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1.INTRODUCTION

Siddha medicine is one of the most ancient mother medicine of medical
systems of India.The word siddha comes from the Tamil word perfection .It equals
to emphasis on the body,mind and spirit and strives to restore the innate harmony of
the individual. Siddha is the mother medicine of ancient Tamil of Southern
peninsula. The word siddha means established Truth. The persons who were
associated with establishing such a school of thought were known as siddhars.
Many of the siddhars devotes saivaities yet,poonaikannar, a French priest, was a
siddhar.Yakobu, a Muslim, was a siddhar . Siddha, gained recognition and its own
popularity in the world of complementary alternative medicine. They recorded their
mystic findings in medicine, yoga, rejuvenatory techniques and astrology in
Tamil. Fundamental principles of siddha include theories of five elements
(Aimpootham), and three forces /faults (Muthathu/Mukkutram).The eight methods
of Examination (EnnvagaiThervugal) is used to determine diagnosis,etiology,
treatment, and prognosis. Siddha has safe herbal and herbo mineral treatment for
Psoriasis,Eczema, Alopecia, Diabetic Ulcer,Warts, Vitiligo,Pemphigus,Pompholyx,
Leprosy and many more very common and rare diseases. Lifestyle modifications
including food habits are more important in siddha medicine.

Venpadai is popularly known as “vitiligo” has been a challenge to the
medical world.Siddhars classified the diseases into 4448 types. Skin diseases are also
include in these types. Venpadai or venkuttam is also called ‘“Swethakuttam”
which is one of the 18 varieties of “kuttam” noted in yugichinthamani.The
diseases were caused by psychosomatic problems. So that they had advised to
control one’s mind to get out of stress. This was quoted by “Agasthiyar” as
follows,

eogl CFbenowirerTsd WhHTeh OFLloHasCeusmiLT
LENOGE OFENOWITEITEL euUTUjEneN 2 WITHHCeuewTLT
enogl CFenowirarmsd eurTflenw BBISHSHCeuewmIL T

eog CFenwirermsd WwhHHJeh OFwenwmGL..

-DIBDHBILIT
Vitiligo is a polygenic,multifactorial disorder that involves multiple
susceptibility genel2-14. Epidemiological studies have shown that family

clustering of vitiligo occurs frequently. There is also an increased risk of
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vitiligo in 1% degree relatives and high concordance in monozygotic
twins14,15.Vitiligo is an acquired depigmenting disorder of the skin resulting
from loss of functional melanocytes. It is a common disorder affecting between
0.5% to 2.0% of the general population (A review of the world wide prevalence of
vitiligo in children). It can have a variable age of onset, but many studies have
reported that around 50% of the patients have an onset before the age of 18
yrs and a quarter before the age of 8years.Everything in the universe is made
up of 5 basic elements [pancha pootham] although sattaimunignanam goes to
say, “MICROSOME REFLECTS MACROSOME?” this means to say whatever
happens in outside the universe also happens in the human body.

The Paediatric Vitiligo differs from the adults by showing an increased
incidence in females. The vitiligo in Children is often associated with marked
psychological and long lasting impact on the self-esteem of the children and
their parents. Hence a satisfactory treatment is very essential. Treatment of vitiligo
is definitely a tough challenge for the dermatologists more so in the
background of childhood vitiligo. Although multiple therapeutic modalities are
available in the therapeutic armamentarium not all can be used in children. The
disease varies between 0.1-4percent of the world population. Many etiological
hypothesis have been put forward to explain vitiligo, among which the most
compelling one is a combination of genetic and immunologic factors which
interact with each other resulting in an autoimmune melanocyte destruction. It
is my attempt to find a better medication to the vitiligo patient to make them a

best life.



Aim :

2. AIM AND OBJECTIVE

The aim of the dissertation work is to be analyse the selected disease

Venpadai noi (Vitiligo) both clinically and experimentally with the trial drug of

Ilagu Seena Chooranam.

Objective :

1. To collect the literature of both siddha and modern aspects of the disease
Vitiligo.

2. To study the clinical course of the disease with observation on the etiology,
classification, pathology, prognosis, complications and treatment by siddha
aspect

3. To have an idea about the incidence of the disease with age, occupation,
economical status and climate conditions and hereditary.

4. To expose the clinical diagnostic methods mentioned by siddhars to know how
the disease manifest due to deranged mukkutram, poripulangal, Elu udal
thathukkal and Envagai thervugal.

5. To have the modern parameters to confirm the diagnosis and prognosis of the
disease.

6. To have a clinical trial on the disease Venpadai with the siddha drug Ilagu
Seena Chooranam.

7. To evaluate the

¢ Bio chemical analysis

e Pharmacological action



3. REVIEW OF LITERATURE

SIDDHA ASPECT
(PSITEDIGN]:

“‘@aLID” aienid eu Qo] OQFTeveumedl HBUAILTE “@GULID”  eten HiflbH
o _mysaILGEBSH. RFCFTLIBE& “CHTe0”  elehim GLITHEIT.

QM walH@mLw UB  Spmd  Hirewulliug RHCHT60 @D,  LIBL6D
HBRIEeTNeL DMWHH OTHSTHD auFs] CHTBBHHBEH USHTIOTE  SleMmIGLD,
o Liblenr Wl GQuilw, wWae pHemomer 2 mii] GsHmed G ID.

Capmelled 2 eWILT@d HAml eleBud gl uTieneuwTenTseflen CHTBBHH MBS
al&MIoTes  OHaUGad  Suibens. Capmelel MBI  HHHWOWT  DieLeVG
CFwem@WIT  LeITEVID @HHIE OHBmeTenILBD  Geuemenuied, QuiBensd BB  Loms
o Liber yheEmhBs BBOEeT HeT QuIBend Heilenlo ompsl  Wsed  OleeEnsHdHih
STEWID B HAMIDEGE OCouaii@Gl LD DiHTaugh OelsTenend BHTe0 slenild GLITH6T
UBLOLY SDIEDLDSHSHEIT.

5 @m CHTUI ELeM6V 6lTLMSG LOJTeVID eLILdOdTeTemiul L CUTEeId
urmiiugdBE @@  CeumpiurLmesr CHTBBID 2 _6WILTOUSHTEL BHBE LOHSHHIOUD BT
L6V(HLD LD[HHHIOIDENENHE  QI(HEBMBTTHEIT.

gl @FB&H @M Hrey wwwl  CeuewiBGL  eTeMID Sy TeUdH STV
Cauewi@L LD @hi@ pUielB@ bhHHis Cememeniiul Beengl.

Camemevll UMM eumBB  Llemlldel LSO B. Dewen GL LD, BHme0BHmUI,
Capmmiientl, FmwEHBTUI 6lehim3 Gouml OUIWITHEMTEID 6UIPHIGLICUMBIFSOIBET. LI THTLOEM],
CeuemTEL L ID, CaTpGmTL  (WpHellw UemfleeT wreb SQUUGUIEIET I RIGLD.
o186 G LID 6l QFTeL HBOUTH aupHHe0 GLHEBTMWS @GMIiug  Gumeveds
uev BHmriLlenlEemenUD Fnl LIOTHS GHBISHGD CUTHINOLIWT Y EGLD.

Grmul uELIY:

CeuewiLienL CHTemUWIS GBMM ieeUTE aITdH OCelswileml, L1HaH GeuemrLenL,
&L OleuemTLIENL 616013 CLPEIMBTHEH FapLILL_(BeiTergl. A\ FHemIL_6ir 6
GeuemieHLeDWIUD  Fal'ly  Gameiteneond. Gws  Gpmuieud ,GeTep  CHTulemmenid
gBUBD  CelemTLMLB6IT  OHTBMHInIgUIET.  Jeneil  CHTBBTHMe.  6aemID, 6o
Ceuemenr LTDLIHY CHTWITEG aumUBHIEI(H. BT GCHTUNID OCleuETTLINL.  &T6wTLIgIuI([H.
CuwiTdasTyemILD:

2 Lol QuUBmBdHE  TBTeT  GlelEHLIMLILIEIIL ThGHaHTe0  Clelsm@l L
Crmul eteim GUWIT QuBBE. SUnlewll (WHGSMBM CoUBILITL L TEVIEHILToUSH].  GHBMHIG6IT
WPHET  (LPH6VI6L G [HSH MWD, RTEWTLTOUIHTEHF FenHMUWU|D HTHHI Lerent Cgmed e
afums  GeueMiu@GL.oICUTEH GBBHHaenansd BaHmellsd BB OTBBRIG6T
6JBLIBLD.



k3] SBHEITLD & FHTEVIETL_T3HMBO\FH 60T It el (WP &6V GWITYTED
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OeuemTLIENL

Goum QuUwiTseiT

* F5Bam GLLID
®  (Qoueni GLLID
°* Ol (b
®  GleuentL|sierl
Suied
2 L6J6d LOMISIU  GeUETENIOWITE  [BIBLP6ITEN  LI6D  Si6TeNTel  Li6iTer & 6piD,
UL BEHD  l&Myonsd  STaneIBHTh  FevBeaiemen  SsuaillGHdHed  UlmD
CeUEHHHIHHTERLSTO ¢ CrHTul
(F158 @SB FpLL)) L.erewr.:234

o LIbifled eulL eulLiomuill uwevelmibeiilsd Oeueitensn all(pbEH el&TFOTSE
Simeudeilen  FBEBIIL  Higdhd  olfleuruil ULTHH DAGDIWILTS 2 HHD  @F

@&L_LID

1.V. smbudleuoLisiisnenr sgns]  Li.etemr. 1198

o §4, ursd, &16H, olJsd, enldssl B, Remaudened  CeuemTenLowITUIS

Capmeiill LIl GCelewTenIOWITE HIFBIWILTEH © SHID 6160 FamlILL (HeiTen).

- SLO1 FITIONTHCUO6TEDID WUBDILI FTT FBIBHLD L. 6T6007.402
Gpmul eud 6ufl:

°* Bxpmellsd Fdiewl (PHeJweuBmTed el TDsd gBUBD 2 _Jrule)

*  Fmbumm &I Bisefen elsmuld

* OpAPH GUTmHETHeT BCHTeleL Blgdhdlg 2 FTUIFHeD

® FHIHMB 2 ewie)

* A568xmmed GmTUI HewiL el H@&Hlev Gwed BCHmedsd HTaWID HMLOBE6T  6T6IM
2 LeVbE BBHmHd BTHHS HMIemIDTel  ailevkidsseT  @&Hmphal  GuTsHsw
SI6V6VFHI EN6VEVTIDED B ([HEHH6V.

®  LIFIDLIENTUITSLD

®  QHEUNB HTOUIHBHTEVILD

o QGuasCrruraslw OaTHISE GHTUIGGHDH HIENEUITHAID 6)[HEIFHI(H

* QaTpGHTUIID CleuemTLIENL  6I(H6UIHIuI(H
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el
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Voided urine has the following characters:

Niram : colouration

Edai . specific gravity

Manam : smell

Nurai : frothy nature

Enjal : Any deposition seems to the urine.

Apart from these, the frequency of urination,abnormal constituents such as
protein, blood, pus, renal calculus, crystals etc., also to be found out.
In Venpadai patient, straw or honey coloured urine is noticed.
OBUISE&NI:
‘Bps@fls &miss Bowrem i
fBds CeuswrGeuIGunt Fmiged HHNGSH
OHaIBIBSH HBHOHTEY CUITHTHEWMLDEHH)
Bleois Heuemev GuTD GEY elifluipieybd
Caamal Ussvlh Gauidenuwt LemGy”
- Gapemywi
“IyGeuan Beuinglgen. .8%H GUTHID
H106umsd Lgelles o165 LD
WPHOHTHH HBEer Gomper GHer &LGWD
2660 SUPUID Sigeb
pelsd W oD W fullsd IpHSID”
- fls wmSSHIe Grrul BTLed CHTUI WPHMLed Il ®

42



GeuswiuienL. Gpmuied DgOeuen HEWIL &I (D) WPHOHTHSHI HIIBGI.
Oil spreads like a snake - vatha neer
Oil spreads like a ring - pitha neer
Oil kept remaining as such and floating like a pearl - kaba neer
Ring in the snake
Snake in the ring
Pearl in the snake
Pearl in the ring

in Venpadai, 40% cases have vatha neer, 60% cases have kaba neer.
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MODERN ASPECTS
Embryology of the skin :

The skin arises from the two major Embryological elements.Namely called as
a. Epidermis
b. Neural crest [ Pigmet cells]
A.Epidermis:

Epidermis begin to develope in the 3™ week of foetal life. Which Originates
from a surface area of the early gastrula and protect mesoderm tried is brought into
contact in the inner surface of the epidermis during gastrulation,

B.Neural crest:

The neural crest makes an important contribution to the skin namely called as
pigment cells.
Introduction:

Vitiligo is a socio — medical problems showing white, non — scaly macules
endoderm. It is a historical and old age disease.

A first learner of the disease earliest references to the disease can be found in
Ebrus papyrus( 1550 b.c ). Father of medicine, suhagrat Hippocrates was the first to
desire the etiology, classification & treatment of bars.

Bars: synonym of the Disease and it’s Reason:

‘Bars’ is an arabic word which literaly means ‘grazed — out land” ( a land
from which grass has been eaten out by cattles, so it appears patchy). In this dieases ,
The colour of skin becomes uneven with patches of hypo — pigmentation and
therefore it seems to resemble ‘grazed — out land’. For this reason perhaps. The
disease has been named as ‘Bars’.

Paediatric vitiligo:
Clarity:

Vitiligo is an acquired pigmentary disorder of the skin and mucous membrane
and is associate with loss of melanin and epidermal melanocytes. There is a chronic
and progressive loss of melanocytes from the follicular reservoir of the epidermis. It
affects 1-2% of the world population, and about 50% of affected patients have an
onset of disease before the age of 20 years. There are often reports of family

clustering in children and several susceptibility loci have been seen is genetic studies.
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Childhood vitiligo may be quoted as disease occurring with onset before the age of 12
years.
Morphology:

The morphology of a vitiligo patch is usually a well defined ivory white
asymptomatic macule. The distribution of such areas may be local or wide spread
generalized pattern. The condition has been reported in infants of 4 months Age and
some reports of congenital disease have been documented. The localized or segmental
types are common in 4-8 years age group.

The ivory white areas are devoid of pigment and are more obvious in dark skin.
Some lessons are more pronounced after sun exposure during holidays as the
surrounding skin normally in contrast to the lesional area . Early spreading areas
sometimes slow a freckled pattern revealing a typical trichrome pattern. In some
lessons, a hypopigmented or an inflammatory border may be seen.

Epidemiology:

Vitiligo affects about 1% of the world population, of which 50% starts during
childhood, causing increased psychological stress during the formative years. The
estimated prevalence of vitiligo in india is 0.46 — 8.8%. The prevalence of childhood
vitiligo ( among patients suffering from this disease) has been reported to be between
23% and 26%. The prevalence of segmented vitiligo is reported to be higher in
children (17 — 29%) as compared to that in adults (5%) (Ref: Vitiligo: A review of
published work).

Available epidemiological data indicate that in about 25% patients , vitiligo
appears before 10 years of age, mean age at onset of childhood vitiligo in an Indian
study was 6.2 years. Through rare cases have been reported as early as 6 week after
birth. A female preponderance has been observed in Indian patients with a male to
female ratio of 1:1.7. Positive history of vitiligo in >1 family member has been

reported in 7-8.5%.
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ETIOPATHOGENESIS:

The condition may involve any body site, but broadly may be divided into
generalized (non-segmental) and localized [segmental] types. Several hypothsis exist
regarding the pathophysiology of the disease including

A. Autoimmune
B. neural
C. Autotoxic mechanisms

In children who are genetically susceptible.

Autoimmune theory is commonly relevant for generalized vitiligo whereas
neural hypothsis is more significant for segmental variant.

The autotoxic mechanism leading to an accumulation of hydrogen peroxide
due to low catalase activity could be a possible factor increasing oxidative stress
leading to melanocyte destruction. Involvement of vitamin D3, Melanocytes

inhibition and defective adhesion theory are other possible mechanisms initiating the

disease.
, Environmental factors Epigenetic factors.‘
Genetic factors R A (UV radiation, infection) DEE—— (DNA, methylation, histone
modification)
\/
‘ T T e Bio chemical factors
(Neuljslgsllatti?icetsorlilerve *  Cellmediated immunity( CD4+ -Th 1, 0 Accumulat.ion of toxic biochemical
grouth factors caicitonin Th2, Thl7, Tregs and CD8 + - T cells) compounds‘ (increased h2o and
one- relateé ) *  Humoral nimmunity (Auto antibodies catecholamines
g pep ‘ e protiens) * Disturbed redox balance
tiomelanocytic protiens » Weak antioxidant defense

Melanocyte
destruction

Vitiligo
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vitiligo

Causative factors

k

Predisposing factors

v
intrinsic extrinsic
L !
1. Lack of MSH from 1. Contact with rubber and 1. Positive family history
pituitary nylong 2. Septic foci
2. Increase in Melatonin like articles,photographic 3. Gastro —intestinal and
substance at nerve developers, hepatic disturbances.
endings hydroquinones 4. Physical and emotional
3. Autoimmune response guanofuracin(Kitamura) trauma.
directed against the 2. Pressure due to tight 5. Diet deficient in
enzyme process forming wearing of sarees, cuprominerals, zinc and
melanin dhoties and elastic proteins.
4. Humoral factors undergarments
5. Allergy and Atopy 3. Indiscriminate use of
6. Oxidants (free radicals ) broad sprectrum
7. Vitiligo is a from of antibiotics, streptomycin,
Apoptosis oxytetracycline,
ciprofloxin etc.....
4. Photographic developing
solution
5. Blood groups B and AB
6. Hypochlorhydria and

Achlorhydria
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Histology:

melanocytes are completely absent in vitiligo lesions as seen on histology.

Histological stains like DOPA or Fontana mason can be used to establise the entity.

In early lesions the melanocytes show vacuolization and granular deposits.

inflammatory
lesions.

reservoir.

Classification of vitiligo:

During repigmentation,

An

infiltrate may be seen on histology around the borders of active

there is migration of the cell from the follicular

TABLE : Classification of Vitiligo

Segmental Vitiligo Depigmented macules distributed in a dermatomal configuration
Non segmental Vitiligo | Focal Single or few scattered lesions in a nonsegmental
distribution

Vulgaris Extensive lesions in a symmetric fashion

Acrofacial Distal extremities and face involved in a symmetric
fashion

Universal Vitiligo involving total or near total body surface

Mucosal Lesions limited to mucous membranes

TABLE : Salient features of non-segmental and segmental vitiligo

Non-segmental Vitiligo Segmental Vitiligo
Possible pathogenesis Heritable, Autoimmune Neural
Autoantibodies Against thyroid gland, gastric parietal | Rare

cell, ANA
Onset Any age Usually in childhood
Triggering factor Often present Absent
Evolution Variable, Usually progress with | A rapid progression

appearance of new lesions but can

remain stationary or even repigment

followed by stabilization;
if untreated persists

unaltered there after

Koebner’s phenomenon | May be present Rare
Halo Nevus May be present Absent
Associations Autoimmune diseases like thyroidits, | Rare

Alopecia areata, pernicious anemia,
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Addision’s disease

Therapy Variable  response

stable vitiligo

to  medical | Variable response to

treatment, surgical therapy for limited, | medical treatment; best

suited for surgical therapy

TABLE : CLASSIFICATION OF VITILIGO

Segmental vitiligo Depigmented macules distributed in a dermatomal
configuration
Non segmental vitiligo Focal Single or few scattered lesions in a

nonsegmental distribution

Vulgaris Extensive lesions in a symmetric fashion

symmetric fashion

Acrofacial Distal extremities and face involved in a

Universal Vitiligo involving total or near total body
surface
Mucosal Lesions limited to mucous membranes

Clinical manifestations:

In children, common sites are face, peri orbital area, neck followed by
lower limps, trunk, and the upper extremities. The back is usually spared with some
involvement of the sacral area. The areas over the chest and abdomen reveal
widespread pigmentary loss. Perineal and oral involvement in children is also a
common occurrence. The text is of perineal and oral involvement. Focal involvement
along the trigeminal segment has been commonly reported in children.

Scalp involvement in children can be heralded by early appearance of
leucotrichia or white hairs within the affected site. Involvement of lips and genital
vitiligo is relatively common in children, and needs to be differentiated from lichen
sclerosus at atrophicus when associated with burning and pruritus. Kobner
phenomenon is more obvious is spreading generalized vitiligo than the segmental
variety. This phenomenon is more appreciated in children as they are more active and
playful in nature. The onset of kobner phenomenon signifies active unstable nature of

the disease.
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Syndromes :
1. Vogt — Koyanagi — Marada Syndrome
2. Alezzandrini Syndrome
3. APECED Syndrome (Auto immune Polyendocrinopathy Syndrome 1 (APS1)
or Auto immune polyendocrinopathy candidiasis — ectodermal dystropathy)

Associated factors;

Autoimmune diseases epidemiologically

and genetically associated with vitiligo

Autoimmune
Diseases

Rheumatoid
arthritis

Addision's
disease

Adult-onset
autoimmune

DM

Prognosis and differential diagnosis;

In generalized disease there is a period of rapid spread for few months and
then it stabilizes for a variable time frame and otherwise may slowly spread over
several years. In comparison to adult disease, regression and spontaneous
repigmentation is mostly diffuse or perifollicular to start with and sometimes from the
margins. Segmental variety initially has a period of activity which later on remains
stable throughout.

The condition has to be differentiated from various nevoid conditions like
nervous depigmentous and anemicus, ash leaf macules and piebaldism. Linear lesions
of hypomelanosis of Ito, acquired condition like pityriasis alba and infections like

pityriasis versicolor are some of the close differential diagnosis for vitiligo.
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Treatment:
How to treat Vitiligo?

An action plan

Evaluate Identify

Record Plan

\ Act

1. Psychological counselling

Treatment of Vitiligo

2. Social Counselling

3. Lasers in Vitiligo

4. Local Basic fibroblast growth factors in vitiligo

a. Natural - Placental extract
b. Synthetic - Melanin
5. Tacrolimus, Tacravate
Drugs introduced by author in the treatment of vitiligo :

1. Placental extract in vitiligo acts as a biogenous stimulator. It stimulates the
melanocyte to form the melanin acting on the theory of self exhaustion or self
destruction of melanocytes.

2. B 665 (Clofazimine) in vitiligo

3. Geriforte and Liv 52 herbal preparations act as adjunct to psoralen in vitiligo

4. Pigmento in vitiligo

5. Topical application of annacarcin oil (Extract of semicarpus anacardium) in

vitiligo.
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Medical treatment;

Satisfactory repigmentation can be achieved in up to 70% cases of early.
Localized disease Narrow band ultraviolet B (UVB) or Photochemotherapy with
UVA is used extensively either alone or in combination with topical agents as the
main repigment treatment use of systemic steroids and immunosuppressant or
immunomodulators in controversial.

Topical Theory

Potent to moderately potent topical corticosteroids can be used for initiation of
treatment in case of localized, early disease. Repigmentation is generally rapid but
unstable.

Topical pimecrolimus and tacrolimus are found to be effective in vitiligo
involving head and neck used either alone or in conjunction with narrow can
ultraviolet B (NBUVB) or excimer laser. Topical calcipotriol and tacalcital also can
be used in localized disease either alone on with NBUVB /PUVA [psoralen
combined with ultra violet].

Topical  photochemotherapy with topical methoxselen preparations are
available and can be used in localized patches and is exposed to UVA or solar
radiation after 30 to 60 minutes.

Systemic Therapy:

Narrow band UVB therapy is now used extensively In both localized and
extensive disease. Vitiliginous patches are exposed to 311nm UVB light starting with
a dose of 0.21 joule/meter square atleast twice weekly on nonconsecutive days till
minimum erythematic dose is reached. Approximately 50-150 treatments are
necessary to produce satisfactory response.

Photochemotherapy with oral 8-methoxy psoralen or trimethylpsoralen are
used along with UVA solart radiation to archieve repigmentation. Methoxy psoralen
is given at a dose of 0.4-0.6 mg/kg/day and vitiliginous patches are exposed to sun for
15-20 minutes, 2 hours after drug intake thrice weekly on consecutive days. Oral
photochemotherapy is associated with gastric discomfort and occasional elevation of
liver enzymes and is slightly less effective than NBUVB theraphy.

Pigmentation produced by both NBUVB and PUVA is slow, appears in
follicular pattern but is much more stable than those produced by topical steroid

therapy.
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No specific form of therapy is yet established to control progressive disease.
Most commonly, systemic corticosteroids are used in daily immunosuppressive dose,
but the side effect profile of long-term systemic corticosteroid precludes their regular
use in children. Modified repigmens of corticosteroids in weekly doses have been
tried to reduce side effects but their the rapeutic efficacy is not yet established other
immunosuppressive medication like methotrexate and azathioprine have been tried
but are not yet established.

Surgical treatment and its techniques;

Long standing vitiliginous patches and these on glabrous skin tend to be
resistant to treatment and occasionally do not or only partially respond to medical
treatment .in these circumstances ,surgical transplantation of melanocytes can be
done to produce pigmentation. Several techniques are used to obtain this result,but
surgery should only be triedafter carefully assessing stability of the patches.
Generally, a patch is labeled stable If there is no progression of the patch or the
disease for 2 years. But even then test grafting is recommended to as certain. The true
nature of the disease and to ensure the success of a full procedure. The most
commonly used surgical techniques are miniature punch grafting, splits
Thickness skin grafting; suction blister grafting and cultured and noncultured
melanocyte transplant.

A. “Miniature punch grafting” is the most commonly practice and easy
procedure. In this technique, 1-2 mm sized full Thickness cylindrical
grafts harvested from nonvitiliginous normal skin and is transplanted pre-
made recipient sites on vitiliginous patches.

B. “In both split thickness skin grafting” and ‘‘suction blister grafting”,
Thin epidermal sheets are transplanted on derma braded recipient vitiliginous
patches. The difference is in the process of harvesting the grafts. In one
dermastome is used while dermoepidermel separation is achieved in the other
by long-standing suction on the donor sites.

C. “cultured and non cultured melanocytes transplant produces”The best
cosmetic result but is difficult and needs laboratory support. In These
techniques , small amount of normal skin is taken from the donor site and is
then incubated at 4 ¢ overnight with trypsin solution to achieve cell
separation. The separated cells and are then either first cultured in appropriate
media or installed directly in the derma-abraded recipient sites generally

suspended in patient’s own serum.
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Table 2: Surgical therapy of vitiligo

Grafting techniques Non-grafting techniques
+» Tissue grafts e Micropigmentation
e  Minipunch grafting e Excision and closure
e Suction blister epidermal grafting ¢ Dermabrasion
e Thin split thickness grafting ¢ Chemabrasion

e Other techniques like ; hair follicle graft, | ¢ Lasers and lights — excimer

smash grafts, mesh grafts, seed grafts, laser,excimer light,targeted phototherapy

and flip top grafts

¢ Cellular grafts

¢ Noncultuerd epidermal cell suspension
e Noncultured follicular cell suspension
e - Cultured melanocyte / keratinocyte

grafts

Advanced techniques:

Epidermal cell suspensions are being increasingly used in surgical
management of vitiligo.The technique of noncultured epidermal suspensions was
pioneered by gautham et al.They stated that this technique could emerge as a simple
and effective alternative to the costly cultured melanocyte transplantation
technique.Olsson and juhlin who pioneered by Swedish procedure of melanocyte
transplantation first used the melanocyte medium for the suspension of the
noncultured melanocytes .

Management;

The aims of treatment of vitiligo are induction of repigmentation to achieve
acceptatble cosmetic results and stabilization. Although there is still no therapeutic
paracea for vitiligo. The many options available may lead to satisfactory results in
most patients. The efficacy of the treatment depends on duration of the disease,

extent and site of involvement type of vitiligo and treatment modality wed.
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Conclusion :

Once the spread of vitiligo is brought under control or the stability of vitiligo
is achieved, various surgical procedures which can be undertaken are
micropigmentation or tattooing, punchgrafting, dermabration, split thickness, skin
grafting melanocyte transfer, etc., one must remember that there is no dietary
restriction required in such patients. There is no scientific documentation in favor of
avoidance of sour food / drink, vit-c or fruit juice, etc. Lots of reassurance, explaining

and counselling of children and/or parents are required in the management of vitiligo.
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4. MATERIALS AND METHODS

To find the efficacy of Ilagu Seena Chooranam, the following studies were

carried out in the present investigation.

I. Collection, Identification and confirmation of the raw drugs, for the
preparation of trial drug

II. Preparation of trial drug

III. Biochemical analysis of trial drug

IV. Pharmacological studies of trial drug.

V. Clinical trial

The clinical study on “Venpadai Noi” is being conducted in the out patient

and in patient postgraduate department of Kuzhanthai Maruthuvam at Government

Siddha Medical College Palayamkottai and Hospital.

Selection of cases

Patients reporting with symptoms of inclusion criteria will be subject to

screening test and documented using screening proforma. 20 In patients and 20 out

patients are select. In patients have be given medicine and provided hospital diet.

Outpatients provided medicine and with dietary regulations.

Inclusion criteria

Age 2-12 years.

Hypopigmented patch with hyperpigmented border without any structural
changes in any part of the body

Vitiligo present any part of the body

Constipation

Anorexia

Worm infestation.

Anemia

Children who are willing to undergo investigation and give blood and urine
sample for laboratory investigation

Patients who are willing to stay IPD Ward for 27 days or willing to attend
OPD.
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EXCLUSION CRITERIA:
e Total Albinism
¢ Dermatological manifestations of leprosy
e Tinea versicolor
e Burn scars
¢ Dermatological manifestations of addisons diseases
¢ Post inflammatory hypopigmentation
® Pityriasis alba

o Chemical leucoderma

Withdrawal criteria
®  Occurrence of any adverse reactions
e Patients turned unwilling to continue in the course of clinical trial

e Poor patient compliance

Study of clinical diagnosis

A case sheet was prepared on the basis of Siddha methodology and modern
methodology to diagnose the disease. An individual case sheet was maintained for
each and every patient.

A complete history of the patient was taken. Name, Age, Sex, History of
present and past illness, Antinatal, Neonatal and postnatal history, personal and
dietaric history, family history and Socio-economic status were noted.

Siddha diagnosis was made on the basis of Envagaithervugal, Mukkutram and
Ezhuudalkattukal.

Modern diagnostic methods were adopted with the consultation of pediatric
professor.

Tests and assessments
¢ Siddha tests and assessment
Mukuttram
Ezhu Udalkattukal
Envagaithervugal
Neerkuri

Neikuri
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o (linical assessment

To assess the improvement by VASI Score

e Laboratory assessment
The Modern diagnostic tests such as blood test for TC, DC, ESR, Hb,
etc., urine analysis for albumin, sugar, deposits, etc., and stool examination
for ova, cyst, occult blood to rule out any existing illness.

Hemoglobin was estimated before and after therapy.

Administration of Trial Medicine:

The trial drug was prepared carefully.

Before starting the treatment deworming was done with Nilavagaichoornam —
3gms Od at night with hot water for 3-5 days. “ Ilagu Seena Chooranam " 1-2gm
(Honey or water) after food for 27 days intake was given to all the 40 patients two
times a day during their treatment period.

The Biochemical analysis of trial drug was carried out in the biochemical
laboratory and the haematinic effect and Anti Vitiligo action of the drug was tested in
the pharmacological laboratory.

Analysis of observations made from the 20 patients with signs and symptoms
of the disease were recorded. In addition to the patients were advised to take iron-rich
diet and to attend the out patients department for follow up
Selection of drug and its administration

Selection of drug was made after deep study of various siddha literatures and
finally the drug was selected from Agasthiyar vaithiya pillai tamil.

The patients were treated with

Bio-chemical analysis of the trial drug was carried out in the department of
bio-chemistry, GSMC, Palayamkottai. The details are given in annexure.

Pharmacological analysis of trial drug was carried out in the department of
pharmacology, GSMC, Palayamkottai. The details are given in annexure.

Case proforma

The symptoms and signs of venpadai history of present and past illness,

personal history nutritional history, family history, habits, laboratory investigations

and management were systematically recorded in a proforma.
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5. DRUG REVIEW

PREPARATIONS OF DISSERTATION MEDICINE:

Qoo@ Fer GTewILD:

LIBRIgILIL enL - 29.4 &
Feoneomt GeuidL] GeuiTliL_emL - 10 &)
CamisiHT  Geuliu enL - 10 &
FRIBET GULT Semev - 10 &
(WPL_FhIH6  GoulTl i eni - 10 &
fpieslehaTer Eenev - 10 &
QeueTeNmIE FeLpsvLd - 10 &)
HNFTEMED FeLP6ULD - 10 &)
PREPARATION:

All this drugs individualy purified then prepare fine powder and then mixed

together and bottled up.
Dosage : 15-1 gm twice a day after food.
Adjuvant : Honey (or) water
Indication : Venpadai
Expiry Date : 3 months
Reference : Agathiyar vaithiya pillai tamil-page no:72
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1.UMBRISILIUL6nL

Botanical name : Smilax china

GoumIGLIwIiT : LDHINVLSHID, DGIeTOLOE!, FeurLil emL
Classification:

Division : Angiosperm

Class : Mono cotyledons

Series : Gentianales

Family : Lilliaceae

Genus : Smilax

Species : china

Organoleptic characters:

CFwiens : o | B8sm, Guasliiewialevdd, SHmulenLOUITSS)

Uweru@lo o min : EPBIG

Fmel : @l HEEMID : HL_LID Ufley :  @edlliy
QUGG eMILD:

FHTHID LIVaITHH SHTHIBL LD LIewILT6Tenel
Cuoam ®&IHES olp psopb - CHaUpL e
GLLID UshHHOIM Osmeimeupsrd - GUTD LMBBIS
ulsnLulemenr 2 &Fafldg Il Ut
Chemical constituents:

Root contains fat, sugar, Glucoside, saponin, gum,starch, tannin,
resin,cinchion along with smilacion and a steroidal saponin yielding on hydrolysis.
Sarasapogenin have been identified in the tuberous not flavonoid glycosides and 3
saponins which yield diosgenin also reported.

GHID:

2 THFH BsHdl ugiedsr LTellsy LI Lelulsd GCFulgh STuimelsHH ThHSHIH
Qs meiTensd
LILLIGOTB61T:

1. Gan'enL (pHev GULib Bur@id.
DBHHWT MaUSHSHW STaluLD
2. UBRIELL DL JTFTWTHBHTE0 @GHLULID HHID.
YeOlliumewnll  emeudsaluip 52
3. UBRISELL DL WML GeemT@GL LD SHLD.
FTBLIBATT meUSHSHUILPEHB
4. upRIFLLLWTEL 18 alehd GLLID SHHD

LNTIDWpedl  LDHSHSHINID
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2. (pLFmIse60

Botanical name : Azima tetracantha, linn

GoumIGLIwIiT : BBFBIGET, (L FHhIGH6N, FRhHMNVFOFIQ
Classification:

Class : Dicotyledens

Sub class : Gamopetalae

Series : Bicarpellatae

Other : Gentianales

Family : Salvodaraceae

Genus : Azima

Species : Tetracantha

Organoleptic Characters :
Ceuins:
o Tondsl, FpBToumes CeulILpswiL T, (LPpenBOsulILISBS
UweIUGL 2 miny : Geurhiu enL
Gemed - emBLIL, Heitewio - Geulid  Lfley - sy
CuTHIEGeMILD:
lbHID HILILITET BHTHID HFHFH G 60ToLd
oabHI0E GemevalTul Car®d UHssH - HTH@GaILID
IBIGIOT HeWT HIVHIGID NG [THH(LPEWIL D
Faml gmsD Caufleney &L @.
Chemical constituents:
Leaves and stem contains 3 diaeric piperidine , Alkaloids , namely Azimine ,
Azacarpine , carpaine , Glutinol , Lupeol , B- sitosterol .
GHIP :
g pbilsd supell  GosBxhTemev &Temig  61(BSHEHISH0CBT6ITENED
LILLIGOTB61T:
1 Fhiser LUl enLenwl GUTgsHa sl 2 L Csmeen BHmev@hHTulseT &pLD

2 Gemevell DmIHH SIUUTEISHE Goed 1L&6e0miD.
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3. FRISHGLUT Sen60
Botanical name : Clerodendron inerme.
GoumIQLIwiiT : ghsaIGUL, emamisst @GUL, (PpdHSHTL6OD

Classification :

Class : Dicotyledons
Sub class : Gamopetalae
Serios : Bicarpellatae
Order : Lamiales
Family : Lamiaceae
Genus : Clerodendron
Species : Inerme

Organoleptic Character :
Ceuinss :

o | B8Hm, 2 Jiomedl, Geuliusmn
UweTu®lD 2 Mt - Senev

Fomel - emsli efflub - Geuliud 1fley - &y
CurgigewIb :

SILIUTeT @Jhd HHBEIGLL Gyrsid

o gluren  Gwsd @UUmI - SHHEUTLD

BHHBIBTHSHS GFeuaumli] &L 19HeEn G@LD

SHehFhIEH GULIS &
Chemical constituents :

It is very useful in venereal infection. All types of skin oilment during
consumtion, Arthritis, insect bite , snake poison , cough with expectoration , all skin
disease , ascites disorders of blood all these are cured , the leaves contain an
amorphous bitter principle resembling that found in chinetta a resin , gum and brown
wolbring matter.

GHIP :

Remevmemen slemenuiemeny OQsmuigl BRI B 6vbll BT HeilE IQHE
61(5 HFHIH6IHT6ITENMED
LIWI6HI&6IT :

1. gmhser GUT W@mEbeTe0 GLLLD  Gses GBmUl, Fewid &b

yedlumenll emeudbaluid - 52

2. FRIGeT GUUIWTEL @GLULID gD

wa emeubHw HbHrswll -52
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4. GeueitenmI@

Botanical Name : Enicostemma Axillare , Blume.
GoumIQLIwiiT : AAmiepsd, &Georll, Fewr b, FHBeud),

UGG Liswitenl, FH 6mL, HeuIL_meVl.

Classification

Division : Angiosperms
Group : Dicotyledons
Class : Bicarpellatae
Series : Gentianales
Genus : Enicostemma
Species : Littorale

Organoleptic Character :
Ceuwimns :
uFHEHrenng, o _JIonshs, 2 1 e06HMS, BIIDLTIOTHE.
Lwieii(Bo o mirny:
FeLP6LLD
Gemed - emBLL] Hedewin - Qeuliud Lfley - &l
CuTgIGeMID :
GETDOIOTH UTUIR] GHLED AITHID Gpen6vUTen60
QFemod ol GLTgF FemBHUIBIBTERT - Q6T (LPENELUITU]
o 6Epm HIhd CFms @llpul FAJmiE LBID
CeueTenmI@ Heilenedr ail(HLDL.
Chemical Constituents :
Glycosides , sapnario , ophelic acid , swertisin.
GHIP
FAPVHMS Bell@ SHHD Gauigh BHilsd Hupall 61BHHIH6ETeTETEL
LILLIGTB6IT
. FpeuhHmsd DMIHH UTHHNe| CBETHHES GLLLD GH6wIon@GLD
2. Fpeudallei Fig Wen@gb @m Hfl OCeusiienemysmiblo CFTdHal
DIMISHBHI LUTeJ6L He0bHDH CBThHES FID RUGHH B GlsueiTener

&6WILOTGHLD.
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5. dleuenmit GeulbLy

Botanical Name : Indigofera Aspalathoides, linn

Goum Guwir : STHHTH, Semmeusdt, leur, HIDULD,
WUy Ol G Hmesr@eui.

Classification

Class : Dicotyledons

Sub class : Poly petalae

Series : Caliciflorae

Order : Rosales

Family : Fabaceae

Genus : Indigofera

Species : Aspalanthoides

Organoleptic Characters :
Ceuinss :
o sitenpeoTmnsl, S MWIOHTBBHBY, DIPBHEVHBNI, GleULILI(LPETTLTHES.
Lweiu@BL 2 mIiL:
CeuliemL
Fmel - MBI Hetewld - Geuliud 1Nfley - iy
CurgigewID :
GLLEh FIREG GHOBULILF OTHMS
s L0 Hewilad peniGo S Lib
9 JeibLB SHTWHHIH GHMILTGHWD BGLoensv
Syefiiol Gosdienl LOHHSHTEV
USHTTHS Gl FbHmLDeul

LIWIGT 61T :
QnFH MIHH Coumend@ 1 QBT enL_LITHEH6Ne) LGDUTE60 Heod 1

BGauemen 3 mmeit &y GFms, @GLLb, LyGwsid, &lxkhaGum@iD.
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6. HpIGMEhFTei

Botanical Name : Gymnema Sylvestre,

Classification :

Class : Dicotyledons
Sub class : Gamopetalae
Series : Iteteromerae
Order : Ehanales
Family : Asclepidaceae
Genes : Gymnema
Species : sylvestre

Organoleptic Characters :
Ceuwimns :

GOMTFFUIWTL_THS, 2 _JIondd, UFbHHTemng, HeuTi
Lweii@B o miny :

Geuirin”_smi_

Gemed - emdl]  Hetewo - Geulinp  fley - sy
CuTgHIGewID :

foieseharer CauTall Hmad HThG alevd
SHIBIFTHIBET UTHD ROHGWD - CHplumemnms
HEWTRITUI GYHLOGL (LPHB BTFHOUT  FlbH 6001l GHLD
N GITENIT L (HEbaHEme  6)l61T.
CHEMICAL CONSTITUENTS :

Leaves contain genemic and Anthroquinon , clalvim oxalate , parabin,
glucose, carbohydrates.

It is hypoglycemic action has been explained on the assumption that the drug
acts indirectly through stimulation in insulin secretion of the pancreas as it has no
direct action on the carbohydrate metabolism.

LILLIGOTB61T:

fpeBeharel GLLSIBG FBhbaHa - FTCuUBHIT GLLGITE H&Fens pg.no:
136

Qemevenil eMlebOHemTGemTUTED aIHHH GBS 1I9HEHHEH MaIHH L _L 60D

awedend @emrurL b, pg.no:370
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7. sfFTensv

Botanical Name : Eclipta prostrata , Linn

GoumIGILIwIiT : mmisyTed, CoHsrmmid, maBsd), smiimer
Class : Dicotyledons

Subclass : Gamopetalae

Series : Inferae

Order : Asterales

Family : Asteraceae

Genus : Eclipta

Species : prostrata

Organoleptic Character :
Ceuwimns :
o | BCsm, 2 qonsdl, FFLCaHBY, UsHSHILCLIHES)
Lweiiu®B 2 Ml : &epsold
Gemed - emdblIL] Hediewid - GQeuliud Lfley - &y
CurgIGswID :
GIBSIDIDB  HMOTeney G L Gor@H GaFmenL
wmBuTesihy UeiGerm Quimblul Blym6lamedteo
Quuiwmp HHMICWTHS eflewuiaml HBLEVSHSEI
MBUIMTHHBM] CUITHHDH HT6V
Chemical Constituents :
Ecliptine , terthienyl aldehyde , ecliptal , 0.078% nicotine , steroid,
terpenoid, flavonoids.
LIWLIGHT&B6iT:
1. GeutGumg - Gxmemsv LBPIW LNewlldemen GUITHEID.
2. sfFmemevenl HevGEVITGIEIIUTIED DMTHEH WTenadhETen CHTUISE GLaHE)
LL&60MLD.
3. QemevFFTm Y4 pHev V2 oond@ SHembd 2 Ceuemen HI PSS EHIH60
THBHID HTEwIs0 SH(RLD.
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8. HM6LF(H6I

GoumIQLIwITEH 6T : FFFTELPES

Botanical Name : Aristolochia Indica, Linn
Class : Dicotyledons

Subclass : Monoclamideae

Series : Multiovulatae

Order : Terrestris

Family : Aristalochiaceae

Organoleptic characters
Ceuwinss :
Gl ILI(pEmTL_ T, 2 [FIoTd)
uweTUBL 2 mitny : CeurliuenL
Fmel - MBI Hetewip - Geuliud 1Nfley - &y
CurgigewIh :
umesTLsBml Guiuin uLT GLLBBTUI elevd@Eid
HewIL  MHBUICHTUI 55 EH MBI - HTITL HLIHLI
weir@err QITHHHIOIBH cLpouTdh FHEMeLFi([H6TT
Quisi@eor U jsveSEmEF .
Chemical Constituents :
Geufled Aristolochin ereti3 ey evmeoTUIBD Allantoin et S&FLILITEH
GEHHCHTENFHID [HMILD6TT  6TRIETTGIIIUD 2 61T G
LIWIGT 61T
1. GeuTQumgu et BHett CFTHH HJ GCOUHIGL LID FHHLD.
2. GeuTOumg - uUTbUBEHa &I @RedIUILIHILD6L GLITEHELD.
3. @emevFFTml - UMDL®BY BehdFBE& OHHSI.
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9. Qemas sl

Botanical Name : Capparis Seppiaria
Class : Angiosperms
Subclass : Monocotyledons
Order : Brassicales

Family : Capparaceae

Organoleptic characters
Ceuwimns :
uflbShoenig, o L 0CHBM
uweUBL 2 miiny : CeurliuenL
Fmel - Bl Hetewld - Geuliud Nfley - emasliy
QurgIGewID :
QamisdhesT MFFmLob@GdH HITH CeuemTGLosID
Cunmid euERIATHAI LGHTLENTH6T - HhiEHS60m
FhHd FCvHFHIoH HeMHH DHTAITH
whFHall CLr® Gomy.
Chemical constituents:
Betulin 2- acetate in whole plant x-amyrin, B-amyrin in leaves, B- sitosterol
botulin.
LIWIGT 61T
&L, elésd, RIHHSHe0 gBUBL CBHTHSI6Y, &I BRIEGL.
BHrhd, Lewl, CeuswGosd GuTdhE@LD.
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Fig. No. 1 INGREDIENTS OF ILAGU SEENA CHOORANAM

ua5‘7L'/L' Fewemmii GoulbL)
(Smilax china) (Indigofera aspalathoides)

G 0N Y
\ :{', ! '
&
\S =\

Feneh Fireor BEDCVET (5611
(Gymnema sylvestre) (Aristolochia indica)

FBIB6OT SHLILT (LpL &/BIB 60T
(Clerodendron innerme) (Azima tetracantha)
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Y UUTE)] BIAFTED6V
(Enicostemma axillare) (Eclipta prostrata)

ClFmBIBSH BT
(Caparis sepiaria)
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INGREDIENTS OF ILAGU SEENA CHOORANAM

LIm/BIBIILIL 601
(Smilax china)

BEMEVF T 15611
(Aristolochia indica)

FleilehFreor
(Gymnema sylvestre)
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ClFmIBSH ST
(Caparis sepiaria)

ol

FIBIG6T GLILT
(Clerodendron innerme)

Feweormii GoulbLy
(Indigofera aspalathoides)



(L. &8I 607 Gleus161(15G
(Azima tetracantha) (Enicostemma axillare)

SINFTem6V
(Eclipta prostrata)
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Fig. No. 2

PREPARED MEDICINE - ILAGU SEENA
CHOORANAM
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Fig. No. 3
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6. BIO-CHEMICAL ANALYSIS OF ILAGU SEENA CHOORANAM

Preparation of the extract:
S5gms of the drug was weighed accurately and placed in a 250 ml clean beaker. Then

50ml of distilled water is added and dissolved well.

Then it is boiled well for about 10

minutes. It is cooled and filtered in a 100ml volumetric flask and then it is make up to 100ml

with distilled water. This fluid is taken for analysis.

QUALITATIVE ANALYSIS

S.NO | EXPERIMENT OBSERVATION INFERENCE

1. TEST FOR CALCIUM
2ml of the above prepared extract is taken in | No white precepitate is Absence of
a clean test tube. To this add 2ml of 4% formed calcium
Ammonium oxalate solution

2. TEST FOR SULPHATE Indicates the

A white precipitate is
2ml of the extract is added to 5% Barium presence of
formed
chloride solution. sulphate
3. TEST FOR CHLORIDE
No white precipitate is Absence of
The extract is treated with silver nitrate
formed chloride
solution
4. TEST FOR CARBONATE
No Brisk effervessence Absence of
The substance is treated with concentrated
is formed carbonate
Hcl.

5. TEST FOR STARCH Indicates the
The extract is added with weak iodine Blue colour is formed presence of
solution starch

6. TEST FOR FERRIC IRON

No blue colour is Absence of Ferric
The extract is acidified with Glacial acetic
formed iron
acid and potassium ferro cyanide.
7. TEST OF FERROUS IRON Indicates the
Blood red colour is
The extract is treated with concentrated Nitric presence of
formed
acid and Ammonium thio cynate solution ferrous iron
8. TEST FOR PHOSPHATE

The extract is treated with ammonium

Molybdate and concentrated nitric acid

No yellow precipitate

is formed

Absence of

phosphate
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9. TEST FOR ALBUMIN No Yellow precipitate Absence of
The extract is treated with Esbatch’s reagent is formed Albumin
10. TEST FOR TANNIC ACID No Blue black Absence of Tannic
The extract is treated with ferric choloride. precipitate is formed acid
11. Indicates the
TEST FOR UNSATURATION
. o ) presence of
Potassium permanganate solution is added to It gets decolourised.
unsaturated
the extract
compound
12. TEST FOR THE REDUCING SUGAR
5ml of Benedict’s qualitative solution is taken Indicates the
in a test tube and allowed to boil for 2 mins Colour change occurs. presence of
and add 8-10 drops of the extract and again Reducing sugar
boil it for 2 mins.
13. TEST FOR AMINO ACID
One or two drops of the extract is placed on a Indicates the
filter paper and dried well. After drying, 1% Violet colour is formed presence of
Ninhydrin is sprayed over the same and dried Amino acid
well.
14. TEST FOR ZINC
No white precipitate is
The extract is treated with Potassium Absence of Zinc.
formed
Ferrocyanide.
Inference:

The extract prepared from the given sample Ilagu seena Chooranam contains,
sulphate, starch, ferrous iron, unsaturated compound, reducing sugar, amino acid
Biochemical Analysis report was given by Mrs. N.Nagaprema, M.Sc., M.Phil., Head of the
Department, Biochemical Department, Government Siddha Medical College,

Palayamkottai.
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7. PHARAMACOLOGICAL ANALYSIS

ANTI - VITILIGO ACTIVITY

Methods
Mice

C57BL/6 mice at 4 weeks of age were provided by SLRC Laboratory Animal
(Shanghai, China). B6.129S7-RagltmiMomNJU (Ragl KO) mice at 4 weeks of age
were bought from Nanjing University Model Animal Resource Information Platform.
The RagltmlMom mutant strain was developed by Dr. Peter Mombaerts in the
laboratory of Dr. Susumu Tonegawa at the Center for Cancer Research,
Massachusetts Institute of Technology. A replacement targeting vector with the Pgk-
neo marker was used. Homologous recombination of the targeting vector resulted in a
1356 bp deletion in the 5' end of the coding sequence. The C57BL/6J strain was
generated by backcrossing mice carrying the RagltmlMom mutation 10 times to
C57BL/6J inbred mice.
Modeling

Female SPF C57BL/6 mice at 4 weeks of age, were divided into four groups,
5 mice in each group (group — IV)

Groupl - The C57BL/6 mice that received Vaseline cream

Group-1I - C57BL/6 mice that received monobenzone cream
externaly

Group-1I - IC57BL/6 mice that received monobenzone cream &

low dose of drug
Group-1IV - C57BL/6 mice that received monobenzone cream &
high dose of drug on the 2x2 cm shaved area . Creams
were completely massaged in using a spatula.
Depigmentation evaluation
The extent of depigmentation was objectively quantified by an observer
blinded to the treatment groups. Each exposure location was examined, and the extent
of depigmentation was estimated as a percentage of the anatomic site. Points were
awarded according to the following scheme: no evidence of depigmentation (0%), 0;
>5%, 1 point; >5-25%, 2 points; >25-50%, 3 points; >50-75%, 4 points; and 75—

100%, 5 points. The depigmentation score was defined as the sum of the scores. The

88



vitiligo score of an experimental group was reported as the mean individual score of

the mice within that group.

MONOBENZONE SCORE
Table - 1
S.NO DEPIGMENTATION SCORE
: POINT
GROUP1 0
GROUP IT 4.5
GROUP III 3.2
GROUP IV 1.1
S.NO DEPIGMENTATION SCORE
POINT
GROUP1 0%
GROUP II 75%
GROUP III 50%
GROUP IV 25%
(80% - )
70% -
60% -
50% -
40% -
30% -
20% -
10% -
O% T T
GROUP | GROUP II GROUP Il GROUP IV
\_ WV,
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Fig. No. 4

Figure 1. depigmentation induced by monobenzone in mice. (a the c57bl/6
mice that received vaseline cream did not show depigmentation (a) the c57bl/6 mice
that received monobenzone cream developed depigmentation on the monobenzone-
exposed site (b) distant depigmentation developed at low dose . (c) distant

depigmentation developed at high dose
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HAEMATINIC ACTIVITY

Experimental Methodology

Animal belongs to group I received normal saline Sml/kg. Group II rats were
treated with Phenyl hydrazine (PHZ) 40mg/kg (i.p) for two days (Dayl and Day2)
and were served as disease control. Animal belongs to group III received PHZ
injection 40mg/kg (i.p) and treated with 200 mg/kg ISC from 3rd to 16th Day.
Whereas animal belongs to group IV treated with 400 mg/kg ISC from 3rd to 16th

Day and served as Treatment group.

Blood Collection

At the end of the study, before sacrifice, the animals were fasted for overnight
with free access to water. Animals were sacrificed with excess anesthesia. Blood
samples were collected from Retro-Orbital Sinus puncture and stored in EDTA
(ethylenediamine - tetra acetate) test tubes for Haematological analysis. Bone Marrow
of Control and Treatment group animals were collected using Fine Needle Aspiration

Technique for further processing.

Bio-chemical Parameter

At the end of the study blood will be collected by ocular puncture after
overnight fasting animals. The blood parameters such as Red Blood Cell Count
(RBC), White Blood Cell Count (WBC),

Haemoglobin Concentration (Hb) and Haematocrit was determined using

Mindray BC 2800 Haematology Analyzer .

Statistical analysis

Results are presented as the average + Standard deviation and the differences
among Test groups were assessed by one- way analysis of variance followed by
Dunnett’s multiple comparison test using Grapad prism 5.0 software (Graph pad, La

Jolla, CA, USA). A P < 0.05 was considered significant.
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3. Results

Table - 2

Haematology Profile of Phenyl hydrazine induced Anaemic rats

RBC WBC HGB
Group Treatment < 3 HCT (%)
' ) (x10 °ul) [(x10 "~ ul)| “(g/dD) '
Normal saline
| 7.41 £0.02| 8.02+0.1 |{12.80+0.2| 38.4+0.4
(5ml/kg),p.o
Phenylhydrazine (PHZ)
II : 4.81£0.01 | 6.04+0.2 {6.93£0.02| 20.79+0.01
40 mg/ kg ,i.p
I PHZ+ ISC 200mg/kg, p.o | 5.6+0.20 | 7.62+0.1 |8.04+0.01 | 24.12+0.04
v PHZ+ ISC 400mg/kg, p.o 6.91+0.2 |7.04+£0.60|10.74+0.2| 32.22+084
(45 8 )
40 -
35 4
30 -
25 -
20 - B RBC (x10 6ul)
15 - B WBC (x10 3 pl)
10 - HGB (g/dl)
5 - B HCT (%)
O -
Normal saline |Phenylhydrazine PHZ+1SC PHZ+ ISC
(5ml/kg),p.0 | (PHZ)40 mg/kg| 200mg/kg, p.o | 400mg/kg, p.o
Ap
| ] ] v
\_ J
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Table - 3

Group Treatment MCV (%) | MCH(pg) MCHC
Normal saline
I 51.82+4.62| 17.21+0.50 26.02+0.16
(5ml/kg),p.o
p | Phenylhydrazine (PHZ) 145 5511 90| 14.4040.45 25.1242.24
40 mg / kg ,i.p
II | PHZ+ISC 200me/kg, p-0 | 43 47,1 23 14.3540.03 24.24+0.20
IV | PHZ+ ISC400me/kg, p-0 |46 6o11 40| 6.910.12 25.94%0.16
(60 .
50 -
40 -
30 -
B MCV(%)
20 -
B MCH(pg)
10 - m MCHC
O _
Normal saline Phenylhydrazine PHZ+1SC PHZ+
(5ml/kg),p.o (PHZ) 40 mg / kg | 200mg/kg, p.o | ISC400mg/kg, p.o
Ji.p
[ I I v
1\
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EFFECT OF ISC ON HAEMATOLOGY PROFILE OF PHENYL
HYDRAZINE INDUCED ANAEMIC RATS

The Mean Haemoglobin (Hb) content (g/dl) of rats belongs to disease Control
group was decreased significantly 6.93+0.02 when compare to that of the Saline
control group 12.80+0.02, which signifies the induction of Anaemia in Experimental
animals. There was significant increase in Hb content were observed in animals
treated with 200 and 400mg/kg of ISC with 8.04+0.01 and 10.74+0.2 respectively. This
observation reflects the promising Haematinic property of the trial drug ISC in treated
rats.

There was a significant decrease in the level of RBC(x10 6ul) were observed
in animals belongs to group II 4.81+0.01when compare to that of the normal control
rats with 7.62+ 0.1. Treatment with ISC at both the dose level shown marked increase
in RBC level with 5.6+ 0.20for ISC 200mg/kg and 6+9.1for ISC 400mg/kg. Similar
results were observed with respect to WBC count.

The Haematocrit (HCT) test indicates the percentage of od by volume that is
composed of red blood cells. Treatment with PHZ shown significant decrease in HCT
with the level of 17+0.01 lower when compare to control rats with HCT 43+0.4.
Animals treated with 200 and 400mg/kg of ISC has shown increased HCT value of
26.02+0.04and 30.34+0.84respectively.

Iron deficiency anaemia is a common disease affecting women especially in
reproductive age. It is characterised by microcystic hypochromic RBC, in which PCV
,MCV and MCH are reduced. It occurs due to defective haemoglobin

The haematological parameters such as PCV.MCV,MCH and Hb are
moniterd). After treatment with SE the haematological parameters reach the normal

levels.
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TOXICITY STUDIES

EVALUATION OF ACUTE TOXICITY STUDY OF

Effect of Acute Toxicity Study (14 Days) of ILAGU SEENA CHOORANAM

Table no -4 Physical and behavioral examinations.

Group Dose(mg/kg) Observation sign No. of animal
no. affected.
Group-I Smg/kg Normal Oof3
Group- 11 50mg/kg Normal Oof3
Group-1I1 300mg/kg Normal Oof3
Group-1V 1000mg/kg Normal Oof3
Group-V 2000mg/kg Normal Oof3
Table no-5 Home cage activity
300
. S5mg/kg 50 1000 2000
Functional | Group | mg/kg (n(';g;lflg) mg/kg | mg/kg
Behavioural Observation (G-I) (G-1) (G-1IV) (G-V)
observation Female | Female Female Female Female
n=3 n=3 n=3 n= n=
Body position Normal 3 3 3 3 3
Respiration Normal 3 3 3 3 3
Clonic
involuntary Normal 3 3 3 3 3
Movement
Tonic
involuntary Normal 3 3 3 3 3
Movement
Palpebral Normal 3 3 3 3 3
closure
Approach Normal 3 3 3 3 3
response
Touch Normal 3 3 3 3 3
response
Pinna reflex Normal 3 3 3 3 3
Tail pinch Normal 3 3 3 3 3
response
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Table no- 6 Hand held observation

Functional 5 50 300 1000 2000
and Observatio Control | mg/ kg | mg/kg mg/kg mg/kg mg/kg
Behavioral n (G- (G-1) (G-11) (G-IV) (G-V)
. Female | Female | Female Female Female Female
observation
n=3 n=3 n=3 n=3 n=3 n=3
Reactivity Normal 3 3 3 3 3 3
Handling Normal 3 3 3 3 3 3
Palpebral Normal 3 3 3 3 3 3
closure
Lacrimation Normal 3 3 3 3 3 3
Salivation Normal 3 3 3 3 3 3
Piloerection Normal 3 3 3 3 3 3
Pupillary Normal 3 3 3 3 3 3
reflex
Abdominal o) 3 3 3 3 3 3
tone
Limb tone Normal 3 3 3 3 3 3
Table no-7 Mortality
Group no Dose no(mg/kg) Mortality
Group-I 5(mg/kg) Oof3
Group-II 50(mg/kg) Oof3
Group-111 300(mg/kg) Oof3
Group-IV 1000(mg/kg) Oof3
Group-V 2000(mg/kg) Oof3
RESULT:

From acute toxicity study it was observed that the administration of ILAGU
SEENA CHOORANAM at a dose of 2000 mg/kg to the rats do not produce drug-
related toxicity and mortality. So No-Observed-Adverse-Effect- Level (NOAEL) of
ILAGU SEENA CHOORANAM is 2000 mg/kg.
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DISCUSSION

ILAGU SEENA CHOORANAMwas administered single time at the dose
of Smg/kg, S0mg/kg , 300mg/kg, 1000mg/kg and 2000mg/kg to rats and observed
for consecutive 14 days after administration. Doses were selected based on the pilot
study and literature review. All animals were observed daily once for any abnormal
clinical signs. Weekly body weight and food consumption were recorded. No
mortality was observed during the entire period of the study. Data obtained in this
study indicated no significance physical and behavioural signs of any toxicity due
to administration of ILAGU SEENA CHOORANAM at the doses of 5mg/kg,
50mg/kg , 300mg/kg, 1000mg/kg and 2000mg/kg to rats.

At the 14th day, all animals were observed for functional and behavioral
examination. In functional and behavioral examination, home cage activity, hand
held activity were observed. Home cage activities like Body position, Respiration,
Clonic involuntary movement, Tonic involuntary movement, Palpebral closure,
Approach response, Touch response, Pinna reflex, Sound responses, Tail pinch
response were observed. Handheld activities like Reactivity, Handling, Palpebral
closure, Lacrimation, Salivation, Piloercetion, Papillary reflex, abdominaltone,
Limb tone were observed. Functional and behavioral examination was normal in all
treated groups.Food consumption of all treated animals was found normal as
compared to normalgroup.

Body weight at weekly interval was measured to find out the effect of
ILAGU SEENA CHOORANAM on the growth rate. Body weight change in drug

treated animals was found normal.

INTERPRETATION:

ILAGU SEENA CHOORANAMwas administered single time at the dose
of Smg/kg, S0mg/kg , 300mg/kg, 1000mg/kg and 2000mg/kg to rats and observed
for consecutive 14 days after administration. Doses were selected based on the pilot
study and literature review. All animals were observed daily once for any abnormal
clinical signs. Weekly body weight and food consumption were recorded. No
mortality was observed during the entire period of the study. Data obtained in this
study indicated no significance physical and behaviou ral signs of any toxicity due
to administration of ILAGU SEENA CHOORANAM at the doses of 5mg/kg,
50mg/kg , 300mg/kg, 1000mg/kg and 2000mg/kg to rats.
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At the 14th day, all animals were observed for functional and behavioral
examination. In functional and behavioral examination, home cage activity, hand
held activity were observed. Home cage activities like Body position, Respiration,
Clonic involuntary movement, Tonic involuntary movement, Palpebral closure,
Approach response, Touch response, Pinna reflex, Sound responses, Tail pinch
response were observed. Handheld activities like Reactivity, Handling, Palpebral
closure, Lacrimation, Salivation, Piloercetion, Papillary reflex, abdominaltone,
Limb tone were observed. Functional and behavioral examination was normal in all
treated groups.Food consumption of all treated animals was found normal as
compared to normalgroup.

Body weight at weekly interval was measured to find out the effect of
ILAGU SEENA CHOORANAM on the growth rate. Body weight change in drug

treated animals was found normal.
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SUB-ACUTE TOXICITY STUDY IN WISTAR RATS TO EVALUATE

TOXICITY PROFILE OF ILAGU SEENA CHOORANAM

Table :8 EFFECT OF SUB- ACUTE DOSE (28 DAYS)OF ILAGU SEENA

CHOORANAM ON BODY WEIGHT IN GRAM

GROUP CONTROL LOW MID HIGH
1* day 126.3+1.03 130+1.543 128.3+2.231 130.3+2.23
7% day 136.3+1.03 135.3+1.343 135+£2.113 141+2.11

14™ day 140.1+1.004 106.3+1.12 106.4+2.012 107.4+2.012

21* day 107.3+2.120 116.2+1.501 108+1.131 109+1.13

28" day 117.3+1.041 116.3+1.202 147+2.0405 150+2.040

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one

way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.0l,

*#*%p<0.001, calculated by comparing treated groupswith control group.

4 160 -
140
120
100
B CONTROL
80 m ISC 200mg/kg
60 1 1SC 400mg/kg
M ISC 600mg/kg
40
20
0
1st day 7th day 14th day 21st day 28th day
.
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EFFECT OF SUBACUTE DOSE (28 DAYS)OF ILAGU SEENA

CHOORANAM
Table : 9 ERU KARA PARPAM ON ORGAN WEIGHT (PHYSICAL
PARAMETER) IN GRAM
GROUP CONTROL LOW MID HIGH
HEART 0.47+0.02 0.28+0.04 1.05+0.11 0.45%0.02
LIVER 2.35+£0.23 2.37+0.23 2.24+0.01 2.27+0.23
LUNGS 1.35+0.10 0.35+0.14 0.54+0.24 1.47+0.10
KIDNEY | L 0.47+0.02 1.56+0.03 0.47+0.02 0.45+0.02
R 0.45+0.024 1.19+0.02 0.45+0.024 0.4620.024

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one

way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.01,

*#*%p<(0.001, calculated by comparing treated groupswith control group.

é 25 4
2
1.5
B CONTROL
1 M ISC 200mg/kg
M 1SC 400mg/kg
0.5 ® ISC 600mg/kg
0
KIDNEY
N
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EFFECT OF SUB- ACUTE DOSE (28 DAYS) OF ILAGU SEENA

CHOORANAM ON HAEMATOLOGICAL PARAMETERS

Table no 10
RBC Differential count %
Drug - Haemogl
million WBC . .
treatm obin gm | Neutop | Eosinop | Monoc | Lympo
cells/c | cells/cmm . .
ent mm %0 hils hils yte cyte
Contro | 6.25+0. | 5252.45+2 | 14.4440.4 | 31.3141 | 6.57£0.1 | 0.59+0 | 28.17+3
1 40 3.32 5 .20 1 15 32
LOW | 4.51+0. | 4334.08+2 | 14.24+0.4 | 25.58+1 | 2.1440.1 | 0.66+0. | 23.26+3
20 3.22 3 41 4 30 Sl
MID | 5.3740. | 5304.29+3 | 14.15£1.0 | 30.36+2 | 3.48+0.1 0.7 2.1743.
21 2.35 3 22 2 6+0.40 32
HIGH | 4.3020. | 5588.2943 | 16.15£1.0 | 28.36+2 | 4+0.12 | 3.68+0. | 27.1743
21 2.35 3 22 40 32

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one

way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.01,

*#*%p<0.001, calculated by comparing treated groupswith control group.

-

RBC

\

Control

ISC 200mg

ISC 400mg

ISC 600mg

J
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WBC
6000 -
5000 -
4000 -
3000 -
2000 -
1000 -
0 -
Control ISC 200mg ISC 400mg ISC 600mg
J
~
HAEMOGLOBIN
15 +
14 -
13 -
12 -
11 -
10 . T T \
Control ISC 200mg ISC 400mg ISC 600mg
J
)
NEUTROPHILS
35 +
30 -
25 -
20 -
15 -
10 -
5
0 .
Control ISC 200mg ISC 400mg ISC 600mg )
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EOSINOPHILS
7
6 -
5
4 -
3
2
i n
0 .
Control ISC 200mg ISC 400mg ISC 600mg
J
)
MONOCYTE
4
3.5
3
2.5
2
1.5
1
0.5 . .
. I |
Control ISC 200mg ISC 400mg ISC 600mg
J
A
LYMPOCYTE
30
25
20
15
10
5
0 , .
Control ISC 200mg ISC 400mg ISC 600mg )
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Table :11 EFFECT OF SUB- ACUTE DOSE(28 DAYS)OF ILAGU SEENA

CHOORANAM ON BIOCHEMICAL PARAMETERS

Drug SGPT SGOT ALP Urea Creatinine
Treatment (IU/L) (IU/L) (IU/L) (mg/dl) (mg/dl)
Control | 42.18+3.02 | 13.28+4.31 | 243.16+11.32 | 35.39+3.00 | 0.78+0.03
LOW 42.174£3.22 | 11.2744.01 | 251.15£12.42 | 40.57£2.42 | 0.54+0.04
MID 40.25+4.44 | 12.35+£2.21 | 245.49+4.14 | 39.16£2.22 | 0.69+0.04
HIGH | 42.25+4.44 | 14.35+2.21 | 234.4944.14 | 40.16+2.22 | 0.50+0.04
(39 - )
34 -
29 -
24 -
19 - W SGPT (1U/L)
| m SGOT (IU/L)
9
4
1 -
_ Control ISC 200 mg/kg ~ 1SC 400 mg/kg  1SC 600 mg/kg )
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255

250

245

240

235

230

225

|

I I B ALP (1U/L)

~

Control

ISC 200 mg/kg I1SC 400 mg/kg ISC 600 mg/kg

J

41
40
39
38
37
36
35
34
33
32

Control

Urea

ISC 200 mg/kg ISC 400 mg/kg ISC 600 mg/kg

J

41
40
39
38
37
36
35
34
33
32

Control

N
Creatinine

ISC 200 mg/kg ISC 400 mg/kg ISC 600 mg/kg

J
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EFFECT OF SUB- ACUTE DOSE (28 DAYS) OF ILAGU SEENA
CHOORANAM BIOCHEMICAL PARAMETERS

Table - 12

ISC ISC ISC
GROUP CONTROL | (200mg/kg) | 400mgkg) | (600mg/kg)
TOTAL

BILIRUBIN 0.808+0.2457 0.78+0.2827 0.818+0.76 0.74+0.19
(mg/dl)

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one-
way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.01,

*#*%p<(0.001, calculated by comparing treated groupswith control group.

4 N
Bilirubin
0.84
0.82
0.8 -
0.78
0.76
0.74
0.7 . .
Control ISC 200 mg/kg ISC 400 mg/kg ISC 600 mg/kg
- J
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EFFECT OF SUB- ACUTE DOSE (28 DAYS) OF ILAGU SEENA
CHOORANAM ON FOOD INTAKE IN GRAM

Table - 13
GROUP CONTROL ISC ISC ISC
(200mg/kg) (400mg/kg) (600mg/kg)
1 DAY 18.37+13.5110 19.1676+14.3 12.14421.71 17.9+7.62
7ThDAY 15.9+11. 10.867+12.67 16.77+9.853 11.21+14.41
14" DAY 18.87+8.72 10.87+14.28 14+13.96 19.76+8.981
215t DAY 11.91+12.4 15.4+8.466 15.9249.43 19.21+8.02
28" DAY 12.14+11.38 18.42+11.50 10.4+8.90 10.4+7.57

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one-

way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.01,

*#*%p<(0.001, calculated by comparing treated groupswith control group

/

25 4

1st day

7th day

14th day

FOOD INTAKE

21st day

m CONTROL

28th day

M ISC 200mgmg/kg
M 1SC 400mgmg/kg
M ISC 600mgmg/kg
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Table:14. EFFECT OF SUB- ACUTE DOSE (28 DAYS) OF ILAGU SEENA
CHOORANAM ON WATER INTAKE IN ML

GROUP | CONTROL (200135/1(;;) (40011§1§/kg) (60()11§1§/kg)
I"DAY | 98.3338+13.5110 | 89.1672+14.3426 | 102.10+21.7199 67.5+7.6203
T"DAY 85.5411.7938 100.863+12.6770 | 76.6673+9.85363 | 81.6717+14.4150
14"DAY | 58.3383+8.72817 | 90.8363+14.2812 80+13.9692 89.1672+8.88981
219PAY 1 91.6687+12.4949 85+8.46662 65.8338+9.43550 | 89.1717+8.79602

28" DAY 82.10+11.3840 88.3348+11.5004 80+8.90061 707.57773

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one-

way ANOVA followed by Dunnett’s(n=6); "p>0.05, *p<0.05, **p<0.01,

*#*%p<0.001, calculated by comparing treated groupswith control group

-

120

100

80

60

40

20

1st day

7th day

WATER INTAKE

14thday  21st day

28th day

m CONTROL

M ISC 200mgmg/kg
1 ISC 400mgmg/kg
m ISC 600mgmg/kg
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Table: 15 EFFECT OF SUB ACUTE DOSES (28 DAY) OF ILAGU SEENA
CHOORANAM ON ELECTROLYTES: -

GROUP CONTROL ISC ISC ISC

(200mg/kg) (400mg/kg) (600mg/kg)
Sodium (mg/dl) | 144.10+£0.6855 | 134.30+0.6792 111+£0.7571 121.80+0.70
Calcium(mg/dl) 6.0+0.89 3.20%0.13%** 4.7 7H099%*** 6.180%0. 1 ***
Phosphorus 5.27+0.0217 2.30+0.015™ 4.350+0.091™ 5.07+0.02*
(U/L)

Values are expressed as mean + SEM Statisticalsignificance (p) calculated by one-

way ANOVA followed by Dunnett’s(n=6); NS- non-significant, *p<0.05,
**p<0.01, ***p<0.001,
4 )
SODIUM
160
140 -
120 -
100 -
80 -
60 -
40 -
20 -
0 .
CONTROL ISC(200mg/kg) ISC (400mg/kg) ISC (600mg/kg)
- J
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CALCIUM
CONTROL ISC(200mg/kg) ISC (400mg/kg) ISC (600mg/kg)
J
~
PHOSPHORUS
CONTROL ISC(200mg/kg) ISC (400mg/kg) ISC (600mg/kg)
J
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6.0 RESULTS:
CLINICAL SIGNS:

All animals in this study were free of toxic clinical signs throughout the dosing
period of 28 days.

Mortality:

All animals in control and in all the treated dose groups survived throughout the
dosing period of 28 days.

Body weight:

Results of body weight determination of animals from control and different dose
groups exhibited comparable body weight gain throughout the dosing period of 28
days.

Food consumption:

During dosing and the post-dosing recovery period, the quantity of food consumed by
animals from different dose groups was found to be comparable with that by control
animals.

Organ Weight:

Group Mean Relative Organ Weights (% of body weight) are recorded in Table
No.22 Comparison of organ weights of treated animals with respective control
animals on day 29 was found to be comparable similarly.

Hematological investigations:

The results of hematological investigations conducted on day 29 revealed following
significant changes in the values of different parameters investigated when compared
with those of respective controls; however, the increase or decrease in the values
obtained was within normal biological and laboratory limits or the effect was not dose
dependent.

Biochemical Investigations:

Results of Biochemical investigations conducted on the day 29th and recorded in
Table no 24, 25 revealed the following significant changes in the values of hepatic
serum enzymes studied. When compared with those of respective control. However,
the increase or decrease in the values obtained was within normal biological and

laboratory limits.
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INTERPRETATION:

1)

2)

3)

4)

5)

6)

7

All the animals from control and all the treated dose groups up to
2000mg/kg survived throughout the dosing period of 28 days.

No signs of toxicity were observed in animals from different dose groups
during the dosing period of 28 days.

Animals from all the treated dose groups exhibited comparable body weight
gain with that of controls throughout the dosing period of 28 days.

Food consumption of control and treated animals was found to be
comparable throughout the dosing period of 28 days

Haematological analysis conducted at the end of the dosing period on day
29th, revealed no abnormalities attributable to the treatment.

Biochemical analysis conducted at the end of the dosing period on day 29"
no abnormalities attributable to the treatment.

Organ weight data of animals sacrificed at the end of the dosing period was

found to be comparable with that of respective controls.
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8. ANTIMICROBIAL STUDIES
Aim
To study the Anti-microbial action of “Ilagu Seenma Chooranam”

against Streptococcus pneumoniae and Staphylococcus aureus.

Medium

Mueller Hinton agar.

Components of medium

Beef extract - 300gms/lit

Agar - 17 gms/lit

Starch - 1.5 gms/lit

Casein Hydroxylate - 17.5 gms/lit

Distilled water - 1000 ml

PH - 7.6
Procedure

The media was prepared from the above components and poured and
dried on a petri dish. The organism was streaked on the medium and the test
drug (1gm drug in 250ml of water) was placed on the medium. This is
incubated at 37°C for one over night and observed for the susceptibility shown

up clearance around the drug.

Result:
The test drug Ilagu Seena Chooranam was sensitive against

Staphylococcus aureus
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No,65,Sr1 Ram Popular Road, MKP Nagar,Palayamkottai, Tirunelveli.

MALAR
MICRO DIAGNOSTIC CENTRE

Ph.0462-2583954,Resi-0462-2583955

Anti Microbial Study
Dr.S Karthika. M.D(s)

Dept.Of Kuzhanthai Maruthuvam,

Government Siddha Medical College,
Palayamkottai, Tirunelveli-627002
Method : Kirby Bauer

Organism : Received from malar lab

Prepare plates of Mueller Hinton Agar (M173) for use in the Kirby- Bauer Method for rapidly

growing aerobic Organisms.

ANTI MICROBIAL TEST REPORT

Susceptibility Zone | Zone size of
S.No Drug Organism . Sensitivity size of Control
Drug | (Amikacin)
L. Ilagu Seena Chooranam | Streptococcus pneumoniae | Resistant - 18mm
Staphylococcus aureus Sensitive D i
Dr.R.Napoleon MD.,

Consultant Microbiologist

Dear Doctor,

Thank you for your roference. Jf tho regult ig not corelating with the clinical impreggion,

r)

p inform us to

{4

£ tho tost with a fresh sample
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Fig. No. 5

STAPHYLOCOCCUS. AUREUS

ILAGU SEENA CHOORANAM
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9. OBSERVATIONS AND RESULTS

Results were observed with respect to the following criteria:

1.

e T A e B

Age reference

Sex reference

Religion

Socio-economic status of the patients
Aetiology

Diet reference

Seasonal reference

Distribution of thinai

Mode of onset

Reference to mukkuttram

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

Vatham reference

Pitham reference

Kabam reference

Ezhu Udalkattugal
Envagai thervugal
Neerkuri, neikuri reference
Particulars of in patients
Site of lesion

Investigation before and after treatment.
Vasi score — OP record
Vasi score — IP record

Results after treatment.
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Table No.1 AGE REFERENCE

S.No. Age Number of cases Percentage (%)
(Out of 40)
1 1-5 years 4 10
2 5-6 years 4 10
3 6-12 years 32 80
4 N
90 + 80
80 -
70 -
2 60 -
S 50 -
o]
§ 40 -
E, 30 -
20 1 10 10
10 -
0 |
1-5 years 5-6 years 6-12 years
Cases
\- J
Inference

The percentage was highest in the age group of 6 — 12 years, the

percentage was 80 %, between the age of 1-5, 5 — 6 years, the percentage was
10%.
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Table No. 2. S

EX REFERENCE

S.No.

Sex

Number of cases

(Out of 40)

Percentage (%)

Male Children

20

50

Female Children

20

50

Percentage (%)

N W B (6) (o]
o o o o o
| | | | |

—
o
I

.

Male Children

Female Children

Cases

Inference:

Out of the 40 patients, 50% of cases were Male children and 50% were

Female children.
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Table No. 3. RELIGION REFERENCE

S.No. Religion Number of cases Percentage (%)
(Out of 40)
1. Hindu 24 60
2. Christian 5 12.5
3. Muslim 11 27.5
4 )
70 ~
60
60 -
;\? 50 -
© 40 -
©
*qc-)' 30 - 27.5
o
& 20 - 12.5
10
0 _
Hindu Christian Muslim
Cases
N\ J
Inference:

In 40 of cases, 60% of cases were Hindu, 12.5 % were Christian, 27.5%

were Muslim.
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Table No. 4. SOCIO ECONOMIC STATUS

Number of cases
S.No. Socio economic status Percentage (%)
(Out of 40)
1 Lower income groups 19 47.5
2 Middle income groups 12 30
3. High income groups 9 22.5
4 N\
50 - 47.5
45 -
40
? 35 1 30
B’ 30
& 25 205
C
820 -
(O]
o 15 -
10 -
5
Lower income groups Middle income groups High income groups
Cases
\ J
Inference:

Out of 40 patients, 47.5% of cases were Lower, 30% of cases were

Middle and 22.5% of cases were high income groups.
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Table No. 5. ETIOLOGY REFERENCE

Number of cases
S.No. Etiology Percentage (%)
(Out of 40)
1 Contact Allergens 3 7.5
2 Positive family history 1 2.5
3 Others (Diet, Climate, 36 90
Debility) and Unknown

100 - 90
90 -
80 -
—~ 70 A
o %07 |
250 -
‘GE)40—
© 30 -
& 20 -
10 - 7> 2.5
O . | e— |

Contact Allergens  Positive family history Others

Cases

Inference :
Out of 40 patients Contact allergens was seen in 7.5% of cases, Positive

family was seen in 2.5% of cases, Others was seen in 90% of cases.
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Table No. 6. DIET REFERENCE

S.No. Diet habit Number of cases Percentage (%)
(Out of 40)

1 Vegetarian 5 12.5

2 Mixed diet 35 87.5

100 ~
90 -
80 -
70 A
60 -
50 -
40 +
30 +
20 12.5
0 -

Vegetarian Mixed diet

Cases

87.5

Percentage (%)

Inference:
Out of 40 patients 87.5% of cases were Mixed diet and 12.5% of cases

were Vegetarian.
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Table No. 7. PARUVAKAALAM

S.No. Paruvakaalam Number of cases Percentage (%)
(Out of 40)
Kaarkaalam
- (Aavani & Puratasi) 3 7.5
) Koothirkaalam 5 5
' (Ayppasi & Karthigai)
Munpanikaalam
> (Markazhi & Thai) > 12.5
Pinpanikaalam
+ (Maasi & Panguni) 15 37.5
Elavenilkaalam
5| (Chithirai & Vaikaasi) 1 27.5
Muthuvenilkaalam
6. (Aavani & Aadi) 4 10
(
407 37.5
35
01 275
L 25 -
%
< 20 -
[
3
g 15 12.5
* 10
10+ 75
5
-
0 , | |
Kaar  Koothir ~Munpani Pinpani  Elavenil Muthuvenil
Cases
-
Inference :

According to Paruvakaalam high incidence of 37.5% of cases in Pinpani

kaalam, 27.5% of cases in Elavenil Kaalam, 12.5% cases in Munpanikaalam,

10% of cases in Muthuvenilkalam, 7.5% of cases in Kaarkaalam,and 5% cases

in Koothirkaalam.
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Table No. 8. DISTRIBUTION OF LAND

Number of cases
S.No. Thinai Percentage
(Out of 40)
1 Kurinji (Hill) 2 5
2 Mullai (Forest) - -
3 Marutham (Fertile) 36 90
4 Neithal (Coastal) 2 5
5 Paalai (Desert) - -

100 +
90
80 -
70
60 -
50
40 -
30
20 A

10 - 5 5
o 0 —
Kurinji Mullai Marutham Neithal Paalai
(Hilry (Forest) (Fertile) (Coastal) (Desert)

Cases

90

Percentage (%)

0

Inference:

Out of 40 patients, 100% of cases belongs to Marutham.
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Table No. 9. MODE OF ONSET

S.No. Mode of onset Number of cases Percentage (%)
(Out of 40)
1 Acute 25 62.5
2 Chronic 15 37.5
f N
70
62.5

60 -

. 50 +

o 40
8

g 30 -
2

20

10 ~

0 -

Acute Chronic
Cases
N\ J
Inference:

Out of 40 patients cases 100% of cases had Acute onset of symptoms.
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Table 10

VATHAM REFERENCE
S.No. Classification of No. of cases Percentage
Vatham
1. Piranan - -
2. Abanan 8 20
3. Viyanan 40 100
4. Udhanan - -
5. Samanan 40 100
6. Nagan - -
7. Koorman - -
8. Kirukaran - -
0. Thevathathan - -
10. Dhananjeyan - -
e N
120 -
100 100
100 -
S g0 -
(0]
(@]
S 60 -
C
3
5 40 -
o 20
20 -
0 i 0 0 0 0 0 0
O I I T T T T |
Q Q Q Q Q Qo Q Q Q
\@((b ra’b& ‘\\{b({b K{Zr&b ,b’b(\(b &Qfo p @ \S@fb 6\6@ {\\Qﬁfb
T T S S E & &
SN
Cases
\ J
Inference:

In Dasa Vayu, Abanan was affected in 8 patients (20%), Viyanan
in 40 patients (100%), Samanan in 40 patients (100%).
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Table 11

PITHAM REFERENCE
S.No. | Classification of pitham | No. of Cases Percentage
1. Analaga pitham 14 35%
2. Ranjaga Pitham 14 35%
3. Prasaga pitham 40 100%
4. Sathaga pitham - -
5. Allosaga pitham - -
4 N\
120% -
100%
100% -
280% -
S
360% -
©
S40% | 35% 35%
o
20% -
0% 0%
Oo/o I I T T 1
Anal pitham Ranjagam Sathagam Prasagam Alosagam
Cases
. J

In pitham prasagam was affected in 40 patients (100%), Analaga
and Ranjaga pitham were affected in 14 patients (35%).
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Table 12

KABAM REFERENCE
S.No. | Classification of Kabam No. of Cases Percentage
1. Avalambagam 40 100
2. Klethagam 14 35
3. Pothagam - -
4. Tharpagam - -
5. Santhigam - -
-
120 +
100

100 -
280 -
@
260 -
c
840 - 35
(o)
o

20 +

0 0 0
O T T T T

Avalambagam Kilethagam Pothagam Tharpagam Santhigam
Cases

N

Inference:

In Kabam, klethagam was affected in 14 patients (35%).
Avalambagam was affected in 40 patients (100%) Tharpagam, Pothagam,

Santhigam was not affected.
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Table 13
UDAL KATTUGAL REFERENCE

S.No. Udal Kattugal No. of Cases Percentage
1. Saaram 40 100
2. Senneer 14 35
3. Oon - -

4. Kozhupu - -
5. Enbu - -
6. Moolai - -
7. Sukilam/ Suronitham - -
(120 - A
100

100 -

80 -

60 -

a0 | 35

-1

0 0 0 0 0
0
Q& 3 Q N N > Q&
%"’@ r—)é‘&e ¢ &<‘°QQ < @o& & :
© &©
\Q
&
o
\_ Y,
Inference

All 40 patients were affected saaram and senneer was affected in

14 patients (35%) . Other udal kattugal were not affected.
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Table 14

ENVAGAI THERVUGAL
S.No. Envagai Thervugal No. of Cases Percentage
1. Naadi 40 100
a) Vatha pitham 27 67.5
b) Pitha vatham 9 22.5
¢) Pitha kabam 4 10
2. Sparisam 40 100
3. Naa - _
4. Niram 40 100
5. Mozhi - -
6. Vizhi 14 35
7. Malam 8 20
8. Moothiram - -
p
120 -
100 100 100
7 77
60 - % 7 % /
n -,
® é g 225 Z g 20
22827 .7 .%mn
b 9 A mb c 9 ° @ b o
T § §E 5 5§ £ B §F § 5 &
2 2 8§ 5 3 = = 7 2 2
g g £ O =
5§ & ¢
Gl ° )
-
Inference

Naadi was affected in 40 patients a) Vatha pitham was affected in
27 patients (67.5%), Pitha vatham was affected in 9 cases (22.5%), Pitha
kabam was affected in 4 patients (10%) and niram were affected all of
the 40 in-patients (100%), vizhi was affected in 14 patients (35%), malam

was affected in 8 patients (20%).
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TablelS
NEERKURI AND NEIKURI REFERENCE

S.No.

Type of test

No. of Cases

Percentage

Neerkuri
Vaikol niram

Neikuri

40

1. Spreading like snake 27

2. Spreading like ring

3. Spreading like a

pearl

100

67.5
22.5
10

Inference:

100

Neerkuri

Neerkuri was observed in 40 patients (100%)

Inference :

e
80 -
70 -
60 -
50 -
40 -
30 -
20 -
10 -
0

67.5

Percentage (%)

22.5

=

Spreading like
snake

Spreading like  Spreading like a

ring pearl

J

In neikuri was affected in Vatha Neer present in 27 patient (67.5%), Pitha

Neer was affected in 9 pateints (22.5%), Kapha neer was affected in 4 patient (10%).

132




Table 16

SITE OF LESION
.No. Site of lesion No. of Cases Percentage
1. Face 5 12.5
2. Thoracic region 1 2.5
3. Upper Limbs 5 12.5
4. Lower Limbs 3 7.5
5. Both upper and Lower limb | 2.5
6. Multi — Centric 17 42.5
8. Mucous mebrane 6 15
0. Scalp | 2.5
10. Thigh 1 2.5
45 - 425
40 - N
. 35 A
ii 30
*g 25 A
3 20 -
15 1 125 12.5
7.5
2.5 2.5 2.5

Thoracic
region
Both upper
and Lower
limb
Multi —
Centric
Mucous
mebrane

-
_I:I 8
g =
Lower Limbs .:l
0
Scalp [|
P

Upper Limbs
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Table No. 17 OUT PATIENT RECORD

No. of days treated

S.No Op.No. Name Age /Sex Remarks
1. 21898 Irbana 11FC 30 days Moderate
2. 22325 Nandha kumar 11MC 29 days Good
3. 22651 Sharmila devi TFC 30 days Good
4, 28844 Divya prakash T™MC 44 days Moderate
5. 29726 Vijay balaji 11MC 28 days Good
6. 30220 Aara adhithya 4MC 45 days Good
7. 31312 Seyad thaslima 10FC 48 days Good
8. 36929 Maria saroja 12FC 46 days Moderate
9. 40733 Hasina 8FC 32 days Good
10. 42943 Amna 9FC 46 days Moderate
11. 42901 Aslam SMC 26 days Good
12. 52340 Ulaganathan 2MC 31 days Good
13. 52591 Shrimathi 9FC 29 days Good
14. 52947 Kamanutheen 6MC 29 days Good
15. 59006 Shankar 8MC 30 days Good
16. 72890 Kayalvizhi 9FC 23 days Moderate
17. 23743 Selvaraj 12MC 28 days Good
18. 23744 Shrimathi gayathri 9FC 34 days Mild
19. 39334 Jaisan oMC 28 days Good

20. 43935 Marimuthu ™C 28 days Good
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Table No. INPATIENTS CASE SHEET REPORTS

No.of
Name of Age/se | Duration Admission | Discharge days
S.No | IP No . . Signs and symptoms Treate Result
patient X of illness date date d

1. 1412 | Muthulingam 12MC 6 Months | Hypopigmented patches present in the both legs and 28.05.2018 | 25.06.2018 27 Moderate
both hands and face without itching ,loss of appetite
present

2. 2335 | Meenakshi 3FC 4 Months | Hypopigmented patches present in the both legs and 14.09.2018 | 09.10.2018 25 Good
right fingers without itching

3. 2543 | Rishwana 12FC 3 Months | Hypopigmented patches present in the right index 09.10.2018 | 24.10.2018 16 Mild
finger without itching, constipation present

4. 2948 | Malathi 12FC 2 Months | Hypopigmented patches around the face without 03.12.2018 | 31.12.2018 28 Good
itching, constipation present

5. 2951 | Joshlin TFC 1%2 Hypopigmented patches present in the left elbow 03.12.2018 | 25.12.2018 22 Good

Months | joint without itching

6. 3132 | Sherina 8FC 1 Year Hypopigmented patches around the scalp without 22.12.2018 | 22.01.2019 30 Moderate
itching , loss of appetite present.

7. 3183 | Lakshmana 12MC | 2 Months | Hypopigmented patches present in the wrist joint and | 28.12.2018 | 23.01.2019 27 Good

kumar left index and middle fingers without itching

8. 270 | Kumar 11MC 15 days | Hypopigmented patches present in the left middle 06.02.2019 | 04.03.2019 27 Good
finger without itching, constipation present

9. 291 | Prema varshana | 9FC 3 Months | Hypopigmented patches present in the both legs 08.02.2019 | 08.03.2019 29 Moderate

without itching, constipation present
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10. 305 | Hariharan 10MC | 3 Months | Hypopigmented patches around the face without 09.02.2019 | 07.03.2019 27 Mild
itching, loss of appetite present

11. 383 | Mohamed 11MC 1 Month | Hypopigmented patches present in the back of the 16.02.2019 | 17.03.2019 30 Good
region without itching

12. 564 | Venkatesh 12MC | 2 Months | Hypopigmented patches around the face, both knee 05.03.2019 | 02.04.2019 31 Moderate
joint, left hand and lower lip without itching,
constipation present

13. 691 | Rishwana 12FC 2 weeks | Hypopigmented patches present in the right index 18.03.2019 | 14.04.2019 28 Good

begam finger without itching,loss of appetite present

14. 822 | Abdul azeem 4MC | 1% months | Hypopigmented patches around the scalp region and | 30.03.2019 | 25.04.2019 27 Moderate
the face without itching, loss of appetite present

15. 828 | Mercy 8FC 2 Months | Hypopigmented patches around the scalp,behind the 30.03.2019 | 25.04.2019 27 Moderate
right ear without itching,loss of apprtite present

16. 893 | Prema SFC 1 Month | Hypopigmented patches present in the cheeks and 06.04.2019 | 03.05.2019 28 Good
right upper and lower eyelids without itching ,
constipation present

17. 946 | Ramkumar 12MC | 2 Months | Hypopigmented patches present in the right middle 15.04.2019 | 13.05.2019 29 Good
finger and right index finger without itching,loss of
appetite present

18. 950 | Shrimathi 10FC 3 Months | Hypopigmented patches present in the chest region 15.04.2019 | 13.05.2019 29 Mild
and right elbow joint without itching, constipation
present

19. 944 | Bharath shri SMC 1 Month | Hypopigmented patches present in the right knee 15.04.2019 | 13.05.2019 29 Good
joint and right elbow joint without itching ,loss of
apprtite present

20. 1017 | Aprose 12FC 20 days | Hypopigmented patches around the face without 23.04.2019 | 20.05.2019 28 Good

itching, constipation present
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Table No. 19. LABORATORY INVESTIGATIONS

Haematological Investigation

Urine Analysis

Motion Analysis

WBC Total WBC differential count ESR — mm/ Hr Before Treatment After Treatment Before After
S.No. | OP.No Name of the patient Cog;li;:ils ! Hb gm% Treatment Treatment
BT AT BT AT
1 15 A S D A S D Ova | Cyst | Ova | Cyst
BT AT P% | L% | E% | P% | L% | E% hr | lhr | hr| lhr BT AT

1 21898 | Irbana 9000 9200 62 30 8 64 30 6 5 10] 41 8 11 11 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
2 22325 | Nandhakumar 9600 9800 54 44 2 54 45 1 7 141 6 12 9 11 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
3 22651 | Sharmila devi 8200 9600 55 35 10 57 37 6 6 121 5 10 | 121 12.6 | Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
4 28844 Dhivya Prakash 7800 8600 47 44 9 48 44 8 5 10] 41 8 12 12 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
5 29726 | Vijay balaji 10000 10050 54 39 7 55 40 5 7 141 41 8 9 10 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
6 30220 | Aara adhithya 8600 8700 65 30 5 66 30 4 6 121 5 9 9.1 10.5 | Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
7 31312 | Seyad thaslima 8300 8400 59 36 5 60 35 5 8 16| 6 15 10 10 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
8 36929 | Mariya saroja 11200 11400 66 28 6 66 39 5 6 121 5 10| 112 | 114 ] Nil [ Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
9 40733 | Hasina 8800 9000 48 44 8 49 44 7 7 141 41 8 12.1 13 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
10 42943 | Amna 9500 9600 60 32 8 60 34 6 6 121 41 8 9.9 104 | Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
11 42901 | Aslam 8300 8500 60 35 5 61 35 4 5 10] 3 7 9 10 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
12 52340 | Ulaganathan 8700 9200 56 37 7 57 39 4 6 121 5 10 ] 938 8.7 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
13 52591 | Srimathi 9650 9750 68 26 6 68 29 3 6 121 41 9 8.9 9 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
14 52947 | Kamalutheen 9400 9600 64 30 6 65 31 4 7 15 5 10 ] 115 12 Nil | Nil | NAD Nil | Nil [ NAD Nil [ Nil Nil | Nil
15 59006 | Shankar 8300 8500 52 40 8 53 42 5 5 10| 4| 8 105 | 11.2 | Nil | Nil | NAD Nil | Nil | NAD Nil | Nil Nil | Nil
16 72890 | Kayalvizhi 8800 9000 56 34 10 59 35 6 8 16 | 7 14 11 12 Nil | Nil | NAD Nil | Nil [ NAD Nil | Nil Nil | Nil
17 23743 | Selvaraj 9200 9500 60 26 14 60 30 10 9 18 5 10| 92 11.5 | Nil | Nil | NAD Nil | Nil [ NAD Nil | Nil Nil | Nil
18 23744 | Srimathi Gayathri 9800 9900 59 35 6 62 35 3 7 14| 6 12 | 115 | 117 | Nil | Nil | NAD Nil | Nil | NAD Nil | Nil Nil | Nil
19 39334 | Jaisan 7950 8050 68 26 6 68 28 4 8 16 | 7 14 | 10.5 10 Nil | Nil | NAD Nil | Nil [ NAD Nil | Nil Nil | Nil
20 43943 | Maarimuthu 9750 9800 61 30 9 62 31 7 6 12 5 10 10 11.5 | Nil | Nil | NAD Nil | Nil | NAD Nil | Nil Nil | Nil
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Table No. 20. LABORATORY INVESTIGATIONS

BT — Before Treatment, AT - After Treatment, P — Polymorphs, L — Lymphocytes, E-Eosionophils, ESR — Erythrocyte Sedimentation Rate, Hb -
Haemoglobin A- Albumin, S — Sugar, D — Deposits,N - Nil

Haematological Investigation

Urine Analysis

Motion Analysis

WBC Total WBC differential count ESR — mm/ Hr Before Treatment After Treatment Before Treatment | After Treatment
S.No. | IP.No | Name of the patient Count cells / cu.mm Hb gm%
BT AT BT AT
1 1 Al S D Al S D Ova Cyst Ova Cyst
BT AT P% | L% | E% | P% | L% | E% hr lhr hr lhr BT | AT

1 1412 Muthulingam 10000 10050 541 39| 7 551 40| 5 7 141 4 8 9 10 | Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
2 2335 Meenakshi 7800 8600 471 441 9 48 | 44| 8 5 10] 4 8 12 12 | Nil | Nil| NAD | Nil | Nil | NAD Nil Nil Nil Nil
3 2543 Rishwana begam 8200 9600 55| 35 10] 57| 37| 6 6 12| 5 10 12.1 | 12.6 | Nil | Nil | NAD | Nil | Nil| NAD Nil Nil Nil Nil
4 2948 Malathy 9600 9800 54| 441 2 541 45] 1 7 1416 12 11.9 11 Nil | Nil [ NAD | Nil | Nil | NAD Nil Nil Nil Nil
5 2951 Joshlin 9000 9200 62| 30| 8 64| 30| 6 5 10| 4 8 11 11 Nil | Nil [ NAD | Nil | Nil | NAD Nil Nil Nil Nil
6 3132 Sherina 9500 9600 60| 32| 8 60| 34| 6 6 12| 4 8 9.9 104 | Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
7 3183 Lakshmana kumar 8800 9000 481 44| 8 49 44| 7 7 141 4 8 12.1 | 13 Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
8 270 Kumar 11200 11400 66| 28] 6 66| 39| 5 6 12|15 10 112 ] 11.4 | Nil | Nil | NAD | Nil | Nil| NAD Nil Nil Nil Nil
9 291 Prema varshana 8300 8400 59 36| 5 60| 35| 5 8 16 | 6 15 10 10 | Nil | Nil | NAD | Nil | Nil| NAD Nil Nil Nil Nil
10 305 Hariharan 8600 8700 65| 30| 5 66 30| 4 6 1215 9 9.1 10.5] Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
11 383 Mohamed 8300 8500 521 40| 8 53 42| 5 5 10] 4 8 105 | 11.2] Nil | Nil| NAD | Nil | Nil | NAD Nil Nil Nil Nil
12 564 Venkatesh 9400 9600 64| 30| 6 65| 31| 4 7 15|15 10 11.5] 12 | Nil | Nil | NAD | Nil | Nil| NAD Nil Nil Nil Nil
13 691 Rishwana 9650 9750 68| 26| 6 68| 29| 3 6 12| 4 9 8.9 9 Nil | Nil [ NAD | Nil | Nil | NAD Nil Nil Nil Nil
14 822 Abdhul azeem 8700 9200 56 37| 7 571 39| 4 6 12| 5 10 7.8 87 | Nil | Nil | NAD | Nil | Nil| NAD Nil Nil Nil Nil
15 828 Mercy 8300 8500 60| 35| 5 61| 35| 4 5 10| 3 7 9 10 | Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
16 893 Prema 9750 9800 61| 30| 9 62| 31| 7 6 125 10 10 11.5 | Nil | Nil | NAD | Nil | Nil [ NAD Nil Nil Nil Nil
17 946 Ramkumar 7950 8050 68| 26| 6 68| 29| 4 8 167 | 95 9.5 10 | Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
18 950 Srimathi 9800 9900 591 35| 6 62| 35| 3 7 14| 6 | 11.5| 11.5| 11.7| Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
19 944 Barathsri 9200 9500 60 26| 14| 60| 30| 10| 9 1815 | 92 9.2 10.5 | Nil | Nil | NAD | Nil | Nil [ NAD Nil Nil Nil Nil
20 1017 Aprose 8800 9000 561 34 10| 59| 35| 6 8 16| 7 11 11 12 | Nil | Nil | NAD | Nil | Nil | NAD Nil Nil Nil Nil
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DISTRIBUTION ACCORDING TO THE CLINICAL PRESENTATION
VASI SCORE: VITILIGO AREA SEVERITY INDEX (VASI)

Its name is an adoption from PASI SCORE in Psoriasis. The percentage of
vitiligo involvement is calculated in terms of hand units. One hand unit is
approximately equivalent to 1% of the total body surface area. The degree of
pigmentation is estimated to the nearest of one of the following percentages.

100% - Complete Depigmentation, No pigment is present

90% - Specks of pigment present

75% - Depigmented area exceeds the pigmented area

50% - Pigmented and Depigmented areas are equal

25% - Pigmented area exeeds Depigmented area

10% - Only specks of Depigmentation present

The vasi for each body region is determined by the product of the area of
Vitiligo in Hand units and the extend of Depigmentation within each hand unit

measured patch
Total body VASI = All body sites (Hand units) x (residual Depigmentation)
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Table — 21

OUT PATIENT RECORD
Age VASI SCORE Clinical
S.No | Op.No. Name Before After .
/Sex improvement
treatment | treatment
1. 21898 | Irbana 11FC 0.45 0.22 Pigmented spots
present
2. 22325 | Nandha kumar 11MC 0.37 0.18 Good
improvement
3. 22651 | Sharmila devi TFC 0.37 0.12 Good
improvement
4. 28844 | Divya prakash T™MC 0.75 0.37 Pigmented spots
present
5. 29726 | Vijay balaji 11MC 0.25 0.12 Good
improvement
6. 30220 | Aara adhithya AMC 3.75 1.87 Good
improvement
7. 31312 | Seyad thaslima 10FC 0.37 0.09 Good
improvement
8. 36929 | Maria saroja 12FC 2.4 1.2 Pigmented spots
present
9. 40733 | Hasina 8FC 2.4 1.2 Good
improvement
10. | 42943 | Amna 9FC 0.37 0.18 Pigmented spots
present
11. | 42901 | Aslam SMC 1.87 0.93 Good
improvement
12. | 52340 | Ulaganathan 2MC 0.37 0.09 Good
improvement
13. | 52591 | Shrimathi 9FC 3.6 1.8 Good
improvement
14. | 52947 | Kamanutheen 6MC 0.25 0.12 Good
improvement
15. | 59006 | Shankar 8MC 0.9 0.45 Good
improvement
16. | 72890 | Kayalvizhi 9FC 0.37 0.28 Pigmented spots
present
17. | 23743 | Selvaraj 12MC 24 1.2 Good
improvement
18. | 23744 | Shrimathi gayathri | 9FC 24 1.9 Mild
pingmentation
present
19. | 39334 | Jaisan OMC 0.75 0.37 Good
improvement
20. | 43935 | Marimuthu T™C 1.8 0.9 Good
improvement
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VASI SCORE GRAPH
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Table — 22

IN PATIENT RECORD
Age VASISCORE Clinical
S.No | Ip.No. Name & Before After .
/Sex improvement
treatment | treatment
1. | 1412 | Muthulingam 2MC | 42 2.1 Pigmented spots
present
2. 2335 | Meenachi 3FC 1.5 0.75 Good improvement
3. | 2543 |Rishwana 12FC 09 445 | Mildpingmentation
present
4. 2948 | Malathi 12FC 0.1 0.05 Good improvement
5. 2951 | Joshlin TFC 0.38 0.19 Good improvement
6. | 3132 | Sherina 8FC 0.9 0.85 Pigmented spots
present
7. 3183 | Lakshmanakumar | 12MC 3.38 1.69 Good improvement
8. 270 | Kumar 11MC 0.45 0.45 Good improvement
9. | 291 |Premavarshana | 9FC | 038 0.29 Pigmented spots
present
10. | 305 |Hariharan 10MC 0.1 0.05 Mild pingmentation
present
11. 383 | Mohamed 11MC 0.25 0.12 Good
12. | 564 | Venkatesh 2MC| 68 44 Pigmented spots
present
13. 691 | Rishwana begam | 12FC 0.37 0.18 Good improvement
14. | 822 | Abdul azeem AMC 33 1.95 Pigmented spots
present
15. | 828 |Mercy 8FC 15 0.95 Pigmented spots
present
16. 893 | Prema SFC 3 1.5 Good improvement
17. 946 | Ramkumar 12MC 1.5 0.75 Good improvement
18. | 950 | Shrimathi 10FC 2.7 185 | Mildpingmentation
present
19. 944 | Bharath shri SMC 0.75 0.37 Good improvement
20. 1017 | Aprose 12FC 0.45 0.45 Good improvement
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VASI SCORE GRAPH
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Fig.No.6
IP. No. 291 Name : Premavarshana Age: 9 /FC

BEFORE TREATMENT AFTER TREATMENT
OP. No. 28844 Name : Divyaprakash Age : 7/MC
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BEFORE TREATMENT AFTER TREATMENT
IP. No. 822 Name : Abdulazeen Age : 4 /MC
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BEFORE TREATMENT AFTER TREATMENT
IP. No. 564 Name : Venkatesh Age : 12 /MC

BEFORE TREATMENT AFTER TREATMENT

145



Table — 23
RESULTS ACCORDING TO AGE CRITERIA AFTER TREATMENT

Good Relief Moderate Relief Mild Relief
Number Number Number
of of of
S.No | Age Percentage Percentage Percentage
Cases (%) Cases (%) Cases (%)
(Out of ¢ ( Out of ¢ (Out of ¢
40) 40) 40)
1-5
1. Years 3 7.5 1 2.5 - -
2. >-6 4 10 - - - -
years
6—
3. 12 18 45 10 25 4 10
years
4 I
50 1 45
45
40
35 -
30 -
25 -
20 -
15 -
10 10
10 - 7.5
i 2.5
S 0 0 0 .
0 |
Good Relief Moderate Relief Mild Relief
@1-5 Years @5-6 Years Bm6-12 Years
g J
Inference:

Among 40 cases, the Good Relief percentage was highest in the age group of
6 — 12 years, the percentage was 45%, 5 — 6 years the percentage was 10% and
between the age group of 1 - 5 years, the percentage was 7.5%

The Moderate Relief percentage was highest in the age group of 6-12 years,
the percentage was 25% and between the age group of 1-5 years, the percentage was
2.5%

The Mild Relief percentage was highest in the age group of both 6-12 years

the percentage was 10%.
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Table - 24

RESULTS AFTER TREATMENT

S.No. Mode of onset Number of cases Percentage (%)
(Out of 40)
1 Good 25 62.5 %
2 Moderate 11 27.5 %
3. Mild 4 10 %
Inference:

Out of 40 patients cases 62.5% of cases showed significant improvement,

27.5% of cases showed moderate improvement and 10% of cases showed mild

improvement.
4 )
709 62.5
60 -
X 50 -
(0]
g 40 -
c
g 30 - 27.5
[0
o
20
10
10 -
O .
Good Moderate Mild
Cases
\§ J
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10. DISCUSSION

Venpadai is one of the eighteen types of kuttam described by saint yugi muni
resembles in its clinical features that of “vitiligo” in modern medicine. In siddha
literature, it is an acquired depigmented condition of the skin characterised by the
appearance of the milky white patches on the skin are described as the main clinical
feature, these coincide with vitiligo.

Anatomy and physiology of skin and aetiology, clinical features are discussed
in many siddha literatures . Authour collected these largely from, yugi vaidhya
chinthamani, siddha maruthuvam sirappu, thanvanthri vaidhyam, pothu maruthuvam
and aruvai maruthuvam.

20 cases were selected for treatement according to the clinical features
mentioned in siddha maruthuvam sirappu, siddha methods of diagnosis was carried
out. During the course of treatment the patient subjected to the following routine
investigation.

1. In blood TC, DC, ESR and Hemoglobin percentage, blood urea, serum
cholesterol,

2. In urine, albumin, sugar and deposit.

3. In stools ova, cyst.

4. Size and shape of the lesion, colour of the skin, colour of the hair in the
affected region and photography were takan before treatment and after
treatment.

5. Eventhough depigmentation is present in other disorder like diabetes mellitus,
leprosy, thyrotoxicosis were excluded

Incidence according to Age Distriibution:

In the present study both in the outpatient ward and inpatient ward the 80%
cases were found in the age group 6-12 years 10% of patients were found in 5-6 years
and 10% of cases were found age group in 1-5 years
Incidence according to to Sex Distribution:

40 patients of both sexes were selected for the dissertation study. Among the
40 cases50% were male children and 50% were female children.

Incidence according to Religion:

Among 40 patients , 24 (60%) patients are Hindu, 5 (12.5%) patients are

Christian, 11(27.5%) patients are Muslim.
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Incidence according to Socio — Economic status:

47.5% of patients were from poor socio-economic status , 30% from middle
class family and 22.5% from high income group. Nutritional defects also one of the
cause of venpadai.

Incidence according to Etiology :

Out of 40 patients,

3 patients ( 7.5%) were affected by contact Allergens

1 patient (2.5%) were affected bt familial predisposition

36 patients (90%) were affected by others (Diet, climate, Debility) and
Unknown.

Incidence according to Diet :

Only 12.5% of patients treated were vegetarian and the rest 87.5% were found
to be taking mixed diet.

Incidence according to Paruvakaalam:

37.5% were affected in pinpani kaalam (Masi — Panguni)

27.5% were affected in elevenil kaalam (Chithirai — Vaigasi)

12.5% were affected in munpani kaalam (Margzhli — Thai)

10% were affected in Muthuvenilkaalam (Aani & Aadi)

7.5% were affected in kaarkalam ( Aavani & purattasi )

5% were affected in koothir kaalam (Ayppasi — Karthigai)

Incidence according to Thinai:

90% of patients were belonging to maruthanilam. In siddha literature reveal
that maruthanilam is as place that can be regarded as “disease free zone” and cures all
the disease. But various environmental chages in the life style in marutham, disease
venpadai occurs irrespective of any place. Maximum patients came from in and
around Tirunelveli which belongs to maruthanilam.

5% of patients were belonging to neithal nilam

5% of patients were belonging to kurinji nilam.

Incidence according to Mode of Onset:

Out of the 40 patients, 25 (62.5%) cases affected by acute onset and 15

(37.5%) cases affected by chronic onset.
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Incidence according to Mukkutram:

VATHAM:

Viyanan and Samanan were affected in 100% of cases.
Abanan was affected in 20% of cases.
In Venpadai helminthes, amoebiasis, digestive upset and nutritional defects

also one of the cause leads to digestive problem, loss of appetite, constipation.

PITHAM:

Prasagam was affected in 100%, it gives complexion to the skin.

In Venpadai skin colour changes in due to prasagam affected.

Anarpitham was affected in 35% of cases. It gives appetite and helps for
digestion. Digestive upset is one of the cause of Venpadai And also Ranjagam
was affected in 35% of cases. It gives colour to the blood.

Decreased haemoglobin percentage is one of the cause of Venpadai.

KABAM:

Klethagam 35% of cases were affected.

Klethagam helps in digestion.

In Venpadai digestion problem is common due to helminthes, amoebiasis and
nutritional disorder.

Avalambagam 100% of cases were affected

Incidence according to Udal Kattugal:

Saaram was affected in 35% of cases.

Seneer was affected in 35% of cases.

Saram is responsible for skin colour.

Senneer is responsible for complexion of the skin. In Venpadai Saram and

senneer were affected for all cases.

Incidence according to Envagai Thervugal :

In Envagai thervugal Niram was affected in 100% of cases, because in

Venpadai skin colour change into white.

Vizhi affected in 35% of cases.
Naadi 67.5% of patients had the higher incidence of vatha pitham, 22.5% of

patients had the incidence of pitha vatham and the remaining 10% of patients had

Pitha kabam.
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Incidence according to neerkuri and neikkuri:

In Neerkuri 100% of the patients had straw coloured urine. In neikuri process
the oil resembled that of spreading like a snake 67.5% , 22.5% spreading like a ring
and spreading like a pearl 10%

Incidence according to Results After Treatment:

Out of 40 patients 25(62.5%) have good relief, 11 patients (27.5%) have
Moderate relief and remaining 4 patients (10%) have Mild relief.
MANAGEMENT:

In siddha system the treatment is based on the deranged dhosa. The vatha,
pitha and kaba dhosa are brought down by Viresanam, Vamanam and Anjanam
respectively.

Initially 3 gm of Nilavaagai choornam was give with hot water of bed time
after food .

Drug:
Internal
Ilagu seena chooranam - 1/2-1 grams twice a day(Morning and Evening) with
honey or water after food.
Good Relief:
¢ White patches are completely reduced.(Evidence of photos or enclosed)
® No new lesion has developed.
Moderate Relief:
¢ White patches moderately reduced
® No new lesions developed
e Black colour pigmentation formed in affected area.
e Other symptom are well reduced satisfactorily.
Mild Relief:
® White patches were slowly reduced
e Partially new pigmentation are formed
® No new lesion developed in other parts of body
¢ Diet restriction was instructed to the patient during the course of treatment.
® During discharge the patients were advised to follow yogasanas and
pranayamam. These helped them to prevent recurrences and patients felt

better in doing them.
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Pharmacological studies were carried out in the Department of pharmacology
Government Siddha Medical College, Palayamkottai.

Chemical analysis of the drug was also done in department of biochemistry
laboratory of Government Siddha Medical College,

Palayamkottai.

All the drugs were put to therapeutic only after careful purification process laid
down for them individually.

No toxic or side effects were clinically and reported observed in any case

during the course of the treatment.
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11. SUMMARY

The dissertation work on Venpadai is choosen by author and with an intention
to give physically and mentally also clinical relief to the patients those who are
suffering from this disease, with out any harm.

Various literature have been collected regarding venpadai from siddha texts as
well as modern text books.

Venpadai noi is a disease affecting both male and female children as per the
Siddha and Modern systems of Medicine.

To treat children with Vitiligo, a Siddha trial drug, “Ilagu seena chooranam"
has been prepared. The collection, confirmation, and purification of all ingredients
have been described. The method of preparation of “Ilagu seena chooranam” has
also been described.

The biochemical analysis of the trail drug shows the presence of Sulphate,
Starch, Ferrous iron, Unsaturated Compound and Reducing Sugar the results
have been tabulated. The pharmacological effects such as Haematinic, Anti Vitiligo
activity of trail drug have been studied and the results have been tabulated.

The trail drug, Ilagu seena chooranam has been used to treat 20 inpatients of
children both sexes affected by Venpadai IPD ward of PG- KuzhanthaiMaruthuvam
Department of GSMC. Maximum occurance of this disease was observed in children(2
to 12years).

Before treatment, the signs and symptoms for Venpadai are noticed and
confirmed by clinical analysis. During treatment, the dose of ¥2-1 g of Ilagu seena
chooranam,twice a day after meals, has been given to children .

Findings reveal about the impact of the disease in the body. Statistical study of
the details in the case sheet was observed and the results have a see through idea about
the disease.

No adverse side effects were reported during or after the course of treatment.

The bio-chemical analysis and pharmacological study of the drug revealed its
efficacy. From the studies, the drug Ilagu seena chooranam possesses significant
Haematinic and Anti vitiligo action.

By analyzing and taking into consideration of all these results, it is inferred that

the Ilagu seena chooranam has effective actions in controlling the Venpadai Noi.
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12. CONCLUSION

The clinical study shows that 62.5% of patients were cured and 11 cases had
moderate relief and 4 cases had mild relief.

The trial drugs were very effective to the patients and there was no recurrence
of symptoms.

Cost of the drug is very cheap and free from side effect. So they are useful for
long term purposes.

The trial medicine were very safe to the children.

The drugs along with yoga and pranayama as supportive therapy showed very
good prognosis.

The drug is a herbal product , easily available, easy to administrate, simple way
of preparation, high efficacy, harmless to infants and children

The dose of the drug used in present study is to be used in pediatric practice to

treat children with venpadai.
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Sangankuppi ilai Clerodendran innerme/lamiaceae Leaf ]
Sangan verpattai Azima tetracantha/ salvadoraceae Root bark
Vellarugu samoolam Enicostemma axillare/ Gentianaceae Whole part
Kaiyanthagarai Eclipta prostrata/Asteraceae Whole part .
samoolam !
Senkathaari verpatiai Capparis seppiaria/ capparaceae Root bark ;

Station:Palayamkottai

Date: |, \ a \[%v

'@
— =\
uth6rised signature |

Dr. S. SUTHA, M.Sc.MEd.Ph.D.,
A e .

,ciate Professor
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CLINICAL TRIALS REGISTRY - INDIA

ICMR - National Institute of Medical Statistics

REF/2018/06/020397
CTRI Website URL - http://ctri.nic.in

e

CTRI Number

Last Modified On
Post Graduate Thesis
Type of Trial

Type of Study

Study Design

Public Title of Study

Scientific Title of
Study

Secondary IDs if Any

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details Contact
Person (Scientific
Query)

Details Contact
Person (Public Query)

CTRI/2018/08/015453 (Registered on : 24/08/2018) - Trial Registered Prospectively

26/07/2018

Yes

Interventional

Siddha

Other

A clinical trail to study the effect of llaguseena chooranam in patient with Venpadai

An open clinical study to evaluate the clinical efficacy of Siddha sasthric formulation llaguseena
chooranam for the treatment of Venpadai

Secondary ID Identifier
NIL NIL
Details of Principal Investigator
Name SKarthika
Designation pg scholar

Affiliation government siddha medical college palayamkottai
Address Government siddha medical college palayamkottai Government
siddha medical college palayamkottai
Tirunelveli
TAMIL NADU
627002
India
Phone 8939283843
Fax
Email drakarthika1993@gmail.com
Details Contact Person (Scientific Query)
Name DrDKSSoundararajan

Designation

Professor

Affiliation government siddha medical college palayamkottai
Address HOD,Department of kuzhanthai maruthuvam,Government siddha
medical college, palayamkottai. Government siddha medical college
palayamkottai
Tirunelveli
TAMIL NADU
627002
India
Phone 9442048801
Fax
Email dr.dks2012@gmail.com
Details Contact Person (Public Query)
Name SKarthika
Designation pg scholar
Affiliation government siddha medical college palayamkottai
Address Government siddha medical college palayamkottai Government

siddha medical college palayamkottai
Tirunelveli

TAMIL NADU

627002

India
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REF/2018/06/020397
CTRI Website URL - http://ctri.nic.in

CLINICAL TRIALS REGISTRY - INDIA |
ICMR - National Institute of Medical Statistics

Phone 8939283843
Fax
Email drakarthika1993@gmail.com

Source of Monetary or

Material Support p—

Primary Sponsor

Name karthika
Address Government siddha medical college palayamkottai
Type of Sponsor Other [PG Scholar]

Details of Secondary

Sponeor NIL NIL

Countries of
Recruitment

India
Sites of Study
Skarthika government siddha op number 7 8939283843
medical college and department of
hospital tirunelveli kuzhanthai maruthuvam|drkarthika1993@gmail.
Tirunelveli com
TAMIL NADU
Details of Ethics
Committee
IEC government siddha |Approved 29/05/2017 No
medical college
palaymkottai
Regulatory Clearance
Status from DCGI Not Applicable No Date Specified
Health Condition /

Problems Studied Healthy Human Volunteers patients suffering from venpadai

Intervention /
Comparator Agent

Intervention llaguseena chooranam llaguseena chooranam oral
route twice daily

Comparator Agent nil nil

Inclusion Criteria

Age From 2.00 Year(s)

Age To 12.00 Year(s)

Gender Both

Details patient with appropriate symptoms of Hypo pigmented patches with

hyper pigmented border without any structural changes in any part of
the body vitiligo present any part of the body

Children who are willing to undergo investigation and give blood and
urine samples for laboratory investigation Patient's informant /
Parent willing to sign the informed consent stating that he/she will
consciously stick to the treatment during 27 days but can opt out of
the trial of his / her own conscious discretion.

Exclusion Criteria

Details Albinis Dermatological aspect of leprosy Tinea versicolor Burn scars
Dermatological aspect of addisons diseases
Post inflammatory hypopigmentation

page2/5
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CLINICAL TRIALS REGISTRY

ICMR - National Institute of Medical Statistics

INDIA

REF/2018/06/020397
CTRI Website URL - http://ctri.nic.in

Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking
Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enroliment (India)

Date of First
Enroliment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial (Global)

Recruitment Status of
Trial (India)
Publication Details
Brief Summary

Pityriasis alba
Alopecia aerate chemical leucoderma
whitepatches on mucous membrane

Not Applicable

Not Applicable

Open Label

Outcome Timepoints

Primary outcome is mainly assessed by 27 days
comparing the reductions in clinical symptoms

and recurrence before and after teatment.

Outcome Timepoints

Secondary outcome is assessed by comparing
the safety parameters before and after the
treatment.

27 days

Total Sample Size=40

Sample Size from India=40

Final Enroliment numbers achieved (Total)=Applicable only for Completed/Terminated trials
Final Enrollment numbers achieved (India)=Applicable only for Completed/Terminated trials

Phase 2

01/08/2018

01/08/2018

Years=2
Months=0
Days=0

Not Applicable

Not Yet Recruiting

none yet

In this study, patients reporting at the OPD with the clinical symptoms of
patchy loss of skin colour

Premature whitening or graying of the hair on scalp, eye lashes, eye
brows or beard

loss of colour in the tissues that lines inside the mouth, nose.

Patient will be examined clinically for enrolling in the study based
on inclusion and exclusion criteria.

The patients who are to be enrolled patients would be informed (Form V)

page 3/5
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| il

about the study, trial drug, possible outcomes and the objectives of the
study in the language and terms understandable to them and to their
informants.

o | After ascertaining the parent’s willingness, informed consent would be
obtained in writing from them in the consent form (Form IV-A).

o | All these patients will be given unique registration card in which patient’'s
registration number of the study address, phone number and Doctor’s
phone number etc. will be given, So as to report easily if any complications
arise.

« | Complete clinical history, complications and duration, examination
findings — all would be recorded in the prescribed proforma in the history
and clinical assessment forms separately. Screening form- 1 will be filled
up; Form I-A, Form Il and Form IIl will be used for recording the patient's
history, clinical examination of symptoms, signs and laboratory
investigations respectively.

w0 Patients would be advised to take the trial drug and appropriate
dietary advice (Form IV-D) would be given according to the patient's
perfect understanding.In this study, patients reporting at the OPD with the
clinical symptoms of

o) patchy loss of skin colour

o0 Premature whitening or graying of the hair on scalp, eye
lashes, eye brows or beard

o0 loss of colour in the tissues that lines inside the mouth, nose.

Patient will be examined clinically for enrolling in the study based
on inclusion and exclusion criteria.

e The patients who are to be enrolled patients would be
informed (Form 1V) about the study, trial drug, possible outcomes and the
objectives of the study in the language and terms understandable to them
and to their informants.

paged/5
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0 After ascertaining the parent’s willingness, informed consent
would be obtained in writing from them in the consent form (Form IV-A).

o0 All these patients will be given unique registration card in
which patient’s registration number of the study address, phone number
and Doctor's phone number etc. will be given, So as to report easily if any
complications arise.

w0 Complete clinical history, complications and duration,
examination findings — all would be recorded in the prescribed proforma in
the history and clinical assessment forms separately. Screening form-

I will be filled up; Form I-A, Form Il and Form Il will be used for recording
the patient’s history, clinical examination of symptoms, signs and
laboratory investigations respectively.

0 Patients would be advised to take the trial drug and
appropriate dietary advice (Form IV-D) would be given according to the
patient's perfect understanding.
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GOVERNMENT SIDDHA MEDICAL COLLEGE & HOSPITAL
PALAYAMKOTTAI
POST GRADUATE DEPARTMENT OF KUZHANTHAI MARUTHUVAM
PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM
Form I-SCREENING & SELECTION PROFORMA
S.LNo: ..o OP/IP No: .......... Name: ..................

Age: i, Gender: .............. Date of Enrollment: .............
Date of Completion :............. Informant.............. Reliability : ...............
INCLUSION CRETERIA: Y

Z
=)

o Age 2-12 years.
¢ Hypopoigmented patch with hyperpigeted border
without any structural changes in any part of the body
e Vitiligo present any part of the body
¢ Constipation
® Anorexia
e  Worm infestation.
* Anemia
EXCLUSION CRITERIA:
* Total Albinism
* Dermatological manifestations of leprosy
* Tinea versicolor
* Burn scars
* Dermatological manifestations of addisons diseases
* Post inflammatory hypopigmentation
* Pityriasis alba

¢ Chemical leucoderma

JUbUUU bubbboouun @
JUUbbl booubbuu

Signature of Guide: Signature of Principal Investigator:

Signature of HOD:
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GOVERNMENT SIDDHA MEDICAL COLLEGE & HOSPITAL
PALAYAMKOTTAI

POST GRADUATE DEPARTMENT OF KUZHANTHAI MARUTHUVAM

PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”. A PEADIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM

FORM IA - HISTORY PROFORMA ON ENROLLMENT

Patient id: OP/IP NO. VISIT DATE (__/ /
NAME :

AGE:

Gender: MALE FEMALE Date Of Birth :( / / )

Fathers/Mother/Guardian name :

Fathers Occupation:

Fathers Monthly income:

Religion:

Socioeconomic status:

Patient informant :

Postal Address

Contact no:

1. Complaints and duration

XVi




2. Present illness

History of past Illness
History /Symptoms /Signs Yes No if, Yes Details

Any Similar Complaints

Bronchial Asthma

(] [ ]
1 [
Dust Allergy I:I I:I
[ ] [ ]
[] []

Hospitalization

Any Other

Family History
Any hereditary familial Disease Yes No

TG U |

Immunization History

Proper Immunization given Yes A\ S
Food Habits:
1. Veg 2. Non-Veg 3. Mixed

General assessment No
1. Picca

2. Nail Biting

UL
UL

3. Bowel Movements

Z
o

General Examination Yes
1. Pallor

2. Jaundice

3. Cyanosis

4. Clubbing

5. Pedal oedema

6. Lymph adenopathy

IRNNEN
I REN

XVvii



Vital signs:-

1. Pulse rate / mint

2 Heart rate / mint
3 Respiratory Rate / mint
4. Temperature
5 BP

Anthropometry:
Height
Weight

Head Circumference
Chest Circumference

Mid Arm Circumference

CLINICAL EXAMINATION:
Normal Affected

Cardio Vascular system: I:I I:I

Gastro intestinal system: |:|

[ ]
Musculo skeletal system: |:| |:|
[ ]
[ ]

Central nervous system: |:|
Endocrine system: |:|

CLINICAL EXAMINATION OF SKIN:
1. Site:

2. Colour: Normal I:I Reddish I:I Black I:I Pallor I:I
3. Itching: No |:| Mild |:| Moderate |:| Severe I:I

EXAMINATION OF NAILS:

1. Pallor: Present I:I Absent I:I

2. Koilonychia: Present |:| Absent |:|

XViii



Nilam:

[ ] [ ]
Kurinji Mullai

Kaalalyalbu

Kaarkalam

Yaakai

Vatham I:I
Pitham |:|

Kabam I:I

[ ]

Marutham

[ ]

Neithal

I:I Koothirkaalam I:I Munpanikaalam I:I

Pinpanikaalam |:| Illavenikaalam |:| Muthuvenrkaalam |:|

UyirThathukkal

Yatham

Praanan
Abaanan
Uthaanan
Viyaanan
Samaanan
Nagaan
Koorman
Kirugaran
Devathathan

Dhanajeyan

Pitham

Analagam
Ranjagam
Saathagam
Alosagam

Prasagam

Normal

Normal

VathaPitham
PithaVatham
KabaVatham

Affected

Affected

X1X

I:I VathaKabam I:I
|:| PithaKabam I:I
|:| KabaPitham |:|

Remarks

Remarks

[ ]

Paalai



Kabam

Normal Affected Remarks

Avalambagam

Kilethagam

Pothagam

Tharpagam

Santhiga

Udalthathukkal

Normal Affected Remarks

Saaram

Senneer

Oon

Kolupu
Enbu
Moolai

Sukilam/Suronitham

EnvagaiThervugal

Normal Affected Remarks

Naa

Niram
Mozhi
Vizhi

Malam

Niram

Nurai

Elagal

Erugal

XX



Moothiram

Neerkuri:

Niram Normal Affected
Edai Normal Affected
Nurai Normal Affected

Manam Normal Affected

Enjai Normal Affected

Neikuri:

Vatham

Pitham
Kabam
Others

Naadi:
ThaniNadi
Vadham Pitham Kabam

ThonthaNadi
VathaPitham Pithavatham PithaKabam

Kabapitham

Sparism
Diagnosis
Admitted to trial : 1. Yes 2. No.
if yes, S.No: 11IP 2.0P

Diagnosis
DRUGS ISSUED:
Date :

Station

Date :

Signature of the Guide Signature of Principal Investigator:

Signature of the HOD

XX1



GOVERNMENT SIDDHA MEDICAL COLLEGE AND HOSPITAL
BRANCH 1V - KUZHANTHAI MARUTHUVAM
PALAYAMKOTTALI - 627 002.

FORM-IB:CASE SHEET PROFORMA-“VENPADATI”

[.P.No. :

Bed. No. :

Name of the Medical unit:
Name :

Age/Sex:

Permanent Address:

Temporary Address:

PG-Pediatric Ward, Government Siddha
Medical College & Hospital,
Palayamkottai.

Informant:

Invesitgator:

XXil

Nationality:

Religion:

Occupation(Parents):

Income:

Date of Admission:

Date of Discharge:

Diagnosis:

Medical Officer:



Complaints and duration :

History of present illness :

History of past illness :

Personal History:

Family History:

Consanguinity
Ataxia
Blindness
Cp
MR
Seizure
Movement disorder

Deafness

Socio-Economic Status:

Habits:
Bowel and micturation habit
Sleep
Enuresis
Thumb sucking
Nail biting
Pica

XX1ii



Diet History :

Appetite
Types of diet

Antenatal History :

Natal:

Medication

Infection (STARCH)

Irradiation

Toxaemia

Hemorrhage

Severe Anaemia

Eclampsia

H/o Decreased foetal Movements
Maternal malnutrition

Maternal Diabetes Mellitus(DM)
Maternal Hypertension

Breech presentation
Forceps / - C- Section
Home / Hospital

H/o prolonged labour

Post Natal

Post partumHaemorrhage

Sepsis

XXiv



Neonatal History:
Birth Weight
Term / Pre term baby
Congenital malformations
Birth Asphyxia — APGAR — Score
Neonatal convulsions
Kernicterus
Diarrhoea
Birth injury / Head injury / Activity of the child
a) at birth
b) after birth
Time of cry after birth
Resusscitation done or not
(if done nature of resusscitation)
Respiratory distress / cyanosis
Fever / altered sensorium
Feeding after birth
Lymphadenopathy

Developmental History :

Immunization History :

General Examination
Anthropometry:
Height

Weight

Head Circumference
Chest Circumference

Mid Arm Circumference

XXV



. Consciousness
. Decubitus

. Anemia

. Jaundice

. Cyanosis

. Clubbing

. Pedal oedema

. Lymphadenopathy

O 0 N N L B WD =

. Nourishment
10. Skin changes
11. Edema
12.JVP

13.Pulse Rate
14.Heart Rate
15.Respiratory Rate
16. Temperature
17.Blood Pressure
18.Spine

19.Skin

Systemic Examination
Cardio Vascular System
Respiratory System
Gastro Intestinal System
Genito Urinary System
Nervous System
Consciousness:
Temper Tantrum: Sociable- Irritable - Playful
Memory
Orientation
Speech
Intelligence (1.Q)

Handedness

XXVi



Cranial Nerve Examination:
Motor System:

Power

Tone

Reflex

Grip

Gait

Sensory Examination:

Superficial Sensation:
Touch
Pain
Temperature

Deep Sensation:
Position sense :
Joint sense
Vibration sense:

Cortical Sensation:

Cerebellar Signs:

Autonomic System:

Siddha Systems — Clinical Examination:
Nilam

Kurinchi

Mullai

Marutham

Neithal

Palai

XX Vil



ParuvaKaalam
Kaar

Koothir
Munpani
Pinpani
Elavenil

Muthuvenil

Uyirthathukal:
Vatham
Praanan
Abaanan
Uthaanan
Viyaanan
Samaanan
Naagan
Koorman
Kirugaran
Devathathan

Dhananjeyan :

Pitham
Analam
Ranjagam
Sathagam
Alosagam

Prasagam

Kabam
Avalambagam
Kilethagam
Pothagam
Tharpagam
Santhigam

XXVili



UdalKattugal
Saaram
Senneer

Oon
Kozhuppu
Enbu

Moolai
Sukkilam/Suronitham :
EnvagaiThervugal
Naadi
Sparisam

Naa

Niram

Mozhi

Vizhi

Malam
Moothiram
Neerkuri
Niram
Manam

Nurai

Edai

Enjal

Neikuri

Malakuri
Nirami
Nurai
Elagal
Erugal

XX1X



Lab Investigations

1. Blood

TC

DC

Hb

ESR

2. Urine

Albumin

Sugar

Deposits

3. Motion

Ova

Cyst

Occult blood
DIFFERNTIAL DIAGNOSIS
PROGNOSIS
MARUTHUVAMURAI
ADVICE

DAILY PROGRESS

Date Symptoms

Medicine

XXX




GOVERNMENT SIDDHA MEDICAL COLLEGE & HOSPITAL
PALAYAMKOTTAI

POST GRADUATE DEPARTMENT OF KUZHANTHAI MARUTHUVAM

PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM
FORM - II1&IIA
CLINICAL ASSESMENT ON ENROLLMENT DURING AND AFTER TRIAL

S.INo: ............. OP/IP No: ............ Name: ..................
Age: ..ol Gender: .............. Date of Enrollment: ............
Date of Completion :............. Informant: ............. Reliability : ...............

SIDDHA SYSTEM OF EXAMINATION

LLENVAGAI THERVU: [EIGHT-FOLD EXAMINATION]
1.NAADI: [PULSE PERCEPTION]

2.SPARISAM: [SENSITIVITY]

3.NAA:[TONGUE]

4.NIRAM: [COMPLEXION]

S.MOZHI: [VOICE]

6.VIZHI: [EYES] (Lower palpebral conjunctiva)

XXX1



7.MALAM: [BOWEL HABITS / STOOLS]

1 Day 9" Day 18" Day 27" Day
Colour Dark/Yellow/ Dark/Yellow/ [Dark/Yellow/ [Dark/Yellow/
Red/ Pale Red/ Pale Red/ Pale Red/ Pale
Consistency [Solid/ Solid/ Solid/ Solid/
Semisolid/ Semisolid/ Semisolid/ Semisolid/
Waterv Waterv Waterv Waterv
Stool bulk Normal/ Normal/ Normal/ Normal/
Reduced Reduced Reduced Reduced
Constipation [Present/ Absent/Present/ AbsentPresent/ Absent|Present/ Absent
Diarrhoea Present/ AbsentPresent/ AbsentPresent/ Absent|Present/ Absent
S.MOOTHIRAM|URINE EXAMINATION]:
NEERKURI 1¥ Day 9" Day 18" Day 27" Day
Niram 'White/ 'White/ 'White/ 'White/
[Colour] Yellowish/ |Yellowish/ [Yellowish/ Yellowish/
Straw Straw Straw Straw
coloured/ coloured/ Coloured/ coloured/
Crystal Crystal Crystal Crystal
clear clear clear clear
Manam|[Odour] [Present/ Present/ Present/ Absent |Present/ Absent
Absent Absent
Nurai[Froth] Nil/Reduced/ [Nil/Reduced/ [Nil/Reduced/ Nil/Reduced/
Increased Increased Increased Increased
Edai[Sp.gravity] [Normal/ Normal/ Normal/ Normal/
Increased/ Increased/ Increased/R educedIncreased/R educed
Enjal[Deposits] [Present/ Present/ Present/ Absent  [Present/ Absent
IAbsent IAbsent
'Volume Normal/ Normal/ Normal/ Normal/
Increased/ Increased/ Increased/R educedIncreased/R educec

XXXil



NEIKURI 1" Day | 9"Day | 18" Day | 27" Day
Serpentine fashion
Annular/Ringed fashion
Pearl beaded fashion
Mixed fashion

ILTHEGI: [TYPE OF BODY CONSTITUTION]

IILNILAM: [ LAND WHERE PATIENT LIVED MOST]

1 L [ ] I -

Kurinji Mullai Marutham NeithalPalai
(Hillyterrain)  (Forestrange) (Plains) (Coastalbelt) (Aridregions)
IV.KAALAM:
Kaarkalam - [ ] Pinpanikalam - ]
Koothirkalam - I Ilavenil - C 1
Munpanikalam - [ ] Muthuvenil - ]

V.MUKKUTRAM:[AFFECTION OF THREE HUMORS]

A)VATHAM:

1" Day | 9"Day | 18"Day | 27" Day

Praanan

Abaanan

Viyaanan

Udhaanan

Samanan

Naagan(Higher intellectual

function)

Koorman(airway of yawning)

XXXiii



Kirukaran(Air of salivation/nasa

secrection)

Devathathan (Air of laziness)

Dhananjeyan(this air that acts

on death)

B.PITHAM:

1" Day

9" Day

18" Day | 27" Day

Analpitham (Gastric juice)

Ranjagam(Haemoglobin)

Saathagam(Life energy)

Praasagam (Bile)

Aalosagam

C.KABAM:

1St

9" Day

18th

27" Day

Avalambagam (Serum)

Kilaethagam (saliva)

Pothagam (lymph)

Tharpagam(cerebrospinal

fluid)

Santhigam(synovialfluid)

VIL.SEVEN DHATHUS: (7 SOMATIC COMPONENTS)

1 Day | 9" Day

18" Day | 27™ Day

Saaram [Chyme]

Senneer [Blood]

Oon [Muscle]

Kozhuppu [Fat]
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Enbu [Bones]

Moolai [Bonemarrow]

Suronitham[Genital discharges]

1.SYSTEMIC EXAMINATION:

1St

9" Day

18th

27" Day

1)Gastrointestinal System

2) Respiratory System

3)Cardiovascular System

4)Central Nervous System

5)Urogenital System

Anthropometry:
Height
Weight

Head Circumference
Chest Circumference

Mid Arm Circumference

2. GENERAL EXAMINATION:

1St 5th

9th

12th

15[h

20[h

27'[h

Height (cms)

Weight (kg)

Temperature (FO)

Pulse rate (per min)

Heart rate (per min)

Respiratory rate(per min)

Blood pressure (mm/Hg)

Anaemia

Jaundice

Cyanosis

Lymph adenopathy

Pedal edema

Clubbing

Jugular vein pulsation
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3.CLINICAL SYMPTOMS:

COMPLAINTS

1** Day

9" Day

18" Day

27" Day

Hypo pigmented
patch

Anorexia

Constipation

Loss of appetite

Worm Infestation

Anemia

Date:

Station:

Signature of the Investigator:

Signature of the Guide :

XXX V1

Signature of the HOD




GOVERNMENT SIDDHA MEDICAL
COLLEGE&HOSPITALPALAYAMKOTTAI
POST GRADUATE DEPARTMENT OF
KUZHANTHAI MARUTHUVAM
PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM

SINo:............. OP/IP No: ............ Name: ..................

Age: i, Gender: .............. Date of Enrollment: .............

FORM IIT - LABORATORY INVESTIGATION

Reliability : ...............

Routine blood investigations Normal Before TMT | After TMT
values date: date:

Hb (gms %) 11.5-14.5
T.RBC (milli/cu.mm) 4-4.9
ESR(mm) % hr. 0-4

1hr. 0-13
T.RBC (milli/cu.mm) 5000-14500
DIFFERENTIAL | Polymorphs 40-75
COUNT (%) Lymphocytes 28-48

Monocytes 3-6

Eosinophils 0-3

Basophils 0-1
Urine Investigation Before TMT After TMT

Date : Date :

Albumin
Sugar

Deposits

XXX Vil




Stools Investigation Before TMT After TMT
Date : Date :
OVA
Cyst
Occult blood
Date :
Signature of Guide: Signature of Principal Investigator:

Signature of HOD:

XXX Vil




Qg For Grewid uflafliys SHpemend SRILMIUD HBHBHIN UUI6).
@LILIGH6D LIg6)LD
FNABIENITEL FTeiB6ITBSLILILL Sl
BTl QbFH LOHHHI PUlmed GSBRHH MHH SLITHISEN6TULD
Grmwireflufesr QUBCBTMHG Uflub euensuisy 1BHHIMIHBH60 6160 2 mIg
61T & Cmedt.

Cpa MBOWITLILILD :
@Lb QUi :

Crmwreflulen QUBEBNT UILSHEL LIgeud

sl lD @bdH OHHHIO PUINTET SHTTIISHMBSUD, LOMHHAHET H6ieNID LOBMILD
oSS B UBBULIWL, BbS WEHSDHIHMS CBTLITHDI 66D ELHMSHUT6H
2 160 QUSHHMBHE HNIBHTNNDHHND, DHMEL LITHISTHES LIWLLGLD LS HSHIeN
UIeYHIL L1 LfICFTHmendeT UBMSuD SHmigd efld@Gn auemsulsd uiey
LOHBHHINUTTE0 N6Nbadd FnmLILIL L Gl

BTel QbPH OHGHHIN HUISNGHICLTHI SHTT6WID THIQD Fnmmioed 6T ICLITSHI
Couemt(BLOTETEVID 61601 GHLbemBHmU alBeldhdHid OBTeTEHD 2 [Flenineniid
OB b (e Gei.

BT6S  6T6TNIHL_UI FHHBHTTE CHTe QFUILD 2 [flenwenuids Gaomemrh
OCeuswiiuenL. GpmuibsTen WHHSH @evd For Fyewid URSFLS SHmeven HewrLpslujb
BHSHHIN UIOEEG 610H GHWHMmHMW 2 L LUBHH @LILH0 ieMdalGmei.

BbH WPTUIFFHHEG SHhiBeT elmlubdlenr Cufled GhenHenul 2 I UBHSID
UL FHHe0 2 6MDHbHTE Rev@dFen gyewid 1 — 2 &Hymb, CHer isvevgl Geubbiled
AmBeuemer 27 BIL&6T 2 I Qsbmeien Geuemr(BLb.

Qbd priFHuied Crruilemres Caibm LIBE 2 mseEnddE el
Bsvemevlulelisy sTIGLITDEI CousmiBLOTITID SHHIGENH GHLHMmBHMW allevddd
Q& TEITeM6OTLD.

Gogid @ps auniFfseIEC (Hpsuer BHOB &w)
FMermIOUBLILIL (HeiTeN .

QbBHoGHe FBLuTe GeuswiuemL. ChTUISSETS DmISHFeSILLL
e ombHa HTedeL Faplul Betengl. @& eueny Gmprwimelsefi b shsHelsh
LSS MR HN6N  JBLIGGHHNT606M6V.

Cuoaud 2 _emieypempuiled USHHUWID STHSHLTHR DBeBISSLILGSBSI.

Cxpax QuBEBIT GLIWIT

GL MBEUWITLILILD
Fm_daboMyT QUi
6m&GWITLILID
2_me)|(LpenDs
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GOVT SIDDHA MEDICAL COLLEGE AND HOSPITAL
PALAYAMKOTTAI

PG. DEPT. OF KUZHANTHAI MARUTHUVAM

CONSENT FORM

An open clinical study to evaluate the safety and efficacy of Siddha sasthric
formulation“ILAGU SEENA CHOORANAM”for the management “VENPADATI”
CERTIFICATE BY INVESTIGATOR
I certify that I have disclosed all the details about the study in the terms

readily understood by the parent.

Date ....ccceeneennnnne Signature..............
place .....coevnniennnn. Name .....cceeevnnneen
CONSENT OF INFORMANT

I have been informed to my satisfaction, by the 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 safeguardmy
Son / Daughter body functions.

I am aware of my right to opt out of the trial at any time during the courseofthe
trial without having to give the reasons for doing so.

I am, exercising my free power of choice; hereby give my consent to be
included as a subject in the clinical trial of “ILAGU SEENA CHOORANAMfor the
treatment of “VENPADAI”

Informant Signature.:..........

Date: Informant Name: .............
Place: Patient Name:............c......
Signature of Witness Relationship:.......ccccceuveeneee.
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GOVERNMENT SIDDHA MEDICAL COLLEGE&HOSPITAL
PALAYAMKOTTAIPOST GRADUATE DEPARTMENT OF

KUZHANTHAI MARUTHUVAM
PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM

S.ILNo: .....ceeene. OP/IP No: ............ Name: ..................
Age: i, Gender: .............. Date of Enrollment: .............
Date of Completion :............. Informant: ............. Reliability : ...............

FORM IVB - WITHDRAWAL

Date of Trial commencement

Date of withdrawal from trial

Reason (s) for withdrawal : Yes /No

Long absence at reporting : Yes /No

Irregular treatment : Yes /No

Shift of locality : Yes /No

Complication adverse reactions if any: Yes /No

Exacerbation of symptoms : Yes /No

Pt. not willing to continue : Yes /No

Date :

Signature of Guide: Signature of Principal Investigator:

Signature of HOD:

xli



FORM IV-C - PATIENT INFORMATION SHEET
Name of the principal investigator:
Name of the institution : GOVERNMENT SIDDHA MEDICAL
COLLEGE&HOSPITAL,
Palayamkottai

Information sheet for patients participating in the open clinical, trial

1, Studying as PG Scholar at
GOVERNMENT SIDDHA MEDICAL COLLEGE & HOSPITAL,
PALAYAMKOTTAI is doing a trail on the study “VENPADAI” . It is a most

common disease in children. In this regard, I am in a need to ask you few questions. I
will maintain confidentially of your comments and data obtained. There will be no risk
of disclosing your identity and no physical, psychological or professional risk is
involved by taking part in this study. Taking part in this study is voluntary. No
compensation will be paid to you for taking part in this study.

You can choose not to take part. You can choose not to answer a specific question.
There is no specific benefit for you if you take part in the study. However, taking part
in the study may be of benefit to the community, as it may help us to understand the
problem of defaulters and potential solutions.

If you agree your child to be a participate in this study, he/she will be included in the
study primarily by signing the concern form and then you will be given the internal

medicine “ILAGU SEENA CHOORANAM” (1 -2 gm) for 27 days.

Date :

Signature of Guide: Signature of Principal Investigator:

Signature of HOD:
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GOVERNMENT SIDDHA MEDICAL COLLEGE&HOSPITAL
PALAYAMKOTTAI
POST GRADUATE DEPARTMENT OF KUZHANTHAI MARUTHUVAM

PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC
DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM
FORM IVD- DIETARY ADVICE FORM

S.INo:............. OP/IP No: ............ Name: ..................
Age: ..o Gender: .............. Date of Enrollment: ......
Date of Completion :......... Informant: ............. Reliability : ...............

The following diet to be taken: The following food should be avoided
¢ Drink adequatewater ® Avoid bitter and sour taste foods
® (Green leafy vegetables e Agathi greens
¢ Fig fruit e Spicy foods
e Milk and milk products ® Chicken
e Apple ® Avoid citrus foods
e Orange
e Pomegranate
e Nuts
® Redmeat
e Seafood (sardines)

Date:
Station:
Signature of the Investigator:

Signature of the Guide :

Signature of the HOD
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Form - IVE
NATIONAL PHARMA COVIGILANCE PROGRAMME FOR
SIDDHA DRUGS
Reporting Form For Suspected Adverse Reactions to Siddha Drugs

Please Note: i. All Consumers/Patients and reporters information will remain
confidential.
ii. It is requested to report all suspected reactions to the concerned,

even if it does not have complete data, as soon as possible.

Peripheral centrecode : State :

1. Patient /Consumer Identification (Please complete or tick boxes below as

appropriate)
Name Father Name Patient record no
Ethnicity Occupation
Address Date of Birth/Age
Village/Town
Pgstﬂﬁa Sex:  Male /Female
District /State .

Weight:

Degam:

2. Description of the suspected adverse reactions please complete boxes below

Date and time of initial Season:
observation
Description of reaction Geographical area:

xliv




3. List of all medicines/Formulations including drugs of other systems used by the

patient during the reporting period:

Route of Date

Medicine Daily | administration Diagnosis for which

dose | Vehicle - Starting | Stopped | medicine taken

Adjuvant

Siddha

Any other

system of

medicines

4. Brief details of the Siddha Medicine which seems to be toxic :

D

Details Drug
a) Name of the

Medicine

b) Manufacturing

unit and batch no. and date

c) Expiry date

d) Purchased and

obtained from

e) Composition of
the formulation / part of

the drug used

2) Dietary restrictions if any
3) Whether the drug is consumed under institutionally qualified medical

supervision or used as self medication

xlv




4) Any other relevant information

5. Treatment provided for adverse reaction:

6. The result of the adverse reaction /side effect / untoward effects ( Please

complete the boxes below )

Recovered Not Unknown Fatal If fatal

recovered: Date of death:

Severe Yes /No | Reaction abated after drug stopped or dose reduced

Reaction reappeared after re introduction :

Was the patient admitted to hospital? If

yes, give name and address of hospital

7. Any laboratory investigation done to evaluate other possibilities? If yes specify:

8. Whether the patient is suffering with any chronic disorders?

Hepatic Renal Cardiac Diabetes Malnutrition

Any Others

9. H/O previous allergies /Drug reactions:

10. Other illness (please describe):
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Type (please tick):Nurse/Doctor/Pharmacist/Health
worker/Patient/Attendant/Manufacturer/Distribution /Supplier /Any other
(please Specify)

Name :

Address:

Telephone /E-mail if any:

Signature of the reporter Date :
Please send the completed from to
From

Government Siddha Medical College &Hospital, Palayamkottai, Post Graduate

Department of Kuzhanthai Maruthuvam

4 To, A

The co-ordinator
Pharmacovigilance
Department,

Govt., Siddha Medical College
and Hospital,
Palayamkottai,
Tirunelveli.

. !
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This Filled- in ADR report may be send within one month of observation /

occurrence of ADR

/ Who can report?

» Any health care professionals like Siddha Doctors
/Nurses /Siddha Pharmacists /Patients Etc.,

What to report?
» All reactions, Drug interactions

Confidentiality
» The patient’s identify will be held in strict confidence
and protected to the fullest extent

. /

Date :

Station:

Signature of Investigator:

Signature of Guide: Signature of HOD
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GOVERNMENT SIDDHA MEDICAL COLLEGE AND HOSPITAL
BRANCH 1V - KUZHANTHAI MARUTHUVAM
PALAYAMKOTTALI - 627 002.

Form IVF -ADMISSION - DISCHARGE SHEET

Name of the medical unit : Nationality

I.P.No : Religion

Bed No : Informant

Name : Date of Admission

Age/Sex : Date of Discharge

Occupation(parents) : No. of days treated

Income(parents) : Diagnosis

S.No Clinical Features During During
admission discharge

1 Hypo pigmented patch

2 Loss of appetite

3 Constipation

4 Worm Infestation

Place:

Date:

Signature of the Medical Officer
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GOVERNMENT SIDDHA MEDICAL COLLEGE&HOSPITAL
PALAYAMKOTTAI

POST GRADUATE DEPARTMENT OF KUZHANTHAI MARUTHUVAM

PRECLINICAL AND CLINICAL STUDY ON “VENPADAI”-A PEDIATRIC

DISORDER AND THE DRUG OF CHOICE IS ILAGU SEENA CHOORANAM
FORM V-DRUG COMPLIANCE

S.INo:............. OP/IP No: ............ Name: ..................

Age: ..o Gender: .............. Date of Enrollment: .............
Date of Completion :............. Informant:........... Reliability : ...............
NAME OF THE DRUG : ILAGU SEENA CHOORANAM
FORM OF THE DRUG : CHOORANAM
ADMINISTRATION &ADJUVANT : PER ORAL

DOSE & DURATION : 1-2GM FOR 27 DAYS

NO OF DRUG PACKS GIVEN
NO OF DRUG PACKS RETURNED

DATE OF DRUG
DAY MORNING EVENING
INTAKE

DAY 1

DAY 2

DAY 3

DAY 4

DAY 5

DAY 6

DAY 7

DAY 8

DAY 9




DAY 10

DAY 11

DAY 12

DAY 13

DAY 14

DAY 15

DAY 16

DAY 17

DAY 18

DAY19

DAY20

DAY 21

DAY 22

DAY 23

DAY 24

DAY 25

DAY 26

DAY 27

Date : Signature of Principal Investigator:

Signature of the Guide:

Signature of HOD :
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