre-surgery to facilitate minimal invasive surgery.

e Chemotherapy to relieve or minimize symptoms of cancers which are two large or

have spread in the body.

> Drugs used in Chemotherapy :
e Cisplatin

e Carboplatin

e 5 —Fluorouracil (5-FU)

e Paclitaxel

e Docetaxel

Chemotherapy drugs may be used individually or in combinations. Combining the

drugs may have better effect to shrink the tumor but also has more side effects.

The medical oncologists advise chemotherapy in cycles. This involves some period of
rest after each treatment which allows the body for recovery. Each cycle of

chemotherapy may last for few weeks.
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» Possible side effects of Chemotherapy :

e Stomatitis

e Loss of appetite.

e Hair loss

e Nausea

e Vomiting

e Diarrhea

e Low blood counts

e Decreased WBC count leading to increased chance of infections.
e Reduction in platelets count causing easy bruising or bleeding.

e Reduced RBC count causing fatigue.

The side effects of Chemotherapy depend on the drug selected, the dose of the drug
and the duration of treatment.

In severe cases of side effects of chemotherapy with use of drugs like Cisplatin,
Loperamide, Paclitaxel and Docetacel, it can cause nerve damage (neuropathy) and

related complications.

Fig. 21 : Chemotherapy
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j- QUALITY OF LIFE IN ORAL CAVITY CANCER PATIENTS :

WHO defines Quality of Life as an individual's perception of their position in life in the
context of the culture and value systems in which they live and in relation to their goals,
expectations, standards and concerns. It is a broad ranging concept affected in a complex
way by the person's physical health, psychological state, personal beliefs, social

relationships and their relationship to salient features of their environment™.

Oral cavity cancer is one of the life threatening oral disease in the world. In majority of
such cases, it is detected in an advanced stage where the complications are more,
therapeutic options are reduced and the prognosis is much worse. This happens mostly due

to lack of awareness and delayed screening.

The oral cavity cancer includes various cancers related to different sites of the oral cavity.
This mainly has an impact on the oral intake of the patient. The disease itself when starts
to manifest in the body hamper the overall health of the patient. The growth inside the oral
cavity makes it difficult for the patient to have a proper oral intake, difficulty in
swallowing, ulcerations usually accompanied by inflammation inside the oral cavity
causes intolerance to hot and spicy food. As the disease progresses, patient has difficulty
in opening his mouth so his speech gets hampered and further aggravation may lead to
dyspnea which can prove fatal. Sometimes cancer causes deformity in the patient’s
physical appearance. The limitation or difficulty in oral intake leads to improper nutrition
which results in general weakness of the patient. Along with physical debility patient also
experiences psychological and social impact causing irritation, anger and ultimately fear in

the mind. This ultimately leads to poor quality of life.

As discussed in the previous topics, there are several side effects of surgery, radiation
therapy and chemotherapy which hamper the quality of life of the patients who undergo

these therapies.

Of the different treatment modalities available for oral cavity cancer management, surgical
treatment cause major effects on the quality of life of these patients. It mainly interferes
with the esthetic and the functional aspect because the surgical incision and cancer

resection often modify the patient’s self-perception and his ability to interact with others in
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daily social life. These patients cannot hide their post treatment condition. Inspite of the
advent in the surgical and reconstruction techniques, effective radio-chemotherapy
protocols, it is still a difficult challenge to the best of the Oncologist, Surgeons and
Radiologist to maintain a balance in cancer treatment and patient’s survival along with

preservation of functions, esthetics and quality of life™.

The cure rate in oral cavity cancer is very low. Side-effects like altered masticatory
functions and nutrition, speech disruption, dysphagia, disfigurement is commonly seen.
Sometimes conditions like osteo-radionecrosis, fracture insufficiency; bone loss ultimately
resulting in bone marrow suppression can also be seen in patients receiving radiation doses
in excess of 6000 cGy>*. Trismus i.. restricted mouth opening is also a common
complaint post oral cancer surgery. This is mainly due to the masticatory muscle damage,
contraction and fibrosis. This has severe impact on the oral hygiene, nutrition and
speaking ability of the patient. Similarly, xerostomia which is caused due to impairment in
the function of salivary glands leads to dryness in the mouth is very oftenly seen in post
surgery and radiation treatment. During resection of primary tumors and neck dissection

. . . . . 153
there are several cranial nerves involved which are at high risk™.

Modern medicine renders some remedies for few of the above mentioned complications
which gives some temporary relief but do not cure the condition. In case of xerostomia,
patients are mostly advised to keep candies in their mouth, drink plenty of water or use
fluoride toothpaste. But these temporarily give relief but don’t resolve the xerostomia. In
excessive salivation, anti-cholinergic medications like glycopyrrolate are advised which
give temporary relief and have limitations for usage. In stomatitis, prophylactic
antibacterial or antifungal treatments to clear mouth or oral micro flora are generally
advised to the patient. Antimicrobial agents like nystatin, clotrimazole and lozenges are
advised which are for temporary relief. Patients having trismus are advised to do jaw
exercises and maintain jaw mobility which also helps in a limited manner. In the worst of
the cases, where minimal to absence of opening of mouth is seen, to compensate for oral
intake, procedures like insertion of nasogastric tube (feeding tube) in the initial stage and
jejunostomy tube (J- Tube), percutaneous endoscopic gastrostomy (PEG) tube insertion is
done in the later stages. Intake of multivitamins or proteins is advised to compensate for

the nutritional deficit which give temporary effect, but don’t improve the digestion.
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Oral cavity cancer patients face challenges in their day to day life due to hampered
functions of the body, sometimes accompanied by deformities. In addition to this, the
psychological trauma and fear worsen their state of mind. Thus the Quality of Life of the

patients gets affected making the patient’s life miserable.

Ayurveda, which is an ancient science and treatment modality primarily aims on
maintaining the healthy status in an individual but also has treatments described for
various disorders. Healthy status according to Ayurveda includes physical as well as
psychological well being. Thus, Ayurveda stands as a helpful medium to treat the various

cancers and their complications.

The fundamental concept of Ayurveda includes the Tridosha, Sapta Dhatu, Tri Mala,
Srotas, etc. This makes the understanding and diagnosis of the disease or symptom easier

with a precise approach and planning to treat the disease.

In the present study, our main focus is to practically implement the principles of
Ayurvedic treatment to improve the quality of life of cancer patients. Taking this in
consideration we have designed a treatment protocol which will help to pacify the vitiated
Doshas which are mainly due to treatment modalities like surgery, radiation and

chemotherapy; rejuvenate body functions; restore immunity and improve quality of life.
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k. ORAL CAVITY CANCER REHABILITATION -

Rehabilitation is an important part to consider in any therapy. In cancer care and treatment
too, a good treatment plan should include appropriate diagnosis initially to a proper

rehabilitation post treatment™.

In oral cavity cancers and their treatments, there may be post treatment functional
limitations or side effects. Combined modalities of treatment may have a higher risk for

functional deficit post treatment.

Surgical resections may often create large defects which are accompanied by dysfunction
and disfigurement. Significant morbidity and tissue related complications are seen after
radiation therapy. Functions like salivation, swallowing, mastication, speech may be

adversely affected.

There can a wide array of potential deficits which may need one or more professional
intervention and thus the patient mostly benefits from multidisciplinary rehabilitation plan.
A person’s normal way of life may get hampered if the cosmetic or functional

impairments are not minimized or corrected.

The main objective of rehabilitation is restoration of appearance and functions in a patient.
It mainly depends on the expertise of the medical professionals as well as the

physiological and psychological state of the patient.

Rehabilitation in oral cavity cancers requires a clear and systematic planning and may
need multidisciplinary interventions viz. oncosurgeons, dental oncologist, prosthetic
doctor and related professionals as a part of restoration team. To make it further effective,
advice from professionals like nutritionists, dieticians, occupational, physical, speech

therapists, psychologists may also be helpful.
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B) LITERATURE REVIEW OF CANCER FROM AYURVEDIC PERSPECTIVE

B-I) ANUKTA VYADHI FROM AYURVEDIC PERSPECTIVE :

Cancer, as a disease has not been mentioned directly in Ayurvedic Samhita. With the help

of ‘Atidesha’ and ‘Uhyam’ Tantrayukti we can try to understand cancer from Ayurvedic

. 56,57
perspective” ™.

3ifere AW I B Ta Tereana e ReFRg YaHIe Sededat TRHS |
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Atidesha Tantrayukti means Sutra or principle explained in specific context and at the
same time applicable to another context. Uhyam Tantrayukti basically means logical
interpretation about a scientific knowledge as stated in our ancient classical texts for better

understanding.

In our Ayurvedic texts, there are guidelines or Sutras regarding specific diseases, their
etio-pathogenesis, signs and symptoms and most importantly the management or
treatment. A Vaidya can logically apply these principles and correlate them to Anukta

Vyadhi like cancer, etc. which are not mentioned in the classics.

Many diseases which are described in Ayurvedic text show similarity with cancer. The
etiology (Nidan) pathogenesis (Samprapti), treatment (Chikitsa) of cancer can be
described by considering the basic principles of Ayurved.
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Tridosha i.e. Vata, Pitta and Kapha are the main cause for manifestation of any type of

disease in the body. Charakacharya has given an example of a bird by stating that a bird

flies every day, but does not leave its shadow; similarly Doshas are always pivotal in

causation of diseases’®.

fRIpRAMIG A 7 R ware |
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9.9, - 9L/88-89

There are innumerable diseases divided on the basis of pain, color, etiology, symptoms,

location, name, etc. Charakacharya has clearly mentioned that a physician should not

bother too much to understand name of the disease. The reason is that same vitiated Dosha

causes various disorders according to variation in etiology and location. Hence one should

have complete knowledge about the Vikaraprakruti - state of vitiated, Dosha, Dhatu, Mala

causing disease, Adhisthanantarani - site of vitiated Dosha and Samutthanavishesha -
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cause of vitiation of Dosha . After thorough knowledge of these three important aspects,

one does not get into dilemma about the appropriate treatment to be undertaken and finally

achieves success in his undertaking™®.

d G R faem wafwi f2 |
TR CIFRIARIRIAAA N | |
FIRATHRY TN FARYNY HIE: |

N TP faRy Sufawad ||

.9, 9L 183 - 83
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B-II) DIAGNOSIS OF CANCER FROM AYURVEDIC PERSPECTIVE :

Cancer is not mentioned in Ayurvedic Samhitas as a single disease. Various diseases
mentioned in Ayurvedic texts like Dushta Vrana, Dushta Granthi, Dushta Arbuda, Dushta
Vranashotha, Dushta Nadivrana, Dushta Visarpa show similarity with cancer. Malignant

tumours are divided as solid tumors and non-solid tumors in modern literature.

Non-solid tumors which mainly include Leukemia, Hodgkin’s diseases and Non-
Hodgkin’s disease resemble :

1. Rasa - Rakta Dhatugata Jwara- (Fever pertaining to Rasa Dhatu & Rakta Dhatu)

2. Raktapitta - (Bleeding disorders)

3. Pandu - (Anemia)

4. Raktaja Krumi - (Worms’s causing skin disorders)

Solid malignant tumors are similar to diseases like -
1. Dushta Shotha - (Malignant oedema)
. Dushta Vrana - (Malignant wounds / ulcers)

. Dushta Granthi - (Malignant nodes)

2

3

4. Dushta Arbuda - (Malignant tumours)

5. Dushta Visarpa - (Malignant spreading cellulitis)

6. Dushta Nadivrana - (Malignant fistula / sinus)

7. Dushta Mansapradoshaja Vikara - (Malignant diseases caused due to vitiation of

Mansa Dhatu)
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B-1II) STAGES OF CANCER FROM AYURVEDIC PERSPECTIVE :
Basically Granthi, Arbuda, Vidradhi, Visarpa, Nadivrana and Mansapradoshaja Vikara are

various forms of Shotha (oedema), because Utsedha (growth / swelling) is the common

. . 1,62,63,64
and predominant symptom in them?®! 0263646366,
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Ayurvedic treatment differs in various Awastha (stages) of the disease.
Stages of cancer can be correlated with stages of Shotha as described in following

manner in Ayurvedic Samhitas :

a) According to progression of Shotha®’:
1. Aama Awastha
2. Pachyamana Awastha

3. Pakwa Awastha (i.e. acutely tender stage) of Shotha (oedema)
31 =M o Rk qTehe A e |

SR 9 Hogel: AT ||
g. 4. 19/91

The Aama (unripped stage), Pachyamana (semi -ripped stage) and Pakwa Awastha (stage
of inflammation), which are described in Shotha (swelling), are also observed in above

mentioned diseases.

b) According to Gati and Swarupa of Dushta Dhatu causing disease:
1. Dhatugata Awastha®®
2. Dhatupaka Awastha®

HIRTRINOT ST 3Tgg A=ivae |
IRIRT I AR I @t 9 de T | |
faene & AiTaTd Qg fhwe |

g. ™. a8 193

In Gata Vata, Vata being located at a particular site gets vitiated and later causes specific
symptoms pertaining to that particular Sthana. The concept states invasion and
manifestation of particular disease in successive Dhatus (deeper and deeper tissues)
namely Rasa, Rakta, Mansa, Meda, Asthi, Majja and Shukra, as disease progresses.

Sushrutacharya has also explained Mansa Paka leading to formation of Arbuda.
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¢) According to Sadhya - Asadhya Awastha of the disease (curable & non-curable
stage):

1. Sadhya Vyadhi
2. Asadhya Vyadhi

ENTEE 0o el Pogareqe = |
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9.9, 90/

In Sushrut Samhita and Charak Samhita Sutrasthan, Adhyaya tenth, Mahachatushapada,
criteria of Sadhya — Asadhya Vyadhis are mentioned’””. As in many patients, cancer is
diagnosed in late stage i.e. in Dhatupaka Awastha (stage of loss of tissues) and Dhatugata
Awastha; these are the signs of Asadhyatwa (non-curable stage). At this stage also,

physician should try his best to control further growth and to give relief to the patients.

Shotha :

Tenfl faetetor: gepifdm: T favHaas AR
QAR : IRR BN : M ST |
9.9, 99-3
Sushrutacharya defines ‘Shotha’ as any vitiation of the Doshas causing an accumulation

which may have a definite or irregular form occurring at skin or flesh’'. It can occur

locally (Ekanga) in the body or generally (Sarvanga).

50



Literature Review-Ayurvedic Perspective
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Charkacharya describes in detail about Shotha in his ‘Trishothiya Adhyaya’. He mentions
that Utsedha is a common symptom seen in any Shotha. Shotha is seen in various forms
and parts of the body viz. Adhimansa, Arbuda, etc’?. These all are a specific symptoms

and classifications of ‘Shotha’.

Such common and specific symptoms are also seen in the oral cavity or ‘Mukha’. In
normal individual, the Tridoshas are in harmony and constitute the different parts of the
body in different proportions. Due to various etiological factors, the Doshas get vitiated
and affect the Dhatus. In ‘Mukha Pradesh’ (oral cavity) too, various diseases and

symptoms are seen due to vitiated Doshas.
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B-1V) MUKHAGATA ROGA:

Shalakya Tantra is one of the eight branches of Ayurveda which particularly deals with the
diseases occurring in head, neck, eyes, ear and oral cavity. Mukhagata Roga is described
in ancient Ayurvedic texts like Sushrut Samhita, Charak Samhita, Astanga Sangraha,
Yoga Ratnakar, Madhav Nidan, etc.

Mukha— Mukha (Oral cavity) consists of 7 different parts™’* —

3T 71 S Sl foTegT & a1 7 |

T TS Aehel TR FEge | |

IPIAL JULYLR

TARII -G, THA, SfT: FregT, 1 sz, Faifor af |
g.M. 9g-3

1. Oshtha (Lips)
. Dantmoola (Gums)

. Danta (Teeth)

. Talu (Palate)

2

3

4. Jivha (Tongue)
5

6. Gala (Throat)
7

. Galadi (All of the above mentioned parts as a whole).
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Aetiological factors (Nidan) of Mukhagata Roga :
Following etiological factors are taken into consideration while describing Mukhagata

Roga in ancient literature -

HoHTRY IR ARHASH TR |
YU e R RI&RIHIOH |

TR 7 ¥oTal fequall Saena= |

greBaTIguIg e o RiRTes |

qr.3.29-9, R

Dietary factors like fish, buffalo meat, pork which are heavy to digest; raddish, soup of
black gram, curds, milk and milk products, vinegar, sugarcane juice and jaggery syrup
consumed in excessive proportion can cause diseases of oral cavity. Also, consumption of

excessive hot and spicy food items can lead to diseases of oral cavity’ .

Sleeping in prone position (Avakchhaya), improper brushing habits, not following
procedures like Dhoomapana (inhalaling medicated fumes), Vamana (emesis), Gandusha
(gargling with medicated decoctions) and Raktamokshana (blood-letting) whenever
required can also lead to diseases of oral cavity.

Pathogenesis (Samprapti) :

Pathogenesis of oral diseases is described as follows -

AT TeTHIGSUT ST: Pddqe e |

qr.3.29-3

Improper dietary habit and improper behavioral habit leads to vitiation of Tridosha with

the dominance of Kapha Dosha to develop oral cavity diseases’.
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Types of Mukha Roga :

RN dofte Hafv JeRareay |
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g.M. 98-3

There are various differences of opinion regarding the Samkya Samprapti or number of

types of Mukha Roga’’.
Table 10 : Types of Mukhgata Roga

Site Sushrut Astanga Charak Yoga Madhav

Sambhita Hridaya Sambhita Ratnakar Nidan
Oshtha 08 11 - 08 08
Dantmoola 15 13 - 16 15
Dant 08 10 - 08 08
Jivha 05 06 - 05 05
Talu 09 08 - 09 09
Kanta 17 18 - 18 17
Sarvamukha 03 08 - 03 03
Ganda - 01 - - -
Total 65 75 64 67 65
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Symptoms of Mukhagata Rog (Samanya Lakshanas) :
The general symptoms of Mukha Roga have been mentioned in the Vedana Adhaya of

Kashyapa Samhita in context with pediatric group’®. These are as follows —

AU} SRR g |
dremfachcr &R Taeal gEm ||

P, U-L

These symptoms can be correlated to other age group also. These symptoms can be in the

form of -

1. Excessive salivation
2. Anorexia

3. Regurgitation

4. Tachypnoea

5. Loss of appetite

6. Generalized weakness.
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Correlation of Mukha Roga with oral cavity cancer and its symptoms:
In this context, few of the diseases of Mukha Roga which are relevant for the present study

can be correlated with malignant manifestations. These are as follows —
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Table 11 : Correlation of Mukha Roga with oral cavity cancer and its symptoms

Sr. | Name of the Mukha Site Correlation | Vitiated Signs and Treatment
No. Roga with Dosha Symptoms
1 Kaphaj Jivha | Jivha Chronic Kapha Jivha becomes heavy, | Lekhana or Gharshana with the leaves of
Kantaka”* (Tongue) glossitis, thick, wide and is | Gojihva or Shephalika to remove the
Leucoplakia scattered with thorny | impure blood.
buds resembling | Rakta Mokshana.
Shalmali Kantaka | Pratisarana — Local application over
and is associated with | tongue lesions with Trikatu, Sarshapa +
pain, discomfort, | Saindhav + Madhu.
itching sensation. Kavala and Gandusha—Shweta Sarshapa
+ Saindhav.
2 | Galarbuda® Gala Tumor  in | Tridosha | Hard, immobile, | Chedana (Excision) to be done if the
(Throat) throat region painless, non- | growth is small.
in the supportive,  reddish | Pratisarana — Local application over the

vicinity  of

tongue

tumour in the throat
in the vicinity of

tongue.

lesion with Sarja Kshara + Shunthi +
Madhu.

Gandusha— Gargling with Guduchi +
Nimba Kashaya + Honey + Tila Taila.
Nasya and Abhyanga.
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Kapharbuda®*® Kapola Cancer  of | Tridosha, | Blackish-white color | Chedana to be done if the growth is
(Buccal Buccal Kapha tumor in the oral | small.
Mucosa) Mucosa dominance | cavity specifically in | Pratisarana — Local application over the
the internal surface of | lesion with Sarja Kshara + Shunthi
Kapola i.e. cheeks. +Madhu.
Sarvasara Mukha | Oral cavity | Pre- Tridosha | Inflammation or | Mukha Dhawana — Triphala + Patha +
Roga® malignant Pitta ulceration in the oral | Mudwika + Jati Pushpa.
and dominance | cavity mainly seen in | Gandusha and Nasya — Siddha Vatahara
malignant all types of oral | Tail
stage. cavity cancers. Snehika Dhoomapana.
Puti Mukhta®® Oral cavity | Halotosis or | Tridosha + | Foul smell comes | Tikshna Nasya.
oral Rakta from the mouth. Mukha Dhawana — Lodhra + Padmaka.
unhygienic Dhoomapana.
condition
Gala graha®’ Kantha Tumour in | Tridosha, | Immobile swelling | Gandusha.
(Oropharynx | throat region | Kapha inside the throat
region) dominance | region associated

with fever, anorexia
and excessive

salivation.
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7 | Talu Arbuda®™ ¥ Talu Carcinoma | Tridosha + | Red colored tumour | Asadhya
(Palate) of Palate Rakta resembling ~ Padma
Karnika.
8 | Talu Shosha’’! Talu Atrophy of | Tridosha | Dryness in mouth, | Vata Pitta-nashak.
(Palate) Palate with Vata | Dyspnoea. Gandusha — Amla Dravya.
and Pitta Nasya — Ghruta.
dominance Snigdha Dhoomapana.
9 Talu Paka’>” Talu Ulceration Tridosha Formation of ulcer in | Gandusha — Sheeta, Kashaya, Madhur.
(Palate) of Palate with Pitta | the palate. Pratisarana.
dominance
10 | Alasa®™™” Jivha Sublingual | Tridosha | Progressive swelling | Asadhya,
(Tongue) abscess  or | with underneath  tongue | In early stage — Virechana, Gandusha,
carcinoma Kapha and | causing Dhoomapana, Vamana, etc
Rakta immobilization and
dominance | suppuration.
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11 | Danta Vidradhi’®’ | Dant Moola | Alveolar Tridosha | Swelling of gums | Gandusha — Triphala, Nimba
(Alveolus) | abscess with Rakta | associated with pain | Nasya — Yashtimadhu Ghruta
dominance | and edema, after
suppuration
discharges blood
stained pus.
12. | Rakta Arbuda®® Oshtha Swelling at | Tridosha | Formation of reddish | Asadhya
(Lip) lip with Rakta | colored swelling
which resembles
Kharjura fruit.
13 | Hanu graha”'" Hanu Trismus Tridosha |In this condition | Snigdha Chikitsa
(Jaw) with Vata | there is difficulty in
dominance | opening of mouth

and disability in

movement of jaw.
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These Mukharoga are seen as disease itself or can be in form of symptoms of side-effects of
surgery, radiation and chemotherapy as well as symptoms. In such patients, along with the
cardinal signs and symptoms related to oral cavity, symptoms of Rasavaha Srotas Dushti like

loss of taste sensation (Aruchi), nausea (Hrullas), etc. are also seen'*".

I TS A RIRGARISTT |

gl TR g1 TgHe! SeRwH: ||

.9, U/

Along with the above mentioned diseases, we should also consider the diseases mentioned in

Mansapradoshaja Vyadhi'®.
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Dushta Arbuda is mentioned as one of Mansapradoshja Vyadhi in Charak Samhita. The line

of treatment in this condition is Shastrakrma, Agnikarma and Kshara Karma'®.
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Agni Karma, Kshara Karma and Shastra Karma in treatment of cancer :

faTeT Agy Myd, AR qeed] guiafedidhee |
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TEIRIY: FeTet: FATED e Wdeed IR |
aAf. 92-¢3, (3

RIS G T MOTfENT fHSme: |
g.f. a&/3¢

Kshara Karma, Agni Karma & Shastra Karma are the choice of treatment in Arbuda and
Granthi. These treatment need to be carried out without injuring / causing harm to the vital

. 104, 1
organ involved'** %,

According to Ayurveda generally complete excision of Granthi / Arbuda (tumor) is
recommended. After excising the tumor growth, Agnikarma (type of cauterization) is to be
carried out. This is helpful in complete removal of tumor. Growth if is not removed

completely, recurrence may take place.

Therefore it is advisable to remove the tumor in accordance to the organ involved. As per the
modern terminology, surgery can be correlated to Shastra Karma, chemotherapy to Kshara

Karma & radiation therapy to Agni Karma.
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Rationale for Selection of Basti, Nasya, Mukhopakrama, Shirodhara and Karnapurana

for treating oral cavity cancer patients :

Vitiation of Doshas is the main cause for disease manifestation.

g ARG BTl 7 91
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Vitiation of Trisdoshas causes ‘Shotha’ or Vranashotha’. In this, ‘Ruja’ is due to Vata

dominance, ‘Paka’ due to Pitta dominance and ‘Srava’ due to Kapha dominance'*®

. Ayurveda
has also described concepts like ‘Dhatugata Awastha’ and ‘Dhatupaka Awastha’ which help
us to understand the extent of Dosha vitiation and the factors involved enabling us to decide a

specific and better treatment plan.

U : GATaHAeed: |
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Vata Dosha is considered to be the most powerful amongst all the Tridoshas due to its

‘Chala’ characteristic (Guna). It has the capability of motion and also to move others'"’.

Sushrutacharya has described ‘Shashthi Upakrama’ as the treatment for Vranashotha. It

includes sixty different procedures which are useful to treat the Vranashotha'®.
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Most of the diseases which come under Mukha Roga show some or other type of Shotha or
Vrana in its pathogenesis and also while studying the treatment of these diseases, procedures
like Dhoopana, Pratisarana, Kavala- Gandusha, Lepa, Sweda, etc. have been described

extensively along with Shodhana and Shastra Karma.

In our present study, while designing Panchakarma protocol in oral cavity patients we have
mainly considered vitiation of Vata and Pitta and also to some extent Kapha and hence
designed the treatment protocol applying few procedures from ‘Shasthi Upakarma.’ Patients
who have cancers of oral cavity have vitiated Tridoshas and such patients after undergoing
conventional treatment also experience further vitiation of Tridoshas which sometimes make
the side effects fatal than the disease. Also while battling the dreaded disease cancer, the
morale or psychology of the patient is affected. Therefore of the sixty allied procedures and
also referring to the treatment mentioned for various Mukha Roga, following procedures are

selected for the present protocol.

1. Snehana

2. Swedana

3. Basti — Matra Basti
4. Nasya
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5. Gandusha

6. Mukha Pratisarana

7. Shirodhara

8. Karnapurana
Snehana :

Snehana procedure in the present study refers to Bahya Snehana which is also called as

Abhyanga.
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Snehana is described as the oleation which is a type of lubrication given to the body and
helps to get rid of the various disorders of vitiated Vata Dosha and to increase the endurance
for performing various physical activities. Regular use of Snehana helps to promote the
strength and lustre of the human body. Charakacharya has described importance of Snehana
by giving illustrations of application of oil in a clay pot, to a leather object and to the axis of a

wheel for proper functioning'®.
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The presence of Vayu predominantly at the Twacha (skin) enables the sense of touch at skin.

Abhyanga has been described as the best promoter for lustrous and healthy skin.
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People who practice Abhyanga on a regular basis are prone to have lesser disorders due to

any trauma and can tolerate physical exertions. Snehana helps to endow lustrous and smooth

skin, strong physique and longevity.

Swedana :
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Swedana practiced after Snehana helps to pacify the vitiated Vata Dosha''®.

Bahya Snehana i.e Abhyanga is mainly responsible to cause Mriduta of Doshas and Swedana
causes Vilayana i.e liquefication of the accumulated Doshas resulting in their traversing to
the Koshtha (abdomen) from where they can be eliminated by appropriate Shodhana method.

The benefits of Swedana are to promote the Agni, healthy, soft and lustrous skin, purifies the
Srotas, increases appetite, and reduces lethargy, drowsiness and excess of sleep. Also, it

reduces muscle stiffness and facilitates movements of joints in the body'"".

Charakacharya describes the importance of Snehana and Swedana by giving example of a dry
stick, which breaks if tried to be bend but if Sneha (oil) and Swedana is applied to the same

stick, it bends instead of breaking.

Matra Basti :
Basti Chikitsa is the most important treatment modality among the Panchakarma. Basti is not
only best for Vata disorders but also equally effective in Pitta, Kapha, Rakta, Sansarga and

Sannipatika disorders.
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Vata is mainly responsible for manifestation of diseases related to Shakha, Koshtha, Marma

and other sites in the body as it is the main governing factor for their functioning. It also
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controls the expulsion and retention of the faeces, urine, Pitta from their respective sites and
hence Basti is the remedy of choice for pacification of aggravated conditions. It is also

described as ‘Ardha Chikitsa’'2.
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Sushrutacharya has describes the mode of action of Basti by giving an example of the roots of
a tree which receive nourishment from the soil and distributes it to all the other parts of the
tree, similarly Basti when properly administered reaches Pakvashaya, Shroni and all the
regions below Nabhi. Basti with its Veerya get absorbed in Pakwashaya and then circulates

all over the body, reaches the site of disease manifestation and pacifies the vitiated Doshas'".

Matra Basti is a type of Sneha Basti. The dosage of Matra Basti is low, it is about half of
Anuvasana Basti i.e. six tola and so there is no fear of any complications. It is considered safe

and very convenient in today’s life.
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According to Charakacharya, Matra Basti is always applicable to those emaciated due to
overwork, physical exercise, weight lifting, long travels on vehicles and indulgence in

women in debilitated person as well as in those afflicted with Vata disorders'"*.

Matra Basti is promotive of strength without any demand of strict regimen of diet and causes
easy elimination of Mala and Mutra. It performs the function of Bruhana and helps to pacify

Vata dosha.

Shirodhara :
Ayurveda has also emphasized on the ‘Manovaha Srotas’ as well as ‘Satvavajay Chikitsa’ in
the diagnosis and treatment aspect which makes it unique from others. In Ayurvedic texts,

four types of Murdha Tail (Oil application on the head) have been described.

They are —
a. Abhyanga
b. Seka
c. Pichu
d. Basti
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Shirodhara can be included in ‘Seka’ and helps in pacification of the ‘Shirogata Vata’ and

promotes proper functioning of sense organs, strengthen the joints of head and neck region'"”.

Gandusha :

Gandusha is one of the Mukhopkrama. Mukha i.e. the oral cavity is the most important part
of the digestive system. According to Ayurveda, it is the site with predominance of Kapha
Dosha and cause of many oral diseases if not properly maintained. Hence oral hygiene is very
important. Gandusha is a procedure where medicated liquid is held still in the mouth for a

116

certain period of time . The main aim is to keep the mouth clean.
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Gandusha is very useful to alleviate the disorders of head, neck and throat. It also helps in

conditions like excessive salivation, dryness of mouth, nausea, lethargy, anorexia and

rhinitis'!”.
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Gandusha, with special reference to Vrana Chikitsa, helps in reducing the foul smell, exudate,
stingy and stickiness in the mouth''®, Shodhana Kashaya (Decoction mainly of astringent
taste) is useful in the cleaning and purification of Vrana. Medicinal herbs like Triphala,
Khadira, Daruharidra, Nimba, etc. have been described to be effective in such conditions.
Mukha Shodhana and Vrana Ropana’ is also an important action of Gandusha Kalpana which

helps to cleanse the debris and unwanted plaque in the oral cavity and promotes oral hygiene.

Mukha Pratisarana :

Mukha Pratisarana is a procedure in which medicated preparation is applied inside the oral

cavity. There are three types of Pratisarana viz. Kalka, Rasakriya and Churna'"’.
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With reference to the present study, use of Ghruta in Mukha Pratisarana is beneficial as it has
been described that the medicated ghee is useful to heal Vrana caused due to Pitta Dushti,

Rakta Dushti, etc'?’.

The Pittaghna and Vataghna dravyas used in Mukha Pratisarana help to relieve the symptoms
like Daha, Paka, etc. and also help in better wound healing. It also helps to relieve the

Hanugraha by reducing Stambha of the muscles of the jaw.
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Nasya :
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Nasa being the door way to Shira (head), the drug administered through nostrils, reaches

Shringataka by Nasasrota and spreads in the Murdha (Brain) taking route of Netra (eye),

Shrotra (ear), Kantha (throat), Siramukhas (opening of the vessels) etc. and scrapes the

vitiated Doshas in supraclavicular region and extracts them from the Uttamanga.

Administration of medicine through this route is effective to treat diseases of that region.
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Benefits of N asya121 :

The healthy person who undergoes the Nasya Karma in suitable season with suitable drugs
will never suffer from the impaired functions of eyes, nose, and ears. It will help to prevent
falling of hair of scalp and beard and also graying of hair. It will stimulate the growth of scalp
hair. It helps to nourish the Sira (veins), Sandhis (joints), Snayu (ligaments), Kandara
(tendons) of the head and makes them strong. The person’s face becomes cheerful and well
developed (Mukha Prasannata). His voice will be melodious, Sthira (stable) Mahan (grave). It
imparts Vaimalya (clarity) and Bala (strength) to all sense organs. It prevents the diseases of

supra clavicular region of the body i.e. head and neck region.

Nasya Karma helps to cure conditions like Manya Stambha (torticolis), Shira Shula
(headache), Ardita (facial paralysis), Hanu Sangraha (lock jaw, trismus), Ardhavabhedaka

(migraine), Peenasa (chronic rhinitis), Shirakampa (tremor).
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Nasya has been indicated in the Urdhwajatrugata Vrana which are mostly dry, painful and of
the Vataja type. Here the term Nasya refers to Snehika Nasya. Use of Taila (oil) in Snehika
Nasya for Vata — Kapha disorders. Various types of Sneha Dravya have been described
according to Dosha predominance viz, Taila in Vata-Kapha Dushti, Vasa in Vata Dushti,
Ghruta in Pitta Dushti and Majja in Pitta-Vata Dushti, use of Taila as Nasya Dravya can be

considered in all the Dosha Dushti as ‘Nasa’ is the site of Kapha predominance.
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Karnapurana :
Karnapurana is a procedure in which oil is instilled in the external ear and retained for a

certain period. Acharya Vaghbhat has described the period to be of 100 Matra.
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Regular practice of Karnapurana can help to prevent ear diseases due to Vata, stiffness at

. . . . . 122
neck, back and jaw region, deafness and hearing impairment .
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Use of Sneha in various forms has been described by Acharya Vaghbhat to pacify the Vata'>.

Hence the various procedures included in the present study like Snehana, Swedana along with
Matra Basti, Nasya, Gandusha, Mukha Pratisarana, Shirodhara and Karnapurana help to
pacify the vitiated Vata Dosha.
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C) DRUG REVIEW :

Cancer being one of the most dreadful diseases of the present era, various researches have
been done and are going on its gene and molecular level, many treatment modalities have
been explored, but success is still far. However, in contrast to classical medicine that has
existed for thousands of years from the time of Vedas, many herbs and formulations have
been described which not only useful for the treatment but also promote good health and

longevity without any side-effects to mankind.

In the present study, the oral cavity cancer patients of both groups (study and control) are
receiving oral Ayurvedic medicines. In study group, along with oral Ayurvedic medicines,
combination of Panchakarma procedure like Basti and Nasya along-with some allied
procedures like Gandusha, Mukha Pratisarana, Shirodhara and Karnapurana have been
administered to the patient. This is done to observe the add-on effect of Panchakarma and

allied procedures on the disease status and quality of life of these cancer patients.

The drugs which are used for these procedures mostly possess anti-inflammatory, anti-
oxidant, anti-septic and anti-cancer properties. The main principle in designing the
treatment protocol is pacification of vitiated Doshas which are mainly due to treatment
modalities like surgery, radiation and chemotherapy; rejuvenate body functions; restore

immunity and improve quality of life.

For achieving this, the drugs basically acting on Vata Dosha, Pitta Dosha and Kapha
Dosha possessing Madhur, Kashaya, Tikta Rasa, mainly Sheeta Virya and Snigdha Guna
have been selected. The expected karma to be achieved is Vata Shamana, Vrana Ropana,
Daha Shamana, Pitta Shamana, Kapha Shamana, Rakta Prasadana and to control

Dhatugata and Dhatupaka Awastha.

Of the total drugs selected for Panchakarma and other allied procedures in the present
study, Bala Taila is a classical preparation from Sushrut Samhita and is prepared in the
Ayurvedic Pharmacy, Atharva Nature Healthcare whereas Dashmoola Taila, Yashtimadhu
Ghruta, Yashtimadhu Taila and Atharva Gandusha Churna are the proprietary preparations
of this pharmacy.
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Fig. 22 : Photo of Bala
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Table 12 : Details of contents of Bala Taila

Sr. | Dravya name Latin Rasa Veerya Vipaka Doshaghnata Karma
No. name (Taste) (Potency) (Post- (Action on (Action)
digestive Doshas)
effect)
1 | Bala Sida Madhur Sheeta Madhur Vata-Pittahara | Balya, Vrushya,
cordifolia Bruhana,
Sangrahi
2 | Dashmoola Kashaya, | Ushna Katu Tridoshaghna | Pachana,
Tikta, Deepana
Madhur
3 | Yava Hordeum Madhur Sheeta Katu Kapha-Pitta Medoghna,
vulgare Shamaka, Balya,
Vatavardhaka | Sthairyakrit
4 | Kola Zizhipus Madhur Ushna Madhur Vatanashaka Hrudya, Grabhi,
mauritiana | Amla Rochana
Kashaya
5 | Kulatha Dolichos Kashaya | Ushna Katu Kapha- Lekhan, Mutral,
biflorus Amla Vatashamaka | Ashmarighna
6 | Godugdha Cow’s Madhur Sheeta Madhur Vata-Pitta Rasayan
milk hara, Medhya,
Kaphavardaka | Vrushya, Balya,
Bruhana
7 | Saindhav Rock salt Lavan Anushna Madhur Tridoshaghna | Deepana,
Pachana,
Vrushya,
Netrya,
8 | Agaru Aquilariaa | Tikta Ushna Katu Kapha-Vata Netrya
gallocha Katu nashak
Kashaya
9 | Sarjaras Shorea Tikta Sheeta Katu Kapha-Pitta Vednasthapan
robusta Kashaya nashaka Sandhaniya
10 | Saral Pinus Katu Ushna Katu Kapha- Vranaropana,
longifolia | Tikta Vatahara Rakshoghna
Madhua
11 | Devdaru Cedrus Tikta Ushna Katu Kapha- Deepana,
deodar Vatanashak Kasahara
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Sr. | Dravya name Latin Rasa Veerya Vipaka Doshaghnata Karma
No. name (Taste) (Potency) (Post- (Action on (Action)
digestive Doshas)
effect)
12 | Manjishtha Rubia Madhur, | Ushna Katu Kapha- Varnya, Swarya,
cordifolia | Tikta Vatashamaka | Vishaghna,
Kashaya Rakta Prasadana
13 | Chandan Santalum Tikta Sheeta Katu Kapha-Pitta Aalhadan,
alba Shamaka Dahashamak,
Grahi,
Trushnashamak,
Vishaghna,
Rakta Prasadak,
Mutral, Varnya,
Kapha Nisarak
14 | Kushtha Saussurea | Tikta Ushna Katu Kapha- Kapha Nisarak,
Lappa Katu Vatashamaka | Shoola
Madhur Prashaman,
Jantughna
15 | Ela Elletaria Madhur Sheeta Madhur Vatahara Sushma
cardamom
16 | Jatamansi Valeriana | Tikta, Sheeta Madhur Tridosha Kanti-
jatamansi | Kashaya Shamaka Balaprada,
Madhur Medhya,
17 | Shaileyaka Parmelia Tikta Sheeta Katu Kapha- Hrudya
perlata Kashaya Pittahara
18 | Patra - | Cinnamom | Madhur Ushna Madhur Kapha- Deepana,
Tamalpatra um tamala | Katu Vatahara Ruchya,
Tikta Swedajanan,
19 | Tagar Valeriana | Tikta Ushna Katu Tridoshaghna | Vishaghna
wallichi Katu Kapha-
Kashaya Vatahar
20 | Sariva Hemidesm | Madhur, | Sheeta Madhur Tridoshaghna | Vrushya,
us indicus | Tikta Raktaprasadak,
Deepana,
Pachana,
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Sr. | Dravya name Latin Rasa Veerya Vipaka Doshaghnata Karma
No. name (Taste) (Potency) (Post- (Action on (Action)
digestive Doshas)
effect)
Dahanashak
21 | Vacha Acorus Tikta Ushna Katu Kapha- Lekhana,
calamus Katu Vatahara Asthapana,
Sheeta
Prashaman,
Sajnyasthapan
22 | Shatavari Asparagus | Madhur Sheeta Madhur Vata-Pitta Rasayana,
racemosus | Tikta shamaka Vrushya
23 | Ashwagandha | Withania Madhur Ushna Madhur Kapha- Shukravardak,
somnifera | Tikta Vatahara Rasayan, Balya
Kashaya
24 | Shatapushpa | Anethum Katu Ushna Katu Kapha- Deepana,
sowa Tikta Vatahara Pachana,
Vatanulomana
25 | Punarnava Boerrhavia | Madhur Ushna Madhur Tridoshahara | Deepana
diffusa Tikta Pachana,
Kashaya Lekhan,
Mutrajanan,
Anulomana,
Rasayan
Vishaghna
26 | Til Taila Sesamum Katu Ushna Katu Vatahara Twachya, Balya,
indicum Tikta Keshya,
Kashaya Rasayan
Madhur
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2. Dashmoola'® Bharad :

Fig. 23 : Photo of Dashmoola
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Table 13 : Details of contents of Dashmoola Bharad

Sr. | Dravya Latin name Rasa Veerya | Vipaka | Doshaghnata Karma
Nlo. Bilva Aegle marmelos | Kashaya Ushna Katu Vata-Kaphahara | Pittakara, Balya,
Grahi, Deepana
- Pachana
2 | Agnimantha | Premna Tikta Katu | Ushna Katu Vata Shaman Deepana,
integrifolia Kashaya Pchana,
Anulomana,
Vedanasthapan
3 | Shyonaka Oroxylum Tikta Ushna Katu Kapha-Vata Deepana
indicum Kashaya Shamak,
Madhur Tridoshaghna
4 | Patala Stereospermum Kashaya Anushna | Katu Tridosha Vishaghna
suaveolens Tikta Shamak Shothaghna
5 | Gambhari Gmelina arborea | Tikta Ushna Katu Vata-Kaphahara | Deepana,
Kashaya Pachana,
Madhur Medya, Mala
bhedak
6 | Shaliparni Desmodium Madhur, Ushna Madhur | Tridosha- Bruhana,
gangeticum Tikta shamak Rasayan
7 | Prishniparni | Uraria picta Madhur Ushna Madhur | Tridosha- Vrushya,
Tikta shamak Angmarda
Prashaman,
Sandhaneeya,
Shothahara
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Sr. | Dravya Latin name Rasa Veerya Vipaka | Doshaghnata Karma
NSO. Vartaki Solanum indicum | Katu Tikta | Ushna Katu Kapha- Hrudya,
Vatashamak Pachana,
Rechana
9 | Kantkari Solanum Tikta Katu | Ushna Katu Kapha- Deepana,
suratens Vatashamak Pachana,

Mutral, Kantya,

Malabhedan

10 | Gokshur Tribulus Madhur Sheeta Madhur | Vata- Kaphavardaka,

terrestris Pittashamak Mutral, Balya,

Bastishodhak,
Vrushya,
Deepana
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3. Dashmoola'® Taila :

Table 14 : Details of contents of Dashmoola Taila

Dravya Latin name Rasa Veerya | Vipaka | Doshaghnata Karma
Bilva Aegle Kashaya Ushna Katu Vata- Pittakara, Balya,
marmelos Kaphahara Grahi, Deepana -
Pachana
Agnimantha | Premna Tikta Katu | Ushna Katu Vata Shaman | Deepana,
integrifolia Kashaya Pachana,
Anulomana,
Vedanasthapan
Shyonaka Oroxylum Tikta Kashaya | Ushna Katu Kapha-Vata Deepana
indicum Madhur Shamak
Tridoshaghna
Patala Stereospermum | Kashaya Tikta | Anushna | Katu Tridosha Vishaghna
suaveolens shaman Shothaghna
Gambbhari Gmelina Tikta Kashaya | Ushna Katu Vata- Deepana,
arborea Madhur Kaphahara Pachana, Medya,
Mala bhedak
Shaliparni Desmodium Madhur, Tikta | Ushna Madhur | Tridosha Bruhana,
gangeticum shamak Rasayan
Prishniparni | Uraria picta Madhur Tikta | Ushna Madhur | Tridosha Vrushya,
shamak Angamarda
Prashaman,
Sandhaneeya,
Shothahara
Vartaki Solanum Katu Tikta Ushna Katu Kapha- Hrudya, Pachana,
indicum Vatashamak Rechana
Kantkari Solanum Tikta Katu Ushna Katu Kapha- Deepana,
suratens Vatashamak Pachana, Mutral,
Kantya,
Malabhedan
Gokshur Tribulus Madhur Sheeta Madhur | Vata-Pitta Kaphavardak,
terrestris shamak Mutral,  Balya,
Bastishodhak,
Vrushya,
Deepana
Til Taila Sesamum Katu Tikta Ushna Katu Vatahara Twachya, Balya,
indicum Kashaya Keshya, Rasayan
Madhur
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4. Atharva Gandusha Churna®"!3';

Fig. 24 : Photo of Triphala

Fig. 25 : Photo of Haridra

Table 15 : Details of contents of Atharva Gandusha Churna

Sr.
No.

Dravya

Latin name

Rasa

Veerya

Vipaka

Doshaghnata

Karma

Haritaki

Terminalia chebula

Kashaya
pradhan
Pancha rasa,

Lavanvarjit

Ushna

Madhur

Tridoshaghna

Rasayan,
Netrya,
Anulomana,

Bruhana

Bibhitaka

Terminalia belerica

Kashaya

Ushna

Madhur

Tridoshahara
Kaphashamak

Bhedana,
Netrya,
Keshya,
Chedana,
Krimighna

Aamalaki

Emblica officinalis

Amla pradhan

Pancha rasa

Sheeta

Madhur

Tridoshaghna

Deepana,
Pachana,
Anuloman,
Mrudu

Virechana

Haridra

Curcuma longa

Katu Tikta

Ushna

Katu

Kapha-
Vatashamak

Vednasthapana,
Rakta
Prasadan,
Pachana,
Vishaghna,
Varnya,

Lehana
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5. Yashtimadhu'* Ghruta :

Fig. 26 : Photo of Yashtimadhu

Table 16 : Details of contents of Yashtimadhu Ghruta

Sr. Dravya Latin name Rasa | Veerya | Vipaka | Doshaghnata Karma
No.
1 Yastimadhu | Glycyrrhiza Madhur | Sheeta | Madhur | Vata-Pitta Chakshushya,
glabra shaman Balya, Varnya,
Sandhaneeya
2 Goghrut Cow’s ghee Madhur | Sheeta | Madhur | Vata-Pitta Vrushya, Deepana,
shaman Chakshushya,
Rasayan, Balya,
Vayasthapan
6. Yashtimadhu'** Taila :
Table 17 : Details of contents of Yashtimadhu Taila
Sr. Dravya Latin name Rasa Veerya | Vipaka | Doshaghnata Karma
No.
1 | Yastimadhu | Glycyrrhiza Madhur Sheeta Madhur | Vata-Pitta Chakshushya,
glabra shaman Balya, Varnya,
Sandhaneeya
2 | Til Taila Sesamum indicum | Katu Tikta | Ushna Katu Vatahara Twachya,
Kashaya Balya,
Madhur Keshya,
Rasayan
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7. Jatamansi'® Taila :

Fig. 27 : Photo of Jatamansi

.

Table 18 : Details of contents of Jatamansi Taila

Sr. | Dravya Latin name Rasa Veerya | Vipaka | Doshaghnata Karma
No.

1 Jatamansi | Valeriana Tikta, Sheeta | Madhur | Tridosha Kanti-

Jjatamansi Kashaya shamak Balaprada,

Madhur Medhya,

2 | Til Taila | Sesamum Katu Tikta | Ushna | Katu Vatahara Twachya,
indicum Kashaya Balya,

Madhur Keshya,

Rasayan
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MATERIALS AND METHODS

Source of literature :

All the Ayurvedic literature and information available about oral cancers from books,
articles and journals of allopathic system of medicine as well as Sambhitas, text books and
journals from Ayurveda were referred as literature resources. Websites and abstracts

available online were also referred.

Source of medicines :

The raw materials and finished products needed in the study were obtained from Bharatiya
Sanskriti Darshan Trust’s Atharva Nature Healthcare Pvt. Ltd. The authentication of the
raw materials as well as standardization of finished products was duly carried out by the
pharmacy which is a FDA approved and GMP certified pharmacy. Certificate of Analysis

for the required drugs are attached as appendices.

Grouping of the patients :

Patients of oral cavity cancers were selected from the Oncology OPDs of BSDT’s
Integrated Cancer Treatment and Research Center’s Pune and Mumbai centers. Male as
well as female patients were selected following the predesigned inclusion and exclusion

criteria.

200 patients of oral cavity cancer who were taking Shamana Chikitsa at the study center
were examined. Out of them, 70 patients were selected with similar stage, grade,
conventional treatment and duration of Ayurvedic treatment. All the 70 patients were
eligible for Panchakarma and for the purpose of the present study, two groups of 35
patients each for the study group and control group respectively were enrolled. In both the
group, the Shamana Chikitsa mainly comprised :

1. Morning — Evening : Vasadi Vati 1500 mg + Mouktikayukta Kamdudha 500 mg

with lukewarm water.
2. Before lunch and dinner : Yashtimadhu Ghruta 5 mg with lukewarm water.
3. After lunch and dinner : Sukshma Triphala 500 mg + Triphala Guggulu 500 mg

with lukewarm water.
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Study Design:
1. The present study is a case control study. The two groups were as follows -

A. ‘Study group = 35 patients of oral cavity cancer treated with 7 days of Basti,
Nasya, Gandusha, Mukhapratisarana, Shirodhara and Karnapurana along-with
Shamana Chikitsa and who had completed conventional treatment.

B. ‘Control group = 35 patients of oral cavity cancer who were treated with only
‘Shamana Chikitsa’ and had completed conventional treatment. They were not

given Basti, Nasya, Gandusha, Mukhapratisarana, Shirodhara and Karnapurana.

2.  Inclusion criteria :
1) Oral cavity cancer patients of all stages who had received surgery.
2) Oral cavity cancer patients of all stages who had received radiation therapy.
3) Oral cavity cancer patients of all stages who had received radiation therapy along
with concurrent chemotherapy.

4) Male and female patients from age group of 20 years to 85 years.

3. Exclusion criteria :

Oral cavity cancer patients other than squamous cell carcinoma.

4. Consent form :
Once the patient was allocated in the respective groups informed consent of patients was

taken.

5. Case Record Form (CRF) :
Case taking in both the groups was done as per the pre-designed CRF.

6. Assessment Criteria:

In both the groups, assessment was done at three time points —

For Study Group:
a. before starting the treatment,
b. after completion of treatment i.e. 7"day

c. one month after completion of the treatment.
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For Control group : The time points ‘a’, ‘b’ and ‘c’ for Control group patients having
only Shamana Chikitsa corresponds with time point ‘a’, ‘b> and ‘c’ of study group

respectively

a. Scoring of symptoms :

The scoring of symptoms is done on basis of CTCAE 4.03'**,

Common Terminology Criteria for Adverse Events (CTCAE) is widely accepted
throughout the oncology community as the standard classification and severity grading

scale for adverse events in cancer therapy clinical trials and other oncology settings.

For the present study symptoms like stomatitis (Mukhapaka), trismus (Hanugraha),
xerostomia (Talushosha), excessive salivation (Atyadika Lalasrava), dysphagia (Anna-
nirgalana Kashtatva), foul smell of mouth (Putimukha), debility (Daurbalya) and pain

(Shoola) were considered.
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Table 19 : Scoring of symptoms on basis of CTCAE 4.03

:;; Symptom Grade 0 Grade 1 Grade 2 Grade 3 Grade 4
1 Stomatitis No symptom Patient has erythema of | Patient has ulceration in Patients has ulceration Patient has tissue
noted. the mucosa. patches with which bleeds with minor | necrosis, significant
pseudomembranes. trauma. spontaneous
bleeding.

2 Xerostomia No symptom Xerostomia is only Xerostomia is symptomatic Xerostomia leading to -

noted. symptomatic. No need of | and significant oral intake inability to take orally.
dietary alteration. alteration with unstimulated Tube feeding required.
Unstimulated saliva flow | saliva. Saliva is unstimulated.
present.

3 Loss of Taste No symptom Taste is altered but no Taste is altered and change in | - -

noted. change in diet required. diet required.

4 Extensive No symptom Patient has slightly Patient has thick and sticky Patient has severe Disabling.
Salivation noted. thickened saliva and saliva, markedly altered taste. | secretions. Symptoms

slightly altered taste. Alteration of diet is indicated. | interfering with ADL.

5 Trismus No symptom Patient has decreased Patient’s motion of jaw Severe restriction of jaw. | Patient cannot open
(difficulty in noted. motion of jaw. decreased and required small | Inability to hydrate orally. | for more than 1 cm.
opening of Patient cannot open for bites, soft foods or purees. Patient cannot open for
mouth) more than 4 cm. Patient cannot open for more | more than 2 cm.

than 3 cm.
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less than 5 %
weight loss

from baseline.

from baseline which do

not required intervention.

from baseline. Required

nutritional support.

baseline and needs tube
feeding or TPN.

;:;: Symptom Grade 0 Grade 1 Grade 2 Grade 3 Grade 4
6 Dysphagia No symptom Dysphagia is Dysphagia is symptomatic but | Dysphagia is symptomatic | Life threatening
noted. symptomatic but able to | altered dietary habits. IV and severely altered eating | consequences like
eat regular diet. fluids indicated in <24 hrs. / swallowing required obstruction,
IV fluids /tube feedings / | perforation.
TPN indicated in >24 hrs.
7 Nausea No symptom Patient has nausea with Oral intake of patient Oral caloric or fluid intake | Due to Nausea life-
noted. loss of appetite without decreased without significant | is less , tube feeding threatening
alteration in eating weight loss, but IV fluids required , TPN indicated | consequences
habits. indicated < 24 hrs. >24 hrs happen.
8 Local pain Mild pain not Moderate pain; pain or Severe pain; pain or Disabling. -
interfering with | analgesics interfering analgesics severely interfering
function. with function, but not with ADL.
interfering with ADL.
9 Tinnitus - Tinnitus not interfering Tinnitus interfering with Disabling. -
with ADL. ADL.
10 | Weight Loss Weight loss is Weight loss is 5 to <10% | Weight loss is 10 — <20% Weight loss is >20% from | -
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b. EORTC QLQ-C30:

The European Organization for Research and Treatment of Cancer Quality of Life
questionnaire (EORTC QLQ-C30) is an integrated system for assessing the Quality of Life
(QoL) of cancer patients participating in clinical trials and other types of research in which

patient-reported outcomes are collected'”.

The EORTC QLQ-C30 is designed for use with a wide range of cancer patient populations
and is intended to be supplemented by tumor-specific questionnaire modules or
supplements such as those for lung cancer (QLQ-LC13), breast cancer (QLQ-BR23), head
and neck cancer (QLQ-H&N35), oesophageal cancer (QLQ-OES18) and ovarian cancer
(QLQ-OV28).

Table 20 : Scoring of QLQ-C30 version 3.0

Scale Number Version 3.0
of items Item numbers

Global health status / QoL
Global health status/QoL (revised) QL2 2 29,30
Functional scales
Physical functioning (revised) PF2 5 l1to5
Role functioning (revised) RF2 2 6,7
Emotional functioning EF 4 21 to 24
Cognitive functioning CF 2 20, 25
Social functioning SF 2 26,27
Symptom scales / items
Fatigue FA 3 10, 12, 18
Nausea and vomiting NV 2 14, 15
Pain PA 2 9,19
Dyspnoea DY 1 8
Insomnia SL 1 11
Appetite loss AP 1 13
Constipation CO 1 16
Diarrhoea DI 1 17
Financial difficulties FI 1 28
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¢. Head & Neck cancer module: QLQ-H&N3S5 :

The head & neck cancer module is meant for use among a wide range of patients with
head & neck cancer, varying in disease stage and treatment modality (i.e. surgery,
radiotherapy and chemotherapy). The module comprises 35 questions assessing symptoms

and side effects of treatment, social function and body image / sexuality'>.

The head & neck cancer module incorporates seven multi-item scales that assess pain,
swallowing, senses (taste and smell), speech, social eating, social contact and sexuality.
There are also eleven single items. For all items and scales, high scores indicate more
problems (i.e. there are no function scales in which high scores would mean better
functioning). The scoring approach for the QLQ-H&N?35 is identical in principle to that
for the symptom scales / single items of the QLQ-C30.

Table 21 : Scoring of QLQ-H&N35

Scale Number of QLQ-H&N35
items Item numbers

Pain HNPA 4 1-4
Swallowing HNSW 4 5-8
Senses problems HNSE 2 13,14
Speech problems HNSP 3 16,23,24
Trouble with social eating HNSO 4 19-22
Trouble with social contact HNSC 5 18,25-28
Less sexuality HNSX 2 29,30
Teeth HNTE 1 9
Opening mouth HNOM 1 10
Dry mouth HNDR 1 11
Sticky saliva HNSS 1 12
Coughing HNCO 1 15
Felt ill HNFI 1 17
Pain killers HNPK 1 31
Nutritional supplements HNNU 1 32
Feeding tube HNFE 1 33
Weight loss HNWL 1 34
Weight gain HNWG 1 35
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d. Karnofsky Performance Status Scale :

The Karnofsky Performance Scale Index is an assessment tool for functional impairment.

It can be used to compare effectiveness of different therapies and to assess the prognosis in

individual patients. In most serious illnesses, the lower the Karnofsky score, the worse the

likelihood of survival'?®.

Table 22 : Karnofsky Performance Status Scale

Karnofsky Status Ka(l;‘:;);seky ]E}S:l)d(e; ECOG Status

Normal, no complaints 100 0 Fully active, able to carry on all pre-
disease performance without restriction

Able to carry on normal 90 1 Restricted in physically strenuous activity

activities. Minor signs or but ambulatory and able to carry out work

symptoms of disease of a light or sedentary nature, e.g., light
house work, office work

Normal activity with effort 80 1 Restricted in physically strenuous activity
but ambulatory and able to carry out work
of a light or sedentary nature, e.g., light
house work, office work

Care for self. Unable to carry 70 2 Ambulatory and capable of all self-care

on normal activity or to do but unable to carry out any work

active work activities. Up and about more than 50% of
waking hours

Requires occasional 60 2 Ambulatory and capable of all self-care

assistance, but able to care but unable to carry out any work

for most of his needs activities. Up and about more than 50% of
waking hours

Requires considerable 50 3 Capable of only limited self-care,

assistance and frequent confined to bed or chair more than 50% of

medical care waking hours

Disabled. Requires special 40 3 Capable of only limited self-care,

care and assistance

confined to bed or chair more than 50% of

waking hours
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Karnofsky Status Ka(l;‘:;);seky ]éfz?d(e; ECOG Status

Severely disabled. 30 4 Completely disabled. Cannot carry on any

Hospitalization indicated self-care. Totally confined to bed or chair

though death non-imminent

Very sick. Hospitalization 20 4 Completely disabled. Cannot carry on any

necessary. Active supportive self-care. Totally confined to bed or chair

treatment necessary

Moribund 10 4 Completely disabled. Cannot carry on any
self-care. Totally confined to bed or chair

Dead 0 5 Dead

e. Pain Assessment :

Pain intensity is a common outcome domain assessed in pain clinical trials and most often
targeted in pain treatment. Pain intensity is commonly assessed using measures such as the
Visual Analogue Scale (VAS), Numerical Rating Scale (NRS), Verbal Rating Scale
(VRS), and Faces Pain Scale-Revised (FPS-R). In the present study we have used
Numerical Rating Scale (NRS)'?".

The 11-point NRS consists of numbers between 0 and 10 where
0 - No pain.
10 - Maximum pain.
The respondent is instructed to identify one number between 0 and 10, which is best

representative of their pain intensity.
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Time points for Study and Control Groups :

For Study group :
a. Before starting Basti, Nasya, Gandusha, Mukhapratisarana, Shirodhara and
Karnapurana.
b. At the end of treatment.

c. 1 month after the treatment.

For Control Group :
a. Corresponds to Day ‘0’ as in study group
b. 7" day of ‘Shamana Chikitsa’ corresponding to time point ‘b’ of study group.

c. 1 month after ‘Shamana Chikitsa’ corresponding to time point ‘c’ of study group.

Table 23 : Treatment Protocol for Study Group

;2'. Procedure a dm]i)lfilsltgere d nggity / Duration Position of patient
1 Sarvang Bala Taila 50 ml About 25 | Prone and supine
Snehana minutes | position
2 Sarvang Dashmoola 250 gmsin 5 | About 12 | Sitting / Supine
Swedana Bharad litres of water | minutes | position
3 Matra Basti Dashmoola Taila | 50 ml | --—--- Left lateral position
4 Nasya Yashtimadhu 4dropsin | ------ Supine position, head
Taila each nostril slightly tilted backward
5 Mukha Yashtimadhu 10 ml 2 minutes | Sitting position
Pratisarana Ghruta
6 *Gandusha Atharva 200 ml 5 minutes | Sitting position
Gandusha Churna
7 Shirodhara Jatamansi Taila 500 ml 10 Supine position.
minutes
8 Karnapurana Dashmoola Taila | 2 ml in each Left lateral position for
ear Right ear. Right lateral
position for Left ear.
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*Preparation of Gandusha — 1 part Gandusha Churna mixed with 64 parts of water
boiled till the water quantity reduces to half, filter the decoction in a glass and used

for gargling.

Treatment duration:
The intervention of the study group treatment protocol was done at three time points.
Assessment of the effect of the treatment was done before treatment, at the end of

treatment and 1 month after the treatment.

Statistical analysis:
The data collected during the clinical study was tabulated and statistically analyzed using
Man Whitney Z test, t test and statistical methods like parametric, non-parametric and

ANOVA. The probability of p<0.05 was considered significant.

96



Analysis

ANALYSIS

The study was conducted on 70 patients of cancers of oral cavity. These patients were
selected from the Oncology OPDs of Bharatiya Sanskriti Darshan Trust’s Integrated

Cancer Treatment and Research Center’s Pune and Mumbai centers.

Patients were divided in 2 groups viz Study group consisting of 35 patients of oral cavity
cancer treated with 7 days of Basti, Nasya, Mukhopakrama, Shirodhara and Karnapurana
along-with Shamana Chikitsa and who have completed conventional treatment. Control
group consisting of 35 patients of oral cavity cancer who are treated with only Shamana
Chikitsa and have completed conventional treatment. They were not given Basti, Nasya,

Mukhopakrama, Shirodhara and Karnapurana.

On the basis of observations, data collected was divided into :
A. Demographic data
B. Clinical data (mainly symptoms and Quality of Life)
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A. Demographic Data :
Demographic data consisted of age-wise, sex-wise, socio-economic wise, status stage-
wise, grade-wise, conventional treatment taken and site-wise distribution of patients.

1. Observations based on age of patients of oral cavity cancer :

Table 24 : Age-wise distribution of patients of oral cavity cancer

Age Group Study Group Control Group
in Yrs. No. of patients % No. of patients %
21-30 0 0 1 2.7
31-40 4 11.43 5 14.29
41-50 11 31.43 6 17.14
51-60 17 48.57 10 28.57
61-70 3 8.57 7 20
71-80 0 0 3 8.57
81-90 0 0 3 8.57
Total no. of patients 35 35

Graph 1 : Age-wise number of patients
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In our study maximum number of patients lie in the age group 41 to 70 years in both the

study and control group. Out of 35 patients from the study group, 31 patients were from

98



Analysis

the age group 41 to 70 years constituting 88.57 %. Of 35 patients from the control group
23 patients were from the age group 41 to 70 years constituting 65.71 %.

2. Observations based on sex of patients of oral cavity cancer :

Table 25 : Distribution of patients of oral cavity cancer on basis of sex

Sex Study Group Control Group
No. of patients % No. of patients %
Male 27 77.14 23 65.71
Female 8 22.85 12 34.28

Graph 2 : Number of patients according to sex
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In our study maximum number of patients were males. Out of 35 patients from the study
group 27 patients were males constituting 77.14 % and 8 patients were females
constituting the rest of 22.85 %. Out of 35 patients from the control group 23 patients were

males constituting 65.71 % and 12 patients were females constituting the rest of 34.28 %.
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3. Observations based on socio-economic class of patients of oral cavity cancer :

Table 26 : Distribution of oral cavity cancer patients on basis of socio-economic class

Socio-economic Study Group Control Group
status No. of patients % No. of patients %
Lower Class 13 37.14 17 48.57
Middle Class 22 62.85 17 48.57
Upper Class 0 0 1 2.85

Graph 3 : Number of patients according to socio-economic status
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In our study maximum number of patients i.e. 22 patients were from middle socio-
economic strata followed by 13 patients from lower socio-economic strata in study group.
In control group, there was an equal distribution of patients from the middle as well as the
lower socio-economic strata with 17 each respectively. Only 1 patient was observed to be

from the upper socio-economic strata in control group.
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4. Observations based on stage of cancer in patients of oral cavity cancer :

Table 27 : Stage-wise distribution of patients of oral cavity cancer

Stage of Study Group Control Group
Cancer No. of patients % No. of patients %
I 6 17.14 3 8.57
II 6 17.14 6 17.14
I 12 34.28 15 42.86
v 11 31.43 11 31.43
Total no. of patients 35 35

Graph 4 : Number of patients according to stage
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AJCC Cancer Staging manual (8™ Ed) was used to determine stage of oral cavity cancers.
It is divided in stage O to stage IV disease based on TNM Classification. In our study
maximum number of patients were in stage III and stage IV disease in both the groups. 11
patients (31.43%) each had stage IV disease in both study and control group. 12 patients
from study group (34.28%) and 15 patients (42.86%) from control group had stage III
cancer. Stage II cancer was present in 6 patients (17.14%) each in study and control group.
6 patients (17.14 %) from study Group and 3 patients from control group (8.57%) had

stage I cancer.
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5. Observations based on grade of cancer in patients of oral cavity cancer :

Table 28 : Grade-wise distribution of patients of oral cavity cancer

Grade of Cancer Study Group Control Group
No. of patients % No. of patients %
I 8 22.86 7 20
I 24 68.57 20 57.14
I 3 8.57 8 22.86
Total no. of patients 35 35

Graph 5 : Number of patients according to grade
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Grading of oral cancer is done on the basis of how different the cancer cells 1ook from
normal cells. They are graded from grade I to III i.e. well differentiated, moderately

differentiated and poorly differentiated cancer.

In our study maximum number of patients were in grade II disease. 24 patients (68.57%)
from study group and 20 patients from control group (57.14%) had grade II disease.
(24/35 in study group and 20/35 in control group), 8 patients (22.86%) from study group
and 7 patients from control group (20.00%) had grade I disease. Grade III cancer was
present in 3 patients (8.57%) of study group and 8 patients (22.86%) of control group.
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6. Observations based on site of cancer of patients of oral cavity cancer :

Table 29 : Site-wise distribution of patients of oral cavity cancer

Site of cancer Study Group Control Group
Alvelous 2 1
Buccal Mucosa 11 11
Cheek 0 1
Epiglottis 0 2
Hypopharynx 1 0
Larynx 3 3
Lip 1 1
Mandible 1 0
Maxilla 0 1
Oropharynx 1 1
Post Cricoid 2 1
Pyriform Fossa 2 0
Retro molar Trigone 1 1
Supra glottis 0 1
Tongue 8 8
Vocal Cord 2 3

Total 35 35

103



Analysis

Graph 6 : Number of patients according to site of oral cavity
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Maximum number of patients recruited in our study had cancer of buccal mucosa (11
patients in each group) and tongue cancer (8 patients in each group). 2 and 1 patient from
study and control group had cancer of alveolus respectively, 1 patient from control group
had cancer of cheek, maxilla and supraglottis; 3 patients from control group had cancer of
epiglottis, 1 patient from study group had hypopharyngeal cancer, 3 patients from each
group had laryngeal cancer. 1 patient from each group had cancers of lip, oropharynx and
retromolar trigone. 1 patient suffered from mandibular cancer in study group. 2 patients
from study group and 1 patient from control group had post cricoid cancer. 2 patients from
study group suffered from cancer of pyriform fossa. 2 and 3 patients from study and

control group respectively had vocal cord cancer.
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7. Observations based on conventional treatment taken by patients of oral cavity

cancer :

Table 30 : Distribution of patients of oral cavity cancer on basis of conventional

treatment
Conventional treatment Study Group Control Group
Surgery 2 5
Chemotherapy 0 1
Radiotherapy 15 10
Surgery + Radiotherapy 17 15
Chemotherapy + Radiotherapy 0 2
Surgery + Chemotherapy +
Radiotherapy 1 2
Total no. of patients 35 35

Graph 7 : Number of patients according to conventional treatment
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Oral cavity cancer patients are treated with surgery, radiotherapy and chemotherapy
according to stage of the disease. In our study 2 patients of study group and 5 patients of
control group were treated with surgery alone, whereas 1 patient of control group was

treated with chemotherapy alone. Total 25 patients from our study (15 from study group
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and 10 from control group) were treated with radiotherapy alone. 17 patients from study
group and 15 patients of control group were treated with a combination of surgery and
radiotherapy. 2 patients from control group were treated with radiotherapy and
chemotherapy, whereas 1 patient from study group and 2 patients from control group were
treated with all 3 conventional treatment modalities. viz. surgery, radiotherapy and

chemotherapy.
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B. Clinical Data (mainly symptoms and Quality of Life) :
Intergroup Analysis (In-between Study and Control)

1. Karnofsky Score:

Karnofsky Performance Score (KPS) is used for measuring wellbeing and quality of life of
cancer patients. Using this scale each patient is allocated a score on a linear scale between
0 (dead) and 100 (normally active, without evidence of disease), summarizing their ability

to perform daily activities and the level of assistance they require in order to do so.

In our study, we measured Karnofsky score of study and control group patients at 3 time
points viz,
a) Time point ‘a’ =
Before administration of Basti, Nasya, Mukhopakrama, Shirodhara and Karnapurana
procedures in study group patients, similar time point of control group patients.
b) Time point ‘b’ =
For study group: at the end of Basti, Nasya, Mukhopakrama, Shirodhara and
Karnapurana procedures i.e. 7" day from time point a in control group patients.
For control group: 7t day from time point ‘a’.
¢) Time point ‘¢’ =
For study group: one month after completion of Basti, Nasya, Mukhopakrama,
Shirodhara and Karnapurana procedures.

For control group: one month after time point ‘b’.

Treatment response was assessed on the basis of increase, stable and decrease of number

of Karnofsky score at time point ‘b’ and ‘c’ as compared to time point ‘a’.

Table 31 : Karnofsky score at time point ‘b’ and ‘¢’

Karnofsky score At ‘b’ time point At ‘¢’ time point
Study Control Study Control
Group Group Group Group
Karnofsky score increased 24 8 29 17
Karnofsky score stable 11 25 6 12
Karnofsky score decreased 0 2 0 6
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Graph 8 : Intergroup analysis by Karnofsky score
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a. For time point ‘b’ -

It was observed that Karnofsky score had increased in 24 patients (68.57%) of study group
and 8 patients (22.85%) of control group at time point ‘b’.

The score remained stable in 11 patients (31.42%) of study group and 25 patients
(71.42%) of control group.

At this time point, decrease in Karnofsky score was not seen in any patients of study group
whereas it was seen in 2 patients (5.71%) of control group.

Overall improvement and maintenance of Karnofsky score was seen in all the 35 patients

(100 %) of study group and 33 patients (94.28 %) of control group at time point ‘b’.

b. For time point ‘¢’ —

Similar observation about decrease in Karnofsky score was seen at time point ‘c’ in both
study and control group.

It was observed that Karnofsky score had increased in 29 patients (82.85%) of study group
and 17 patients (48.57%) of control group at time point ‘c’.

The score remained stable in 06 patients (17.14 %) of study group and 12 patients
(34.28%) of control group.

At this time point, decrease in Karnofsky score was not seen in any patients of study group
whereas it was seen in 06 patients (17.14 %) of control group.

Overall improvement and maintenance of Karnofsky score was seen in all the 35 patients

of study group and 29 patients (82.85%) of control group at time point ‘c’.
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2. Weight :

Table 32 : Comparative analysis of weight at time point ‘a’, ‘b’ and ‘¢’

Weight
a b c
Study 61.6 £10.6 61£10.3 61.1 £10.3
Control 58.2+13.8 58 £14.0 57.8+14.4
p values --- -- --

Graph 9 : Intergroup analysis of weight
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Weight remained almost constant at time points ‘a’, ‘b’ and ‘¢’ in study and control groups

respectively.
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3. QLQ:

Table 33 : Comparative analysis grading of functional, symptomatic, global score

and H&N 35 score at time point ‘b’ and time point ‘¢’

Functional score

Symptom score

Global score

Head and Neck

Symptom Score

b c b c b c b c
Study 84+18.2 87+ 155 |14+ 13.7 | 9+ 11.8 | 70£20.8 | 74+ 18.9 | 52+ 16.3 48+ 15.9
Control | 74+ 17.8 | 76+ 19.0 | 23+ 159 | 22+ 18.6 | 57+ 14.0 | 61169 | 57+ 13.9 57+ 16.3
p values | 0.02 0.01 0.008 0.001 0.004 0.002 — 0.03

Graph 10 : Analysis of functional score, symptoms score, global score and Head &

Neck symptom score
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QLQ C30 - A Quality of Life questionnaire derived from EORTC is used to assess the

quality of life of all types of cancer patients.

It is categorized into three types of scores-

1) Functional score : Indicates day to day activities and functions.

2) Symptom score : Indicates severity of symptoms related to cancer.

3) Global score : Indicates overall well-being and Quality of Life.
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In our present study, the mean functional score of study group patients at time point ‘b’
was 84 whereas that of the control group was 74 indicating significant result (p=0.02) in

functional score of study group patients at the time point ‘b’.

Similarly significant result (p=0.01) was obtained for functional score at the time point ‘c’
in study group. At this time point, mean functional score of study group patients and

control group patients was 87 and 76 respectively.

The mean symptom score of study group patients at time point ‘b> was 14 whereas that of
the control group was 23 indicating very significant result (p=0.008) in symptom score of

study group patients at the time point ‘b’.

Similarly very significant result (p=0.001) was obtained for symptom score at the time
point ‘¢’ in study group. At this time point, mean symptom score of study group patients

and control group patients was 09 and 22 respectively.

The mean global score of study group patients at time point ‘b’ was 70 whereas that of the
control group was 57 indicating very significant result (p=0.004) in global score of study

group patients at the time point ‘b’.

Similarly very significant result (p=0.002) was obtained for global score at the time point

¢’ in study group. At this time point, mean global score of study group patients and

control group patients was 74 and 61 respectively.

Regarding the Head and Neck (H&N 35) symptom score, at time point ‘b’, mean H&N
symptom score was not significant in the study and the control group patients, whereas it
was significant (p=0.03) at time point ‘c’ in study group. At this time point, mean H&N

symptom score of the study group and control group patients was 48 and 57 respectively.
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4. Analysis of symptoms of oral cavity cancers :
Table 34 : Comparative analysis of stomatitis, trismus and xerostomia at time

point ‘b’ and time point ‘¢’

Stomatitis Trismus Xerostomia

Study 0.5£0.7 | 0405 |0.7£09 |0.5£0.7 |0.6£0.6 |[0.3£0.5

Control |12£1.0 [09£09 |09£0.8 |0.8+0.8 |1.0£0.8 |0.7£0.6

p values | 0.001 0.002 -- -- 0.01 0.0003

Graph 11 : Analysis of stomatitis, trismus, xerostomia

25 | [eoum |
o

1.5
1.0
0.5
0.0

-0.5

Stomatitis Trismus Xerostomia

E Study = Control

A) Stomatitis : It is a most common symptom seen in oral cavity cancer patients.
Very significant result (p=0.001) was obtained for this symptom at time point ‘b’. In
study group patients at time point ‘b’, mean grading of stomatitis was 0.5 whereas it
was 1.2 in control group patients.

At time point ‘c’, mean grading of stomatitis in study group patients was 0.4, while in

control group it was 0.9 indicating very significant result (p=0.002).

B) Trismus : It is also a symptom seen in oral cavity cancer patients.
In study group as well as control group patients at time point ‘b’ the mean grading
of trismus was 0.7 and 0.9 respectively.
Also, at time point ‘c’, the mean grading of trismus in study group and control

group patients was 0.5 and 0.8.
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As per the graph, the mean gradation seen in this symptom at time point ‘b’ and ‘c’
was more but was of statistically non-significant value.

C) Xerostomia : It is one of the symptoms seen in oral cavity cancer patients.
Significant result (p=0.01) was obtained for this symptom at time point ‘b’. In
study group patients at time point ‘b’, mean grading of xerostomia is 0.6 whereas it
was 1.0 in control group patients.

At time point ‘c’, mean grading of xerostomia in study group patients was 0.3,
while in control group it was 0.7 indicating extremely significant result

(p=0.0003).

Table 35 : Comparative analysis of excessive salivation, dysphagia and foul smell of

mouth at time point ‘b’ and ‘time point ‘¢’

Excessive salivation | Dysphagia Foul smell of mouth

Study 02+0.5 |02+£05 |04£06 |04£05 |03+£0.5 |0.2+0.5

Control |02+0.6 |03£0.7 |1.1£09 |1.1£1.0 |0.6£0.7 |0.3£0.6

p values - - 0.0001 0.0005 | 0.04 -

Graph 12 : Analysis of excessive salivation, dysphagia and foul smell of mouth

1.0 Excessive salivation Dysphagia Foul smell of mouth

E Study ® Control
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D) Excessive salivation : It is one of the symptoms seen in oral cavity patients.
In study group as well as control group patients at time point ‘b’ the mean grading
of excessive salivation was 0.2 and 0.2 respectively.
Also, at time point ‘c’, the mean grading of excessive salivation in study group and
control group patients was 0.2 and 0.3.
The mean gradation seen in this symptom at time point ‘b’ and ‘c’ was statistically

non-significant.

E) Dysphagia : It is one of the symptoms seen in oral cavity cancer patients.
Extremely significant result (p=0.0001) was obtained for this symptom at time
point ‘b’. In study group patients at time point ‘b’, mean grading of dysphagia was
0.4 whereas it was 1.1 in control group patients.

At time point ‘c’, mean grading of dysphagia in study group patients was 0.4,

while in control group it was 1.1 indicating extremely significant result

(p=0.0005).

F) Foul smell of mouth : It is also one of the common symptom seen in oral cavity
cancer patients.
At time point ‘b’ significant result (p=0.004) was obtained for this symptom. In
study group patients at time point ‘b’, mean grading of foul smell of mouth was 0.3
whereas it was 0.6 in control group patients.
At time point ‘c’, mean grading of foul smell of mouth in study group patients was

0.2, while in control group it was 0.3 indicating statistically non-significant.

Table 36 : Comparative analysis of debility and pain at time point ‘b’ and ‘time point ‘c’

Debility Pain
b c b c
Study 0.3£0.5 0.3£0.6 |0.9+0.6 |0.6£0.6
Control | 1.3£0.8 1.0£1.0 |[1l.6x1.1 |14£13
p values <0.0001 | <0.0001 0.002 0.001
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G)

H)

Graph 13 : Analysis of debility and pain

3.0 | P=0.002 | | P=0.001

Debility Pain
E Study = Control

Debility : It is one of the symptoms and also seen as a result of side effect due to
conventional treatment in oral cavity cancer patients.

Extremely significant result (p <0.0001) was obtained for this symptom at time point
‘b’. In study group patients at time point ‘b’, mean grading of debility was 0.3 whereas
it was 1.3 in control group patients.

At time point ‘c’, mean grading of debility in study group patients was 0.3, while in

control group it was 1.0 indicating extremely significant result (p=0.0001).

Pain : It is also one of the most common associated symptoms in patients of oral
cavity cancer.

At time point ‘b’ very significant result (p=0.002) was obtained for this symptom. In
study group patients at time point ‘b’, mean grading of pain was 0.9 whereas it was 1.6
in control group patients.

At time point ‘c’, mean grading of pain in study group patients was 0.6, while in

control group it was 0.5 indicating statistically very significant.
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Intragroup Analysis : (Time point ‘b’ to ‘a’)

Table 37 : Intragroup Analysis at time point ‘b’ to ‘a’

Sr. Study Group Control Group
No | Parameters  "Njean_ [ Mean- | p value Significance Mean | Mean | p value Significance
a b -a -b
1 Karnofsky 80.9 88.0 <0.0001 Extremely 74.3 75.7 0.0960
score Significant
2 Weight 61.6 61.0 0.0006 Extremely 58.2 58.0 0.0463 Significant
Significant
3 Functional 78.3 83.9 0.0003 Extremely 72.7 74.1 0.4989
score Significant
4 Symptom 17.8 13.7 0.0020 Very 27.3 233 0.0437 Significant
score Significant
5 Global score 63.3 69.8 0.0002 Extremely 57.2 57.4 0.9501
Significant
6 QLQ H&N35 | 574 52.3 0.0003 Extremely 59.5 56.9 <0.0001 Extremely
Significant Significant
7 Stomatitis 1.3 0.5 <0.0001 Extremely 1.3 1.2 0.1032
Significant
8 Trismus 1.0 0.7 0.0002 Extremely 1.0 0.9 0.0831
Significant
9 Xerostomia 0.9 0.6 0.0004 Extremely 1.1 1.0 0.1603
Significant
10 | Excessive 0.4 0.2 0.0062 Very 0.3 0.2 0.0831
salivation Significant
11 | Dysphagia 0.7 0.4 0.0002 Extremely 1.2 1.1 0.3244
Significant
12 | Foul smell of | 0.7 0.3 <0.0001 Extremely 0.7 0.6 0.1603
mouth Significant
13 | Debility 0.7 0.3 <0.0001 Extremely 1.4 1.3 0.0437 Significant
Significant
14 | Pain 1.6 0.9 <0.0001 Extremely 1.7 1.6 0.1835
Significant

Intra group analysis of patients at time point ‘b’ with respect to time point ‘a’ showed
significant results in all the 14 parameters mentioned in the above table in study group

patients.

In control group, significant results were found in 4 of the 14 parameters viz. weight,

symptom score of QLQ C-30, QLQ H&N 35 and debility in oral cavity cancer patients.
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Intragroup Analysis : (Time point ‘¢’ to ‘a’)

Table 38 : Intragroup Analysis at time point ‘¢’ to ‘a’

Sr. Study Group Control Group
No. | Parameters Mean-a | Mean- | pvalue | Significance | Mean- | Mean- | p value | Significance
c a c
1 Karnofsky 80.9 90.0 <0.0001 | Extremely 74.3 76.9 0.0712
score Significant
Weight 61.6 61.1 0.0145 Significant 58.2 57.8 0.1006
3 Functional 78.3 86.6 <0.0001 | Extremely 72.7 75.7 0.1908
score Significant
4 Symptom score | 17.8 9.5 0.0001 Extremely 27.3 22.1 0.0462 Significant
Significant
5 Global score 63.3 74.3 <0.0001 | Extremely 57.2 60.7 0.1690
Significant
6 QLQ H&N35 57.4 48.5 <0.0001 | Extremely 59.5 56.8 0.0034 | Very
Significant Significant
7 Stomatitis 1.3 0.4 <0.0001 | Extremely 1.3 0.9 0.0001 Extremely
Significant Significant
8 Trismus 1.0 0.5 <0.0001 | Extremely 1.0 0.8 0.0062 Very
Significant Significant
9 Xerostomia 0.9 0.3 <0.0001 | Extremely 1.1 0.7 0.0004 | Extremely
Significant Significant
10 Excessive 0.4 0.2 0.0032 Very 0.3 0.3 0.4875
salivation Significant
11 Dysphagia 0.7 0.4 0.0003 Extremely 1.2 1.1 0.0576
Significant
12 Foul smell of 0.7 0.2 <0.0001 | Extremely 0.7 0.3 0.0004 | Extremely
mouth Significant Significant
13 Debility 0.7 0.3 <0.0001 | Extremely 1.4 1.0 0.0031 | Very
Significant Significant
14 Pain 1.6 0.6 <0.0001 | Extremely 1.7 1.4 0.0102 Significant
Significant

Intra group analysis of patients at time point ‘c’ with respect to time point ‘a’ showed
significant results in all the 14 parameters mentioned in the above table in study group

patients.

In control group, significant results were found in 8 of the 14 parameters viz. symptom
score of QLQ C-30, QLQ H&N 35, stomatitis, trismus, xerostomia, foul smell of mouth,

debility and pain in oral cavity cancer patients.
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The above observations proved the efficacy of the treatment protocol of Basti, Nasya,
Mukhopakrama, Shirodhara and Karnapurana procedures in study group at time point ‘b’
and ‘c’ indicating long lasting efficacy of this treatment protocol in patients of oral cavity

cancers.
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DISCUSSION

The discussion is made on the basis of following points :

I.

Oral cavity cancers : Symptoms and treatment from Ayurvedic perspective.

Demographic data : Based on the age-wise, sex-wise, socio-economic status wise,
stage-wise, grade-wise, conventional treatment taken and site-wise distribution of the

oral cavity cancer patients.

Observations and Results : In this part, assessment is done by two methods —

Inter group analysis : The analysis is done between two different groups at a specific
time point. In this study, analysis is done at time point ‘b’ and time point ‘c’ between
the study and group.

Intra group analysis : The analysis is done in same group at two different time points
with respect to a particular time point. In this study, analysis is done between time
point ‘b’ and time point ‘c’ with respect to time point ‘a’ in study group as well as

control group.

Discussion is made on parameters like Karnofsky score, QLQ C-30 and QLQ H&N
35, weight, symptoms of oral cavity cancer patients viz. stomatitis, trismus,
xerostomia, excessive salivation, dysphagia, foul smell from mouth, debility and pain

in the intergroup and intragroup.

Intergroup assessment is useful to compare results in patients of two different groups.
Intragroup assessment is useful in comparing the benefits of a specific treatment

modality in patients of the same group at specific time points.
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1. Discussion on oral cavity cancers, their symptoms and treatment from Ayurvedic

perspective

Oral cavity cancers rank among first 3 cancers in India. It is more common in males than
females due to more incidence of addiction like tobacco, cigarette, and alcohol

consumption in males.

Oral cavity cancers mainly include cancers of lip, tongue, buccal mucosa, alveolus, cheek,
maxilla, mandible, post cricoid, pyriform fossa, retromolar trigone, palate, vocal cord,

oropharynx, hypopharynx and larynx.

Sushrutacharya described total sixty five Mukharoga (diseases of oral cavity) occurring at
seven different sites of oral cavity, namely at Ostha (lips), Dantamula (gums), Danta

(teeth), Jivha (tongue), Talu (palate), Gala (throat) and Galadi (entire oral cavity).

Among sixty five Mukharoga, almost thirteen Mukharoga show similarity with signs and
symptoms of oral cavity cancers and symptoms of adverse effects of radiotherapy, which
is a treatment of choice in oral cavity cancer. Commonly seen signs and symptoms of oral
cavity cancers are presence of tumors, ulcerative lesions, stomatitis, trismus, sticky
salivation, foul smell in mouth, loss of taste, anorexia, dysphagia, debility, weight loss,
whereas adverse effects of radiotherapy and chemotherapy in oral cavity cancer are
stomatitis, xerostomia, trismus, loss of taste, excessive and stick salivation, nausea,
dysphagia, fever, debility and weight loss. Inflammation and infection in oral cavity is also

common due to poor hygiene of oral cavity.

Among all types of cancers, aggressively hampered quality of life is evident in oral cavity
cancer patients due to poor oral intake food. In this scenario, oral cavity cancer patients
should be managed by curative treatment for cancer and palliative treatment of symptoms

of disease or adverse effects of conventional treatment.
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Kaphaja Jivha Kantaka, Kapha dominant sharp elevation of taste buds is a type of Jivha
Vikara (disease of tongue) and can be treated with Gandusha (gargling) with decoction of
Kaphaghna herbs namely Triphala, Haridra (Curcuma longa), Khadira (Acacia catechu),

Nimba (4zadiracta indica).

Talu Arbuda is a red colored tumor at palate and is caused due to vitiation of three Doshas
and Rakta Dhatu. It has a tendency of recurrence even after excision and thus difficult to

treat.

Galagraha is a tumor in oropharynx causing dysphagia and is usually associated with
Jwara (fever), Arati (malaise) and Mukhasrava (excessive salivation). This disease is
caused due to vitiation of Kapha dominant three Doshas and can be managed with

Gandusha (gargling) to some extent.

Galarbuda is a tumor in throat / oropharynx, which is Tridosha dominant. The line of
treatment described in this disease is Snehana (Abhyanga), Nasya, Gandusha (gargling)

and Pratisarana (local application of ghee or oil).

Pitta Dosha dominant Tridoshaja Mukharoga called as Sarvasara Mukharoga resembles
stomatitis. It’s main characteristic is inflammation and ulcer. Gandusha (gargling) of Pitta
pacifying medicines like Yastimadhu, Nimba, milk and Nasya are recommended in this

condition.

Kapharbuda is a Kapha Dosha dominant Tridoshaja tumor at buccal mucosa, which can be

treated with Mukha Pratisarana (local application of herbal paste or medicated ghee or

oil).

A condition similar to halitosis, called as Putimukha is caused due to vitiation of three

Doshas and Rakta Dhatu. The treatment of choice for Putimukha is Tikshna Nasya.

Talushosha, dryness of mouth is a consequence of Vata-Pitta dominant Tridosha Dushti.
Xerostomia is commonly seen in oral cavity cancer patients as a major side effect of
radiotherapy. Gandusha with Snigdha Dravya and Nasya are recommended in this

condition.
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Talupaka (ulceration of palate) is a Pitta dominant Tridoshaja condition, which can be

treated with Pittaghna Gandusha and Pratisarana.

A progressive swelling / abscess underneath tongue causing immobilization of tongue,
which is caused due to vitiation of Kapha dominant Tridosha and Rakta Dhatu is called as

Alasa. The line of treatment for Alasa is Gandusha (Gargling).

Danta Vidradhi, which is an abscess at gums or alveolar region, has a dominance of
Tridosha and Rakta Dhatu. The treatment described for this disease is Gandusha
(Gargling) with Triphala and Nimba and Nasya of Yashtimadhu Ghruta.

Raktarbuda at lip region, a disease caused due to vitiation of Tridosha and Rakta Dhatu is

difficult to treat and has a characteristic swelling at lip region.

Hanugraha, a condition similar to trismus / lock jaw is caused due to vitiation of Vata

dominant Tridosha and has to be treated with Snigdha Chikitsa.
Considering the anatomy and physiology of organs involved in oral cavity, following
Samprapti Ghatak (factors / elements / organs) should be taken care of while treating

diseases of oral cavity including cancer.

1. Vitiation of Kapha Dosha:

PET: STHIEURINT: FawISHETa |
3. 29/3
Mukha, oral cavity is a site of Bodhaka Kapha, which is mainly responsible for keeping
oral cavity moist, proper recognition of taste of food, easy assimilation and swallowing of

food. Vitiation of Bodhaka Kapha is responsible for various diseases of oral cavity and

hampers functions of various organs of oral cavity.
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2. Rakta Dhatu Pradhosha / Dushti:
Jivha (tongue) is described in Sushruta Sambhita as originated from Kapha Dosha and

Rakta Dhatu.

FHANOTHNIFINRI foTeaT ToiRiT |
g. o ¢/

Thus proper functioning and normal status of Rakta Dhatu is essential to maintain health
of oral cavity. Vitiation of Rakta Dhatu is therefore responsible for various diseases of oral

cavity.

Pitta and Rakta dominant symptoms like inflammation, stomatitis, ulcers, burning

sensation, bleeding are usually seen in various diseases of oral cavity including cancer.

3. Mansa Dhatu Pradosha:
Organs of oral cavity like tongue, lips, cheeks, tonsils are formed by Mansa Dhatu. Thus
Mansapradoshaja Vikara like Granthi, Arbuda, commonly occurs at oral cavity, which are

treated as oral cavity cancers.

4. Shotha / Vranashotha and their various types

Acharya Charaka has clearly mentioned in Trishothiya Adhyaya that Granti, Arbuda are
various forms of Shotha (inflammation) and occur at various sites in the body.
Sushrutacharya has also quoted that Granthi, Arbuda, Visarpa are the endpoint of
untreated Dushtavrana and Vranashotha. Thus management of Shotha / Vranashotha has
to be taken into account while treating Dushta Granthi / Dushta Arbuda (malignant

lesions).

A concept of Dushta Vrana is elaborately described in Sushrut Sambhita along with its
causative factors, signs-symptoms and treatment. As Dushta Vranashotha, Dushta Granthi,
Dushta Arbuda, Dushta Nadivrana, Dushta Visarpa are the manifestations of advanced
stages of Dushta Vrana, these disease should be treated with similar treatment principles

of that of Dushta Vrana.

Shotha, Vranashotha and Dushta Vrana are caused by vitiation of Tridosha (Vata, Pitta

and Kapha). They are categorized as per dominance of Dosha. Vata dominant Shotha is
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very painful, Pitta dominant Shotha shows signs of inflammation like hot in touch, burning
sensation, red colored, whereas Kapha dominant Shotha has profuse secretions especially

pus formation.

5. Dhatugata and Dhatupaka Awastha:

Concept of Dhatugata Awastha is described in consistent with diseases Jwara (fever),
Kushtha (skin diseases), Vata Vyadhi (diseases of nervous system) and Masurika
(measles) in Ayurvedic text, but it is also applicable to other diseases including cancer.
The concept states invasion and manifestation of particular disease in successive Dhatus
(deeper and deeper tissues) namely Rasa, Rakta, Mansa, Meda, Asthi, Majja and Shukra as
disease progresses. In case of cancer, metastasis in local and distant organs is similar to
Dhatugata Awastha. In case of oral cavity cancers, metastasis in lymph nodes and in neck
region, even up to the level IV and metastasis in lungs are common and are considered as

Dhatugata Awastha.

Dhatupaka Awastha is an advanced neurotic stage of Vranashotha. The signs and

symptoms of Mansa Dhatupaka are mentioned in Ayurvedic text.

ARIGINT ST AGSHRIHIH |
IR I ANt 9 gai: = 9e T ||
farere] < AiwdTes J wdage fw, |

g. M. a8 193

This stage is characteristic of complete destruction of organ and is incurable. Locally
advanced oral cavity cancers, invaded in nearby tissues, muscles, bones and lymphnodes

can be termed as Dhatupaka Awastha.

6. Dhatwagni Dusthi :

Jatharagni and Dhatwagni play an important role in maintaining proper functions of
Dhatus, organs and system. Agni Vruddhi and Agni Mandya are abnormal states of Agni,
where Agni Vruddhi, leads to Dhatu Kshaya, whereas Agni Mandya leads to Dhatu

Vruddhi and Aama Nirmiti. Dhatwagnimandya is responsible for abnormal growth in all
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types of cancer. Thus normalization of Dhatwagni with the help of Shamana Chikitsa

(Deepana — Pachana) and Panchakarma is a treatment of choice in cancers.

Treatment principles of oral cavity cancers from Ayurvedic perspective considering

Samprapti Ghatak :

1. Treatment of Mansa Pradoshaja Vyadhi:
Mansa Pradoshaja Vikara should be treated with Shastra Karma (Surgery), Kshara
Karma (medicine which possess scraping / Lekhana action) and Agni Karma (type of
cauterization). Surgery is the first line treatment of cancers of oral cavity, followed by

Kshara Chikitsa.

2. Treatment of Vrana i.e. Shashti Upakrama :
Sushrutacharya described 60 treatment modalities for management of Vrana and its
various forms like Dushta Granthi, Dushta Arbuda. These treatment modalities are a
combination of systemic treatment like Panchakarma and local management of Vrana

like Gandusha, Pratisarana, Lepa.

3. Treatment modalities described in Mukharoga:
Vitiated Kapha Dosha is a leading cause of diseases of oral cavity. Therefore,
treatment of Kapha Dosha like Gandusha with Kaphaghna herbs, Nasya with Kapha-
nashaka oils is recommended in diseases of oral cavity for management of symptoms

like stomatitis, excessive salivation, foul smell of mouth, loss of taste, etc.

4. Preventive Aspect :
While describing the etiological factors for development of Mukha Roga, Acharya
Vaghbhat has mentioned improper brushing habits, not following procedures like
Dhoomapana (inhaling medicated fumes), Vamana (emesis), Gandusha (gargling with
medicated decoctions) and Raktamokshana (blood-letting) whenever required can also
lead to diseases of oral cavity. Therefore incorporating procedures like Danta
Dhawana, Nasya, Gandusha, Karnapurana, Abhyanga as recommended in Dincharya
and following it properly can be helpful in improving Quality of Life and preventing

from such a dreadful disease.
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DISCUSSION ON RESULTS

Discussion on age:
Worldwide statistics shows that oral cavity cancers most often occur in people over
the age of 40 years. Similar observations are seen in our study. 54/70 patients in

present study are above the age of 40 years.

Discussion on sex:
Worldwide statistics shows that oral cavity cancers most often occur in males than
females. Similar observations are seen in our study. 50/70 patients in present study

are males.

Discussion on socio-economic status:

Society comprises of various socio-economic strata having their distinct life-styles.
These directly or indirectly have an impact on their risk factors for oral cavity
cancers. Due to advancement in science and technology on a global scenario, newly
emerging job opportunities with better monetary benefits, standard of living has
improved which has changed the financial potential of the middle socio-economic
strata as compared to the earlier decades. There is a sudden splurge seen in this
stratum on various kinds of addictions due to newly emerging trends like lounges,
hookah parlors, etc. Also, online availability of various forms of tobacco and alcohol
has made it easier to acquire for the consumers. Cumulatively it is seen that the
present incidence of oral cavity cancer seen in middle socio-economic strata and low

socio-economic strata is almost similar.

The low socio-economic strata in India is affected mostly due to lack of education and
awareness, a wide exposure to risk factors such as tobacco chewing, gutkha, betel
quid, bidis, cigarettes, etc. There is also lack of personal and oral hygiene seen in this

stratum.

Similar observations are seen in our study where 39 out of 70 patients are from
middle socio-economic class and 30 out of 70 patients are from low socio-economic

class
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Discussion on stage:

AJCC Cancer Staging manual was used confirm stage of oral cavity cancer in our
study. Staging is done on the basis of 3 characters — 1) T = size of tumor, 2) N =
nodal involvement and 3) M = metastasis of cancer. Based on these 3 characters,

staging is done from stage 0 to IV.

Oral cavity cancers are common in low socio-economic group, which has lack of
medical education in India. Thus most of the patients are diagnosed in last stage of
disease i.e. Stage III & IV disease. In our study 23/35 patients from study group and
23/35 patients from control group have stage III and IV disease.

Discussion on grade:
Grade of cancer is predictor of outcome of disease. Low grade cancers spread slowly
and have better survival, whereas high grade cancers spread fast and have bad

prognosis. In our study maximum number of patients have grade II cancer.

Discussion on site of cancer:
Distribution of types of cancer is almost equal in both study and control group.
Among oral cavity cancers, buccal mucosa and tongue cancers are common cancers.

Our study also showed similar findings.

Discussion on conventional treatment:

A choice of treatment for oral cavity cancer patients is surgery and radiotherapy.
Stage IV patients are generally treated with additional concurrent or curative
radiotherapy. Maximum number of patients from our study are treated with
radiotherapy alone (25/70) and with a combination of surgery and radiotherapy

(32/70).
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Discussion on effect of treatment on Karnofsky score, weight, QLQ C-30 and

QLQ H&N 35 and symptoms of Mukharoga.

Karnofsky Score :

Karnofsky score is used to assess well-being of patient. It is recorded by the physician
to assess treatment response. 0 to 100 scale is used for measuring Karnofsky score,
where ‘0’ means fatal condition, whereas ‘100’ indicate healthy status. Panchakarma
procedures like Basti, Nasya along with Snehana (Abhyanga), Swedana help to relax
body, improve appetite, digestion and sleep and therefore to improve well-being of
patients. Extremely significant results are found for Karnofsky score in study group
patients at time point ‘b’ (p < 0.0001) and ‘c’ (p < 0.0001) when compared with ‘a’,

in intragroup assessment.

Weight :

Weight is a measure of proper nourishment, which is hampered in oral cavity cancer
patients due to disease itself or due to adverse effect of radiotherapy and
chemotherapy. In our study, extremely significant and significant results are found in
terms of weight gain at time point ‘b’ (p = 0.0006) and ‘c’ (p = 0.0145) when

compared with time point ‘a’, during intragroup analysis in study group.

Snehana (Abhyanga) and Matra Basti are known treatment modalities for increasing
strength and gaining weight. Bala Taila used for Snehana is also beneficial for

increasing strength.

QLQ C30 and H&N 35 :

QLQC30 (version 3) of EORTC is a questionnaire of 30 questions to measure Quality
of Life (QoL) of cancer patients from their own perspectives. It is common for all
types of cancers. Question number 1 to 28 are answered in 4 options, namely, 1 =not
at all; 2=a little; 3=quite a bit; 4=very much. Question numbers 29 and 30 are to be
answered from 1 to 7 scales in which 1 denotes very poor whereas 7 denotes
excellent.

QLQ C30 consists of functional, symptom and global scores.
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Daily activities / functions of patients are measured by functional score which is

calculated using questions 1 to 7 and 20 to 27.

A raw mean function score is converted into final functional score using an equation,

1-(Mean Raw Score)

x 100

Range

High functional score represents high /healthy level of functioning.
Symptom score, which is indicative of symptomatology is calculated using question

numbers 8§ to 19 and 28. Final symptom score is calculated using an equation,

(Raw Score—1) }

Range X 100

High symptom score represent high level of symptomatology.
Global score indicates assessment of overall health and quality of life from patient’s
own perspectives which is assessed by question numbers 29 and 30. Final global score

is calculated by using equation,

(Raw Score—11)

Range x 100

High global score indicates healthy status and represent high quality of life.

In our study, in the inter group analysis, functional, symptom and global score are
calculated at time points ‘b’ and ‘c’ and compared in study and control groups.
Functional score at time point ‘b’ (p=0.02) and time point ‘c’ (p=0.01) is significant in
study group. Symptom score is very significant at time point ‘b’ (p=0.008) and time
point ‘c’ (p=0.001) in study group. Global score is very significant at time point ‘b’
(p=0.004) and time point ‘c’ (p=0.002) in study group. Head and Neck (H&N 35)
symptom score is significant (p=0.03) at time point ‘c’ in study group. Panchakarma
procedures like Basti, Nasya along with Snehana (Massage), Swedana, Gandusha,
Mukha Pratisarana, Shirodhara and Karnapurana helps to pacify the Vata Dosha along-
with Pitta and Kapha Dosha.

Snehana with Bala Taila along with Swedana with decoction of Dashmoola helps to

pacify Vata Dosha and is also effective for stiff and immobilized joints.

Dashamoola oil used in Matra Basti acts as Bruhana and also helps in detoxification

resulting in improvement of Agni and Bala. Gandusha, Mukha Pratisarana, Nasya and
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Karnapurana helps in reducing the pain and other symptoms like stomatitis,
xerostomia, trismus, dysphagia, etc and hence there is improvement in symptom score.
Shirodhara with Jatamansi oil is effective in debility. The overall effect of the
treatment regimen of study group resulted in betterment in day to day activities and
functions of the patients along with significant relief in the symptoms and side effects
from conventional treatment of oral cavity cancer. Thus there is an improvement in the

well-being and Quality of Life in these patients.

Difference of each score between time points ‘b’ and ‘a’ and time points ‘c’ and ‘a’ are
also calculated and significance is recorded in intragroup analysis. In this analysis
functional score (p=0.0003) and global score (p=0.0002) are extremely significant at
time point ‘b’ where as symptom score is very significant (0.002) in study group.
However, in control group only symptom score is found to be significant (0.0437).
Head and Neck (H&N 35) symptom score is extremely significant at time point ‘c’ in
study group (p=0.0003) and control group (p<0.0001). At time point ‘c’, functional
score (p<0.0001), symptom score (p=0.0001) and global score (p<0.0001) are
extremely significant in study group. However, in control group only symptom score is
found to be significant (p=0.0462). Head and Neck (H&N 35) symptom score is
extremely significant at time point ‘¢’ in study group (p<0.0001) and very significant
in control group (p<0.0034). The treatment protocol showed remarkable improvement
in the patients of study group at time point ‘b’ as well as ‘c’ which indicates long

lasting efficacy of treatment protocol.

. Stomatitis :

Stomatitis is caused due to vitiation of Pitta Dosha and Rakta Dhatu. It resembles
Sarvasara and Talupaka diseases mentioned in Mukharoga in Sushrut Sambhita.
Stomatitis is a presenting symptom of oral cavity cancers as well it is often seen as a
side effect of radiotherapy. In inter group assessment, very significant result of Matra
Basti, Nasya, Gandusha, Mukha Pratisarana, Shirodhara and Karnapurana are obtained
in study group at time point ‘b’ (p = 0.001) and ‘¢’ (p = 0.002). In intragroup
assessment, extremely significant results are obtained in study group at time point ‘b’
and ‘¢’ (p<0.0001), however similar results are obtained in control group only at time

point ‘¢’ (p=0.0001).
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c.

Stomatitis in oral cavity cancer is a local expression generalized (Sarvadehik) Pitta
Vruddhi in body. Thus local as well as a generalized Pitta pacifying treatment is
beneficial in stomatitis. Snehana i.e. Abhyanga with Bala Taila is useful in pacifying
Pitta Dosha due to its Pitta pacifying ingredients Bala (Sida cordifolia), Chandan
(Santalum alba), Shaileyaka (Parmelia perlata), Shatavari (Asparagus racemosus) and
Punarnava (Boerrhavia diffusa). Many times stomatitis is associated with constipation.
Matra Basti with Dashamoola Taila help to eliminate accumulated toxins and fecal
matter from intestines and rectum and relieves constipation by the mechanism of
Anulomana. In this manner Matra Basti is beneficial to treat stomatitis. Nasya is a
treatment of choice of head and neck diseases. Yashtimadhu oil used for Nasya has
Pitta pacifying effect and therefore beneficial in stomatitis. Gandusha is also
recommended for Mukha Roga (diseases of oral cavity). Triphala and Harida used in
Gandusha possess Raktaprasadana and Ropana action and thus useful in management
of stomatitis. Mukhapratisarana with Yashtimadhu Ghruta is highly effective in
stomatitis, as Yashtimadhu and ghee both possess wound healing (Ropana) and Pitta

pacifying properties.

Trismus :

Trismus is Vata Kapha dominant Tridoshaja disease. In Ayurvedic text it is described
as “Hanugraha,” a kind of Mukharoga. Trismus is characterized by inability to open
mouth. In oral cavity cancers, trismus is seen either due to tumor nearby temporo-
mandibular joint or as an adverse effect of radiotherapy. Various types of ‘Snigdha

Chikitsa’is advised in Hanugraha in Ayurvedic texts.

In our study, during intra group analysis, extremely significant results are obtained for
Hanugraha in study group at both time-points i.e at time-point ‘b’ (p=0.0002) and at
time-point ‘c’ (p<0.0001). These results are seen due to administration of various
forms of Snigdha Chikitsa in the form of Snehana (Abhyanga), Matra Basti, Nasya,
Mukhapratisarana, Shirodhara and Karnapurana, Snehana with Bala Taila was
additionally beneficial to pacify Vata Dosha and softening of muscles of oral cavity.

Swedana followed by Snehana is effective for mobilization of immobilized joints.

AR A SMYIeRT |
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Therefore Swedana is effective in reducing trismus. Dashamoola decoction used for
Swedana, additionally pacifies Vata and Kapha Dosha. Dashamoola oil used in Matra
Basti and Karnapurana is effective in pacifying Vata and Kapha Dosha, which are
important factors in pathogenesis of Trismus. Yashtimadhu oil used for the treatment
of Nasya pacifies Kapha and Vata Dosha. Nasya itself helps to relieve trismus by
strengthening muscles and joints of oral cavity and by pacifying Vata Dosha, as

described in Ayurvedic texts.

Gandusha and Mukha Pratisarana are the treatment of choice of Mukha Vyadhi.
Triphala and Haridra used for preparing decoction of gargling are beneficial to treat
Shotha (inflammation) inside oral cavity caused due to tumor or as a side effect of
radiotherapy. It also helps to treat secondary fungal and bacterial infections and thus
effective in trismus. Yashtimadhu Ghruta treats inflammation by applying it in oral

cavity and successively reduces trismus.

f. Xerostomia :
Xerostomia means dryness of mouth, which usually occurs as an adverse effect of
radiotherapy in head and neck cancers. It is Vata-Pitta dominant Tridoshaja disease
and called Talushosha in Ayurveda. Gandusha and Nasya are the treatment modalities
recommended for Talushosha. Significant results are obtained for xerostomia at time
point ‘b’ (p = 0.01), which extremely significant results obtained at time point ‘c’ (p=
0.0003) in study group. During intragroup assessment, extremely significant results are
found in study group at time point ‘b’ (p = 0.0004) and time point ‘¢’ (p<0.0001),

while similar results are obtained only at time point ‘c’ (p=0.0004) in control group.

Study group patients in our clinical trial got significant relief in xerostomia with Basti
Chikitsa using Dashamoola oil, Nasya with Yashtimadhu oil, Snehana (Abhyanga)
with Bala Taila, Mukhapratisarana with Yashtimadhu Ghruta and Karnapurana with
Dashamool Taila. All these procedures and medicines used for the procedures pacify

Vata and Pitta Dosha and import Snigdha Guna in body.

g. Excessive Salivation :
Excessive salivation is a symptom of Kapha dominant Mukharoga. Additionally in

oral cavity cancers this symptom is seen as a side effect of radiotherapy. It is termed as
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Mukhasrava in Sushrut Samhita and described as an associated symptom of a disease,
Galagraha. In our study, in intra group analysis, very significant results are obtained in
study group patients at time points ‘b’ (p= 0.006) and ‘c’ (p=0.0032) when compared
with time point ‘a’. Gandusha with Kapha-nashaka medicines is a treatment of choice
in excessive salivation. Significant results in this symptom in study group patients are
mainly attributed to Kaphaghna Gandusha with Triphala and Haridra decoction. Nasya
with Yashtimadhu oil and Swedana with Dashamoola decoction imparted additional

benefit of pacifying Kapha Dosha in this symptom.

. Dysphagia :

Dysphagia meaning difficulty in swallowing is commonly seen in oral cavity cancer
patients due to tumor itself or due to side effect of radiotherapy. It can happen due to
obstruction of tumor or inflammation in oral cavity or dryness of mouth or trismus or

due to secondary infections.

Gandusha and Mukha Pratisarana are important treatment modalities to treat
dysphagia. In this study Gandusha with decoction of Triphala and Haridra and
Mukhapratisarana of Yashtimadhu Ghruta were administered to study group patients,
which possess characteristic anti-inflammatory, anti-microbial, anti-fungal and anti-
tumor activity. Mukhapratisarana is also beneficial to reduce dryness of mouth and

trismus.

As per Ayurvedic principles, dysphagia occurs mainly due to Vimargagamana (change
in normal direction) of Prana and Udana Vayu. This condition can be best treated with
Vatanulomana. Therefore a course of Matra Basti is effective in management of

dysphagia.

Extremely significant results are obtained for dysphagia in study group at both time
points during intergroup assessment, at time point ‘b’ (p = 0.0001) and time point ‘c’
(p=0.0005). Moreover, similar results were seen in study group at time point ‘b’ (p =

0.0002) and time point ‘¢’ (p = 0.0003) in intragroup assessment.
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Foul smell of mouth :

Foul smell of mouth in oral cavity cancer patients is associated with secondary
infections in malignant lesions and inability to maintain oral hygiene during
radiotherapy or due to ulcerative lesions. This condition is explained as Putimukha, a
type of Mukharoga in Sushrut Samhita. Rakta Dushti and Tridosha Dusti are the
important features of Putimukha Vyadhi. Nasya with Tikshna Dravya is recommended
to treat Putimukha. Gandusha with Triphala and Haridra, which has anti-septic, anti-
inflammatory, anti-microbial and anti-fungal activities are useful to treat foul smell of

mouth.

In this study significant results are obtained for foul smell of mouth at time point ‘b’ (p
= 0.004) in study group during intergroup assessment. In intragroup assessment
extremely significant results are seen at time point ‘b’ (p < 0.0001) and ‘¢’ (p <
0.0001) when compared with time point ‘a’, whereas similar results are obtained at

only time point ‘¢’ (p = 0.0004) in control group patients.

Debility :

Debility is a common symptom of all types of cancer. In oral cancer cavity patients,
this symptom is seen in almost all patients due to hampered oral intake. Radiation
induced stomatitis, xerostomia, trismus and dysphagia also leads to malnutrition and
subsequently debility. Diagnosis of cancer and adverse effects of conventional
treatment hamper quality of life of cancer patients and loses morale of the patient.

Psychological stress in these patients is also responsible for debility.

In our study, extremely significant results are obtained in study group patients, who are
treated with Basti, Nasya, Gandusha, Mukhapratisarana, Shirodhara and Karnapurana
immediately after treatment (time point ‘b’) (p = 0.0001) and 1 month after treatment
(time point ‘c’) (p = 0.0001), similar results are seen in intergroup analysis in study
group at both time points i.e. time point ‘b’ (p < 0.0001) and time point ‘¢’ (p <

0.0001) when compared with time point ‘a’.

Snehana (Abhyanga) pacifies Vata Dosha, increases strength. Bala Taila is used for
Snehana, which is indicated in debility. Ingredients of Bala Taila namely, Bala, Yava,

Jatamansi, Shatavari, Punarnava and Godugdha possess Balya action. Matra Basti is
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indicated in delicate patients and is effective to increase strength. Shirodhara with
Jatamansi oil is useful in relieving mental stress and thus beneficial in stress induced

debility. Jatamansi itself described as Balaprada i.e. effective in debility.

Pain :

Pain is an inevitable symptom of advance malignancies, especially of oral cavity
cancers. Vitiation of Tridosha is responsible in pathogenesis of cancer. Thus various
forms of pain, characteristic of each dosha are presented in advanced stage of cancer.
In Vata dominance, pain is presented as pricking pain; in Pitta dominance, it is in form

of burning sensation and in Kapha dominance it is dull aching pain.

Above all pain cannot be manifested without vitiation of Vata Dosha. Therefore
treatment beneficial to pacify mainly Vata Dosha is a treatment of choice for pain
management. Snehana (Abhyanga) with Bala oil is useful for pacifying Vata Dosha
and thus pain caused due to its vitiation. Shula Shamana is one of the benefits of
Swedana. Dashamoola decoction is used in our study for the purpose of Swedana.
Ingredients of Dashamoola mainly pacify Vata Dosha, reduces swelling and pain.
Basti is a treatment of choice of Vata Dosha. Matra Basti with Dashamoola oil is
useful in pacifying Vata Dosha and relieving pain. Gandusha with Triphala and
Haridra is beneficial in treating secondary infections of oral cavity, reducing
inflammation and thus reduces pain. Mukhapratisarana with Yashtimadhu Ghruta
reduces inflammation and pain caused due to it. Nasya and Karnapurana are indicated
in pain in head and neck region. Very significant results are obtained in intergroup
assessment at time point ‘b’ (p = 0.002) and ‘c’ (p = 0.001) for the symptom pain in
study group. Extremely significant results are obtained at time point ‘b’ (p < 0.0001)
and ‘c’ (p<0.0001) with respect to time point ‘a’ during intra-group assessment in

study group.
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CONCLUSION

Oral cavity cancer patients included in our study had maximum number of patients
(54/70) above the age of 40 years (77%), maximum number of males (50/70, 71.43%),
most of them were from middle socio-economic class (39/70, 55.71 %) and low socio-
economic class (30/70, 42.86 %), having common sites of cancer as buccal mucosa and
tongue (38/70, 54%) majority of them were in advanced stage of cancer i.e. stage III and
IV (49/70, 70%), 62% (44/70) of them had grade II disease, 35% (25/70) among them
were previously treated with radiotherapy alone and 45% (32/70) were treated with a
combination of surgery and radiotherapy.

. Patients of oral cavity cancer treated with Panchakarma Chikitsa in the form of Basti,
Nasya, allied procedures like Gandusha, Mukha Pratisarana, Shirodhara and Karnapurana
are highly effective in dysphagia and debility and effective in stomatitis and local pain
immediately after completing treatment and even 1 month after completing treatment,
indicating long lasting effect of these treatment modalities on above symptoms of oral
cavity cancer. These treatment modalities are also effective in study group patient in
symptoms of oral cavity cancer like xerostomia, excessive salivation, trismus and foul
smell of mouth when assessed with their own condition / symptoms before starting
treatment.

Treatment protocol of Panchakarma and allied procedures is highly effective in major
symptoms of oral cavity cancers as well as in immediate and long lasting adverse effects
of radiotherapy.

Quality of Life, which is usually remarkably hampered in oral cavity cancer patients, is
significantly improved in patients treated with protocol of Basti, Nasya and allied
procedures. Improvement in functional score, global score and symptom score which are
the three components of Quality of Life questionnaire for cancer patients, assessed by
themselves, is evident in study group patients treated with Panchakarma protocol and
allied procedures indicating remarkable improvement in day-to-day well-being activities,

social behaviors and aggressiveness of symptoms related to oral cavity cancer.
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WRITTEN INFORMED CONSENT FORM
CERTIFICATE BY INVESTIGATOR

I certify that I have disclosed all details about the study in the terms easily understood by

the patient.
Date: Name of the Research Scholar:
Signature:
CONSENT BY SUBJECT

I have been informed to my satisfaction, by attending physician, the purpose of the clinical
trial and the nature of drug treatment and follow up, including the laboratory

investigations to be performed to monitor and safeguard my body function.

I am also aware of my right to opt out of the trial at any time during the course of trial

without having to give the reason for doing so.

I, exercising my free power of choice, hereby give my consent to be included as a subject
in clinical trial, “Assessment of effectiveness of Basti, Nasya, Mukhopakrama,
Shirodhara and Karnapurana on Quality of Life of oral cavity cancer patients in the

treatment of my disease.

Name of the Subject:

Signature or thumb impression:
Name of witness:

Signature or thumb impression

Relationship:



TILAK MAHARASHTRA VIDYAPEETH, PUNE
The Late Vaidya P.G. Nanal Department of Ayurveda

CASE RECORD FORM

Title - Assessment of effectiveness of Basti, Nasya, Mukhopakrama, Shirodhara and
Karnapurana on Quality of Life of oral cavity cancer patients

Name of Scholar — Vd. Sushrut S Sardeshmukh

Name of Guide — Dr. Vineeta V. Deshmukh

Date: OPD No. :

Name of patient:

Address:

Contact No. :

Sex: Occupation:

Qualification:

Type of Work: Work Duration:
Vartaman Vyadhivrutta:

Purvavyadhi

Kulaja itihas - Swakula /Pitrukula /matrukula

Vyasan

Supari / Tambakhu / Vidi / Sigaret / Gutakha / Madhyapan / Others Praman :
Purva Chikitsa / Purva shastrakarma

Indriyaparikshan

Dnyanendriya -



Karmendriya —

*Strotas Parikshana-

1. Pranavaha strotas-
2. Udakvaha strotas-
3. Annavaha strotas
4. Rasavaha strotas
5. Raktavaha strotas
6. Mansavaha strotas
7. Medovaha strotas
8. Asthivaha strotas
9. Majjavaha strotas

10. Sukravaha strotas



11. Aartavaha strotas
12. Purisavaha strotas
13. Mutravaha strotas
14. Swadevaha strotas
*Nidanpanchak
1. Hetu
Aaharaja -
Viharaja
Manasik
2. Purvarupa
3. Rupa
4. Upashaya / Anupshaya
5. Samprapti

Chikitsa - Group —A/ Group B



Primary Examination -

B.P. - Pulse - Weight —
Mala — Mutra -
Jivha Parikshan —

Mukha Parikshan —

Ura Parikshan —

Udara Parikshan —



Assessment Criteria —

SR ASSESSMENT TIME POINT | TIME POINT | TIME POINT c
NO. CRITERIA a(0 DAY) b (7™ DAY) (1 month after
time point b)
1 QLQ C30
a FUNCTIONAL SCORE
b GLOBAL SCORE
C SYMPTOM SCORE
d H & N 35 symptom score
2 KARNOFSKY SCORE
3 CANCER RELATED GRADING
SYMPTOMS
A Stomatitis
B Trismus
C Xerostomia
D Excessive salivation
E Dysphagia
F Foul smell from mouth
G Debility
H Pain
I Weight loss

Signature of Guide

Signature of Student




ENGLISH

EORTC QL Q-C30 (version 3)

We are interested in some things about you and your health. Please answer all of the questions yourself by circling the
number that best applies to you. There are no "right" or "wrong" answers. The information that you provide will
remain strictly confidential.

Pleasefill in your initias: I |
Y our birthdate (Day, Month, Y ear): I T T I
Today's date (Day, Month, Y ear): YR T N B |

Not at A Quite Very
All Little aBit Much
1. Do you have any trouble doing strenuous activities,

like carrying a heavy shopping bag or a suitcase? 1 2 3 4
2. Do you have any trouble taking along walk? 1 2 3 4
3. Do you have any trouble taking a short walk outside of the house? 1 2 3 4
4. Do you need to stay in bed or achair during the day? 1 2 3 4
5. Do you need help with eating, dressing, washing
yourself or using the toilet? 1 2 3 4
During the past week: Notat A Quite  Very
All Little aBit Much
6. Wereyou limited in doing either your work or other daily activities? 1 2 3 4

7. Wereyou limited in pursuing your hobbies or other

leisure time activities? 1 2 3 4
8. Wereyou short of breath? 1 2 3 4
9. Haveyou had pain? 1 2 3 4
10. Didyou need to rest? 1 2 3 4
11. Haveyou had trouble sleeping? 1 2 3 4
12. Haveyou felt weak? 1 2 3 4
13. Haveyou lacked appetite? 1 2 3 4
14. Haveyou felt nauseated? 1 2 3 4
15. Haveyou vomited? 1 2 3 4
16. Have you been constipated? 1 2 3 4

Please go on to the next page




ENGLISH

During the past week: Notat A  Quite Very
All Little aBit Much

17. Haveyou had diarrhea? 1 2 3 4
18. Wereyoutired? 1 2 3 4
19. Did pain interfere with your daily activities? 1 2 3 4
20. Have you had difficulty in concentrating on things,

like reading a newspaper or watching television? 1 2 3 4
21. Didyou fee tense? 1 2 3 4
22. Didyouworry? 1 2 3 4
23. Didyoufed irritable? 1 2 3 4
24. Didyou feel depressed? 1 2 3 4
25. Have you had difficulty remembering things? 1 2 3 4

26. Hasyour physical condition or medical treatment
interfered with your family life? 1 2 3 4

27. Hasyour physical condition or medical treatment
interfered with your social activities? 1 2 3 4

28. Hasyour physical condition or medical treatment
caused you financid difficulties? 1 2 3 4

For the following questions please circle the number between 1 and 7 that
best appliesto you

29. How would you rate your overall health during the past week?
1 2 3 4 5 6 7

Very poor Excellent

30. How would you rate your overall quality of life during the past week?
1 2 3 4 5 6 7

Very poor Excellent

© Copyright 1995 EORTC Qudity of Life Group. All rights reserved. Version 3.0
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Patients sometimes report that they have the following symptoms or problems. Please indicate the
extent to which you have experienced these symptoms or problems during the past week. Please
answer by circling the number that best appliesto you.

During the past week: Not A Quite Very
at all little abit much
31. Haveyou had paininyour mouth? 1 2 3 4
32. Haveyou had pain in your jaw? 1 2 3 4
33. Haveyou had soreness in your mouth? 1 2 3 4
34. Haveyou had a painful throat? 1 2 3 4
35. Haveyou had problems swallowing liquids? 1 2 3 4
36. Haveyou had problems swallowing pureed food? 1 2 3 4
37. Haveyou had problems swallowing solid food? 1 2 3 4
38. Have you choked when swallowing? 1 2 3 4
39. Haveyou had problems with your tegth? 1 2 3 4
40. Haveyou had problems opening your mouth wide? 1 2 3 4
41. Haveyou had a dry mouth? 1 2 3 4
42. Haveyou had sticky saliva? 1 2 3 4
43. Haveyou had problems with your sense of smel? 1 2 3 4
44. Haveyou had problems with your sense of taste? 1 2 3 4
45.  Have you coughed? 1 2 3 4
46. Haveyou been hoarse? 1 2 3 4
47. Haveyou fdtill? 1 2 3 4
48. Has your appearance bothered you? 1 2 3 4

Please go on to the next page




During the past week:

49,

50.

51.

52.

53.

54.

55.

56.

57.

58.

59.

60.

Have you had trouble eating?

Have you had trouble eating in front of your family?

Have you had trouble eating in front of other people?

Have you had trouble enjoying your meals?

Have you had trouble talking to other peaple?

Have you had trouble talking on the te ephone?

Have you had trouble having social contact with your family?
Have you had trouble having social contact with friends?
Have you had trouble going out in public?

Have you had trouble having physical
contact with family or friends?

Have you fdt lessinterest in sex?

Have you fdt less sexual enjoyment?

During the past week:

61.

62.

63.

64.

65.

Have you used pain-killers?

Not
at all

1

1

Have you taken any nutritional supplements (excluding vitamins)?

Have you used a feeding tube?
Have you lost weight?

Have you gained weight?

© Copyright 1994 EORTC Quiality of Life Study Group, verson 1.0 All rightsreserved

A Quite
little abit
2 3
2 3
2 3
2 3
2 3
2 3
2 3
2 3
2 3
2 3
2 3
2 3

No
1
1
1
1
1

Very
much

4

4

Yes
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Name

Age at
diagnosis
(Years)

Disease
Index

Diagnosis

ICD code

Stage

Grade

Conventional treatment (Dates)

PS

59

145

Buccal Mucosa

Co3

III

1) Surgery -

a. Sep 2012

b. 06/05/2013 - WLE + MRND
Marginal Mandibulectomy.

C. 02/12/2013 - WLE + MRND
2) RT -27/12/2013 to
06/01/2014 of total 5600 cGy
and 31 # to face and neck

SF

73

143

Alveolus

Co3

v

II

1) Chemotherapy -

21/01/2013 to 07/03/2013

3 cycles of Paclitaxel and carboplatin, Inj. SFU-D1-3
2) Surgery - 18/03/2013

Lt maxillectomy + Lt MRND

+ Lt radical forearm flap

3) RT-21/01/2016 to 04/03/2016 5400 cGy 27 #.

LP

60

145

Buccal Mucosa

C06.0

II

1) Surgery - 21/10/2013 - WLE with left modified neck dissection with reconstruction of free radical
artery forearm flap

2) RT - 30 # total 5400 cGy to left face and neck

13/01/2014 to 22/02/2014

3) Surgery - 28/05/2015 - WLE of recurrent rt buccal mucosa lesion + WLE of palate with nasolabial
flap.

4) RT - 31 # total 55.8 Gy to right face and neck

02/07/2015 to 17/08/2015

5) Surgery - 17/12/2015 - WLE of recurrent buccal mucosa lesoin with infrastructure maxillectomy
and upper alvelectomy.

RB

35

161

Post Cricoid

C13.0

II

II

1) RT - 32 # 31/03/2016 to
19/05/2016

SS

53

145

Buccal Mucosa

C06.0

III

II

1. RT - 19/12/2013 to 07/02/2014
31 #. 6200 cGy at L/R Lat face + Inj Cisplatin 50 mg/weekly ( total 5 cycles taken -24/12/2013,
31/12/2013, 07/01/14, 14/01/14, 21/01/14.

2. Oral Chemo- Tab Erlotinib 150 mg OD since 10/01/2014 to 19/01/2014.




No.| Name [ Age at [ Disease Diagnosis ICD code | Stage | Grade |Conventional treatment (Dates)
diagnosis | Index
(Years)

6 LK 58 143 Alveolus Co03 v I |1) Surgery - 26/03/2015 - WLE of lesion of right lower gingivo-lingula sulcus + FOM + Segmental
Mandibulectomy + SOHND + free flap + STSG
2) RT - 19/11/2015 to 29/12/2015 total 6000 cGy to anterior neck.

7 KD 49 141 Tongue C02.0 III I |Radiation with concurrent Chemotherapy - 30 #, 60 Gy given to right neck from 29/01/2015 to
28/03/2015.
4 chemo cycles - Inj. Cisplatin (02/02/2015, 09/02/2015, 16/02/2015, 20/02/2015)

8 BR 35 161 Post Cricoid C13.0 II I |1)RT-32#31/03/2016 to
19/05/2016

9 SH 47 161 Larynx C32.0 I I |RT -30# of total 6000 cGy
at the neck region.
25/03/2016 to 10/05/2016

10 | SSS 48 145 Buccal Mucosa C06.0 v I 1) Surgery - 05/08/2016 WLE of left RMT + Left MND III + left free radical artery forearm flap
reconstruction.
2) Radiation - 13/09/2016 to 27/10/2016, 30 #, 60 Gy given to face and neck

11| BT 77 161 Vocal Cord C32.0 111 I [Radiation - 30 #, 6000 cGy at neck region from 05/01/2015 to 14/02/2015

12 [ PSS 69 140 Lip C00.1 I I |1) Surgery - 24/04/2017
WLE of Lower lip lesion with
pri. Skin closure

13| LK 66 161 Vocal Cord C32.0 I I [1) Surgery - 17/06/2015 -
Type I Cordectomy.

14| CP 56 141 Tongue C02.0 v II (1) Surgery - 25/01/2017
WLE Lat. Border of tongue with supra omohyoid neck dissection.
2) RT - 15/02/2017 to 30/03/2017, 30 # 60 Gy to face and neck.

15| JK 70 145 Buccal Mucosa C06.0 11 I [1) Surgery - 08/03/2017-
Modified SOHD WLF 2 local excision Commando surgery.
2) RT - 20/03/2017 to 10/05/2017 , 30 #, 54 Gy to Rt. Face and neck.

16 | MD 47 141 Tongue C02.1 v I |1. Surgery =13/11/2017

Extended Left Hemiglossectomy with B/L SOHD.

2. Radiation therapy = 30 #, 18/12/2017 to 01/02/2018

3. Adjuvant Chemotherapy = 6 cycles of Inj. Cisplatin 55 mg taken weekly from 18/12/2017 to
01/02/2018




No.

Name

Age at
diagnosis
(Years)

Disease
Index

Diagnosis

ICD code

Stage

Grade

Conventional treatment (Dates)

17

SSS

53

145

Buccal Mucosa

C06.0

III

II

1. RT - 19/12/2013 to 07/02/2014
31 #. 6200 cGy at L/R Lat face + Inj Cisplatin 50 mg/weekly ( total 5 cycles taken -24/12/2013,
31/12/2013, 07/01/14, 14/01/14, 21/01/14.

2. Oral Chemo- Tab Erlotinib 150 mg OD since 10/01/2014 to 19/01/2014.

18

KS

60

141

Tongue

C02.1

II

1) Surgery - 23/07/2017-
WLE of ulcer with Primary A-P closure + Lt. RND.
2) RT - 31/07/2017 to 14/09/2017, 30 # 54 Gy at neck and neck nodes

19

SA

60

148

Pyriform fossa

Cl12

III

II

1. Surgery = Rt MRND with nodal clearance on 03/03/2016.
2. Radiation = 33 #, 6600 cGy givento face + neck from 11/04/2016 to 13/05/2016.
Concurrent Chemotherapy - 6 weekly cycles of Inj. Cisplatin.

20

49

141

Tongue

C02.1

v

II

1. Surgery = Wide excision of tongue lesion with primary closure + left MNT on 25/09/2018.

2. Radiation = 34 #, 61.2 Gy, given to B/L Neck and Left neck nodal region from 22/10/2018 to
11/12/2018.

Concurrent Chemotherapy = 7 cycles of Inj Cisplatin given weekly.

21

SM

50

141

Tongue

C02.1

II

II

1) Surgery - 03/03/2018- Hemiglossectomy.

12/05/2018 - Lt sub mandibular node dissection.

2) RT +Ct - 14/06/2018 to 25/07/2018, 30 # given to Lt. mandible + 5 # of weekly
Cisplatin

22

BP

47

145

Buccal Mucosa

C06.0

v

II

1. Surgery = Rt Buccal mucosa composite resection + Rt Marginal Mandibulectomy with B/L neck
dissection on 29/01/2019.

2. Radiation = 30 #, 60 Gy given to B/L face and neck from 13/02/2019 to 27/03/2019.

Concurrent Chemo = 6 weekly Cisplatin

23

SSS

53

145

Buccal Mucosa

C06.1

III

II

1. RT - 19/12/2013 to 07/02/2014
31 #. 6200 cGy at L/R Lat face + Inj Cisplatin 50 mg/weekly ( total 5 cycles taken -24/12/2013,
31/12/2013, 07/01/14, 14/01/14, 21/01/14.

2. Oral Chemo- Tab Erlotinib 150 mg OD since 10/01/2014 to 19/01/2014.

24

LS

48

145

Buccal Mucosa

C06.2

11

1. RT = 14/04/2016 to 25/05/2016, 25 #, 5000 cgy to left cheek.

25

DB

68

148

Pyriform fossa

C12

III

II

Rt + CT =07/07/2016 to 29/08/2016, 30 #, 6000 cGy given to neck and pyriform fossa + 4 cycles of
weekly cisplatin.

26

TP

57

146

Oropharynx

C10.0

v

II

RT + CT = 06/06/2016 to 02/08/2016, 30 #, 6000 cGy given to Oropharynx + 4 cycles of weekly
cisplatin.




Name

Age at
diagnosis
(Years)

Disease
Index

Diagnosis

ICD code

Stage

Grade

Conventional treatment (Dates)

27

KS

60

141

Tongue

C02.1

II

1) Surgery - 23/07/2017-
WLE of ulcer with Primary A-P closure + Lt. RND.
2) RT - 31/07/2017 to 14/09/2017, 30 # 54 Gy at neck and neck nodes

28

DG

50

148

Hypopharynx

C13.0

v

III

1. Surgery = Tracheostomy under LA with total laryngectomy with partial pharyngectomy with radical
neck dissection on 05/05/2016.

2. Radiation = 28 #, 5600 cGy given to B/L neck from 09/06/2016 to 18/07/2016.

Concurrent Chemo = 5 weekly Cisplatin

29

BR

40

145

Buccal Mucosa

C06.0

II

II

1. Surgery = WLE of left Buccal Mucosa + Lt MND + Lt free forearm flap reconstruction.
2. RT =01/08/2016 to 14/09/2016, 30 #, 6000 cGy to oropharynx and neck.

30

VM

52

161

Larynx

C14.0

1\

1. RT + CT =22/03/2011 to 10/05/2011, 33 #, 66 Gy + 6 cycles of weekly Cisplatin

31

KM

42

145

Buccal Mucosa

C06.0

II

II

1) Surgery - 12/04/2019

Rt. side Hemimandibulectomy + WLE + PMMC + Rt. MRND
18/04/2019 - Rt Hemimandibulectomy with Rt. MRND.

2) RT-03/06/2019 - 25 # OF 50 Gy to Rt face and neck.
18/07/2019 - 5 # of 10 Gy to tumour bed.

32

MS

51

161

Larynx

C32.0

III

II

1) RT + CT - 07/08/2019 to 25/09/2019, 35 #, 70 Gy to
bilateral face and neck.
Concurrent weekly 5 # of Cisplatin.

33

SG

45

145

RetroMolar Trigone

C06.2

II

II

1) RT- Inj Paclitaxel +

Carboplatin on

17/04/2019

08/05/2019

01/06/2019

22/06/2019

2) RT - 17/07/2019 to 04/09/2019 70 Gy TO Rt side of face.

34

CB

72

145

Mandible

C41.1

III

III

1) RT - 18/10/2011 to 29/11/2019. total 6000 cGy
30 #, at Rt. And Lt. Mandible.

35

JK

38

141

Tongue

C02.1

v

III

1) Surgery - 08/01/2011
Lt Hemiglossectomy with RND.
2) RT - 18/02/2011 to 01/04/2011.
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Cantuol Guoup J




No.|Name| Ageat | Disease Index Diagnosis ICD code | Stage | Grade |Conventional treatment (Dates)
diagnosis
(Years)

1| VB 41 141 Tongue C02.1 I I [SU - 24/11/2016-Total Glossectomy +Bil. Neck DissectiontFALT
RT -30/12/2016 to 18/2/2017 6000 cGy/30#

2 | DD 81 161 Post Cricoid C13.0 v I |RT-1/10/2018 to 12/11/2018 5040cGy/28 #
Concurrent CH - 4/10/2018 -Inj. Cisplatin
11/10/2018 to 8/11/2018 - Inj. Carboplatin

3 | BH 71 145 Buccal Mucosa C06.6 11 I  |SU-24/5/2014 Rt. Hemimandibullectomy

4 | GP 60 141 Tongue C02.1 | III  |SU- Rt. Partial Glossectomy with Neck node dissection 8/12/2015

5 NS 64 161 Vocal Cord C32.0 I III [SU - Rt. Hemi Larynyngiotomy+ B/L MND
RT - 6600cGy/32 # 7/2/2017 to 23/3/2017

6 | RK 61 161 Vocal Cord C32.0 111 II  |[RT -21/9/2015 to 5/11/2015- 6600cGy/33#/6wks

7 | DL 55 161 Epiglottis C32.0 111 II  |RT -4/1/2016 to 25/2/2016 -7000cGy/35#

8 | KS 40 145 Buccal Mucosa C06.0 II I 1. Surgery - 19/05/2017 -
Lt. Hemimandebulectomy with MRND

9 VD 83 145 Buccal Mucosa C06.0 v I |1. Surgery - 16/06/2015 - Left Commando ( WLE of tumor + Hemimandibulectomy +
Modified Neck Dissection) Post Commando Reconstruction with PMMC flap.
2.RT -8 #, 4000 cGy from 19/11/2015 to 18/12/2015 to anterior neck and submental
sol.

10| RP 52 145 Buccal Mucosa C06.0 I I 1. Surgery -
a. 15/04/2011 - WLE right buccal mucosa (mandible preserved) - extended
supraomohyoid neck dissection + radial artery based fore arm (left) micro-vascular flap
(free flap) + SSG (skin grafting).
b. 1/05/2011 - Reconstruction of right commisure suspension to mastoid fascia.
2. RT =31/05/2011 to 08/07/2011, 30 #, 60 Gy.

11| MD 44 145 Cheek C06.0 v II |1. Surgery - Bite Composite Resection + PMMC flap reconstruction.
2. RT -29/12/2014 to 13/02/2015, 30 #, 6000 cGy to B/L face and neck

12| MG 55 143 Alveolus C03.0 v I |1. Surgery - Right segmental mandible Commando Surgery + right neck dissection +
Tracheostomy

13| SB 68 141 Tongue C02.2 I I |1.RT-5/3/2015 to 14/4/2015, 30#, 6000 cGy to B/L oral and anterior lower neck.
2. Concurrent Chemotherapy = 5 cycles weekly of Inj. Cisplatin 50 mg with ECT from
09/03/2015 to 06/04/2015.
3. Chemotherapy - 6 cycles of Inj. Paclitaxel 300 mg + Inj. Methotrexate 50 mg from
29/06/2016 to 18/10/2016

141 VI 60 161 Larynx C32.0 I II  [1. RT with concurrent Chemotherapy =

26/04/2018 to 16/06/2018, 35#, 70 Gy given to neck + mediastinum




.| Name

Age at
diagnosis
(Years)

Disease Index

Diagnosis

ICD code

Stage

Grade

Conventional treatment (Dates)

15

NS

60

145

Buccal Mucosa

C06.0

v

I

1. Surgery -

a. 24/10/2013 - WLE left buccal mucosa with collagen graft.

b. 21/12/2013 - Left MND + Left nasolabial flap

c. 06/10/2015 - Buccal mucosa excision + Marginal Mandibulectomy.

d. 05/08/2016 - Right MND .

2. RT with chemo -

22/08/2016 to 15/10/2016, 31 #, 60 Gy. 4 chemo cycles weekly - Inj Docel 20 mg + Inj.
Paliglob.

3. Oral Chemo - Geftinib 250 mg 1 OD since 27/12/2016 .

16

PG

54

140

Lip

C00.1

I

I

1. Surgery -21/08/2018 - Wide excision lip + leukoplakia fulguration + Modified neck
dissection.

17

AW

58

161

Vocal Cord

C32.0

I

1. Surgery -
a. 26/09/2012 - Rt Vocal Cordectomy
b. 12/08/2015 - Type V Cordectomy

18

NP

40

141

Tongue

C02.1

v

1. Surgery - Left Hemiglossectomy with left MND
2. RT with concurrent Chemo - 25#, 24/08/2017 to 28/09/2017 with 6 cycles of Inj.
Cisplation weekly.

19

SK

61

145

Buccal Mucosa

C06.0

v

I

1.Surgery - Left Mandibulectomy with left MRNA modified radical neck dissection
with PMMNC flap.
2.RT -21/01/2016 to 2/03/2016, 30 #,60 Gy to left buccal mucosa

20

PA

80

141

Tongue

C02.1

I

1. Chemotherapy - 8 cycles - 29/04/2016 to 29/12/2016 Inj Docetaxel 60 mg + Inj. 5 FU
400 mg + Inj. Cisplatin 20 mg

21

SK

48

141

Tongue

C02.1

v

I

1. Surgery - Right Hemiglossectomy + right MND
2. RT -5/10/2017 to 21/11/2017, 60 Gy, 30 # given to face and neck.

22

V]

86

145

Buccal Mucosa

C06.0

I

11

1.RT - 06/11/2016 to 23/12/2016, 30 #, 6160 cGy given to left cheekc

23

DS

49

145

Buccal Mucosa

C06.0

II

I

1. Surgery - 01/09/2012 - Right cheek excision with Arch saving Mandibulectomy with
Rt. MND.
2.RT - 18/10/2012 to 30/11/2012, 30#, 60 Gy




.| Name

Age at
diagnosis
(Years)

Disease Index

Diagnosis

ICD code

Stage

Grade

Conventional treatment (Dates)

24

SS

70

148

Supra Glottis

C32.1

I

I

1. Surgery - Right Modified Radical Neck Dissection.

2. RT -13/08/2015 to 23/09/2015, 30 #, 6000 cGy to the Rt. Neck
Recurrence

3.CT -

I. 2 cycles (D1,D8,D15) Inj. Paclitaxel 90 mg + Inj. Carboplatin 150 mg from
08/06/2016 to 20/07/2016.

IL.6 cycles weekly
Inj. Methotrexate
40 mg + Inj 5 FU 400 mg from 22/03/2017 to 12/05/2017

25

BM

73

146

Oropharynx

C10.0

I

I

1. RT-29/10/2015 to 14/12/2015, 14 #, 5600 cGy to rt. Oropharynx and Rt neck.

26

GP

41

141

Tongue

C02.1

I

II

1. Surgery - Lt wide Excision - Glossectomy + Lt MND
2. RT-29/10/2018 to 13/12/2018. 30 # + 3 weekly Chemo Inj Cisplatin 50 mg
(30/10/2018 to 12/11/2018)

27

PR

37

145

Buccal Mucosa

C06.0

I

1. Surgery- WLE Lt BM lesion + Lt. Hemimandibulectomy + It MND + PMMC flap
reconstruction

2. RT -05/10/2017 to 17/11/2017, 30 #, 60 cGy to tumor bed and bilateral neck +
weekly 6 cycles of Inj. Cisplatin 70 mg

28

BF

66

161

Larynx

C32.0

I

I

1. RT - from 23/12/2011 to 26/01/2012 , 26 #, 5200 cGy.
2. Chemotherapy -
28/12/2011 to 25/01/2012, 5 cycles of Inj. Cisplatin 50 mg each.

29

JK

58

145

Buccal Mucosa

C06.0

I

1. Surgery -25/11/2011 WLE Ulcer with grafting + Rt RND

2. RT -21/12/2011 to 02/02/2012, 30# 60 cGy to Rt. Cheek and neck + 6 cycles of
weekly Inj. Cisplatin 50 mg

3. Surgery - 08/10/2015 , WLE

Cheek tumor + Rt. Hemimabdibulectomy with skin grafting.

4. RT- 02/11/2015 to 20/12/2015

5. Chemotherapy -

26/04/2016 to 18/06/2016, 3 cycles of Inj. Cisplatin 110 mg + Docetaxel 110 mg.

30

DN

34

161

Larynx

C32.0

v

1. Chemotherapy - 2 cycles, Inj Paclitaxel 230 mg + Inj. Carboplatin 620 mg,
22/07/2016 , 03/09/2016.

2. Oral chemo -

From 21/10/2016, Tab Geftinate 250 mg OD, Tab Methotrexate 2.5 mg OD
RT - 10 #, 30 Gy from 22/03/2017 to 05/04/2017




No.|Name| Ageat | Disease Index Diagnosis ICD code | Stage | Grade |Conventional treatment (Dates)
diagnosis
(Years)
31| TK 47 145 Retro Molar Trigone| C06.2 I III |1. Surgery - 13/05/2015- Rt PSM + SND + reconstruction with Lt. FFOCF
2. RT with CT -
17/06/2015 to 29/07/2015, 30 #, 60cGy to Rt level [ to V LNs + 6 cycles weekly Inj.
Cisplatin 45 mg.
32| SL 28 160 Maxilla C31.0 II III [1. Surgery - 18/11/2013 Surgical excision
2. RT-12/12/2013 to 30/01/2014, 31 #, 6200 cGy at maxillary region.
33| PG 60 141 Tongue Co1 v I |1.CT- April 2011 to June 2011, 3 cycles, Inj Paclitaxel 300 mg + Inj. Cisplatin 110 mg
2. RT - 08/07/2011 to 25/08/2011, 25 # 5000 cGy to tongue and neck LNs.
34| MP 65 161 Epiglottis C32.0 I II |1.RT+CT -22/03/2012 to 06/06/2012, 33 # + 5 cycles weekly Inj. Cisplatin 40 mg.
35| RK 38 145 Buccal Mucosa C06.0 v I |[1. Surgery - 22/11/2012- Lt upper alveolectomy with infrastructural Maxillectomy + Lt.

SOHD.

18/04/2013- Rt. MRND (Rt. Level II B neck node mets)

2.RT+ CT - 19/12/12 to 08/02/2013, 30 #, 60 Gy + 5 cycles Injection Cisplatin 43 mg
weekly.

3. RT - 11/05/2013 to 14/06/2013, 25 # 50 Gy to Rt. neck
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Pain

0

3

0

3

4144

212(2

1

2

Debility

ojofofo

3
3

0

3

0

0

1

3

1

3

1

1

1

3

1

21212)12]2)2

3
1
1

of mouth

1

01060

1

01060

3

3

3

3

3

3

Excessive | Dysphagia | Foul smell

salivation

ojojofojojofo

21212(2)12)2(2

1

ojo0j0fj2f(2j2j0fofoj2]2

0j1010]12(2]2

ojo0jo0jofojojofofojojofojojojo
0j]0|j]0]JOjO]JOJOfO]O

3

01060

0j]0|J]0]JOJO]JOJOfO]O

1

0j0j0jo0jO0j0jJOfO|jOJO]OfO

ojo0j1o0fj2f{212j10fofoj2)2(12122]|2

0j0jo0jofojojofofo}2

Xerostomi

1

1
1
1

1
1

1
1
1

1

2

1

1

1

2

1

1

0j0fo0jo0jo0]o0

2
1
1

0j10f0
1

2

1
1

Trismus

1

1

0

1

1

1
1
1

1

1

1

1

1

2

0j]0|10]J0f0O]O

1

01010122

Stomatitis

1

1

210(0(0

1
1

1

3

1

1

0j]0j10(0]O0

1
1
1

QLQ
H&N35

Global

score

Score

3190(50]50]48(42(40
3183(83]83]44(42(39

3 183(92|##]|45(44(42

1519058 [75]56(55|52)2(2]2

18 01 0]|75(75(83]37|35(35J0]0]0

Functional| Symptom

score

score

9090|9071 [71|72|93|98(##] 0| 0| 0]67|75|83]40(38(3500|0|(0)JO0O]jO]JOJOfOjO]JOf[OfOJO|JO[OJO|O]O

80(70]60]41|41(40)64|71|73]31[26]|28]50(50(50]60|58(64)12]2]|2]0[0]0]2

8090|9078 79(78]76|80|82)18|13| 8 |50(58|67]|55|51(47) 2] 2

80(90]90]63|62[62]56|64|67]33|38|31]67([67|83]48|46(4310|0[0}J0|0]O0

60]60|60]46(45]|44]42|149(40|33|54|69]33[33|33]82(80|84] 2|2

80(80]90]53(53[53]180|89(91]133] 3

8090|9057 |57(57]180]|76(84]133] 5

Name | Karnofsky| Weight

DS

SS

BM |70(60[60]39|38(36]51]|47|149]33(44]54]33(33(33]78|80(84J0]0]0

GP

PR | ## | ## | ##| TS| 75| 75| 98 | ## | ##

BF

JK

DN 160|60|60]38({37]|37]80(18(16]33|64(72]33]33|33]98(91|##] 2

TK |70|70(80)45]|45|46]80|87|91]33( 5

SL

PG

MP ]80]80|80]33(33]33]80|78([80])33|21

RK |80(80[80]48|47[48]180|64|67]33(31|23]90(42[42]|58|55(55)2] 2

No.

23

24

25

26

27

28

29
30

31

32
33

34

35




ATHARVA NATURE HEALTHCARE PVT. LTD.

AT H A RVA Mfg. Lic. No. - PD/AYU -111

Soul of Ayurved : 1 _
E mail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS
(Finished Product)
Name of Product  : A.Gandush Churna FP Code : FP163
Batch no. : PR0O3/16 Batch Quantity :2.450 kg
Mfg. Date : 08-2016 Best before Dt :07-2018
Sampled Qty : 100 gm Sampling date : 050916
Analysis date :08/0%/16 : Reporting date 1 05/0%/16
S.N. | Test Result ‘ Specification
1.| Description Greenish  Yellow colored | Greenish Yellow colored
coarse powder with astringent | coarse powder with
taste. astringent taste.
2.| Loss on drying 0. 4628 Y%ow/w Not More Than 05 %w/w
3.| pH (10 % w/v solution) 4.38 45

Remark: The above sample cb(lies/Not complies as per I[HS

Lo
Analyzéd l? Aﬁ?ﬂﬂm by:



ATHARVA

Soul of Avurved

ATHARVA NATURE HEALTHCARE PVT. LTD.

Mfg. Lic. No. - PD/AYU -111

E mail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS

(Finished Product)
Name of Product  : Bala Tail FP Code : FP170
Batch no. : PRO1/16 Batch Quantity 295 LRt
Mfg. Date :07-2016 Best before Dt : 06-2019
Sampled Qty :100 ml x 2 Sampling date :23/07/16
Analysis date :23/07/16 Reporting date : 23/07/16
S.N. | Test Result Specification

1.| Description Yellowish brown colored oil | Yellowish brown colored oil

with aromatic odour. with aromatic odour.

2. | Agni Pariksha(Flame Test) Positive Kalka burn without crackling
sound when exposed to
flame.

3.| Varti Pariksha (Wick Test) Positive Kalka becomes harder and
rolls in to Varti (Wick).

4.| Fena Pariksha (Foam Test) Positive Foam will appear over the
Taila.

5.| Weight per ml 0.9145 gm/ml 0.9100 - 0.9200 gm/ml

6. | Refractive Index 1.4655 1.464-1.466

Remark: The above sample complies/Not complies as per IHS

Ana@&‘(‘;%
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Approved by:
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Soul of Ayurved

ATHARVA NATURE HEALTHCARE PVT. LTD.
Mfg. Lic. No. - PD/AYU -111

E mail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS
(Finished Product)
Name of Product  : Dashmool Bharad Churna FP Code : FP165
Batch no. : PRO1/16 Batch Quantity :9.850 kg
Mfg. Date : 05-2016 Best before Dt : 04-2018
Sampled Qty : 100 gm Sampling date : 28/05/16
Analysis date : 28/05/16 Reporting date : 29/05/16
S.N. | Test Result Specification
1. | Description It consists of coarse powder | It consists of coarse
of Dashmool. powder of Dashmool.
2.| Loss on drying 0.4473 %w/w Not More Than 05 Y%w/w
3.| Total Ash 4.0639 % w/w Not More Than 8 % w/w
4.|Acid Insoluble Ash 1.1024 % w/w Not More Than 3 % w/w
5. | Alcohol Soluble Extractive 30.2015 % w/w Not Less Than 28 % w/w
6. | Water Soluble Extractive 34.3022 % w/w Not Less Than 32 % w/w
Remark: The above sample cdh@;fNot complies as per [HS
L
e
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ATHAR

Soul of Ayurved

ATHARVA NATURE HEALTHCARE PVT. LTD.

Mfg. Lic. No. - PD/AYU -111
E miail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS
(Finished Product)

Name of Product. : A. Dashmool Tail | FP Code : FPO31
Batch no. .+ PRO1/16 Batch Quantity 2392 Lit
Mfg. Date :01-2016 Best before Dt :12-2018

- Sampled Qty :100 ml x 2 Sampling date : 16/01/16
Analysis date : 16/01/16 Reporting date : 16/01/16

S.N. | Test Result Specification

1.

Description

Yellowish brown colored oil

with specific odour.

Yellowish brown colored oil

with specific odour.

Agni Pariksha(Flame Test)

2. Positive Kalka burn without crackling
sound when exposed to flame.

3.| Varti Pariksha (Wick Test) | Positive Kalka becomes harder and
rolls in to Varti (Wick).

4.| Fena Parillcsh'a (Foam Test) Positive Foam will appear over the
Taila.

5.|Weight per ml .1 0.9159 gm/ml 0.9100 - 0.9200 gm/ml

6. | Refractive Index 1.4645 1.463-1.466

Remark: The above sample co\@es{Not complies as per IHS

feo @22
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ATHARVA NATURE HEALTHCARE PVT. LTD.
Mfg. Lic. No. - PD/AYU -111

i . Soul of Ayurved . i 4
g E mail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS
~ (Finished Product)
Name of Product - : A. Jatamansi Tail FP Code : FP034
Batch no. : PRO1/16 iR Batch Quantity s Q7.3 Lit
‘Mfg. Date :01-2016 Best before Dt : 12-2018
Sampled Qty :100ml x 2 : Sampling date : 15/01/16
Analysis date 2 15/01/16 ; Reporting date : 15/01/16
S S.N. | Test Result - | Specification
. - 1.| Description - Yellowish brown colored oil | Yellowish brown colored oil
i ; with aromatic odour. with aromatic odour.
2. | Agni Pariksha(Flame Test) Positive Kalka burn without
l crackling sound when
_ exposed to flame.
3.| Varti Pariksha (Wick Test) Positive Kalka becomes harder and
' rolls in to Varti (Wick).
4. | Fena Pariksha (Foam Test) Positive Foam will appear over the
' Taila.
5.| Weight per ml 0.9166 gm/ml 0.9100 — 0.9200 gm/m!
6. | Refractive Index 1. 465 1.464-1.466

Remark: The above éample coﬁ'pli4/Not complies as per IHS

Analyz e : ij?'ove by:
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ATHARVA

Soul of Ayurved

ATHARVA NATURE HEALTHCARE PVT. LTD.

Mfg. Lic. No. - PD/AYU -111

‘E mail : aapwagholi@gmail.com www.atharva-ayurved.com

CERTIFICATE OF ANALYSIS
(Finished Product)
Name of Product  : A. Yashtimadhu Ghrut FP Code : FP030
Batch no. : PRO1/16 Batch Quantity 1392 kg
Mfg. Date :02-2016 Best before Dt :01-2018
Sampled Qty :70 gm x 2 Sampling date :30/01/16
Analysis date :01/02/16 Reporting date : 01/02/16
S.N. | Test Result Specification

1. | Description

Yéllow colored Ghruta with

Yellow colored Ghruta with

characteristic - odour  of | characteristic odour of
Yashtimadhu, Yashtimadhu.
2.| Agni Pariksha(Flame Test) Positive Kalka burn without crackling
: : sound when exposed to flame.
3.| Varti Pariksha (Wick Test) Positive Kalka becomes harder and
: _ rolls in to Varti (Wick).
4. | Fena Pariksha (Foam Test) Positive Foam should be disappearing

over the Ghruta.

Remark: The above sample cbr@es/Not complies as per IHS

Analyﬁ’%

Approved by:




ATHARVA NATURE HEALTHCARE PVT. LTD.
Mfg. Lic. No. - PDIAYU -111

E mail : aapwagholi@gmail.com www.atharva-ayurved.com

ATHARHY

Soul of Ayurved

CERTIFICATE OF ANALYSIS
(Finished Product)
Name of Product  : A. Yashtimadhu Tail ~  FP Code : FPO32
Batch no. - :PRO1/16. i Batch Quantity + 32kt
Mfg. Date :02-2016 | Best before Dt :01-2019
Sampled Qty a1 mlx2 i Sampling date 1 12/02/16
Analysis date :12/02/16 Reporting date 1 12/02/16
S.N. | Test - | Result ‘| Specification
~ 1.| Description | Yellowish brown colored oil | Yellowish brown colored oil
? with specific odour of | with  specific odour of
Y shtimadhu. Y shtimadhu.
2.| Agni Pariksha(Flame Test) quitive _ ' Kalka burn without crackling
' ; sound when exposed to flame.
3.| Varti Pariksha (Wick Test) | Positive _ Kalka becomes harder and
) : rolls in to Varti (Wick).
4. Fena Pariksha (Foam Test) | Positive Foam will appear over the
Taila.
5. |Weight per ml 0.9138 gm/ml 0.9100 — 0.9200 gm/ml
6. | Refractive Index | 1464 | 1.464-1.466

Remark: The above sample complies/Not complies as per IHS W
Anal;{s:; by : e 5 '
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	01_title
	0_1st_Pages.pdf

	02_certificate
	0_1st_Pages.pdf

	03_acknowledgement
	0_1st_Pages.pdf

	04_contents
	0_1st_Pages.pdf

	05_list of tables & figures
	0_1st_Pages.pdf

	06_chapter 1
	07_chapter 2
	08_chapter 3
	3a_LITERATURE REVIEW - Modern Science
	3b_LITERATURE REVIEW  - Ayurvedic perspective
	3c_Literature_Review_Drug Review

	09_chapter 4
	10_chapter 5
	11_chapter 6
	12_chapter 7
	13_references
	13_References
	14_Bibliography
	15_Appendices




