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MICROBIAL LOAD IN THE RAW MATERIALS
OF NISAKATAKADI KASAYAM

Manjima Prabhakaran, Jeeva K., Sheila Betsy, Jolly C.I. and D. Suresh Kumar’

Abstract: The raw drugs used in ayurvedic medicines have naturally a high load of
microorganisms in them. A study was done to analyze the microbial load in the raw
materials of the popular ayurvedic formulation Nisakatakadi kasayam. All theingredient
herbs found carrying high level of microbes. Various bacterial species including
Escherichia coli, Salmonella, Pseudomonas, Staphylococcus and fungal species like
Aspergillus, Mucor, etc. were detected. These contaminants can be removed by proper
cleaning, treatment with ethylene oxide and irradiation that effectively kill the microbes.

Introduction

Ayurveda employs many dosage forms for
delivering medicinal principles. Kasayam or
decoction is one among them. Thisisaliquid
obtained by boiling herbal material, which may
include stems, roots, bark, seeds and rhizomes.
Nisakatakadi kasayam isusually prescribed for
diabetesmellitus (Vaidyan and Pillai, 2011). This
kasayam ismadeup of eight dried raw materials.
Astheseraw materialsare of natural origin, they
can be easily colonized by fungi and bacteria
(Stevicet al, 2012). Some groupsof bacteriaare
ableto thrive under adverse conditions and are
therefore particularly dangerous (Sousa et al,
2011). Aerobic sporulating bacteria frequently
predominate in this to which additional
contamination and microbial growth occur
during harvesting, handling and production.
(Kulkarni, 2010).

The significance of contamination in a
processing industry is determined by a number
of factors as well as properties of the
microorganism(s) concerned, the product and
environmental factors. Environmental factors
such as pH and water activity of the product or
raw material, available nutrientsand theambient
temperature, determine what microorganism
would be the dominant contaminant and the
level of spoilage of the product or raw material.
Microorganisms of concern are often present
in small numbers as part of the natural micro-
flora of raw materials and could not be totally
eliminated. Factorscontributing to multiplication
of microorganisms to unacceptable levels may
include improper storage conditions and
improper handling by the workers. Organisms
originating from raw materials can contaminate
hands of workers and then be transferred to the
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product and equipment. (Bandaranayake, 2006).

There are reports to show that 10% of spices
are contaminated with mesophilic aerobic
microorganisms and 20% with entero-
bacteriaceae. The contamination level in
aromatic herbswas 26% for both these kinds of
bacteria. The study detected the presence of
bacteria from the genuses Acinetobacter (A.
calcoaceticus), Enterobacter and Shigella.
Species of microorganisms such as Yersinia
intermedia, Staphylococcus aureus and Hafni-
alvel were also detected (Isabel et al, 2010).

The microbial limit of raw materials has to
conform to WHO standards (Anonymous,
2007). According to WHO standards, val ues of
themicrobial limits should not exceed 10°g for
total aerobic bacteria, 10°%/g for yeast and
moulds, 10/g for E. coli whereas Salmonella,
Staphylococci and Pseudomonas should be
totally absent (Table 1). But the standards are
not normally maintained by manufacturers. This
fact cannot be ignored, and efforts should be
made to enforce microbiological quality of raw
materials.

Theingredient drugs of Nisakatakadi kasayam
are common in many ayurvedic preparations.
Considering the importance of maintaining
microbiological quality of the ingredients, a

TABLE 1
Microbial limits for raw materials set by
W.H.O. and U.SF.D.A.

Parameter WHO | USFDA

Total aerobic plate count 10°g 3000
Total yeast and mould count 10%g 100

E. coli 10/g o*
Salmonella 0 0
Saphylococcus 0 0
Pseudomonas 0 0

*0 - Should be absent
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study of the microbial flora in the eight raw
materials of Nisakatakadi kasayam [nisa
(Curcuma longa), kataka (Strychnos
potatorum), nellikka (Emblica officinalis), tecci
(Ixora coccinia), paccotfti (Symplocos
racemosa), bhadrika (Aerva lanata),
ekanayakam (Salacia oblonga) and ramaccam
(\etiveria zizanioides)] was carried out.

M aterialsand methods

Raw materials and culture media

Dried samples of Curcuma longa (rhizome),
Strychnos potatorum (seed), Emblica
officinalis (pericarp), Ixora coccinia (root),
Symplocos racemosa (bark), Aerva lanata
(root), Salacia oblonga (root) and Vetiveria
zZizanioides (root) obtained from the market were
tested for microbial load. The procedures
prescribed as per AYUSH/WHO guidelines
(Lavekar, 2010) and Bacteriological Analytical
Manual (Maturin and Peeler, 2001; Tournas et
al, 2001) werefollowed. Nutritional mediaused
for evaluation of microbial limitswere procured
from Hi-MediaL aboratoriesLtd. and wereready-
to-use dehydrated media.

Aerobic plate count (Bacteria, yeast & mould)

All theraw materialswere powdered finely. 10g
of each powder was suspended in 90 ml of
buffered peptone water and mixed homoge-
neously. Using separate steril e pi pettes, decimal
dilutionsof 102, 103, 10, of the sampleswere
prepared by transferring 10 ml of previous
dilutionto 90 ml of diluents. 1 ml of eachdilution
was pipetted into separate, duplicate,
appropriately marked petri dishes. 12-15 ml of
plate count agar (cooled to 45 + 1°C) was added
to each plate within 15 min of original dilution.
Immediately sample dilutionsand agar medium
were mixed thoroughly and uniformly by
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aternate rotation and back-and-forth motion of
plates on flat level surface. Solidified petri
dishes were inverted, and incubated promptly
for 48 £ 2 h at 35°C for bacteria and 25°C for
yeast and moulds for 5-6 days.

Colonieswere counted and expressed in Colony
Forming Units (CFU). Plateswith 25-250 CFU
were counted and CFU/g was cal culated using
theformula = X where,
(Ixn)+(0.1xn)x(d)
N=Number of colonies per ml or g of product;
>C=Sum of all colonies on all plates counted;
n,= Number of platesin first dilution counted;
n,= Number of plates in second dilution
counted; d = Dilution from which thefirst counts
were obtained

Detection of specific organisms and fungi
Methods prescribed in AYUSH/WHO
guidelines were used to test microbial quality.
Four specific pathogens viz. Escherichia cali,
Staphylococcus aureus, Pseudomonas
aeruginosa, Salmonella sp. were also checked
for their presence. Isolated organisms were
identified using morphological, cultural
characteristics and biochemical tests. Fungi
were stained using Lacto phenol cotton blue
stain (Forbeset al, 2007).

Identification of microbes

The specific organisms obtained after testing
were further confirmed by biochemical testing
and other selective media. The fungi were
stained to study the morphology. Most of the
bacteria answered the biochemical tests
including IMViC tests leading to their
confirmation (Danladi, 2009).

Resultsand discussion

The study showed that all the eight raw
materialscarried ahigh load of bacteriaand fungi
(Table 2). Out of the eight, only Ixora coccinia
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contained lesser bacterial count. Thefungal and
yeast counts were within limit, except for
Strychnos potatorum.

All the eight raw materials except Emblica
officinalis carried E. coli, Salmonella, P.
aeruginosa and S. aureus (Table 3). S. aureus
seemed to be present in all the other raw
materials. ldentity of the organisms was
confirmed by biochemical tests (Tables 4 and
5). Growth of the microbes on selected mediais
shown in Fig. la-e. Images of biochemical
reactions are provided in Fig. I1a-h. Images of
thevariousfungi isolated fromtheraw materials
aregiveninFig. lllaf.

Since these raw materials are being handled
carelessly and not washed properly, the rate of

TABLE 3
Microbial load in the raw materials

Raw material Microorganisms
Ec | Ssp| Pa | Sa

Emblicaofficinalis
Ixora coccinia
Symplocos racemosa
\etiveria zizanioides
Strychnos potatorum
Salaciaoblonga
Aervalanata
Curcuma longa +

+ + + + + o+
+ + + +
+ + + + o+ o+

+ + + + + 4+ o+

+

E.c- E.cali; S sp- Salmonellasp.; P.a- Pseudomonas
aeruginosa; S.a Staphylococcus aureus.
+ Present; - Absent

TABLE 5
Antibiotic sensitivity for Pseudomonas aeruginosa
Antibiotics
Organism Genta- Cipro- Vanco-
mycin floxacin mycin
P. aeruginosa| 30mm 34mm No zone
(sensitive) | (sensitive)| (resistant)
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microbial load seemsto behigh. Therearesimilar
situationsreported from elsewhere. For example,
herbal medicines sold in Kenyawithout control
or regulations are reportedly contaminated with
microbeswhich are potential pathogens, posing
a threat to patients (Gosanjo, 2013). Human
beings act as a source of contamination asin
the case of handling by persons suffering from
respiratory diseases. Among the fungal species
detected in the samples, Mucor, Aspergillus
flavus and Aspergillus niger were the
predominant ones. Presence of Aspergillus
species indicates that these organisms have
colonized the samples before compl ete drying.
Since they can grow easily in moist condition,
these may result in toxic metabolite
accumulation. Mycotoxins are of concern due
to their potentially harmful effects on both
humans and animals (Efuntoye, 2000).
Therefore, it is essential to investigate the
degree of contamination of the materialsbefore
accepting for production. Thisis all the more
important with the genus Aspergillus (Halt,
2004).

Aspergilluswas present in almost all the herbs.
Most fungal contaminants in stored raw
materials usualy arise from infestations that
begin in the field, although some can directly
infest the harvested herbs when conditions are
right. Moulds require about 12% moisture, more
than 7°C, oxygen and energy for their growth.
Fungal growth causes direct losses in volume
and quality of raw materials and subsequently
leaving behind some poisonous mycotoxin,
which contaminate the raw materials and
finished goods (Okali et al, 2007). A recent study
showsthat although yeasts were the major fungi
present in the cocoabean samples, mouldswere
also detected. These moulds belonged mainly
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TABLE 4

Biochemical confirmation

Microorganisms

Tests - -
E. coli Salmonella sp. P. aeruginosa S aureus
- Gramreaction Negativerod Negativerod Negativerod Positive cocci in
grapelike clusters
- Indole - -
- Methyl red - -
- Voges- Proskauer - - -
- Citrate - + + -
- Urease - - + -
- Triple sugar A/A (acidslant/ | A/K(acid butt/ K/K (akalineslant/| No change
acid butt) alkalineslant) akaline butt)

- Catalase - - +
- Coagulase - - -
- Oxidase - - -
- Motility + -
- H,S - - -
- Lactose utilization Yellow (Acid/gas) | Orange(-) Yellow (Acid/gas) | No change
- Growth at 42°C - - + -
- Growth in eosin Greenmetallic

methyleneblue sheen
- Growth in cetrimide - - Growth with fluo-

agar rescence at 366 nm -
- Growth in baird - - Jet black pin point

Parker agar colonieswith

black halo

- Growth in xylose Flat yellow Red colonies with - -

lysine deoxycholate colonies black centers
- Growth in deoxycholate - Colorless opague - -

citrate agar colonies
- Growth in mac conkey | Pink colonies Colourless colony | Colourless colony | Colourless colony

agar

- Growth on mannitol - - - Yellow colony
salt agar with mediacolor
changed to yelow
aryavaidyan 197



to the species Rhizopusstolonifer (27%),
Aspergillus niger aggregate (17%), A. flavus
(31%) and Penicillium citrinum (13%). Other
species, such as A. carbonarius were found to
aminor extent (Amézquetaet al, 2008).

Several agencies provide servicesfor microbial
reduction for spice and food processing
industries. Two sanitation options are of the
choice - ethylene oxide (EO) fumigation and
irradiation. Whileboth effectively kill organisms,
the challenges presented by the bulk packaging
of spices and herbs have made ethylene oxide
fumigation and gamma processing the
methodologies of choice dueto their efficient,

high-density penetration. Often, the final
destination of the spice and herb product plays
a dominant role in the technology selection.
Irradiation is most effective and preferred
choice. Irradiation is achieved either by gamma
rays, pure energy rays emitted from Cobalt-60
and similar in many waysto micro-waves, or by
accelerated electrons, commonly known as
electron beam (E-beam) irradiation. Approved
by the FDA in 1988, gamma processing is the
preferred method of food sterilizationinthe US
and on aglobal basis. Less harsh and intrusive
than EO, irradiation usesionizing energy tokill
bacteria, mold and insects while retaining the

Fig. | a-e: Growth of microbeson selective media
a Fluorescence by P. aeruginosa on CetrimideAgar; b S aureuson Mannitol salt agar;
¢ E. coli on Eosin methyleneblueagar; d Sensitivity to antibiotics on Muller Hinton agar by
P. aeruginosa
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anti-oxidant properties (Rushing, 2006).

Conclusion

The study showed the occurrence of microbes
intheraw materialsof the Nisakatakadi kasayam.
Similar situations have been reported from
Belgium (Devieeschouwer and Dony, 1979),
France (Bernard, 1983), Germany (Frank, 1989;
Kabelitz, 1996; Leimbeck 1987), Poland
(Grabowskaand Kedzia, 1982), U.S.A. (Lerke
and Farber, 1960), and Yugoslavia (Katusin-
Razem et al, 1988; Kolb, 1999). These reports
show that herbal decoction materials have a

. ‘,,r-' i? 1! 1 w

i

higher level of microorganism than thosefound
most other foodstuffs.

Reducing thelevel of microorganismsin herbal
raw materialsis difficult, as the use of EO and
irradiation are controversial. EO is banned in
Europe by adirective (EEC, 1998). The use of
steam can loss of volatile oil (Kolb, 1999). A
more reasonable suggestion is that producers
of herbal materials improve their collection,
cultivation and processing practices. The use
of the principles of Good Manufacturing
Practice, Quality Assurance and Hazard

Ui

Fig. Il a-h: Imagesof biochemical reactions
a Ureasetest; b Triplesugar iron agar;
¢ Citrateutilisation; d Indoletest; e Methyl Redtest; f Voges- Proskauer;
g Oxidasetest; h Catalasetest
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Analysisof Critical Control Points can helpin
identifying waystoimprove hygieneand reduce
microbial load of the herbs. An example isthe
GoodAgricultural Practiceguidelinewhichwas
agreed upon in 1999 (Kolb, 1999). Concerted
attempt needs to be made in India to improve
the quality of herbal raw materials used in
ayurveda industry.
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STUDY OF CRIMINALSWITH REFERENCE TO
DOSAJA AND MANASIKA PRAKRTI

Nitin Pratapsingh Chavan*

Abstract: In samhitas, the physical and psychological characteristic of manisdiscussed
on the concept of prakrti (constitution). A study was conducted to assess the prakrti
of convicted criminals. Of 100 male criminals, 71 were vata-dominated, 24 pitta-
dominated and 5 criminal swere kapha-dominated constitution; 94 criminalswererajasa
prakrti, 5 tamasa prakrti and 1 satvika prakrti. It is found that maximum criminal
behavior isin vata-dominated and rajasa prakrti persons.

Introduction

Concept of prakrti is an important aspect to
study the physical and psychological
charactersof anindividual. Ayurvedadescribes
‘trsnad dosa’, factors affect homeostasis and
create different diseases. There are two types
of dosas: i. saririka (vata, pittaand kapha) andii.
manasika (raja and tama). According to
Rasavaisesika,! prakrti means svabhava, stable
condition of dosas from birth to death. Prakrti
gives us guideline of dosadhikya and related
physical and psychological characters of an
individual .

Aim: - To study the dosajaand manasika prakrti
of criminals.

Objects: - 1) To detect the predominating dosa
in a criminal person so that control and
prevention of criminal behavior is possible by
svastavrtta, satvavajaya cikitsa, dhyanam,
nidanaparivarjana, etc.

Materialsand methods
The following places were visited for

prakrtipariksaof criminals: Central Jail Nagpur
(16/10/2002), Central Jail Amaravati (8/10/2002)
and District Jail Akola (21/10/2002). A
prakrtipariksachart was prepared as described
in ayurvedic texts and the analysis was carried
out as per the three-fold principleviz. darsana,
sparsanaand prasna pariksa.

100 male convicted criminals of age group
between 20-40 years were selected. Vernier
Calliper was used for measurement of anguli
pariksa and Tila tailam (Sesame oil) for
snigdhatva and ruksatva pariksa of the skin.

Inclusion criteria:- Criminals of age group
between 20-40 years; preferably convicted for
murder (1PC 302), robbery, theft (1PC 379) and
violent behavior (1PC 326).

Exclusion criteria: - Femalecriminalsdueto non
consent from the jail authorities

Discussion

Of 100 criminals, 71 werevata-predominated and
24 pitta-predominated. Distribution of criminals

*Deptt. of Kriyasharir, ASS Ayurveda College, Nashik
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according dosaja and manasa prakrti is shown
inTable 1. Maximum number of criminalswere
vata-pittaprakrti with rgjoguna. Distribution of
criminals according to vibhinna dosaja and
manasa prakrti isshownin Table 2.

TABLE 1
Distribution of criminalsaccording to
dosaja& manasa prakrti

Prakrti No. of patient
1. Dosgja prakrti
- Vatapradhana 71
(vatajatvatapittajat+vatakaphaja)
- Pittapradhana 24
(pittgjat+pittavatajat+pittakaphaja)
- Kaphapradhana 05

(kaphajat+kaphavatajat+kaphapittaja)
2. Manasa prakrti

- Satvapradhana 01

- Rajapradhana 94

- Tamapradhana 05
Total 100
Conclusion

It isconcluded that maximum criminal behavior
is in individual having vata-pradhana and
rajasapradhanaprakrti.

Reference:

1. SqrReT=aesTiat Stfasprieor
et wehfer |

Bibliography:

1 Shastri, K. and Chaturvedi, Carakasamhita,
ChaukhambaBharati Akadami,Varanasi
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TABLE 2
Distribution of criminalsaccording to
vibhinna dosaja & manasa prakrti

Prakrti No Manasa prakrti
Satva | Rga | Tama
1. Vatga 29 0 29 0
2. Pittaja 6 0 6 0
3. Kaphaja 2 0 1 1
4. Vatapittaja 39 1 36 2
5. Vatakaphaja 3 0 3 0
6. Pittavataja 12 0 12 0
7. Pittakaphaja 6 0 6 0
8. Kaphavataja 2 0 1 1
9. Kaphapittgja| 1 0 0 1
Total 100 1 9 5

2. Ambikadatta Shastri, Susrutasamhita,
Chaukhamba Sanskrit Sansthan, Varanasi

3. Ganesh Krishna Garde, Astangahrdayam,
Anmol Prakashan, Pune

4. Brahmanand Tripathi, Sarngadharasamhita,
Chaukhamba Prakashan, Varanasi

5. Acharya Priyavat Sharma, Sharirkriya
Vigyan, Chaukhamba Prakashan, Varanasi

6. Khandare, R.D., Bharatiya Dandsamhita,
Vijay Grovar Nasik Prakashan

7. Baghel, D. S., Aparadh Shastra, Vivek
Prakashan.

8. Tadsare and Tambake Upayojit Manasastra,
Phadake Prakashan.
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ETHICAL ISSUES ON SURROGATE CONSENT IN

RESEARCH ON MENTAL DEVELOPMENT DISABILITIES-A REVIEW

(Part-1)

B. Chandra Sekhara Rao*

Abstract: Individuals with mental retardation and developmental disabilities are
estimated to be 3-4 times morelikely than those in the general population to experience
an emotional, behavioral, or psychiatric disorders. Despite advances in a number of
fields and disciplines such as neurosciences, genetics, psycho-pharmacology, etc.,
mental retardation remainsacriterion for exclusion from research studies. Enrollment
of individuals with mental retardation in research protocols addressing emotional and
behavioral disorders has been limited, issues of informed consent persist, and more
researchers with an interest and expertise in this population are needed. To address
these issues, the author has made an attempt to bring the views of different scientists
working in this area and thereby exploring the critical issues and recommendationsto
remove the obstacles with respect to the ethical issues and Informed Consent to

conduct scientific research in mentally challenged popul ation.

Background

The developmentally disabled are
distinguishable from other vulnerable
populations on the basis of their ever having
possessed and their being likely incapable of
ever possessing sufficient competence to make
all decisions affecting their welfare. Although
developmental disabilities have often been
included in broad definitions of “mental
disorder” based on the shared feature of
cognitiveimpairment,*2 ageneral classification
neglects important and unique characteristics
of thispopul ation that affect both their capacity
to make autonomous choices and the ability of
othersto help themimprovetheir lives. Whereas

al mentally disabled individualshavealevel of
intellectual functioning that places them in the
lowest (2.5%) of the population, devel opmental
disabilities impair intellectual activity to a
varying extent.*

Developmental disabilities include a broad
range of conditions such as mental retardation,
pervasive developmental disorders, learning
disorders, motor skills disorders, and
communication disorders, each requiring the
researcher to adjust the approach taken to
assess the person’s decision-making ability.
Mental retardation, for example, coversawide
spectrum of disabilitieswith varying degrees of
severity that reflect different levelsof intellectual

* Advanced Centre for Ayurveda in Mental Health & Neurosciences, C.C.RA.S, NIMHANS, Hosur Road,

Bangal ore-560029
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impairment.2 According to a widely accepted
definition, mental retardation manifests before
the age of 18 and is characterized by
“significantly sub-average intellectual
functioning, existing concurrently with related
limitations in two or more of the following
applicable adaptive skill areas: communication,
self care, homeliving, social skills, community
use, self-direction, health and safety, functional
academics, leisure, and work” > Thisfunctional
definition focuses on a notion of intellectual
impairment that is accompanied by related
limitationsin particular skill areas.*

Although thereis considerable variation in the
levels of intellectual impairment, develop-
mentally disabled persons share certain
characteristics: 1) adeficit in basic knowledge
relevant to making decisions; 2) significant
impairment of communication skills; 3) amask
of competence, preventing the person from
seeking help in making decisions when such
help may be badly needed; 4) areduced ability
to make decisions that, for example, may lead
theindividual toimpulsively seize onto thefirst
solution that comes to mind, regardless of
consequences, when faced with decisions
requiring agreater degree of assertivenessor in
which options for action are not clear; 5)
exposure to potentially coercive settings that
may call into question the legal adequacies of
the decision the individual is asked to make;
and 6) permanence of disability in the sense
that theintellectual impairment isnot “ curable”
or “changeable” in the ordinary sense of those
terms, although significant changes may occur
over the life span of the person, and his or her
ability to make choices may be affected by
successful special education programs or
environmental changes.*® As a result,
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researchers haveincreased responsibility at the
information stage of the consent process; they
cannot assume silence to be either a lack of
comprehension or an assent.

There is also a significant likelihood that
individuals with mental retardation will be
affected by some other form of mental disorders.
Diagnosing comorbid mental disorders may be
complicated by “the fact that the clinical
presentation may be modified by the severity
of the mental retardation and associated
handicaps’ .2 For example, poor communication
skillsmay render it impossiblefor the patient to
provide the personal history adequate for an
accurate diagnosisto be made. Any assessment
of an individual’s capacity to participate in
biomedical experimentation, therefore, must be
sensitive to the possibility that the individual
may belong to more than one vulnerable
population. In such cases, the individual is
entitled to the protections applicable to all of
the groups to which he or she belongs.”

If equality is one important measure of the
priority of research, then there should be more
research among those who are vulnerable and/
or disadvantaged. However, themorevulnerable
research participants are perceived to be, the
greater the potential for exploitation and, hence,
the greater the regulation required. VVulnerability
and regulation are therefore inversely related.
One important measure of vulnerability is an
individual’s capacity to consent.®

Terms like “informed consent” and
“competency” raise complex legal and ethical
issuesfor al individuals. The complexity of these
issuesisfurther compounded when considering
individuals with mental retardation/
developmental disabilities who also have
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challenging behaviors or who may aso have
mental health issues. At times, this may impair
their ability to make informed choices about
treatment/research participation options. If a
person is incompetent and not able to consent
for him or herself, then the only way for the
person to consent to medical treatment/research
participation isthrough asurrogate. A surrogate
isaperson who speaksfor theincompetent and
could be a family member, friend, spouse or
health care provider.®

Although a surrogate is the only way for an
incompetent person to consent, there are limits
to the surrogate’s decision-making authority.
Due to advances in science and medicine, the
range of health care decisionswhich might have
to be made by a surrogate far exceed the legal
guidance available, which brings the surrogate
to the threshold of ethics.

Scope of surrogate consent

The legal limits on the scope of substitute
consent for persons who, even with the support
of others, areincapable of making the decision
whether or not to participatein research are till
unclear. The substitute decision model is one
solution proposed to enable incompetent
developmentally disabled persons to be
incorporated in biomedical experimentation.
However, the legality of a substitute decision
consenting to non-therapeutic experimentation,
a procedure that provides no benefit to the
subject, isquestionable.’*2 There s some doubt
in the common law provinces asto the validity
of third-party consent for a developmentally
disabled person to participatein non-therapeutic
research. Aswell, the substitute decision model
raises many moral concerns.*' |t can be
argued that the term “substitute consent” is a
misnomer when applied to the condition of a
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person who has never possessed the capacity
to express a value, belief, or desire® and is
thereforealegal fiction.

Currently, many types of third-party decision
makers exist in the medical treatment context,
including legal guardians, proxies appointed by
the affected parties in advance, and
nonassigned “de facto” surrogates such as
family membersand other caregivers. Some state
statutes allow research with some incompetent
adultsby means of very restrictive mechanisms,
such asacourt order or use of alegal guardian,
whileafew statesallow abroader set of persons
to givethird-party consent (unpublished NIMH
workshop presentation of E. Saks, 2002). Butin
the absence of explicit statutory authorization,
thelegal basisisunclear even for aguardian to
consent to research that posesrisk to the subject
or deprives the subject of benefit.'

Also, while court-appointed guardians are often
thought of as providing the highest level of
protection for incapacitated persons, their
practicability and ethical suitability areunclear.
Few decisionally incapacitated persons have
court-appointed guardians, and it is unrealistic
to expect the court system to conduct a large
volume of guardianship hearings for the sole
purpose of allowing research participation.
Further, unless the guardian is also a known
intimate of the subject, it is unlikely that he or
shewill have areasonable basisto decide what
the subject would have wanted.®

In research, as in medical treatment settings,
the substantive ethical-legal issueisasfollows:
to what extent can a non-assigned “de facto”
surrogate agent, usually afamily member, serve
asalegally authorized representative? Since the
time of the debate over the National
Commission’s proposals in the late 1970s and
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early 1980s, a significant evolution has
undergone in clarifying the role of family
members as surrogate decision makers in the
medical treatment context,’” although research
is not usualy explicitly addressed. For some
typesof “therapeutic” research, lawsthat permit
non-assigned surrogates to consent to medical
procedures are sometimes put forward as
permitting surrogate consent for research
procedures. For example, this basis for
permission seems to be within the bounds of
interpretation allowed by the Office for Human
Research Protections in some instances,®® as
well as by other sources.’®

However, substitute decision makers (SDM)
have a particular responsibility to encourage
control by the developmentally disabled over
values, decisions and choices. Thisalso means
that SDMs should ensure that their own values
and preferences do not have undue influence
on the choices and options provided to the
developmentally disabled person.t®

Selection of asurrogate decision maker

An SDM may give permission to enroll in a

research protocol of a person who lacks the

capacity to decide whether to participate,
provided that:

1 the SDM bases decisions about
participation upon abest estimation of what
the subject would have chosen if capabl e of
making adecision; and

2. the SDM isavailableto monitor the subject’s
recruitment, participation, and withdrawal
from the study; and

3. the SDM isaperson chosen by the subject,
orisarelative or friend of the subject.

In other words, Substituted judgment i.e. a
surrogate basing his or her decision on what
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the potential subject would have wanted, isthe
standard, even if imperfect,? most widely
accepted.???

Recommendations in deciding what isin a
person’s best interest’s regards should be had
to:

1 The ascertainable past and present wishes
and feelings of the person concerned, and
the factors that person would consider if
able to do so;

2. The need to permit and encourage the
person to participate, or to improve his or
her ability to participate, asfully aspossible
in anything done for and any decision
affecting him or her;

3. The views of other people whom it is
appropriate and practicableto consult about
the person’s wishes and feelings and what
would be in hisor her best interests;

4. Whether the purpose for which any action
or decisionisrequired can be as effectively
achieved in amanner less restrictive of the
person’s freedom of action.

For non-therapeutic research, the third

guideline should be adapted to weigh the risk

to the individual against the likely benefits of

the research to other persons with that

disability.

Legislation should recognize the unique

qualities required by a SDM of a

developmentally disabled person, particularly

in the context of consent to research. As such,

the following would apply:

1 The SDM'’s willingness and reasons for
serving as SDM must be established.?*

2. The SDM must be competent to make the
decision to consent to research. The SDM
must be capable of assessing possible risk
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to a particular individual and be aware of
any specific personal characteristics that
would put the person at increased risk. The
decision-maker should be sensitive to
various types of harms (not only medical,
but social or moral) to which this particular
personisvulnerable. Only then can aproper
balance of risks and benefits be made.

3. The SDM should disclose reasons for the
decision. This should indicate that the
decision-maker recognizesthe complexities
of making these decisions for another
person, and, in particular, understands the
standards to be applied. Any connections
between the researcher and the SDM should
berevealed. It may bethe case, for example,
that pressures be exerted on the decision-
maker to appear cooperative with the staff
in order to assure good treatment for the
developmentally disabled person.

4. Conflicts of interest must be revealed. For
example, if aproposed project wouldrelieve
the decision-maker of some of his or her
care-giving responsihilities, and thus confer
abenefit, thisshould bereveaed. Thiswould
not necessarily constitute a ground for
refusing to give the SDM powers, but the
information should be revealed. If the
conflict of interest is serious, another
decision-maker should be sought.

5. The SDM should be able to describe steps
taken to engage the participation of the
developmentally disabled individual in the
ongoing consent process.

If the SDM first named fails to meet these
guidelines, the person next listed in the
Substitute Decision Act who isableto meet the
following criteriashould be named:
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a Competency to make decisions;

b. Willingness;

¢. No serious conflict of interest;

d. Theability to ascertain thewishesor feelings
of the developmentally disabled person; and

e. The ability to engage the developmentally
disabled person in the decision-making
process.

Whenever the condition of the developmentally

disabled person permits, the opinion and

approval of that person should be obtained in

the selection of a SDM.

Surrogate consent verses|RB

Vulnerable population and IRB:- The ultimate
goal of any Institutional Review Board (IRB) is
to protect human (or non-human, in the case of
animal studies) subjects. By definition, an IRB
isagroup of individuals (typically researchers,
administrators, and community members) who
are charged with protecting the rights of
participants in research activities.

Research with respect to the subjects who are
cognitively impaired is perhapsthe most difficult
to perform, it is also potentially the most
beneficial, especialy if atreatment or processis
developed that improves the life of the
individual or individuals in question. The
effectiveness of such treatment programs is
related to how staff members perceive
individuals with cognitive impairments.
Considerable research has been conducted
regarding the attitudes of the staffs in
community-living situationstoward cognitively
impaired individuals. Henry, Keys, Balcazar and
Jopp (1996) revealed that training staff members
in what is known as inclusion philosophy
resulted in better overall attitudes toward
cognitively impaired individuals. Inclusion
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philosophy emphasizes such issues as
independence, empowerment to make life
decisions, physical and social integration,
community jobs, and individual needs services.
This kind of attitude may consider while
selecting the SDM .2

Guidelinesfor IRB approva: - Surrogate consent

for participation in aresearch study should be

employed only to the extent that it is consi stent

with theintent of the Common Rule (45 CFR 46,

Subpart A) and all other federal and state laws

and regul ations pertai ning to protecting human

subjects participating in research. AB 2328,

codified as California Health & Safety Code

Section 24178 and effective January 1, 2003,

clarifieswho may serve as aresearch subject’s

“legally authorized representative’, referenced

in 45 CFR 46 and therefore authorized under

those federal regulations to provide surrogate
consent for the potential research subject

(hereafter referred to as the “subject”) to

participate in research. While no specific set of

criteria can encompass all conceivable
situationsin which the use of surrogate consent
complies with the intent of the Common Rule,
the following criteria should be viewed as
fundamental guidelines to be used by the UC

IRBs when determining whether to permit the

use of surrogate consent for participation in a

research study:

e Surrogate consent may be considered only
in research studies relating to the cognitive
impairment, lack of capacity, or seriousor life-
threatening diseases and conditions of
research subject.

e Surrogate consent is a protocol-specific
request of the investigator, and must be
reviewed and approved accordingly by the
IRB.
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Surrogate consent is requested through the
application processfor new research studies
or through the modification process for an
existing protocol.

As in al human subject research, the IRB
must consider carefully the risk/benefit ratio
of the particular study for the targeted
population.

Aswith all mental health research conducted
by the University, the confidentiality
requirements of California Welfare &
Institutions Code Section 5328(e) must be
complied with.

TheIRB may consider whether thefrequency
of aspecific protocol’s review cycle should
be reasonably modified when surrogate
consent isimplemented.

The IRB application/modification form
should detail the criteria under which
surrogate consent may be sought.

The investigator shall include in the IRB
application/modification form a protocol
specific plan for the assessment of the
decision-making capacity of the subject that
will be conducted by the investigator for any
subject who may require the consent of a
legally authorized representative. If the
investigator determinesthat the subject lacks
decision-making capacity, the investigator
shall, consistent with the standard consent
process describe the research to the subject
and the investigator’s intent to obtain
surrogate consent; and document this
communication in the research file/chart,
supplemented with abrief noteinthe subject’s
medical record, which referencestheresearch
file and confirms that the research protocol
was described to the subject. However, if the
investigator determines that the subject is
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non-responsive, the investigator shall
document that observation in the research
file/chart, supplemented with abrief notein
the subject’s medical record, which
referencestheresearchfile.

 |f the subject expresses resistance or dissent
to participation or to the use of surrogate
consent by word or gesture, the subject shall
be excluded from the research study.?-*

Guidancefor Investigators: - Investigators must
apply to the IRB for use of surrogate consent
that is specific to the particular study being
reviewed. This request may be made through
the protocol application process for new
protocols or through the modification process
for ongoing protocols. Upon approval by the
IRB for use within a specific protocol, the
investigator shall apply the use of surrogate
consent on a case-by-case basis within that
protocol .26

Determining the decision-making capacity:-
Whenever possible, investigators should
attempt to obtain informed consent directly from
thesubject. The application for IRB review must
detail aprotocol-specific plan for the assessment
of the decision-making capacity of the subject
that will be conducted by the investigator for
any subject who may qualify for surrogate
consent. While there are no standardized
measures for determining capacity to consent,
investigators may assess subject on their
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abilities to understand and to express a
reasoned choice concerning the: @) nature of
theresearch and theinformation relevant to his/
her participation; b) consequences of
participation for the subject’'s own situation,
especially concerning the subject’s health
condition; and c) consequences of the
aternatives to participation.

The capacity to understand all of these concepts
may not be necessary in order to consent to
participate in a particular research protocol -
greater capacity is required for higher-risk
protocols. This standard should be used for
determining the capacity of the surrogate aswell,
if necessary.

If the investigator determines that the subject
lacks decision-making capacity, theinvestigator
shall inform the subject of the investigator’s
intent to seek surrogate consent and shall
document this discussion in the research file/
chart. If the subject is unconscious due to
trauma or due to medication administered to
treat that trauma, theinvestigator shall document
that condition in the research file/chart and the
above described required discussion regarding
intent to seek surrogate consent shall bewaived.
If the subject expresses resistance or dissent to
participation or to the use of surrogate consent,
the subject shall be excluded from the research
study.®!

(to be concluded)
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KANCANARAGUGGULU AND
VARUNAKVATHA CURANA IN THE MANAGEMENT OF BENIGN PROSTATIC
HYPERPLASIA - A CLINICAL EVALUATION

Javed Akhtar, Kulwant Singh Himaliyan and Ramesh Chand Arya*

Abstract: Benign Prostatic Hyperplasia (BPH) is a condition related to ageing. In
ayurvedic classicsit is described as matraghata and manifests the symptoms of low
urinary output either by retention, absolute or relative anuriaor oliguria. A study was
conducted to determine the clinical efficacy of Kancanaraguggulu and Varunakvatha
curnain the management of mild cases of Benign Prostatic Hyperplasia. The results

were found to be highly satisfactory.

Introduction

Prostate is an accessory gland of the male
reproductive system, which adds to the bulk of
the seminal fluid. It isafibromuscular glandular
organ that surrounds the prostatic urethra. The
prostateisagland located below the bladder. It
lies in the lesser pelvis between the bladder
and the urogenital diaphragm.

BPH is aworldwide problem accounting for a
considerable degree of morbidity. It is most
frequently seen in old age (from 50-100).
Mautraghatais described in ayurvedic classics,
which manifests the symptoms of low urinary
out put either by retention, absolute or relative
anuriaor oliguria. Matraghatais predominantly
due to vatadosa. Vata is responsible to expel
theurineintime. If vatagetsvitiated, it causes
various diseases related to vasti and produces
mutrarogasuch as prameha, asmari, matraghata
and mutrakrcchra. Susrutasamhita describes
that the scanty micturition with increased

frequency and distention of the bladder along

with pain in penis, rectum, groin, bladder and

umbilical regions are caused due to voluntary

suppression of urge of micturition. Vataisthe

main factor in the manifestation of matraghataa

because it is responsible for the onset of urges

of micturition. In kostha, the vitiated vata

producesretention (nigraha) of urine and faeces.

Vata situated in guda produces graha of matra

and purisa. When vata gets avrta by matra, it

causes matra apravrtti and adhmanain vasti.

M aterialsand method

All the diagnosed cases of BPH were selected

from the OP and I P of Salyatantra Department,

Govt. Ayurveda College, Paprola.

Inclusion criteria

» Between the age of 45-70

« AUA (American Urology Association)
symptom score >8 and <21.

* Rectal examination consistent with Benign
Prostate Hypertrophy (BPH)

*Deptt. of Shalyatantra, Rajeev Gandhi PG Ayurveda College, Paprola (HP)
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* Prostate volume >30cc

* Prostate Specific Antigen (PSA) <4 ng/ml

Exclusion criteria

* SevereBPH (AUA score>21)

« Patients on other form of medical therapy for
BPH/ hair loss

e Those having history of Transurethral
Resection of Prostate (TURP)

 Serum progtate specific antigen (PSA) >4 ng/ml

« Chronic retention of urine (Post voidal urine
volume>150ml)

 Refractory bacteriuria

» Having persistent gross haematuria

 Cases having evidence of malignancy

 Casesof poorly controlled Diabetes Mellitus
and Hypertension.

Drugs

» Kancanaraguggulu (500 mg) 2 Nos. with
lukewarm water - twice aday

 Varunakvatha carna (25 gm) with lukewarm
water - twice aday.

The above medicines were given for 12 weeks
and follow-up were done after one month.

Result and discussion

All the patients were analyzed before and after
the treatment on the basis of American Urology
Association score. After the treatment, 80% of
relief wasnoticed with S.D. 1.540 and paired ‘t’
value 31.99. Theresultswere highly significant.
88% of relief was noticed in the follow-up with
S.D 1.493and paired ‘t’ value 36.34 i.e. highly
significant. 1.42% of relief wasnoticed in QLI
(Quality Lifelndex) with S.D. 0.351 and paired
‘t’ value0.814 i.e. insignificant. 2.09% of relief
was noticed in follow-up with S.D 0.0493 and
paired ‘t’ value 1.159i.e. insignificant. Therewas
no improvement in QLI of the patients. The
percentage of relief noticed in post residual
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volumewas 39.52with S.D.16.788 and paired ‘t’
value 5.106 i.e. highly significant. The
percentage of improvement in weight of prostate
was7.56with S.D 10.39and paired ‘t’ value 1.498
i.e.insignificant (Tablel)

TABLE 1
Perecntage of relief in symptoms
" After 12 After 16

Symptoms weeks (%) weeks (%)
1. Incomplete emptying 96 98
2. Frequency 60 67
3. Intermittency 100 100
4. Urgency 96 98
5. Weak stream 82.41 95.77
6. Straining 81.97 100
7. Nocturia 68.38 80.63
8. Quality of Life Index 1.42 2.09
9 Post residual urine: 39.52
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EFFICACY OF VAMANA AND VIRECANA IN
THE MANAGEMENT OF MANDALAKUSTHA

Vijay Kumar Rai* and Radhey Shyam Sharma* *

Abstract: Psoriasis is a chronic scaling dermatosis, which appears as patches of
raised and reddish skin covered by silvery-white scale. There is no adefinite cure for
thisdiseasein modern medicine. In ayurveda, acondition described as mandal akustha
has the characteristic features of psoriasis. A clinical study conducted on 18 patients
showed good result of vamanaand virecanakarmain mandal akustha.

Introduction

Psoriasisis acommon chronic, non infectious,
genetically determined and immune mediated
disease which affects up to 2.5% of theworld's
population. It creates a cosmetic problem that
generates inferiority complex in the affected
person and causes psychological stress and
physical disability.

The dermatologic approach towards the
management of this disease is only palliative
and aimed at making the severity of lesion
tolerable. Although several remedies have been
put forward, no satisfactory and specific
treatment has been established for asatisfactory
management of psoriasis. Modern medicine
treats psoriasiswith PUVA and corticosteroids,
which have serious side effects.

The disorder mandalakustha described in
ayurvedic classics has features very similar to
that of psoriasis. The main clinical features of

mandal akustha described in Carakasamhitaand
Astangahrdayaare: sveta(white-silvery lesion),
rakta (erythematous), utsanna (raised patch),
mandala (rounded or coin shape) and krcchra
(difficult in treatment). Theline of treatment of
mandal akustha can be applied for the treatment
of psoriasis. Samsodhanakarma (especially
vamana and virecana), the unique treatment
modality of ayurveda, provides long-lasting
results. The project was designed to evaluate
and study the effect of these samsodhanakarma
in the management of mandal akustha.

Materialsand method

Selection of patients. - Patients with the signs
and symptoms of mandal akusthawere selected
fromthe OPD and | PD of Ch. Devi La collegeof
Ayurveda and Hospital, Jagadhari, Haryana. A
total of 20 patients were registered, of which 2
patients dropped out.

*Dept. of Svasthavritta, Govt. Ayurvedic College & Hospital, Sampurnanand Sanskrit University, Jagat Ganj,

Varanasi, UP

** Rajasthan Ayurveda University, Jodhpur, Rajasthan
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Inclusion criteria: - Patients between 16 - 65
years of age, having the symptoms of
mandal akustha; and having a minimum of two
features of themodern clinical symptomatology
viz. i) Erythematous macular/papular rounded
plaque, ii) Layer of silvery scales, iii) lItching or
pruritis; and supported by Ausptiz sign.

Exclusion criteria: - Psoriasiswith D.M., T.B.,
hepatopathy, nephropathy and pregnancy.

Grading

Thelesionsweregraded mild (+), moderate (++)
and severe (+++) respectively on the basis of
their symptomatology and the surface area
involved. Mild - 1-5lesions (or 2-5cminsize);
Moderate - 6-10 lesions (or 6-10 cm in size);
Severe - More than 10 lesions (or >10 cm in
size).

Assessment

The results were assessed on the basis of: i)
effect on sign and symptoms and ii) changein
size/number of lesions.

Samsodhanakarma

Vamana and virecanakarma were performed
according to traditional methods and followed
the protocol of purva, pradhana and pascat
karma.

Dipanaand pacana: - Prior to administration of
snehapana, the nirama state of the body was
achieved by amapacanaand agni pradipanaby
administration of dipanadrugsviz. Trikatu carna
(Sa. Pa. 6/12). The carnawasgivenin adose of
3-5 gmstwice aday before food followed by a
cup of lukewarm water.

Snehanaand svedana:- Snehana (ol eation) was
done by internal administration of cow’s ghee
and by external application (abhyanga) of
Tilataila followed by svedanakarma. After
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completion of snehapana, ‘trayakala’ gap was
kept for abhyanga and svedana prior to
virecana.

Vamanakalpa:- Vamanakal pa was prepared as
described in Carakasamhita.! The contents of
thispreparation are: i) kutajaphala(Holarrhena
pubescens), i) madana (Catunaregum spinosa),
iii) maduka (Glycyrrhizaglabra), iv) patolapatra
(Trichosanthes dioica) - 1 part each; v)
nimbapatrarasa (Azadirachtaindica) - 10-20 ml
and vi) madhu (honey) - 20-40 ml. Each drug
was cleaned and dried for 4-6 days and
powdered (yavakut). [ The quantity was decided
based on the quantity of madanaphala carna
for each patient. The quantity of madanaphala
pippali was taken according to the classical
method i.e. antarnakha musti pramana (by
patient’s own hand) which is measured
approximately 13.51 gm.] The powders were
mixed in equal quantity and the decoction was
prepared. Nimbapatrasvarasa, madhu and
saindhavalavana (rock salt) were mixed in the
decoction at the time of drug administration.

Virecanakal pa: - Virecanaka pawas prepared as
described in Carakasamhita.? The contents of
this preparation are: i) trvrt (Operculina
turpethum), ii) dantimala (Baliospermum
montanum), iii) amalaki (Emblica officinalis),
iv) haritaki (Terminalia chebula) and v) vibhitaka
(Terminalia bellirica) - each 1 part. The drugs
were cleaned and dried for 4-6 days and
powdered and mixed in equal quantity. The dose
of virecanakalpa was calculated according to
bala, vaya, kila, kosthaand agni of the patients.
After vamana and virecana, all the patients
followed pascatkarma of 7, 5 and 3 days
according to their sudhilaksana - pravara,
madhyama and hinarespectively.
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Observation and result

The clinical features were recorded in the
specially designed proforma and compared to
the baseline features. The difference in the
various parameters were analysed using Chi
square test and paired and unpaired ‘t’ test for
the significance of parametersand Pd” 0.05 was
taken as statistically significant.

After the treatment, 100% relief was seen in
confluent and heavy feeling. Therewas marked
improvement in other symptoms also (Table 1)
Regarding surface area involved, number of

patients having severe lesions decreased from
9 to 2 while the number of patients with mild
and moderate lesion increased from 6to 11 and
3to4respectively. Thiswasdueto thereduction
in the severity of lesion from the severe-grade
tomoderate and mild (Table 2). Statistically, the
severity of psoriatic lesion was found to be
decreased significantly after the samsodhana
karma.

Discussion

Vamana and virecana provides good results in
the symptoms of mandalakustha (psoriasis).

TABLE 1
Effect of the treatment on chief complaints
' AT % of
(Séglnef‘ Czqrgf;pr?:) BT Imp |Lessimp ~not Improve-| X2 p
(+++) (++) |improved ment

1. Sveta(white-silvery lesion) 15 06 09 00 40 30.00 [<0.001S
2. Rakta

(papules & plaques of erythema) 14 08 06 00 57.14 | 28.00 [<0.001S
3. Sthira(stablelesion) 08 04 04 00 50 16.00 |<0.001 S
4. Styana (dense lesion) 09 05 04 00 55.56 18.00 [<0.001 S
5. Sngidha(moist lesion) 08 04 04 00 50 16.00 |<0.001 S
6. Utsanna (raised patch) 15 06 09 00 40 30.00 |<0.001S
7. Mandala

(rounded, coin shape lesion) 10 06 04 00 60 20.00 |[<0.001S
8. Anyonyasamsakta (confluent) 01 01 00 00 100 200 [016 N
9. Guru (heavy infeeling) 02 02 00 00 100 400 |<0.05 S
10. Anasuga (slow spreading) 14 07 07 00 50 28.00 |[<0.001S
11. Kandu (itching) 04 03 01 00 75 800 |0.018 S
12. Sruti (secretory) 00 00 00 00 00 - -
13. Krmi (secondary infection) 02 00 02 00 00 400 |<0.05 S
14. Slasna

(surrounded by smooth area) 03 02 01 00 66.67 6.00 [<0.05 S
15. Pitabha (yellowish) 00 00 00 00 00 - -
16. Auspitz sign 18 08 09 01 4444 | 3221 |<0.001 S
17. Candlegreasesign 16 07 09 00 4375 | 32.00 |<0.001S
18. Koebner Phenomena 06 04 02 00 66.66 | 12.00 (<001 S
*S - significant; N - Not significant
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TABLE 1
Effect of the treatment on surface areainvolved
Lesions BT AT
No % No %

Mild 3 16.67 4 22.22
Moderate 6 33.33 11 61.11
Severe 9 50 2 11.11
Improved 1 5.56

X2 - 06.43; p - 0.04 (Significant)

Mandalakusthais akapha predominant disease.
According to ayurveda, chronicity of
mandal akusthais dueto kaphadosaand vamana
is the specific treatment as it eliminates the
vitiated kapha and thereby decreases the effect
and chronicity of kustha. Accordingto Caraka,
Susrutaand Vagbhata, kusthaisaraktajavyadhi
and rakta is the mala of pitta. Virecana is
indicated in this condition as it eliminates the
vitiated pitta (especially bhrajakapitta in the
cases of skin disorders) and ultimately it
decreases mala of rakta (pitta).

Conclusion

The study proved that samsodhanakarmas
especially vamana and virecanakarmaare very
effectiveinkustha. It isdueto theinvolvement
of bahudosa in kustha that samsodhanakarma
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is effective in this condition.
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HAIR-REMOVING (LOMASATANA) PROPERTY OF
HARATALADI YOGA - A CLINICAL STUDY

Milind Hukkeri, K.Y. Krushngji, Aniket Patil and P.P. Dindore*

Abstract: Today, removal of unwanted hair hasagreat cosmetic value. Usage of hair
removing creams and sol utions has many side effectslikeirritation and discol oration.
Ayurveda has many herbal and herbo-mineral preparations which have lomasatana
(hair removing) property; and Harataladi yoga is one among them. Harataladi yoga
was prepared as referred to in the Sarngadharasamhita and its lomasatana property
was evaluated in 15 subjects. The result was very encouraging.

Introduction

Ayurveda has explained many of the drugs
responsiblefor lomasatanakarma. Among them,
Harataladi yogat was selected for the study. It
is said in the text that by applying this
preparation, the applied part becomes soft like
the head of Bouddha bhiksu and in that part
hair growth will be totally stopped. Other
lomasatana yogas mentioned in the classical
textsare: Haratala sudhal epa,2* Sankhadi lepa,®
Aiijanadi lepa,> Palasadi lepa,® Sankha-
bhasmadi lepa?® and Karparadi lepa®
Materialsand methods

A total of 15 subjects, meeting the inclusion
criteria, were selected.

Inclusion criteria: - Persons, in either sex, under
the age group of 20-60 years, having hair over
the neck region.

Exclusion criteria: - i) Personswho suffered from
fever for morethan 15 daysin the past 2 months;
i) those taking medicine like Allopurinol,
Chloroquine, etc.; iii) cases of any skin diseases

like contact dermatitis, woundsor crackson skin;
iv) those who use lepa or taila that contains
haratalaor manassilafor other skin diseases; v)
person using boric acid containing mouth
washes.

Har ataladi yoga

The ingredients of Harataladi yoga are: i)
Sankhacirna(2 parts), i) purified haratala(1 part),
iii) purified manassila (Y2 part) and iv) Sarjaksara
(1 part).

Preparation: - Haratala® (orpiment), manassila*
(realgar), sankha (conch shell) and sarjaksara™®
(Sodium bicarbonate) were procured from the
Department of Rasasastra, Sri B.M.K. Ayurveda
Mahavidyalaya, Belgaum. Purified sankha®,
haratala®, manassila™ and sarjaksarawerefinely
powdered in akhalvayantra (mortar and pestle)
and vastragalana (filtering through thick cloth)
of all the drugs except sarjaksarawas done.

Procedure
i. Preparation of the site without threading: -
Select 5 sq. cm. of area on the posterior

*Department of Rasasastra, K.L.E.U’s Si B.M.K. Ayurved Mahavidyalaya, Belgaum - 590 003, Karnataka
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surface of the neck where hair is not only
dense but can be counted. Shave the
surrounding area to have a line of
demarcation. To avoid overlapping of hairs
and so also to make easy counting and
application of the drug, cut the hair so that
only 1 cm. long hair remains.

ii. Preparation of the sitewith threading: - Select
5 sg. cm. of area on the back of the neck.
Removeall hair by threading.

Application: - 30 gm powder mixedin 10 ml water
and made to afine paste was applied over 5 sg.
cm area in a uniform thickness. The lepa was
applied in the afternoon at 12 to 3 pm and was
removed just before complete drying.

Result and discussion

Assessment criteria: - 100% hair loss without
any marked effects - good response; 50-99%
hair loss - moderate response.

In 54% of subjects, 4 applicationswererequired
and 3 applications were sufficient in the
remaining (54%) subjects. In 54% of subjects,
there was average 40% reduction of hair infirst
application, 30% reduction in 2 and 10%
reduction in the 4" application. In 46% of cases,
there was an average 45% reduction of hair in
the 1% application, 36% in the 2" and 21%
reduction in the 3 application.

Increased number of hair not noticed in any
case. There was no change in pigmentation as
well asin hair form such asthickening, thinning,
roughening and softening. 33% of patient had
mild itching on every application and 10% felt
redness. Hot sensation was felt in 16% of
patients. Only 7% of patients got hair root
swelling less than 1 mm in size which
disappeared within 24 hours. No colour change
of skin noticed.

Sarngadhara has mentioned ‘Nirmalayati
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kesanam ksapanasya siro yatha.” This can be
elucidated in two ways: 1) the yoga causes
epilationi.e. hair fallsalong with theroot, which
means no re-growth of hair as the root is
destroyed. The word nirmalayati in above
mentioned sloka indicates destruction of germ
cellsand permanent lomasatanaif we consider
the mala (root) as a factor responsible for new
hair growth. 2) Thehair lossison the skin surface
(the hair root is intact), which means the hair
will grow again because no word like
punarnarohanti is used in the sloka.

Conclusion

Harataladi yogais proven to be very effective
and safefor removal of hair. Therewere no hair
growth and side effect noticed in the study.
Hence Harataladi yoga can be taken as one of
the effective and safest therapiesfor lomasatana.
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EFFECT OF TRIPHALADI KVATHA LEKHANAVASTI
IN HYPERLIPIDEMIA - APILOT STUDY

Pankaj Kumar Mishra, Ch. Sadanandam and T. Ravi Prasad*

Abstract: Hyperlipidemia is a metabolic disorder in which the levels of lipoprotein
i.e. cholesteral, triglycerides or both areincreased in plasma. Ayurvedic classics describe
anumber of formulations to combat with medorogawhich offers effective remedy for
hyperlipidemia. Susrutasamhitadescribes Triphaladi kvathalekhanavasti in medoroga.
A study was conducted on 10 patients of hyperlipidemia to evaluate the efficacy of
Triphaladi kvathalekhanavasti in hyperlipidemia. Two cycles of vasti were given in
the form of yogavasti with a gap of one week in between two cycles. The result was

encouraging.

Introduction

Consumption of fast foods having high calories,
freezed fruits, increased amount of soft drinks
and beverages, lack of exercise and stress are
some of the factors which cause disturbance of
agni or metabolism and ultimately leads to
hyperlipidemia.

Hyperlipidemia is a relatively symptomless
disorder and henceitiscalled assilent killer. It
isaconditioninwhichthelevelsof lipoproteins
(cholesteral, triglycerides or both) areraisedin
plasma, which, in ayurveda, can be correlated
to raised ‘rasa-raktagata asthimedodhatu-
vrddhi’. Hyperlipidemia has become a major
factor in the pathology of atherosclerotic
diseases like CHD. Ayurveda offers a number
of treatment modalitiesfor medorogain which,
vasti, especially lekhanavasti, is the best to

remove abnormally increased medas. Triphal adi
kvatha lekhanavasti described in Susruta-
samhita(Cikitsasthanam, 38/82) was selected for
the study.

Aim and objective: - To assess the effect of
Triphdadi kvathalekhanavasti in hyperlipidemia.
Materialsand methods

Selection of patients: - 10 patients of either sex
of Hyperlipidemia (diagnosed on the basis of
lipid profilereport) wererandomly selected from
the I.P. & O.P. units of Dr. B.R.K.R. Govt.
Ayurvedic College & Hospital, Hyderabad
(A.P)

Inclusion criteria:- Patients between the age
group of 20-60 years, having abnormal lipid
profilei.e.i) S. Cholesterol - 201mg/dl or more;
LDL-101mg/dl or more; ii) S. Triglycerides -
151mg/dl or more; VLDL - 41mg/dl or more.

*P.G. Department of Panchakarma, Dr. BRKR Govt. Ayurvedic College Hyderabad (A.P.)
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Exclusion criteria: - Patients having serious
cardiac problems; uncontrolled diabetesmellitus
and hypertension; H/O untreated thyroid
disorders; pregnant women and lactating
mothers; renal insufficiency or any other serious
systemicillness.

Selection of drug: - Triphaladi kvathalekhana
vasti was selected as described in Susruta-
samhita.! The contents and quantities of the
dravyaareasfollows:

Content Quantity
Maksika (honey) 100 ml
Saindhava 10gm
*Katutaila (mustard oil) 150 ml
Kaka:

Yavaksara 10gm

Kasisa 10gm

Hingu 10gm

Tutha 10gm

Silajatu 10gm
Triphalakvatha 320ml
Gomatra 120 ml
Total amount 710 ml

*Murchita tila taila - 120 ml for anuvasana vasti

Study design: - All the patients were given 2-
cyclesof Triphaladi kvathalekhanavasti in the
form of yogavasti with a gap of one week in
between two cyclesfor aperiod of 23 days.

Assessment criteria: - After completion of 2-
cycles of treatment (23 days), assessment was
done in terms of statistical evaluations based
on the changes in lipid profile and the results
were analyzed statistically by paired ‘t’ test.

Result and discussion

The result showed significant reduction in S.
cholesterol and LDL-Cholesterol statistically (p
<0.05). There were no significant changes in
HDL, VLDL cholesterols and S. triglycerides
statistically. Changesin lipid profile beforeand
after the treatment is shown in Table 1

Triphaladi kvathalekhanavasti, by virtue of its
ingredients, has lekhana, kapha-vata hara,
dipana-pacana and sroto-sodhaka properties.
The significant changes in S. cholesterol and
LDL-cholesterol shows hypolipidemic effect of
Triphaladi kvatha lekhanavasti and it may be
termed as the lekhana prabhava of the
component drugs.

TABLE 1
Effect of the treatment in lipid profile

Mean + SE
Parameter (mg/dl) t p Remarks
BT AT
1. S.Cholesterol | 254.40+5.07 236.44+9.16 2.6502 <0.05 (0.02) Significant
2. HDL 35.820+2.466 | 35.667+2.392 0.5367 >0.05 (0.5) Not significant
3. LDL 167.000+5.67 | 153.33+9.07 2.9087 <0.05 (0.01) Significant
4 VLDL 41.000+7.049 | 39.956+8,778 0.1972 >0.05 (0.8) Not significant
5. S.Triglycerides| 248.30+62.29 | 239.33+62.88 0.4776 >0.05 (0.6) Not significant
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Conclusion Bibliography:

Triphaladi kvatha lekhanavasti showed 1
significant effect in lipid profiles, especially in

S. cholesterol and LDL cholesterol. Though
therewereno significant changesin HDL, VLDL

and Tiglycerides, in some casestherewere clear
elevationin HDL and clear reductionin VLDL 2
and Triglycerides.
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EFFICACY OF PANCAVALKALA CREAM
INTHE MANAGEMENT OF CHRONIC
NON-HEALING WOUNDS

K. Shobha Bhat?!, M. Sahu? and V.K. Shukla®

Abstract: Ayurvedic classics describe various types of vrana (wounds) and their
management. Susruta has detailed sixty kinds of treatment procedures and numerous
formulations in the management of wounds under the category vranasodhana and
vranaropana. External use of paicavalkala (bark of - udumbara, plaksa, asvatha, vata
and parisa) isfound to be very effectivein controlling infection of wounds. Paicavalkaa
cream was found to be agood debriding agent. It can be recommended in chronic non-

healing wounds.

Introduction

A chronic wound is a tissue injury that does
not proceed through the repair process in an
orderly, timely manner.t Chronic woundsinclude
pressure ulcers, venous ulcers, diabetic ulcers,
arterial ulcers, and other non-healing secondary
wounds.2 Unlike acute woundsthat heal in days
or weeks, chronic wounds can persist for
months or years.

Wound infection is a major factor that
contributesto impaired healing and can lead to
osteomyelitis, bacteremiaand sepsis.>¢ Wound
infection occurs when the virulence of the
organisms overwhelms the host’s resistance
resulting in invasion and replication of the
organism or production of toxin and local tissue
damage.” The ensuing inflammatory response
tothislocal tissue injury presentsasthe classic

signs and symptoms of infection viz. redness,
swelling, pain, discharge, tenderness and
malodour. It is important that infection is
recognized as early as possible.

The formal descriptions of wound care have
been vividly elaborated in Brhattrayi. These
documents not only describe vrana but also
present their systematic classification along with
management including various systemic and
local drugs and preparations. Sixty different
procedures for the management of wounds
along with numerous herbal drugs as local
applicant are detailed in Susrutasamhita under
broad classifications - vranasodhana and
vranaropana. Susruta advocates external
application of paiicavalkala (bark of udumbara,
plaksa, asvatha, vataand parisa), whichisfound
to be very effective.

1. Department of Agadatantra, SD.M. College of Ayurveda. Kuthpady, Udupi - 574 118.
2. Department of Shalyatantra, IMS, BHU, Varanasi; 3. Deptt. of General Surgery, IMS, BHU, Varanasi.
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Materialsand methods

The study employed a single arm before-after
clinical trial design. Patients who met entry
criteriawith chronic wounds were assessed for
signs and symptoms of localised infection, and
viable wound tissue specimens were obtained
for quantitative microbiological analyses prior
to and during the course of the treatment.

Setting and sample

Cases of non-malignant chronic wounds were
selected from the O.P.D of Surgery in the
Ayurvedic and Modern wings, Sir Sunderlal
Hospital, Institute of Medical Science, Banaras
Hindu University.

Thecriteriaof selection of casesof woundswere
based on the symptoms presented by the
patients in accordance to the description of
Susruta on dustavrana (non-healing ulcers).
Patients diagnosed to have chronic non-healing
infected wounds were randomly selected,
irrespective of age, sex and associated diseases.

Sudy variables

The primary study included clinical signs and
symptoms of infection. A ‘Clinical Signs and
Symptoms Checklist’ were prepared to measure
the presence or absence of wound infection (i.e.
swelling, redness, pain, discharge, tenderness
and malodour). A grading system for each sign
and symptom was prepared.

The patients were subjected to external
application of Paiicavalkala cream, once daily,
with dressing. Surgical debridement was done
as per the need. Internally, analgesics were
administered whenever necessary. Weekly
assessment was done and the grades of each of
the above mentioned signs and symptomswere
assessed during the course of treatment.
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Details of the drug

The pancavalkala are: barks of vata (Ficus
bengalensis L.), asvatha (Ficus religiosa L),
udumbara (Ficus glomerata Roxb.), plaksa
(Ficuslacor Buch-Ham.) and parisa[ Thespesia
populenea (L.) Sol. ex Correa.]

Preparation the extract

Fresh barks of all thefive drugs (each 2 kg) were
collected, cleaned and dried (10-15 days) and cut
into small pieces(yavakutacarna). Thendecoction
(kvatha) of the individual drugs was prepared
added by 8 times water, boiled at 100°C till the
water reduces to ¥4 of itsinitial volume. Then it
was filtered using a clean cloth and the liquid
portion was separated from the yavakuta of the
drug andre-filtered to avoid presenceof impurities.
Hot water was showered to thisliquid portion for
few hours and when it became concentrated, it
waskept inincubator at 40°C for few days. When
the drug dried up completely, it was powdered
and stored in air tight containers. The yield of
ghanasatva of paricavalkalawas asfollows: vata
- 65gm, udumbara- 45 gm, asvatha- 50 gm, parisa
-40gmand plaksa- 45gm. Finally, 40 gm of each
drug was taken and mixed to prepare a
homogenous Pancaval kalaextract.

Composition of the cream
Active composition: - Dried extract of thedrugs
as per required percentage for all the variants.

Base: - Light liquid Paraffin (12%), Hard Paraffin
(3%), Butylated hydroxy toluene (0.1%),
Cetosteryl Alcohal (8%), Propylene Glycoal (5%),
Methyl Paraben (0.2%), Propyl Paraben (0.02%),
Glycerine (5%), Sodium Lauryl sulphate (0.5%),
Water (qs)

Preparation of the cream
Step 1:- Take light liquid paraffin, glycerine,
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butylated hydroxy toluene, methyl paraben and
propyl paraben in SS container. Gently heat
while stirring until butylated hydroxy toluene,
methyl paraben and propyl paraben fully
dissolve.

Step 2:- Takewater in separate SS container and
add Sodium Lauryl sulphate (SLS) and heat
gently until SLS dissolve. Add the required
extract into the water and heat gently till it get
fully dissolved. Filter the solution with 100 #
filter cloth.

Step 3:- Heat hard paraffin and cetostearyl
alcohol in separate container (at temp 80°C) to
melt.

Step 4:- Attach step-2 solution with homogenizer
and mix properly. Add the step-1 solution into
the container to 2. After thoroughly mixed, mix
the step-3 (melted part) into step-2. Solution will
become viscous and formation of cream will
start. On cooling, smooth creamwill obtain. Total
mixing timeis 12 minutes.

Result

Data collection: - The patients were asked to
visit the hospital every week for assessment.
The following clinical criteria were used to

measurewound infection: i) slough, ii) pain, iii)
discharge, iv) swelling, v) redness, vi)
tenderness and vii) malodour. A well planned
grading system wasfollowed to assess different
signs and symptoms of the patient and the
grades were assessed on the first visit and
thenceforth weekly until 8 weeks.

Data analysis. - The statistical values were
inferred with the grades before and after the
treatment, using students ‘t’ test (paired). The
effect of the treatment was statistically
significantinall thesign & symptoms (Table 1)
Discussion

Almost al the component drugsin paincavakaa
are kasaya in rasa, guru-raksain guna, sitain
viryaand katu invipaka. Asvathaiskasayaand
madhura in rasa; and parisa is laghu-ruksain
guna.

Effect of the therapy

Pain: - Considering the mode of action by the
rasa, paicavalkala is vatakara and hence
increases the ruja or pain which is
predominantly due to vata. The effect of the
drug on rujais found to be highly significant.
This is due to the action of the guna. Having

TABLE 1
Effect of the therapy on the sign & symptoms
Sign & symptoms Mean Relief Paired ‘t’ test
AT BT Diff. (%) sD SEM t p
Slough (n=39) 3.33 0.43 2.90 87.09 172 0.26 10.93 | 0.001
Pain (n=35) 1.62 0.50 112 69.14 0.96 0.14 7.49 0.001

Discharge (n=37) 1.40 0.31 1.09
Swelling (n=17) 0.60 0.22 0.38
Redness (n=6) 0.17 0.00 0.17
Tenderness (n=22)| 0.83 043 0.40
Malodour (n=34) 1.36 0.31 1.05

N o g s wDNE

77.86 0.85 0.78 8.35 0.001
63.33 0.69 0.10 3.54 0.001
100 0.43 0.06 247 0.018
48.19 0.62 0.09 4.18 0.001
77.21 0.82 0.12 8.23 0.001
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guruguna it is vatahara and thus decreased the
rujaor pain.*©

Discharge: - Paiicavalkala, by its kasaya rasa
property, acts as a stambhaka and grahi.™ It is
also an atitvakprasadakai.e. it cleansesthetvaca
(skin) and removeall themalafrom here.>** Due
to all these properties it reduced the srava
(discharge). The stambhana effect might also
be attributed to the sitavirya of the drug.'4

Redness: - Pancavalkala is considered to be
pittaghna, i.e. both by the action of rasa and
viryathey are pittaharaand therefore they must
decrease theraga, whichismainly dueto pitta.

Swelling: - Paincavalkalais sothahara and due
to its kasaya rasa it acts with pidana, ropana
and sodhana property. Due to these qualities
the accumulation of sopha is expelled and
reduced. Also the drug is ruksaand kaphahara;
due to this, sopha (which is kaphaja), gets
reduced.

Pharmacological action

The component drugs of paiicavalkala are
found to have anti-inflammatory, analgesic,
antimicrobial and wound healing properties.’>2*

Conclusion

Topical application of thetrial drug has agood
effect in vranasodhana (wound debridement).
Thedrug actsasadebriding agent asit helpsto
control infection, by precipitating the removal
of slough and necrotic tissue from wound
surface. Hence it can be concluded that
Paricavalkalacream, which efficiently decreases
the signs and symptoms of infection, is agood
wound debriding agent and can be
recommended in the management of chronic non
healing wounds.
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HYPOGLYCEMIC EFFECT OF
DILLENIAINDICA - ACLINICAL STUDY

Munmee Das and Bishnu Prasad Sarma*

Abstract: Despite tremendous progress made in the understanding of the
aetiopthogenesis, diagnosis and management of diabetes mellitus, an efficient and cost-
effective drug for its long term management remains elusive. The fruit of bhavya
(Dilleniaindica L.) has been anintegral part of the Assamese cuisineand it is claimed
that thisfruit can control blood sugar when consumed on aregular basis. An opentrial
was done with the powder of D. indica to explore and study its efficacy in the
management of DM. The result was encouraging.

Introduction

With a rapidly growing economy and
modernization of the lifestyle, non-
communicable diseases (NCDs) have emerged
to bethe second only to communi cabl e diseases
in contributing to disease burden in India.
Amongst the NCDs, diabetes mellitus (DM) is
emerging as an important health condition in
India. DM is a metabolic-cum-vascular
syndrome characterized by chronic hyper-
glycemia with disturbances of metabolism
resulting from defectsininsulin secretion, action
or both. There are many plants used for
centuriesintheform of folkloremedicinefor the
management of diabetes. These may provide
useful sourcesfor the development of traditional
drugs for the management of diabetes.

The trial drug bhavya (Dillenia indica)
described in ayurvedic texts, is traditionally
used in Assamese cuisine and is listed as folk

remedy for DM. TheD. indica speciesisnative
to Southeast Asiafrom Indiato Bangladesh, Sri
Lanka, Southwest China, Thailand and
Malaysia.

A medium-sized tree up to 40 ft. high; leaves
fascicled at the end of branches, oblong-
lanccolate, acuminate, 20-30 by about 10 cm.,
sharply serrate. Flowers often exceeding 15 cm
diameter, white, fragrant, appearing with the
leaves usually solitary towards the end of each
branchlet. Sepalsand petalsare 5. Thefruitsare
large, 5-12 cm diameter, hard outside, fleshy
within. Seeds many, imbedded in glutinous pulp,
compressed, with hairy margins.

Materialsand method

40 patients (19 males and 21 females) were
randomly selected from the OPD and IPD of
Kayachikitsa Department, Govt. Ayurvedic
College and Hospital, Guwahati, Assam.

*Dept. of Kayachikitsa, Govt. Ayurvedic College and Hospital, Jalukbari, Assam
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Effect of treatment on FBS, PPBS and HbA 1c (n=40)

TABLE 1

o Mean + SD Diff.
Description BT AT (BT - AT) = t p

1. FBS

- FU1 (8 weeks) 158+ 16.1 |139.2+8.1 | 183+11.4 18 10 <0.001

- FU2 (16 weeks) 1193+4.1 | 382+15.4 2.4 16 <0.001

- FU3 (24 weeks) 98.7+1.1 58.8 + 16 25 23.7 <0.001
2. PPBS

- FU1 (8 weeks) 212.7+ 11 |180.5+ 10.8| 32.1+17.6 2.79 1151 <0.001

- FU2 (16 weeks) 168.4+12 | 442+ 159 2.52 17.55 <0.001

- FU3 (24 weeks) 155.9 + 16.7| 56.6 + 18.3 2.89 19.62 <0.001
3. HbAlc 87+10 |6.8+0.8 19+0.7 0.11 17.2 <0.001

Doseand duration: - Thefruit powder (30 grams
daily) was administered in two divided doses
i.e. half an hour before lunch and dinner with
warm water for aperiod of 24 weeks.

Observation and result

Theeffect of the drug on the fasting blood sugar
(FBS) was found to be statistically highly
significant (P< 0.001) in each follow up. Mean
difference in each follow up had increased
gradually from 139.2 + 8.1 at 8 weeksto119.3+
4.1at 16 weeksand 98.7 + 1.1 at 24" week of the
treatment. The't’ value was also found to be
increasing with the course of treatment. The
effect of treatment on post prandial blood sugar
(PPBS) was found to be statistically highly
significant (P< 0.001). Themean difference had
increased gradually from 180 + 5.6 t0 168.45 +
12.1and 155.9 + 16.7 at 8, 16 and 24 weeks of
treatment respectively. The ‘t' value was also
increasing in each follow up. The level of
Glycosylated hemoglobin (HbA1c) was found
to be statistically highly significant after 24
weeks of treatment. The initial mean 8.7 was
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reduced to 6.8 after the treatment. (Table 1)

Conclusion
The claim of Dillenia indica for the manage-
ment of Diabetesmellituswasfound to beright.
The results of the study showed the effect of
the trial drug in controlling the blood glucose
level. It significantly reduced the level of
glycosylated hemoglobin showing good
glycemic control. Dillenia indica, with its
significant hypoglycemic effect, isvaluableoral
drug to manage DM without the adverse effects
of synthetic oral hypoglycemic agents.
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EFFECT OF AN INDIGENOUS COMPOUND
INLACTATION DEFICIENCY

Tripathy R.N.* and Otta S.P**

Abstract: Lactation deficiency (stanyaksaya) is a common problem encountered in
clinical practice in 30 to 40% of nursing women. To establish the efficacy of an
indigenous ayurvedic compound in stanyaksaya, a single blind clinical study was
conducted in 50 patients under the age group of 18-35 years. The subjects were
equally divided into two groups. Patients under Control group were provided standard
ayurvedic therapy (Satavaricirna) while in Trial group, Karpasabija and Masabija
curna- in the dose of 5gm twice daily along with milk for thirty days. The result was
found significant with the ‘p’ value at the level of <0.001.

Introduction

Breast-feeding provides energy and nutrition
totheinfant and also promotes aclose physical
and emotional bondage between the mother and
child. TheAmerican academy of family physician
(AAFP) recommends that all babies with rare
exceptions should be breast-fed or receive
expressed human milk exclusively for six months
of life

Lactation deficiency means inadequate milk
secretion, lessthan 300 ml (10 ounces) daily by
thefifth day and 480 ml (16 ounces) by thetenth
day of delivery. Susruta explains it as
stanyaksaya that occurs due to psychological
conditions of mother like anger, grief, fear,
jealousy and lack of affection. Modern medical
literature al so explains contributory factorslike
maternal age, maternal education, economic
status, antenatal care and preceding birth

interval as responsible for suppression of
lactation. In India, the prevalence of lactation
deficiency is 30-40%. In this context, asingle
blind clinical study was conducted at N.K.J.
Ayurvedic Medical College & Post Graduate
Centre, Bidar.

Aim and objectives: - To assess the
effectiveness of herbal drugs in stanyaksaya
(lactation deficiency); to find out simple,
economical, best possible remedy for
stanyaksaya.

Material and methods

Fifty patients, selected from the IP & OP
Department of Siddharudha Charitable Hospital
and Government District Hospital, Bidar, were
screened according to the selection criteriaand
were equally divided into two groups - | (trial)
and Il (control).

The trial group were treated with

*Deptt. of Salyatantra, Amrita School of Ayurveda, Amrita Viswavidyapitham, Amritapuri, Clappana PO,
Kollam - 690 525, Kerala; ** ARIMCHC, Poojapura, Thiruvananthapuram, Kerala
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Karpasabijacarna and Masabijacarna (fine
powder of seeds of Gossypium herbaceum and
Vigna mungo) and the control group with
Satavaricarna (fine powder of rhizome of
Asparagusracemosus) - 5gm twicedaily along
with milk for amaximum period of 30 days. Both
the groups were advised to take sufficient
amount of milk inthe diet.

Inclusion criteria: - Patients between the age of
18-35 years; from 5" day of delivery; whose
breast milk quantity waslessthan 300 ml/day.

Exclusion criteria:- Patientshaving diseaselike
anaemia, tuberculosis, breast cancer, mastitis,
anatomical defect of breast, breast atrophy,
alcoholic history, uterine inertia, rupture of
uterus and retained placenta.

Methodology: - In both the groups the details
of personal data, gynaecology and obstetric
case history were taken to explore signs and
symptoms of stanyaksaya. The following
investigations were also done and incorporated
inthe proforma.

¢ Measurethe quantity of breast milk from 5" -
10" day after delivery using breast pump.

e Milk analysis for protein, fat, carbohydrate,
lactose, phosphate.

Assessment criteria

The patients were assessed on the basis of
subjective and objective parameters before and
after the treatment. The signs and symptoms
were graded on the basis of severity (Table 1).
Breast feeding frequency (normal: 8-12 times/
day) and the weight of baby (in kg) were noted.

Milk analysis. - Sign of adequate milk transfer
includes a minimum of 15 to 20 minutes of
rhythmic sucking with audible swallowing,
breast softening, milk in the infant’s mouth;
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TABLE 1
Gradation of sign & symptoms

Symptoms (signs) Gradation

1. Stanamlanata
(Suskatva, stanya-asambhavaand
stanya-alpatva)
- Norma
- Onesignis present
- Two signs are present
- All the three signs are present
2. Stanyaejection
- Forceful
- Streamlike
- Drop by drop
- Noegection
3. E.B.M. Quantity
(from 5" day onwards)
- Uttama (240-300 ml/in 24 hrs)
- Madhyama (180-240ml/in 24 hrs)
- Alpa(120-180 ml/in 24 hrs)
- Lessthan 120 ml in 24hrs

4. E.B.M. Quantity
(From 10" day onwards)

- Uttama (480-600 ml/in 24 hrs)

- Madhyama (420-480ml/in 24 hrs)
- Alpa(360-420 ml/in 24 hrs)

- lessthan 360 ml in 24hrs

5. Stanyapravartana
(From 5" day and above)

- Uttama (20 ml/2 hrly)

- Madhyama (15 in mi/24 hrly)
- Alpa (10 ml/ 24 hrly)

- Nilin 2hrs

6. Stanyapravartana
(From 10" day onwards)

- Uttama (50 ml/ 2 hrly)

- Madhyama (45 in ml/24 hrly)
- Alpa40 ml/24 hrly

- Lessthan 40 ml in 2hrs

WN PO WNEFELO WNEFELO WNEFELO WNEFELO

WNEFELO

Responses: @) Cure - 100% relief (from sign and
symptoms), b) Good - 75-99% relief, c) Moderate -
50-74% relief, d) Mild - 25-49% relief and €) No
response: below 25% relief or norelief at al
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satiation and six to eight wet diapersand at | east
two soft yellow stools per day. If milk transfer is
inadequate, supplementation casually by
bottles, may berequired. Thisshould ideally be
donewith expressed breast milk. (Table 2)

Observation and result

Stanyaksayais mostly seen at the age of 21-24
years in lower and middle classes of women.
The incidence is mostly seen in urban patients

TABLE 2
Milk analysis
. Normal value
Description Colostrum | Breast milk

1. Protein 8.6 1.2
2. Fat 2.3 3.2
3. Carbohydrate 32 75
4. Phosphate, Lactose trace trace

as compared to rural patients. Majority were
housewiveswith the history primi with normal
vaginal delivery. Distribution of patients
according to clinical presentation, socio-
economic status, etc. is shown in Table 3.

The mean score of various parameters such as
expressed breast milk (EBM) quantity, baby
weight, breast feeding, serum prolactin level,
etc. were analysed statistically and the effect
aswell as comparison in both the groups were
significant at thelevel of p<0.001 (Tables 4-6).
Discussion

The mode of action of drugs based on stanya
formation was analysed. Both the drugs
selected for the study possess madhura rasa,
madhura vipaka and sitavirya. Madhurarasa
forms nutrition (rasaposaka amsa) of good
quality. Thisis useful to form its upadhatu i.e.
stanya. The pathogenesis of stanyaksyaoccurs
dueto vataprakopa. Madhurarasapacifiesvata,
and sitavirya increases rasadhatu.
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The incidence is mostly seen in the urban
patients as compared to rural patients, because
urban ladies do not have assistance after
delivery to do their daily work and support for
breast feeding. It wasfound that 20% incidence
in Group Il was employed women. Employed
women are unable to breast feed in the regular
intervals hence devel op stanyaksaya. |n group
11, 64% were primi paraand 36% were multi para.
Inprimi patientsit isnot easy to adjust with the
new born and they were frustrated and stressed
which causes stanyaksaya. In multi parity if
duration between two subsequent deliveriesis
less, then it affects lactation process. Birth
interval positively influences breast feeding
duration. Birthinterval isimportant not only for
the child’'s health but also for mother’s health.
Multiple births close together deplete women’s
TABLE 3

Distribution of patients
accodring to various parameters (n=50)

Parameters Gl Gll Total
1. Parity

- Primi 15 16 31

- Multi 10 09 19
2. Occupation

- House wife 23 20 43

- Employed 02 05 07
3. Delivery status

- Norma 13 14 27

- LSCs 12 11 23
A. Stanyaksaya

- Lower class 56% 60%

- Middleclass 40% 32%

- Upper class 4% 8%
B. Literacy

- Educated 52% 56%

- Uneducated 48% 44%
C. Habitation

- Urban 56% 60%

- Rurd 44% 40%
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health nutrients and increase the risk of giving
birth to low birth weight baby. Poor nutritional
status of mother might also be a reason for
termination of breast feeding. The increase in
birth interval to 2 years or more and reducing
the number of births would improve the health
status of mother as well as breast feeding
duration. Group - | patientsdelivered 52% male
babies and 48% femal e babies whilein group -
11 56% mal e babies and 44% female babieswere
delivered. In general, male baby gets more
affection from mother influencing the quantity
of breast milk. (Table 3)

Chronic, mild and moderate maternal under
nutrition does not have any adverse effect on
initiation, duration, quantity and quality of
lactation. But reduction on dietary intake has

adverse effect in next pregnancy and lactation
performance.

The breast-feeding infant loses up to 7% body
weight in first 72 hours of life. The weight
should then plateau for 1-2 days and the infant
finally beginsto gain weight on 4" & 5" days,
reaching the original birth weight in the 7" to
10 days. Failure to regain birth weight in first
10 days requires careful assessment.

Failureof thebreast toincreasein size over the
13 & 2 trimester isasignal that the breast may
not be able to respond by producing adequate
milk. If breasts do not become slightly
engorged and full in 48-72 hours after the
placentaisdelivered, may also signal possible
difficulty in providing adequate milk.

TABLE 4
Assessment of result in Group | (Trial group)
_— Before Treatment After Treatment Cor-
Description : Sg. 't value
Mean sSD E Mean SD o | relation

1. EBM quantity 2800 | 0408 | 0.081 | 0.880 | 0.525 | 0.105 | 0.466 | 0.019 | 19.461

2. Baby weight 2834 | 0.346 | 0.069 | 3.094 | 0.332 | 0.066 | 0.232 | 0.265 | 18.450

3. Breast feeding 2680 | 0.690 | 0.138 | 5240 | 0.778 | 0.155 | 0.304 | 0.140 | 14.715

4. Serumprolactin 28.727 | 3.966 | 0.84 | 45136 2.799 | 0.5968| 0.758 | 0.000 | 29.669
level (50ng/ml)

5. Stanamlanata 2720 | 0458 | 0.091 | 1.400 | 0.707 | 0.141 | 0.617 | 0.001 | 11.854

6. Stanyaejection 3120 | 05259 0.105 | 0.720 | 0.678 | 0.135 | 0.215 | 0.302 | 15.712

7. Stanyapravartana 3480 | 0509 | 0.101 | 0.760 | 0.663 | 0.132 | 0.232 | 0.265 | 18.450

8. Fat (2.0 to 4.5%) 1238 | 0.193 | 0.038 | 3.951 | 0.233 | 0.046 | 0.233 | 0.262 | 51.004

9. Protein 0.861 | 0.110 | 0.022 | 1.607 | 0.159 | 0.031 | 0.450 | 0.024 | 25.210
(1.0-2.0gm%)

10. Lactoseanalysis 359% | 0.667 | 0.133 | 5782 | 0412 | 0.082 | 0.468 | 0.018 | 18.272
(5.6-7.8 gm%)

11. Cal. analysis 13.600 | 2629 | 0.525 | 33.760| 2.890 | 0.578 | 0.025 | 0.905 | 26.122
(18-42 mg %)

12. Phos. analysis 8240 | 1.877 | 0.3754| 15.760| 2.367 | 0.4735| 0.567 | 0.003 | 18.584
(10-20 mg %)

p =<0.001 - Highly significant
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TABLE 5
Assessment of result in Group Il (Control group)

I Before Treatment After Treatment Cor-
Description : Sg. 't vdue
Mean | SD £ | Mean| SD & |relation
1. EBM quantity 3560 | 0506 | 0.101 | 1.360* | 0.637 | 0.127 | 0.382 | 0.060 | 17.041
2. Baby weight 2678 | 0.232 | 0.046 | 2938 | 0.339 | 0.0679| 0.637 | 0.001 | 21.504
3. Breastfeeding 1.880 | 0.665 | 0.133 | 3.600 | 0.577 | 0.115 | 0.195 | 0.350 | 10.864
4. Serumprolactin 30.560 | 5965 | 1.193 | 55.280| 4532 | 0.906 | 0.142 | 0.499 | 17.755
level (50ng/ml)
5. Stanamlanata 3.000 | 0.816 | 0163 | 1.600 | 0.645 | 0.129 | 0.474 | 0.017 | 9.165
6. Stanyaejection 3480 | 0509 | 0.101 | 1.200 | 0.866 | 0.173 | 0.340 | 0.097 | 13.529
7. Stanyapravartana |4.120 | 0.665 | 0.133 | 1.600 | 0.707 | 0.141 | 0.637 | 0.001 | 21.504
8. Fat (2.0- 4.5%) 1514 | 0539 | 0.107 | 3.678 | 0.304 | 0.060 | 0.015 | 0.945 | 17.364
9. Protein 0.848 | 0.165 | 0.033 | 1.348 | 0.202 | 0.040 | 0.647 | 0.000 | 15.847
(1.0- 2.0gm%)
10. Lactoseanalysis 2850 | 0.256 | 0.051 | 6.193 | 0.341 | 0.068 | 0.672 | 0.000 | 65.786
(5.6 - 7.8 gm%)
11. Cdl. analysis 8.360 | 1.287 | 0.257 | 34.360| 1.551 | 0.310 | 0.642 | 0.001 | 106.145
(18 - 42 mg %)
12. Phos. analysis 5220 | 1118 | 0.223 | 14.320| 1.600 | 0.320 | 0.785 | 0.000 | 45.500
(10 - 20 mg %)
* Dif. 24; p = <0.001 - Highly significant
TABLE 6
Comparison of result in Group | & |1
_— Before Treatment After Treatment Cor-
Description : Sg. 't vdue
Mean | SD £ | Mean| D & | relation
1. EBM quantity 0.880 | 0525 | 0.105 | 1.360 | 0.637 | 0.127 | 0.114 | 0.586 | 2.753
2. Baby weight 3.094 | 0332 | 0.066 | 2938 | 0.339 | 0.067 | 0.231 | 0.267 | 4.938
3. Breastfeeding 5240 | 0.778 | 0.155 | 3.600 | 0.577 | 0.115 | 0.130 | 0.537 | 9.037
4. Serumprolactin 45.136 | 2.799 | 0.596 | 55.636| 4.499 | 0.959 | 0.295 | 0.182 | 10.840
level (50ng/ml)
5. Stanamlanata 1400 | 0.707 | 0.141 | 1.600 | 0.645 | 0.129 | 0.274 | 0.185 | 1.225
6. Stanyagection 0.720 | 0.678 | 0.135 | 1.200 | 0.866 | 0.173 | 0.114 | 0.589 | 2.071
7. Stanya pravartana | 0.760 | 0.663 | 0.132 | 1.600 | 0.707 | 0.141 | 0.231 | 0.267 | 4.938
8. Fat (2.0-4.5%) 3951 | 0.233 | 0.046 | 3.678 | 0.304 | 0.060 | 0.174 | 0.404 | 3.302
9. Protein 1607 | 0.159 | 0.031 | 1.348 | 0.202 | 0.040 | 0.047 | 0.823 | 5.140
(1.0- 2.0gm%)
10. Lactoseanalysis 5782 | 0412 | 0.082 | 6.193 | 0.341 | 0.068 | 0.385 | 0.057 | 3.276
(5.6 - 7.8 gm%)
11. Cal. analysis 33.760 | 2.890 | 0.578 | 34.360| 1.551 | 0.310 | 0.122 | 0.560 | 965*
(18 - 42 mg %)
12. Phos. analysis 15.760 | 2.367 | 0.473 | 14.320| 1.600 | 0.320 | 0.582 | 0.002 | 3.715
(10 - 20 mg %)
P = <0.001 - Highly significant (*P = <0.344 - Significant)
aryavaidyan 235



Conclusion

Lactation deficiency is a common problem
encountered in clinical practice in 30-40% of
nursing women. Stanyaksaya is a phatol ogical
entity described in ayurvedic texts and can be
correlated with lactation deficiency/suppression

or

hypoprolactenimia. It is found that the

combination of Karpasabijaand Masabijacarna
is effective on stanyaksaya.
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VYAGHRIHARITAKIIN THE MANAGEMENT
OF BRONCHIAL ASTHMA (TAMAKASVASA)
-A CLINICAL EVALUATION

Neha Mishra* and B.L. Mehra™

Abstract: Tamakasvasa (bronchial asthma) isacondition, in which the predominant
dosa (kapha) causes obstruction in the pranavahasrotas, thereby disturbing the
movement of vata. Consequently, vata is vitiated and its pratilomagati (opposite
movement) takes place, whichresultsin svasakastata (difficulty to breath). 50 patients
of bronchial asthmaweretreated by oral administration of Vyaghriharitaki. The result
of the study was statistically significant in relieving chief complaints of bronchial

asthma.

Introduction

Tamakasvasa, as the term ‘yapya suggests to
its prognosis, though manageable at the early
onset, is not curable at the chronic stage (after
lyear). Inthiscondition the predominant dosa
(kapha) causes obstruction in the pranavaha
strotas and disturbs the movement of vata.
Subsequently, vata is vitiated and its
pratilomgati takes place, which results in
svasakastata. Pranavahastrotas, annavaha
srotas and udakavaha srotas are also involved
intamakasvasa. Vyahgriharitaki isaformulation
indicated intamakasvasa. An attempt was made
to ascertain the therapeutic and rasayanaeffects
of the formulation in asthmatic attacks.

Aim and objective: - To assess the clinical
efficacy and safety of Vyaghriharitaki in the
management of tamakasvasa(bronchia asthma)

M aterialsand methods

Study design

Anopenclinical trial in single group, consisting
of 50 diagnosed patients of bronchial asthma.
Baseline assessment was done as per inclusion
and exclusion criteria. Primary assessment of
the effect of drug was carried out on 14" day
and then follow up wastaken every 14" day for
drug compliance, ADRsand issue of trial drug,
if any. Final assessment was carried out at the
end of 16™ week. Observations were analyzed
with the help of paired ‘t’ test and also RM -
ANOVA by SPSS16.0.

Inclusion criteria
* Either sex with age between 18 to 60 years.

e Stablebronchia asthma(WHO GINA Guide-
line) having minimum chronicity of 6 weeks.

* Department of Kayachikitsa, Bharat Ayurveda Medical College & Hospital, UP
**Department of Kayachikitsa, Rajeev Gandhi Govt. PG College, Paprola, HP
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* Positivetest of reversibility:

- Symptomatic patients - an improvement of
60 L/minor >20%in PEFR, 10 minutesafter
theinhalation of 200 mcg of Salbutamol.

- Asymptomatic patients- 60 L/min or >20%
fall in PEFR by provocation with 5-10
minutes of physical exercise, followed by
reversal upon inhalation of 200 mcg of
Salbutamol, when assessed after 10
minutes.

Exclusion criteria

* PEFR <50% and or FEV 1 <50% of predicted
value;

e Evidenceof malignancy;

* Poorly controlled diabetesmellitus (BSF>120
mg/dl); hypertension (>160/100 mmto Hg);

* Prolonged (>6 weeks) medications with
corticosteroids, bronchodilators, mast cells
stabilizers, antidepressant or any other drug
that may have influence on the outcome of
the study;

e Major systemic illness necessitating long
term drug treatment, Rheumatoid Arthritis,
arthritis, tuberculosis, psychoneuro

endocrinal disorders; concurrent, serious,
hepatic disorder, severe pulmonary
dysfunction or any other condition that may
jeopardize the study;

e H/o arterial fibrillation, acute coronary
syndrome, myocardial infarction, stroke or
severe arrhythmia, in last 6 months;

e Symptomatic patientswith clinical evidence
of heart failure;

e Smoker/ acoholics/ drug abusers;

e H/o hyper sensitivity to trial drugs.

Lab investigation & bhiochemistry:- Blood test
(Hb, TLC,DLC, ESR,AEC, FBS); Serum IgE,
Serum bilirubin, Sputum AFB Blood urea, SGOT,
SGPT, S. Albumin, X-ray chest PA view, S.
globulin, ECG Total protein, Spirometery, S. Uric
acid, S. creatinine were done.

Vyaghriharitaki

Thetria drug, asemisolid preparation (avaleha),
was prepared according to the method
mentioned inthe Ayurvedic Formulary of India,
Part I1, 3:6 (AryaVaidya Sala, Kottakkal). The
ingredients of this formulation are shown in
Tablel.

TABLE 1
Ingredients of Vyaghriharitaki

SI.No Sanskrit name Scientific name Part used Quantity

01 Vyaghri Solanum surattense Whole plant 100 parts
02 Haritaki Terminalia chebula Fruit rind 25 parts
03 Sunthi Zingiber officinale Rhizomes 2  parts
04 Marica Piper nigrum Fruit 2 parts
05 Pippali Piper longum Fruit 2 parts
06 Tvak Cinnamomum zeylanicum Stem bark 1 part
07 Patra Cinnamomum verum Lesf 1 part
08 Ela Elettaria cardamomum Sed 1 part
09 Nagakesara Mesua ferrea Androecia 1 part
10 Guda Jaggery 100 parts
11 Pusparasa Honey 6 parts
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Treatment schedule

Vyaghriharitaki (10 gm) along with lukewarm
water (asanupana) was administered twicedaily
after food for aperiod of 12 weeks. Follow ups
were done every two weeks during the course
of treatment, and after the treatment, on 16"
week.

Methods of assessment

Periodic assessments such as physical
examination, laboratory examination,
measurement of PEFR, ayurvedic parameters,
drug compliance, etc. were done prior to
selection (screening), during selection
(baseline), during the course of treatment and
follow ups. Asthmacontrol questionnaire score
was maintained during the study period. Clinical
assessment was done on the parameters shown
inTable2.

Results
Vyaghriharitaki showed highly significant

TABLE 2
Clinical parameters

o
=<
B
z
]

Description

Breathlessness

Paroxysm of breathlessness
Wheezing

Cough

Expectoration of sputum
Tightness in the chest
Skinallergy

Night symptoms
Awakening in the night

©EONDOANWNEPE | =

PR R RRRRERR
OO0 00000 oo

resultsin clinical aswell asobjective parameters
when analyzed with the help of paired ‘t’ test
and repeated measure ANOVA. The effect of
the therapy on various parametersare shownin
Tables3-7.

Conclusion
Vyaghriharitaki acts as kapha-vata-samaka,

TABLE 3
Clinical parameters and Asthma-contol Questionnnaire Score (N=50)

Mean Mean | % of
Parameters BT AT Diff. Rdicf SD SE+ t p
1. Symptoms:
- Breathlessness 1.000 | 0.480 | 0.520 | 52 0504 |0.071 | 7.286 |<0.001
- Paroxysm of breathlessness| 0.840 | 0.00 0.840 | 100 0.370 |0.052 | 16.039| 001
- Wheezing 0.940 | 0.020 | 0.920 | 97.87 | 0.274 |0.038 | 23.738|<0.001
- Cough 0.960 | 0960 | 0.00 |O 0.285 |0.040 | - -
- Expectoration of sputum 0.940 | 0580 | 0.360 | 3829 | 0.562 |0.079 | 4523 |<0.001
- Tightnessin chest 0.960 | 0.320 | 0.640 | 66.66 | 0.525 |0.074 | 8.615 |<0.001
- Skinalergy 0.160 | O 0.160 | 100 0.370 |0.052 | 3.055 |<0.01
- Worsening of breathlessness
innight 0220 | O 0.220 | 100 0.418 [0.059 | 3.718 | <0.001
- Awakeningin night 0.180 | O 0.180 | 100 0.388 |0.054 | 3.280 | <0.01
2. Asthma Control
Questionnaire score 2234 | 0946 | 1.288 | 57.65 | 0.732 |0.103 | 12.453| <0.001
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TABLE 4
Effect of therapy on pathological and biochemical investigations

Investigation Mean score % Inc/dec t-value Sig. (2tailed)
Hb 10.89 11.03 124 1.204 P>0.05
TLC Count 8082 7530 6.83 3.505 P<0.001
DLC- Neutrophils 63.32 59.52 6 2.687 P<0.01
Eosionophils 452 3.18 29.64 2.343 P<0.05
Basophils 0 2.95 - 8.936 P<0.001
Lymphocyte 30.94 30.14 2.58 1.548 P>0.05
Monocytes 1.08 1.06 1.85 0.573 P>0.05
ESR 20.86 14.34 31.25 3.017 P<0.01
Absolute eosinophil count 416 316 24.16 3.282 P<0.01
FBS 95.76 94.42 1.39 1.123 P>0.05
Blood Urea 34.64 32.86 5.13 4.027 P<0.001
S. UricAcid 511 5.59 9.30 0.662 P>0.05
S.Creatinine 0.90 0.88 3.01 0.690 P>0.05
SGOT 35.03 31.00 1151 1.437 P>0.05
SGPT 38.50 32.46 15.68 1.936 P>0.05
Total Protein 6.54 6.41 1.90 2611 P<0.05
S.Albumin 3.53 344 254 1.188 P>0.05
S.Globulin 2.74 2.55 6.78 3.651 P<0.001
A/G Ratio 1.10 1.01 8.08 3.567 P<0.001
Conjugated Bilirubin 0.61 0.59 4.07 0.767 P>0.05
Unconjugated Bilirubin 0.42 0.44 5.05 0.677 P>0.05
Serum Alkaline Phosphate 61.63 62.71 1.75 2.225 P<0.05
TABLE 5
Effect of therapy on St.George's Respiratory Questionnaire (SGRQ-C) and PEFR (n=50)
_— Mean % of (g
Description Mean Diff. Relief SD SE+ t p

1. SGRQ Score:
- Before Treatment (BT) | 26.765
- After Treatment (AT) | 22.822 3.943 14.73 3.920 0.554 7.113 <0.001

- After Follow up 23.028 3.737 13.96 3.556 05503 | 7431 <0.001

2. PEFR
- Before Treatment (BT) | 210.38
- After Treatment (AT) | 277.04 -66.66 | 31.68* 63.154 | 9.022 7.388 <0.001

* 0p of increase
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TABLE 6

Effect of therapy on ayurvedic parameters (n= 50)

Parameters Mean : %_Of SD SE+ t p
BT AT Diff. | reief

1. Asino labhate saukhyam 0.980 | 0.429 | 0.551 | 56.22 | 0.502 | 0.071 | 7.675 | <0.001
2. Aruci 0.204 | 0.041 | 0.163 | 79.90 | 0.373 | 0.053 | 3.060 |<0.01
3. Bhrsamartimana 0.367 | O 0.367 | 100 0.487 | 0.069 | 5.279 | <0.001
4. Jvara 0.306 | 0.020 | 0.286 | 93.46 | 0.456 | 0.065 | 4.382 | <0.001
5. Kanthe ghur ghur sabda 0.979| 0.204 | 0.775 | 79.16 | 0.421 | 0.060 | 12.877| <0.001
6. Kasa 0.979| 0979 | O 0 0.204 | 0.029 | - -
7. Kanthodhvamsa 0.939 | 0.837 | 0.102 | 10.86 | 0.421 | 0.060 | 1.698 | >0.05
8. Krcchracchinoti bhasitam 0.878 | 0.347 | 0.531 | 60.47 | 0.544 | 0.078 | 6.828 | <0.001
9. Lalatasveda 0.265 | 0.082 | 0.183 | 69.05 | 0.527 | 0.075 | 2.438 | <0.05
10. Muhu:svaso muhuscaivavadhamyate | 0.592 | 0.122 | 0.470 | 79.39 | 0.581 | 0.083 | 5.655 | <0.001
11. Meghat vardhate 0.918 | 0.775| 0.143 | 1557 | 0.456 | 0.065 | 2.191 | <0.05
12. Nacapi labhate nidra 0.633| 0429 | 0.204 | 32.22 | 0.676 | 0.097 | 2.112 | <0.05
13. Pinasa 0.531| 0.184 | 0.347 | 65.34 | 0.481 | 0.069 | 5.050 |<0.001
14. Pranaprapidakam tivra svasa 0.755| 0.347 | 0.408 | 54.03 | 0.574 | 0.082 | 4.974 | <0.001
15. Pramoha 0.043 | 0.298 | -0.25 | - 0.487 | 0.071 | -3.590 | <0.001
16. Parsvasula 0.530| 0.469 | 0.061 | 11.50 | 0.689 | 0.098 | 0.622 | >0.05
17. Pragvatamvardhate 0.937 | 0.812 | 0.125 | 13.34 | 0.489 | 0.071 | 1.770 | >0.05
18. Slesmanam unmuccayate tu

bhrsam bhavati du:khita: 0.918 | 0.591 | 0.327 | 35.62 | 0.554 | 0.079 | 4.120 | <0.001
19. Sitodakavardhate 0.979 | 0.734 | 0.245 | 25.02 | 0.480 | 0.068 | 3.571 | <0.001
20. Sitartuvardhate 0.979| 0.750 | 0.229 | 23.39 | 0.472 | 0.068 | 3.362 | <0.01
21. Slesmalahﬁravardhate 0.959 | 0.674 | 0.285 | 29.71 | 0.500 | 0.071 | 4.000 |<0.001
22. Sitopacarenaprasamana

(Santamaka svasa) 0.898 | 0.408 | 0.490 | 54.56 | 0.505 | 0.072 | 6.788 | <0.001
23. Tama: pravesa 0.775| 0.163 | 0.612 | 78.96 | 0.492 | 0.070 | 8.706 |<0.001
24. Trsna 0.347 | 0.102 | 0.245 | 70.60 | 0.560 | 0.080 | 3.060 |<0.01
25. Tamasa vardhate (Pratamakasvasa) 0.694 | 0.102 | 0.592 | 85.30 | 0.574 | 0.082 | 7.213 | <0.001
26. Saukhyam usnam 0.592 | 0.041 | 0.551 | 93.07 | 0.503 | 0.072 | 7.675 | <0.001
27. Ucchrta-netra 0122 | 0 0.122 | 100 0.331 | 0.047 | 2.588 | <0.05
28. Visuskasyata 0.184| 0 0.184 | 100 0.391 | 0.056 | 3.286 | <0.01
29. Vamathu 0.204| 0 0.204 | 100 0.407 | 0.058 | 3.508 | <0.001
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TABLE 7
Pair-wise comparison of effect on scores of asthma
control questionnaire - Post Hoc Test

Days Mean Diff. =+ b
BT AT |BT-AT

Day 14 | 2.234 | 1.873 | .362 .081 | <0.01
Day 28 1484 | .751 .087 | <0.001
Day 42 1.247 | .988 .085 | <0.001
Day 56 1.058 | 1.176 | .087 | <0.001
Day 70 906 | 1.328 | .101 | <0.001
Day 84 946 | 1.288 | .110 | <0.001
Week 16 922 | 1.312 | .104 | <0.001
*p - Significant

pacana, vatanulomakaand recana. Henceit was
found to be statistically significant in relieving
chief complaints of bronchial asthma (tamaka
svasa). No adverse effect is seen during or after
the treatment, hence it is a safe remedy. It
improved the PEFR value and showed
significant results in parameters like Asthma
control questionnaire and St. George
Respiratory Questionnaire. Therefore it is
concluded that Vyaghriaritaki is a safe and
effective remedy in the management of
bronchial asthma.

Kottakkal Ayurveda Series: 86

Rasavaiseshika

Price: ¥ 175/-

Bhadanta Nagarjuna’s

[ ) (]
Rasavaiseshika
Text with English translation

Y Vi dyabhushanam K . Raghavan Tirumulpad

Dravyaand itsfive propertiesare called the six padarthas. Any
subject discussed in ayurvedaisincluded in these six subjects.
The understanding and differentiation of dravyas which are
beneficial and harmful to health is the subject matter of Rasavaisesika. How the
dravyas take shape and how the properties influence individual are scientifically
and rationally explained in it. It deals with the third aspects of arogyasastra. The
earliest literature of all darsanas and sastras are in the form of satras like
Vyakaranasitra. Nyayasitraand Vaisesikasutra. So 'Rasavaisesika may belongtoa
period prior to the samhitas. According to Caraka, a siddhanta (theory) is the
conclusion arrived by experiments, and explained rationally and logically, by
researchers. From the Rasavaisesika, we can have a glimpse as to how the early
acaryas arrived at various conclusions..
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GUDUCI AND ROSEWATER SIRODHARA IN
STRESS INDUCED INSOMNIA - A COMPARATIVE STUDY

Abhijeet B. Kumbhar, Tapas kumar Sarkar and Nisha Gupta*

Abstract: Unhealthy life style and stressful conditions disturb the psyconeurological
rhythm of sleep which ultimately leads to insomnia (anidra). A study was conducted
on 45 patients of stress induced insomnia with gudaci [Tinospora cordifolia (Willd.)
Hook.f. & Thoms.] powder asbrmhanadravyaand rosewater sirodharaas brmhanakarma
based on the principle‘ brmhanam yatcatat sarvam prasastam vataroginam. Theresults

were satisfactory.

Introduction

Sleep is one of the essential factors for the
healthy life. In ayurveda, ahara (diet), nidra
(sleep) and bramhacarya (control over the
indriyas) are described as the three pillars
(trayupastamba) of life. Acarya Carakadescribes
that happiness and misery, proper growth and
emaciation of body, strength and weakness,
potency and sterility, knowledge and ignorance
and the life and death of an individual depend
on proper and improper sleep.

Carakasamhita describes andira as one of the
vataja nanatmaja vikara and it is due to the
predominance of vatgjaactivity. Variouspsychic
traits like anger, fear, worry and anxiety are
responsible for vitiation of dosas and cause
anidra. If any of these is powerful working, it
will affect the health physically and mentally.
Aetiopathogenesis of anidra is mainly due to
aggravation of morbid vata, so the main line of
treatment ismitigation of vata. Therearevarious
methods, the chief one is brmhaniya process.

Aim and objective: - a) To evaluate the efficacy
of gudaci and b) to assess the effectiveness of
brmhanakarma (rosewater sirodhara) in stress
induced insomnia.

Materialsand methods

Study design: - Simple, randomized, open, three
group comparative study.

Selection of cases: - Of 49 cases of stress
induced insomniaregistered from the OPD/IPD
units of Maulika Sidhhanta & Samhita
Department, N.1.A. Hospital, Jaipur, 4 patients
weredropped out and rest 45 patients compl eted
thetrial. Thefollowing inclusion and exclusion
criterias were used for registration through a
designed research Performaincorporative with
subjective and objective parameters as
mentioned in the classical/modern texts.

Inclusion criteria:- i) Patients between the age
group of 16to60years; ii) of minimum onemonth
duration; iii) insomniawith mild hypertension,
mild depression, anxiety disorders and without
any other diseases.

*Dept. of Basic Principles, National Institute of Ayurveda, Amar Road, Jaipur (Raj.)
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Exclusion criteria: - i) Patients above 60 years
and below 16 years; ii) with major psychiatric
ilInesslike schizophrenia, depressive psychosis,
epilepsy etc.; iii) with alcohol dependency or
drug dependency; iv) with chronic diseaseslike
asthma, malignancies, liver cirrhosis, chronic
renal failure and diabetes; v) with acuteillness
like cerebrovascular accident (CVA), congestive
cardiacfailure (CCF), myocardia infarction (MI),
chronic obstructive pulmonary disease (COPD),
meningitis, acute pain conditions and similar
other disorders.

Diagnostic criteria: - A detailed proforma was
prepared to study the manasabhavas of the
patients from ayurvedic point of view and
modern anxiety rating scale.

Treatment schedule

The patients were equally divided into three
groups on random basis. Group | (15Nos.) was
performed rosewater sirodharaoncedaily inthe
morning (approximately 30 minutes) for aperiod
of 15days. Group-I1 (15Nos.) wasadministered
3gm guduci powder twice a day along with
lukewarm milk as anupana for a period of 1
month. Group 111 (15 Nos.) was subjected to
rosewater sirodharaand oral medicine - gudaci
powder.

Criteria of assessment

Subjective:- Based onimprovement in sign and
symptoms, relief in mental and physical health
were assessed on the basis of score developed
for grading the clinical factors followed by
statistical analysis.

Scoring (Chief symptoms):- Sleeplessness,
disorders of sleep wake (S.W.) schedule, sleep
quality, sleep time, after awakening.

Labinvestigations: - Routine blood examination
i.e. hemoglobin, TLC, DLC, ESR, blood sugar,

244

lipid profileand BMR were carried out.

Observations

Demographic profile: - Of 45 cases, 17 (37.77%)
were in their third and fourth decades; 28
(62.22%) were mal e patients; 29 (64.44%) were
married; 27 (60.00%) were Post Graduates, 15
(33.33%) were students; 32 (71.11%) belonged
to middle class socio-economic status; 35
(77.77%) werefrom urban area; 33 (73.33%) were
vegetarian; 25 (55.55%) were addicted to tea,
then 07 (15.55%) to coffee and tobacco;
regarding stress, 35 (77.77%) were psychicin
nature.

The highest number [30 (66.66%)] were vata-
pittaprakrti and, 35 (77.77%) rajasikaprakrti; 24
(53.33%) showed visamagni; 27 (60.00%) were
krarakostha. Patients with madhyama avastha
of aharasakti, samhanana, satva, sara,
vyayamasakti and sarirawere more in number.
Regarding nidana, 25 (55.55%) was having
ahargjanidanas.

Associated symptoms like jrmbha, visada and
tandrawerefound in all the patients; apakti seen
maximum in Group | (95.55%); klama and
manodaurbalya were found in third highest
number; then glani (68.88%), karsa (55.55%),
abala(48.88%), vibandha (42.22%), sirassulaand
varnaksaya (37.77%).

Result

Although there was marked improvement in the
feeling of well-being, physical and mentdl fithess
in all the three groups, the incidence of
improvement was higher in Group 111 i.e. mixed
therapy group; significant level of improvement
was observed in Group | i.e. sirodhara group
and in Group Il i.e. guduci powder group also.
Theoverall improvement both in subjective and
objective parametersare shown in Tables|-I11.
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TABLE 1
Overall improvement in the Manasapariksabhava

- 1 osphayua Group || Group 11|Group Il
Manasapariksabhava %) %) (%)
1. Moha 13.04 | 5.00 27.78
2. Krodha 9.09 28.57 15.38
3. Soka 833 | 2805 | 3529
4. Bhaya 14.29 18.65 7.69
5. Medha 5.00 37.50 46.67
6. Smrti 5.26 14.29 35.29
Discussion

Sleep isone of the most important physiological
functions that influence the day time activity,
vigilance, concentration and performance.
Caraka describes asvapna (insomnia) under
nanatmajavatajavikaras and Susruta under the
chapter Garbhavyakarna sariram asnidraplays
aroleof nutrition and development of the body.
Stress is one of the commonest causes
attributed to insomnia. Sleep disturbance
associated with stress has not been well
documented predominately duetoitstransient’s
nature.

Vata and manas are interdependent and if one
becomesvitiated, it vitiatesthe other. Thusboth
seem to be vitiated in anidra. Caraka has given
importanceto vatain the management of anidra.
The causative factors and other associated
factors responsible for nidranasa are basically
apatarpana and vatalain nature so vatasamaka
and santarpakakaraka treatment is essential to
combat the condition. For thisreason, treatment
like sirodhara with rosewater and gudaci
(Tinospora cordifolia) powder having the
aforesaid activities, were taken as therapeutic
measure. This rightly justifies the classical
reference brmhanamyatcatat sarvam prasastam
vataroginam”.
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Samprapti ghatakas: 1) Dosa- vata(vrddhi), raja
(vrddhi) tama (ksaya); 2) Dasya- rasa; 3) agni -
visamagni; 4) Srotasa- safijavaha; 5) Srotodusti
prakara - atipravrtti; 6) Adhisthana and
Udbhavasthana - hrdaya.

M ode of action

Rosewater sirodhara: - Rose has laghu snigdha
gung; tikta pradhana rasa and kasaya madhura
anurasa; madhura vipaka; and sita virya
properies. Because of these properties, it causes
mitigation of vataand pittawhich arethe main
factors responsible for insomnia. Also, it has
anti-stress, mild-sedative and medhya actions.
The sirodhara procedure is indicated in the
management of insomnia(anidra). Itisvery safe
and effective, having localized as well as
generalized effect on body. It hampers the
stressful psychosomatic condition of body
which ishelpful to breakdown the samprapti of
stress induced insomnia.

Guduci powder: - Guduci has guru snigdha
guna; tiktapradhana rasa and kasaya katu
anurasa; madhura vipaka and usnavirya
properties. It is tridosasamaka and acts as
medhya because of its prabhava. It is an anti-
stress and immuno-booster drug. It causes
mitigation of vitiated vata, rgjaand tamawhich
are responsible for visada avastha (stress) of
insomnia and hence ultimately breakdown the
samprapti.

Conclusion

On the basis of the clinical manifestation and
the symptoms produced, insomnia may be
correlated with the term anidra or nidranasa.
Rosewater sirodhara and gudaci powder are
safe without any adverse effects, cost effective
and easy to use in the management of insomnia
(anidra). In combined therapy, it showed
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TABLE 2
Effect of the treatment on objective parameters

Parameters Mean % .Of Diff. D F t p
BT AT relief

1. Body Weight

1. Group | 62.77 62.95 0.17 0.28 272 0.70 0.25 >0.10

2. Group Il 63.83 62.71 112 175 7.84 2.02 0.55 >0.10

3. Group Il 62.57 63.65 1.08 1.73 0.57 0.15 7.37 <0.001
2. Basa Metabolic Rate

1. Group | 1363.80 | 1386.93| 23.13 1.70 22.85 5.90 3.92 <0.01

2. Group Il 1371.67 | 1413.33| 41.67 3.04 13.81 3.57 11.69 | <0.001

3. Group Il 1329.93 | 1394.33 | 64.40 4.84 31.65 8.17 7.88 <0.001
3. Haemoglobin

1. Group | 12.83 13.07 0.24 1.87 0.80 0.21 1.16 >0.10

2. Group Il 13.57 14.13 0.57 4.18 0.42 0.11 5.24 <0.001

3. Group Il 12.69 12.94 0.25 2.00 0.34 0.09 2.89 <0.01
4. Fasting Blood Sugar

1. Group | 85.31 82.43 2.89 3.38 16.43 4.24 0.68 >0.10

2. Group Il 72.07 75.63 355 4.93 8.43 2.18 1.63 >0.10

3. Group Il 75.23 78.67 3.44 457 11.11 2.87 1.20 >0.10
5. Serum Cholesterol

1. Group | 177.81 | 172.86 4.95 2.79 16.76 4.33 114 >0.10

2. Group Il 172.11 | 172.89 0.78 0.45 14.53 3.75 0.21 >0.10

3. Group Il 196.17 | 178.04 18.13 9.24 24.37 6.29 2.88 <0.01
6. Serum Triglycerides

1. Group | 156.77 | 153.00 3.77 241 23.32 6.02 0.63 >0.10

2. Group Il 152.67 | 146.79 5.88 3.85 16.01 4.13 1.42 <0.01

3. Group Il 164.24 | 154.25 9.99 6.08 11.54 2.98 3.35 <0.01
7. HDL

1. Group | 56.33 55.67 0.67 1.18 7.59 1.96 0.34 >0.10

2. Group Il 58.93 57.47 1.46 2.48 2.00 0.52 2.82 <0.01

3. Group Il 61.07 58.29 2,77 4.54 5.45 141 1.97 <0.01
8. LDL

1. Group | 88.74 87.58 1.16 131 23.44 6.05 0.19 >0.10

2. Group Il 82.95 81.49 1.47 177 16.72 4.32 0.34 >0.10

3. Group Il 98.70 88.15 10.55 10.69 | 1853 4.79 2.20 <0.01
9. VLDL

1. Group | 33.11 32.67 0.44 133 5.29 1.36 0.32 >0.10

2. Group Il 30.53 32.09 155 5.09 5.81 1.50 1.04 >0.10

3. Group Il 36.55 33.57 297 8.14 5.20 134 221 <0.01

p <0.001 - Highly Significant; p <0.01 - Significant; >0.10 Not significant. n=15 (in each groups)
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TABLE 3
Effect of the treatment on subjective parameters

M . 9
Parameters can Diff. % .Of SD E t p
BT AT relief
Hamilton Anxiety Rating Scale
1. Group | 2253 | 19.00 | 353 | 1568 | 164 | 042 | 834 |<0.001
2. Group 1l 2213 | 17.07 | 5.07 | 2289 | 133 | 034 | 14.70 | <0.001
3. Group Il 21.73 | 16.27 | 547 | 2515 | 113 | 029 | 18.81 | <0.001
. Sleeplessness
1. Group | 293 | 213 0.80 | 27.27 | 056 | 0.14 | 553 |<0.001
2. Group Il 293 | 227 067 | 2273 | 062 | 0.16 | 418 |<0.001
3. Group Il 267 | 127 140 | 5250 | 051 | 0.13 | 10.69 | <0.001
Disorder of sleep wake schedule
1. Group - 260 | 1.93 0.67 | 2564 | 049 | 0.13 | 529 |<0.001
2. Group -l 253 | 187 067 | 2632 | 049 | 0.13 | 529 |<0.001
3. Group -1 247 | 133 113 | 4595 | 052 | 013 | 850 | <0.001
. Sleep quality
1. Group | 213 | 113 1.00 | 46.88 | 038 | 0.10 | 10.25 | <0.001
2. Group Il 233 | 173 060 | 2571 | 063 | 0.16 | 3.67 |<0.01
3. Group Il 220 | 0.60 160 | 7273 | 051 | 013 | 12.22 | <0.001
. Sleeptime
1. Group | 293 | 2.00 093 | 31.82 | 026 | 0.07 | 14.00 | <0.001
2. Group Il 220 | 167 053 | 2424 | 052 | 013 | 400 |<0.01
3. Group Il 220 | 0.73 147 | 66.67 | 052 | 0.13 | 11.00 | <0.001
. After awakening
1. Group | 193 | 1.40 053 | 2759 | 052 | 0.13 | 400 |<0.01
2. Group 1l 207 | 1.60 047 | 2258 | 052 | 0.13 | 350 |<0.01
3. Group Il 213 | 0.73 140 | 6563 | 051 | 0.13 | 10.69 | <0.001
. Sleep interruption
1. Group | 200 | 113 087 | 4333 | 035 | 0.09 | 954 |<0.001
2. Group Il 160 | 1.07 053 | 3333 | 052 | 013 | 400 |<0.01
3. Group Il 193 | 0.73 120 | 6207 | 041 | 011 | 11.22 | <0.001
. Sleep with dreams
1. Group | 120 | 047 073 | 61.11 | 059 | 0.15 | 478 | <0.001
2. Group 1l 173 | 1.00 073 | 4231 | 046 | 0.12 | 620 | <0.001
3. Group Il 193 | 0.73 120 | 6207 | 041 | 011 | 11.22 | <0.001
. Sleep without dreams
1. Group | 147 | 0.67 0.80 | 5455 | 056 | 0.14 | 553 |<0.001
2. Group Il 160 | 1.00 060 | 3750 | 063 | 0.16 | 3.67 |<0.01
3. Group Il 140 | 0.40 1.00 | 7143 | 038 | 0.10 | 10.25 | <0.001
Cont.....
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Table 3 Cont....

Parameters Mean Diff. % .Of SD E t p
BT AT relief
10. Wakeup Time
1. Group | 193 | 113 0.80 | 4138 | 056 | 0.14 | 553 | <0.001
2. Group Il 207 | 133 0.73 | 3548 | 046 | 012 | 6.20 | <0.001
3. Group 111 160 | 0.67 093 | 5833 | 080 | 0.21 | 453 | <0.001
11. Naps during day
1. Group | 113 | 0.67 047 | 4118 | 052 | 013 | 350 | <0.01
2. Group Il 167 | 113 053 | 3200 | 052 | 013 | 400 | <0.01
3. Group 111 187 | 0.80 107 | 5714 | 059 | 0.15 | 6.96 | <0.001
12. Feeling
1. Group | 193 | 1.00 093 | 4828 | 059 | 015 | 6.09 | <0.001
2. Group Il 187 | 0.93 093 | 50.00 | 026 | 0.07 | 14.00 | <0.001
3. Group 111 1.80 | 0.60 120 | 66.67 | 041 | 0.11 | 11.22 | <0.001

p <0.001 - Highly Significant; p <0.01 - Significant; n=15 (in each group)

synergistic effectsin the management of stress
induced insomnia with more encouraging
results.
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INTRA-UTERINE GROWTH RESTRICTION (IUGR)
ANDITSMANAGEMENT STRATEGIES-AN AYURVEDIC CONCEPT

Soni Kapil* and Manoj Kumar Dube**

Abstract: In ayurveda, certain disease entities related to foetus are mentioned as
garbhasosa, upavistaka, nagodaraor upasuskaand linagarbha. Therearediverse opinions
intheinterpretation of the sign and symptoms of these disorders. Sarngadharamentions
upavistaka, nagodara and gadhagarbha under astagarbhavyapat as these disorders are
directly related to foetus. Some authors opine that upavistaka, nagodaraand linagarbha
are intra-uterine foetal deaths. Then question arises that why acaryas mentioned
mrtagarbha separately? While looking the treatment portion, why garbhavrdhikara
ahara-vihara is mentioned first and garbhapatan last? There are some controversies
about the interpretation of these terminologies. This paper is an attempt to establish
these terminol ogies to understand in a better way.

Introduction

IUGR infants, whose intrauterine growth is
retarded, are described as small for gestational
age. This condition may be defined as infants
whose weight isbelow 10% of their gestational
age or infants whose weight is to standard
deviations below the mean weight of their
gestational age. Itisof two types: i) early onset
symmetrical foetal growth restriction (ESFGR)
and ii) late onset asymmetrical foetal growth
restriction (LSFGR).

ESFGR: - Here the insult occurs early in
pregnancy caused by a chromosomal
aberration, a congenital anomaly and a viral
infection or idiopathic. The defect is an
interference with the phase of development of

hyperplasia that beginsin early first trimester.
Thereis persistently slow rate of growth and a
reduction in absolute size. The ratio of size of
head to that of body is often normal. The head-
abdomen ratio iswithinthe mean for gestational
age and shows the normal reversal that is after
35 weeks the abdominal circumferenceslarger
than that of the head. This type of growth
retardation issymmetrical inthat all organsare
affected equally. It usually becomes evident
before 32 weeks of gestation.

LSFGR: - Here the basic defect implies
impairment in the transplacental supply of
nutrients. It is associated with hypertensive
disorders and their associated reduction in the
uterine blood flow and chronic maternal

* PG Deptt. of Prasuti & Sriroga, RG Gowvt. Ayurveda College, Paprola, HP.
*Deptt. of Prasuti & Sriroga, Govt.Autonomous Ayurveda College, Rewa, M.P.
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malnutrition. The decreased transplacental
transfer of oxygen and nutrients leads to a
decrease in soft tissue and muscle mass, and
decrease deposition of glycogen in the foetal
liver. Initially the growth of the body isreduced
but because the blood flow to the brain is
maintained the foetal head shows nearly normal
growth, and its circumference remains greater
than that of the body. This type of growth
retardation has been described asasymmetrical,
in that all organs are not affected to the same
extent. In most cases the disorder is not
recognized until after 32 to 34 weeks. A reduced
amount of amniotic fluid is found in both
varieties.

Causesof IUGR

e Poor nutrition.

e Socia deprivation.

¢ Foetal infections - Rubellaand cytomegal o-
Virus.

e Congenital malformation - Chromosomal
abnormalitieswith serious CV Smalformation.

e Chromosomal abnormalities- Foetusiswith
autosomaltrisomies have placenta with
reduced number of small muscular arteriesin
the tertiary stem villi; does both placental
insufficienciesand primary abnormal cellular
growth and differentiation may contributeto
the significant degree of foetal growth
restriction often associated with karyotype
abnormalities.

* Primary disorders of cartilage and bone -
Osteogenesis imperfecta and various
chondrodystrophies.

e Chemical teratogen - Anti convulsant
phenytoin and trimethadione, cigarette
smoking, narcotics, alcohol and cocaine.

» Vascular diseases- Chronic vascular disease
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further complicated by superimposed pre-
eclampsia commonly caused growth
restriction.

e Chromic renal disease.

e Chromic hypoxia - foetuses of women who
resideat high atitude usually weigh lessthan
those born to women who live at a lower
altitude.

¢ Maternal anemia- cecal cell diseasefor other
inherited anemias.

* Placental and cord abnormalities - chronic
partial placental separation, extensive
infarction or chorioangioma, circumvallate
placentaor placentapreviamay impair growth.
Marginal insertion of the cord specially
velamentous insertion. All factors leads to
retroplacental insufficiency.

e Multiplefoetuses- diminished growth of one
of both foetuses is seen.

e Antiphospholipid antibody syndrome -
pregnancy outcome in women with these
antibodies is often poor may involve early
onset pre-eclampsia and second or third
trimester foetal demise. It is due to maternal
platelet aggregation and placental
thrombosis. These antibodies may also be
suspected in women demonstrating
repetitive second trimester foetal lossor early
onset foetal growth restriction, when
accompanied by early severe hypertensive
disease.

e Extra uterine pregnancy - Extra uterine
pregnancy outside the uterus usually
restricts the growth.

The following garbhavyapats described in
ayurvedic textsresembletointra-uterine growth
restriction:
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Garbhasosa

The aetiological factors of this disorder
described in ayurvedic classics are: a) Absence
of nourishment - Poor nutrition; b) Bleeding per
vagina- Abruptioplacentae, Placenta previa; c)
Desiccation of rasavahisrotas - Placental
insufficiency dueto placental cord abnormalities,
vascular disease, pre-eclampsia, multiple
foetuses; d) Vitiation of vayu leads to chromo-
somal abnormalities, congenital malformations.

Symptomology:- Desiccation of foetus
(garbhasosa) - Intra-uterine growth restriction;
b) Non filling of uterus - Fundal height not
corresponds to gestational age; c) Small foetus
suffering from vatadisorders- Growth restricted
foetus with chromosomal abnormalities and
congenital malformation; d) Less quickening -
Reduced foetal movements.

Treatment: - Soft unctuous articles, meat soups
and jivaniya-brmhaniya articles are preferred.
Thesearticleshelpsin growth of IUGR foetuses,
who are growth restricted due to malnutrition.
Whereas in case of severe IUGR and
congenitally malformed foetuses with growth
restriction, Dhanyakuttan is mentioned for the
onset of labour painswherethe GA ismorethan
37 weeks and signs of placental insufficiency
arises with less foetal movements and foetal
asphyxia or in the case of congenitally
malformed foetuses. While considering the
causes, sign and symptomology of garbhasosa,
it is Type 1 or 111 of IUGR; foetus that is
symmetricinitially may becomeasymmetric later.

Upavistaka

Causes:- a) Use of hot pungent articles -
Chemical teratogens; b) Bleeding and
discharges per vaginum - Placenta previa and
Abruptioplacenta, vaginal infections like
Rubella, Cytomegalovirus, Herpes, etc.; c) Due
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to the use of contraindicated articles in
sanjatasaragarbha continues but less bleeding
per vagina causing aggravation of vata and
obstruction to rasavahanadi - Placental
insufficiency and vascular disease may be due
to antiphospholipid antibody syndrome
because pregnancy outcome in women with
these antibodiesis often poor may involve early
onset pre-eclampsia and second and third
trimester foetal demise. It is due to materna
platelet aggregation and placental thrombosis.

Sign and Symptomol ogy:- a) Absence of foetal
growth; b) Absence of abdomina growth; c)
Quickening of foetus without decreasein size;
d) Clinical featuresof other dosas. |UGR without
or with mild oligohydramnios and presence of
foetal movementsis moderate degree of IUGR.
It is mentioned as sanjatasaragarbha, found
after fourth month of gestation. The dosic
features of upavistaka mentioned by Vagbhata
areasfollows:

Vataprakopa: - Liquid fragmented froathy stool
with sound, suffersfrom retention of urine and
backache. Pain in sacral and cardiac region,
yawning, insomnia, severe coryza, dry cough,
lassitude of body, feelsitching like sensationin
ears, pricking like pain in temporal region,
creeping ants like sensation all over the body,
vayu moves in the abdomen produces pain. A
feeling as if entering into a dark place, food
digestswith difficulty, body gradually emaciates
and skin becomes cracked, discoloured and
rough. These all features resembles with pre-
eclampsiaor chronic renal disease.

Pittaprakopa:- Women passes coppery or green
stool, feelsasif smokeisfilling her mouth and
throat, suffers from vomiting of acidic taste,
unconsciousness, burning sensation over
abdomen and cardiac region, eyes, nails and
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urine becomeyellow, red and like cowsurinein
colour, blackening skin, weakness and
continuous pain also develops. Pittaprakopa
symptomology resembleswith jaundice, severe
acid peptic disordersand pyrexiadueto maternal
infections.

Kaphaprakopa: - Feeling of sweet taste in
mouth, nausea, vomit containing mucus,
anorexia, whiteness of extremities and eyes,
cough and dyspnoea.

Treatment: - Jivaniya-brmhaniya drugs, meat
soup, eggs, ghrta prayoga are recommended.
After completion of 37 weeks or at term
induction of labour occurred pregnant women
should be made cheerful repeatedly which helps
in development of foetus. Thisis mentioned to
show that maternal psyche has also effect on
foetal growth and devel opment.

Upasuskaor nagodara

Upasuskais mentioned after upavistakasoitis
thought to be the condition of sanjatasara
garbhai.e after fourth month of gestation.

Causative factors:- a) Dry and abnormal diet
cause vitiation of vayu - malnourishment; b)
Excessive bleeding or excessive vaginal
discharges - Due to Type IV central placenta
previaand severe degree of abruption of placenta
which reveal bleeding and severe vaginal
infection.

Sign and symptomology: - a) Suskagarbha -
Severe IUGR; b) Decrease in abdominal and
foetal size - IUGR with late onset of severe
oligohydramnios; ¢) Very lessquickening - Very
decreased foetal movement; d) Absence of
quickening - It signifies foetal death in later
stages.

Susrutasamhita gives a different description of
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nagodara or upasuskagarbha. It describes that
sukra or sonita after decent of jivatma, get
afflicted by vayu and produce distension of
abdomen; when this distension disappearsitis
said that foetusistaken away by the Naigamesa,
however sometimes, if it is reabsorbed then is
called nagodara. Dalhana comments that the
disease occurs before three months of
pregnancy; embryo remains there without
degeneration and because of its dissolution in
the srotsas its size decreases. Distension of
abdomen without foetus is description of
pseudocyesis. But by considering the view of
Dalhana, dissolution of garbhain srotasas and
decrease in size before the three months of
pregnancy, it means missed abortion.

Treatment: - Just like in upavistaka, soft
unctuous substances, use of ghrta, meat soup
and egg intheinitial stage arerecommended. If
thereisno responseto treatment or intrauterine
death occurred, then in later stages, measures
to induce labour are advocated. Here, the
treatment mentioned by Susrutaisthe same as
in the case of linagarbha. Bhavaprakasa and
Yogaratnakara have mentioned pestle the paddy
asits main treatment, it means garbhapatakara
treatment is mainly mentioned which is also
required in missed abortion.

Linagarbha: - Foetus being sleepy or idle does
not quiver. Acarya Susruta opines that due to
abnormalities of srotas caused by complications
of vayu, the foetus becomes ling; this foetus
remains in srotas for a very long duration and
gets various complications. Dalhana explains
that srotas of exit passage of foetus are
constricted due to aggravated vayu resulting
into prolonged stay of foetus and later on its
death; this dead foetus gets adhered on
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srotasas. Vagbhata-l, corroborating the etiology
given by Susruta, describes further that the
foetus becomes idle or inactive or does not
quiver; only Vagbhata-1l has mentioned the
absence of quivering.

Clinical features: - a) Absence of quickening; b)
troubleto foetusor its|UD; c) itsattachment to
srotasas.

Linagarbha is described as the intra-uterine
death of mature or postmature foetus; because
the obstruction into the passage (exit) of foetus
will produce abnormality only during the period
of delivery. If onset of labour does not occur at
term, then IUGR is seen in post term foetuses
evenlUD inlater stages. Thereisnoword ‘ Kuksi’
(garbhasaya or uterus) is found used, instead,
it is ‘srotas’ is used by the author and the
commentator. If the artavavaha srotas is taken
into account, the whole genital tract can be
incorporated in it. So linagarbha may be
described as ectopic pregnancy as the result of
srotasankoca, zygote implant extra-uterine in
fallopian tubes, ovaries, etc. The fate of tubal
pregnancy iseither complete absorption of tubal
mole or tubal rupture (complete abortion) with
collection of blood or foetal remnantsin pouch
of douglaswith formation of pelvic haematocele;
secondary abdominal pregnancy after tubal
rupture can also be incorporated. It is the
description of adherence of foetus in srotasas.
Fate of linagarbhais prolonged intra-uterine stay
asin post term [UD or IUGR without onset of
labour pains or no delivery asin case of tubal
molewith complete absorption or tubal rupture
with formation of pelvic haematocele or
secondary abdominal pregnancy with formation
of lithopedion.

Treatment:- Mild and predominantly unctuous
sudation, emesis and purgation are to be done
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toinducelabour. Thistreatment isfor post term
growth restricted foetuses or in case of post
term intra-uterine death. Rice gruel, meat soup
and ghee should be prescribed; boiled gram
cooked with masa, tila, unripefruit of vilvashould
begivenfor eating followed by use of winemade
from madhvika for seven days. Treatment
prescribed in upavistaka or upasuska for post
term IUGR foetuses are advised. Repeated
massage over abdomen, bladder region, groin,
thigh, sacral region, flanks and back with
lukewarm oil arethetreatmentsfor expulsion of
Iihagarbha; in case of prolonged intra-uterine
stay, women should pestle paddy in mortar, use
vehicle moving on uneven path or sit over
uneven place.

Time of delivery:- Time of delivery of
garbhaksaya, upavistaka, nagodara and
linagarbha is mentioned by different acaryas.
But intra-uterine stay of any foetus beyond a
limit after normal delivery periodisnot seenin
practice.

Conclusion

By ignoring period of delivery mentioned by
acaryas in the above described disorders i.e.
garbhavyapats, upasuska, upavistaka,
nagodara, linagarbha, it may be understood as
follows:

Garbhasosa: - Foetal growth normal or marginaly
less, foetusissmall for gestational agei.e. small
and healthy; symmetrical IlUGR after four
months of gestation.

Upavistaka:- Symmetrical IUGR Typel or Type
Il (foetus which is symmetrical initially but
become asymmetrical later in pregnancy.)

Upasuskaor nagodara:- According to Vagbhata,
asymmetrical IUGR with late onset of severe
oligohydramnios; according to Susruta,
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pseudocyesis, Dalhana commentary - Missed
abortion.

Linagarbha:- Post term pregnancy with foetal
growth retardation or intra-uterine death;
Ectopic with complete absorption of tubal mole;
Tubal pregnancy with complete abortion within

pel

vic hematocele; secondary abdominal

pregnancy with formation of lithopedion.
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