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A Study On Nabhinal Paricharya
In Neonate - A Conceptual Review

Dr. Gajanan Cheke,

Introduction: In intrauterine period umbilical
cord is the lifeline between the fetus and
placenta. After the umbilical cord is cutatbirth, a
stump of tissue remains attached to baby’s belly
button (navel). The stump gradually dries and
shrivels until it falls off, usually 1 to 2 weeks after
birth. It is important to keep the umbilical cord
stump and surrounding skin clean and dry.
Umbilical cord is the common site for portal of
the infection in neonates. Aseptic precautions
during birth in the labor room and routine
umbilical cord care reduce the risk of umbilical
infections. In Ayurveda, nabhi is mentioned as
sadyapranaharmarma’, Therefore, Nabhi
upakrama is very essential and vital for newborn.
The umbilical cord cutting and care (nabhinal
chedan and nabhinal paricharya) is described in
Ayurveda classics under Jaatmatra paricharya. If
the cutting of umbilical cord is not done in
prescribed manner, it will definitely vitiate the
vata dosha, resulted in different kind of
Nabhiroga®. They are nabhipaka, tundi,
nabhyayam and pralambika, etc. Though
modern system of medicine is very progressive,
but drugs used in umbilical sepsis in neonates
has too much side effects so, to establish the
importance of ayurvedic concepts and remedies
related to Nabhinal Paricharya, this study is
selected. This study is also important in view of
enhancing the scope of ayurvedic treatment,
since large number of babies are suffering from
these diseases unsatisfactory with existing
management. This disease pathogenesis is
presented with oozing of pussy fetid discharge
from umbilicus. Rarely this disease is presented
with pain and oedematous swelling of umbilical
region. If the lesion is devoid of swelling and
pain, the drugs kushtha and amalaka are heated
together in a mud vessel is powdered and
smeared over the diseased part cures the
affliction.

Aim: 1) To study nabhinal paricharya according
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to diffirent texts of Ayurveda literature like
Charak, Vaghbhata, Rasa ratna samucchya and
Yoga ratnakar.

Objectives: 1) To understand the significance of
Nabhinal Paricharya in neonatal health. 2) To
study the scope of ayurevedic treatment in
differentkind of Nabhiroga.

Material:

Literature Review: In Ayurveda, umbilical cord
care is considered crucial for the health and well-
being of the newborn. Ayurveda defines a
standard protocol for neonatal care and
umbilical cord care. This procedure of nabhinal
paricharya comes under jatamatra paricharya
and is described in detail by acharyas. The
importance and necessity of nabhinal paricharya
was clearly understood by them and is vividly
stated in samhitas.

Method: Insights from ancient ayurvedic text of
scholars like Charaka, Vagbhata, Sushruta, Rasa
Ratna Samuchaya, Yoga Ratnakar etc. has been
meticulously studied, compiled, analysed and
presented in scientific format.

Nabhi Mahattva:

IraRg -1« BRI FevafT eRiRom| A et
FEIQURT: Ua=af=T F=<Id: 11811 -, am. 9/3

Whatever siras are in the body, they are all
attached to umbilicus where from they spread
all around in body’.

Garbha Poshana: Umbilical cord of the fetus is
attached to the rasa carrying channel of the
mother which carries the essence of nutrition
from mother to the fetus. The life of fetus is
maintained by nutrition supplied by rasa
carrying vessels/channels spread with
ramification in all organs of the body by process
of diffusion. Charaka says that with the
normalcy of all six factors of conception and use
of appropriate diet along with mode of life by
pregnant woman, the fetus obtaining its
nourishment from rasa (supplied by mother) by
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the process of upasneha (attracting moisture)
and upasweda (osmosis) and influenced by time
factor along with its own nature or desires grows
normally™. The fetus does not feel hunger and
thirst and is totally dependent upon the mother.
Is initial stage when its specific body parts
though present are not explicit, it obtains its
subsistence by attracting moisture and osmosis.
Afterwards when body parts are conspicuous, a
part of nourishment is obtained by upasneha
(moisture) permeating through pores of skin
situated in hair roots of the body and a part
through the passage of umbilical cord. The
foetal umbilicus is attached to the umbilical
cord, umbilical cord to the placenta and
placenta to the mother’s heart. The mother’s
heart immerses the placenta (with blood
through running and oozing vessels. Mother’s
diet contains all the rasas, thus the rasa derived
from this diet gives strength and complexion to
the fetus, and the fetus deriving its sustenance
from this rasa remains alive and develops in the
uterus. Charaka further explains the point that
what-so-ever diet the pregnant woman
consumes, the rasa formed from this performs
three functions (1) nourishment of the woman’s
body, (2) formation of milk (3) nourishment to
the fetus’. Sushruta explains that inspiration,
expiration, activity and sleep of fetus are
dependent upon the mother i.e. inspiration of
mother gives inspiration to the fetus etc. The
fetal umbilical cord is attached to the maternal
rasavaha nadi carrying the essence of mother’s
diet, and the fetus grows (by obtaining
nourishment) through upasneha®™. From the
time of conception up to the period untiled the
body parts of fetus are not fully conspicuous; it
gets its sustenance by upasneha through the
vessels running obliquely into all body parts.
Dalhana has given the simile that as a tree
situated on the bank of a full pond derives its
nourishment, similarly fetus also receives its
nourishment. According to Bhoja fetal
nourishment takes place by Kedarikulya nyaya.
Nabhi Utpatti - The nave of a wheel like a
cavity. Pranas of the living beings stay in
umbilicus and umbilicus is dependent on
pranas. Nabhi is surrounded by siras in the same

July 2024

way as the nave of the wheel is surrounded by
spokes”.

Sharir sthana of Asthanga hridaya and
Charak samhita describes Dashpra-nayatana.
Though there are few differences in
enumerating them but both has included nabhi
as one of the Dashpranayatana. Dasha
pranayatanas are vital parts of the human body,
even minor injury or irregularity of these may
result in morbidity and mortality. Shringatak
(four), Adhipati (one), Shankha (two),
Kanthasira (8), Guda (one), Hridaya (one), Basti
(one) and Nabhi (one) these are immediately
fatal marmas™.

Various disorders which take place in the
body at marmas are most difficult to cure even if
treated carefully. Hence, we have to take extra
care of umbilical cord to prevent such nabhi
marmagat disorders. Nabhi is related with
twenty-four dhamnis and is surrounded by
these dhamanis like spokes of a wheel
Nabhinal Paricharya : After delivery if the baby
is stable and the transition from intra uterine to
extra uterine life is smooth the umbilical cord is
ligated and cut four angul as a part and the
remaining long portion of cord is made to hang
around the neck of the baby and Kushta taila is
applied over umbilicus.® After the expulsion of
newborn and ensuring the neonate is clinically
stable the umbilical cord is ligated at four
angula away from the umbilicus by silk thread
and cut by the sharp knife blade and tied around
the neck of newborn and Kushta taila is applied
locally as mentioned above by charakacharya
two ligatures of silk thread has to be tied at
Nabhinadi, first at the eight angula away from
the umbilicus of newborn and other is at the side
of placenta, then cut the umbilical cord
obliquely at just outside the first ligature by the
sharp metallic blade and hang it around the
neck of newborn. Apply siddha Taila prepared
by Haridra, Deodara, Yasthimadhu, Priyangu
and Lodhra or churna of above mentioned
dravyas.

Complications of Improper Nabhi
naalichedana: The term kalpana in Naadee
kalpanavidhi indicates the procedures of
ligature, severing and after care of the umbilical
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cord with its medical management. Improper
execution of this procedure leads to the
following complications:
1) Aayaamam:
YT S 11 — FhaTior

Elongation of the umbilicus by improper
cutting of umbilical cord. Chikitsa e Internal
administration of drugs like Balaagodhumadi
kashaayam and Balaadhaatryaadi kashaayam.
e If the complaints persist inspite of drug use,
daahakarma is to be done around the
umbilicus. e There after postoperative
treatment of agnikarma should be adopted.
2) Vyaayaamam:
M fIRAR: | - Chakrapani

Vyaayaama simply indicates a large
umbilicus. But signs of herniation are not seen
in vyaayaama. However, as it is described as
an abnormal condition, vyaayaama may be
considered as one of the stages of umbilical
hernia.
3) Uttundita : Uttundita shows the features of
both Aayaama and Vyaayaama i.e. elongation
and enlargement.
4) Pindalika:
faugfosept URAUEHYT |11 Chakrapani

In this condition, the herniation is circular.
5) Vinaamika:
faTfient arcireggT Heaf=T1— Chakrapani

Here the umbilicus is inflammed and
centrally depressed.
6) Vijrimbhika: A fluctuating/pulsatile swelling
is present atumbilical region.
Naabhipaaka®: This disease is explained in
Aarogya kalpadrumam as a complication of
improper cutting of umbilical cord but this
disease is not mentioned by Charakacharya.
Clinical features e Foul smelling discharge o
Pain e Inflammation e Swelling
Chikitsa : The clinical presentations can be
broadly grouped into shopha avastha and vrana
avastha. Treatment of shopha avastha 1
Pooranam 2 Avachoornanam 3 Abhyangam
with taila prepared from the above mentioned
drugs. 4 Lepanam. Doorva and Yashti mixed
with Balaa kwaatha can be used for lepana.
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Unique swedana karma is mentioned in
Bhaishajyaratnavali for the naabhishopha as
well as uttundita naabhi. Unique swedana
karma is mentioned in Bhaishajyaratnavali for
the naabhishopha as well as uttundita naabhi.
Treatment of vidradhyaavastha: General
treatment of vidradhi has to be adopted. It is
very difficult to treat by ayurvedic
medicaments. Though the condition gets cured,
it causes permanent scarring. This is
inflammation of umbilicus usually occuring
secondary to infections. Poor sanitary
conditions, injudicious administration and
applications of drugs are the predisposing
factors. Usual presentations of omphalitis are
Slight purulent discharge ® Umbilical abscess ®
Cellulitis of periumbilical area ¢ Umbilical
gangrene Chances of systemic manifestations
like septicaemia, tetanus and jaundice cannot
be ruled out.

Naabhittundi Features of tundi go hand in
hand with features of vinaamika in Charaka.
Vitiated vaata causes enlargement of
umbilicus associated with pain and is termed
naabhittundi. Chikitsal. Snehanam 2.
Swedanam 3. Upanaaham Sataahwaadi
upanaaham.

Pralambika Pralambika shows the features of
aayaama as well as vijrimbhika. In
pralambika, the umbilicus becomes enlarged
and elongated in the shape of a moosha
clinically, pralambika manifests in 2 way- 1)
With inflammation 2) Without inflammation.
The neeruja type is self-limiting and requires
no particular treatment. Saruja type calls in for
urgenttreatment which is inevitable. In spite of
the treatment, if it goes to pakwaavastha, the
prognosis is grave. Chikitsa-Treatment is same
as that of naabhitundi.

Discussion: 1) The umbilical cord that is
Nabhinal is a connecting link between Foetus
and Placenta during intra-uterine
development. 2) Nabhinalchhedan and
Nabhinal Paricharya, described in Ayurveda
under Jatamatra Paricharya, if not done in
prescribed manner will definitely vitiated the
vata dosha, resulting in different kind of
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(Table) Effect of improper cord care according to various acharya:

Effect of Charaka Vaghbata Rasaratna Yogratnakara
improper samuchchaya
cord care Uttundika Unnatnabhi Nabhipaka Nabhishotha
Vinamika Anunnatnabhi| Nabhikundala
Vijrumbhika Nabhitundi
Pindalika

Nabhiroga. (See Table)

3. The chikitsa protocols such as Pooranam,
Avachurnanam , Abhyagam, Lepanam,
Snehanam, Swedanam, Upanahanam etc. are
used according to type of complication.
Conclusion: In intrauterine period umbilical
cord/ Nabhinal is the lifeline between foetus and
Placenta. After birth of baby the Nabhinal
chhedan done and stump of tissue remained
attached to babies Nabhi (Navel). Umbilical
cord is the common site for portel of infection in
neonates. In Ayurveda it is mention as
Sadyaprahara Marma therefore Nabhinal
Chhedan and Nabhinal Paricharya should be
done as descried in classical text if not done
properly can result into different kind of
Nabhiroga. Althought Modern system of
Medicine is very progressive but drug used in
Umbilical sepsis in neonate have much side
effect so Ayurvedic concept and remedies
related to Nabhinal Paricharya and its
complication hold utmost importance in current
era.
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A Case Report Of Inversion Of Uterus
During Third Stage Of Labour In A Primipara Patient

S.S.A.M. Hadapsar, Pune

Introduction- Uterine inversion usually occurs
as a complication of third stage of labour. It is
extremely rare but life-threatening
complication in third stage of labour in which
the uterus is turned inside out partially or
completely. Normally the placenta detaches
from the uterus and exits the vagina around 15
mins after the baby is delivered. In this
condition the placenta fails to detach from the
uterine wall and pulls the uterus inside out as it
exits. Obstetric inversion of uterus is almost
always an acute one and usually complete. The
relaxed area is at first slightly inverted and the
process then proceeds by the active part of the
uterus contracting upon the inverted part and
driving it onwards towards the cervix. Uterine
inversion rarely occurs in nongravid patients.
Treatment depends upon the severity - 1)
Reinserting uterus by hand. 2) Abdominal
surgery. 3) Emergency hysterectomy.

= [EwaART DAt TR e

Aim And Objectives - 1) To describe a case on
Inversion of uterus during third stage of labour
in a primipara patient. 2) Review aetiology of
Uterine Inversion according to modern as well
as ayurvedic context. 3) Describe presentation
of a patient with uterine inversion. 4) Explain
the treatment and management options.
Case Presentation - Name- XYZ
No any medical or surgical illness
No any Allergy
Primipara patient with full term of pregnancy
with GA37.5 weeks.

19 years old female patient primipara
delivered at PHC 1 hour ago after prolonged
labour. Wherein during third stage of labour
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while placental traction was performed to
remove the placenta a large mass emerged
through the vaginal passage with the placenta.
The patient was reported to be bleeding
profusely and soon lose consciousness. Patient
was referred to the hospital for hypovolemic
shock. Patient came was in unconscious state,
active pv bleeding, hypotension Blood pressure
was 80/50mmhg, tachycardia heart rate was
136/min, tachypnoea 26/min temperature-
38.6°C, anaemic, cold and mottled extremities,
inspection of Genitalia revealed total uterine
inversion with perineal laceration with
episiotomy wound. Lab investigations were
performed immediately which revealed severe
anaemia (Haemoglobin 5.0g/dl) blood were
reserved catheterization was done, patient was
shifted to operation theatre, patient was
pulseless one cannot give anaesthesia, therefore
blood transfusion was started and crystalloids
were given to combat hypovolemia. Then
manual reposition of uterus was performed
followed by steady pressure with the fist was
applied to the inverted fundus in an attempt to
push it up into the dilated cervix. Alternatively,
2 fingers were extended rigidly to push the
centre of the fundus upward. Undue force was
not applied to avoid perforation of the uterus
with finger tips. Perineal tear and episiotomy
were sutured. Per vaginal bleeding was
decreased after repositioning, fundal height felt
in per abdomen examination. 20 units Pitocin
in 500ml RL solution was given 8 drops/min was
infused that helped for uterus to contract and
prevent recurrence. 3 Blood transfusion was
carried out and 4 FFP were given, later on the BP
was maintained to 90/60mmhg and with pulse
of 106/min. Patient was shifted to ICU for further
monitoring. Patient’'s hemodynamic also
become stable and regained consciousness
after 3 hours of procedure. Patient was
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monitored thorough for vitals, consciousness
and for postpartum haemorrhage.

Day 2-patient was shifted to liquid diet, was
conscious, vitals were Bp- 90/60mmhg, pulse
was becoming normal 98/min, afebrile, uterus
was well contracted, no active bleeding, higher
antibiotics were given, NSAIDs, to maintain
tone of uterus some ayurvedic drugs were also
given (tb latakaranj and Tb Pimpalmula) and
sahacharadi anuvasana basti was given daily for
3 days for yonishoola. As per ayurveda the
cause for this situation was vata dosha prakopa.
Snehana swedana and pathyapathya related to
vata dosha were worked out in this patient.

Day 3-patient was shifted to general ward,
all medicines were continued, patient was
shifted to regular diet. Patient started
breastfeeding, ambulation was advised,
catheter was removed. BP was now stable
100/70mmhg, pulse 88/min. patient was stable.

Patient recovered without any
complications. She was discharged with oral
antibiotics and pain medications on 5th day.

Probable Thought of samprapti- During
third stage of labour while placental traction
was performed to remove the placenta
Discussion And Result - Uterine inversion is
defined as the passage of the uterine fundus
inferiorly into the uterine cavity and cervix,
turning the uterus inside out. Uterine inversion
can occur in situations - 1) Postpartum and
spontaneously (Acute), this is brought about by
localised atony on the placental site over the
fundus associated with sharp rise of
intraabdominal pressure as in coughing,
sneezing or bearing down effort. 2) 95% occur
in puerperal state (subacute) 3) Non puerperal
uterine inversion is generally associated with
exteriorization of uterine cavity tumours.
According to Ayurveda - Inverted uterus
reference is given or explained as dusthitha yoni
(displaced yoni). The displaced yoni (prolapsed
yoni) should be replaced after giving snehana.
¥ - fadega- Dusthitha yoni should be put to its
right place with help of snehana. Pidan karma
should be performed when the yoni is put into
its swasthana. Afterwards give 2-3 asthapana
Basti and then give Sanskrit Uttar Basti which
will be very fruitful.
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gqar @1 gifrya-fafeear  (Treatment  of
yonibhramsa i. e. uterovaginal prolapse or
inverson of uterus of puerperal woman)
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In case of uterovaginal prolapse or
inversion of uterus the yoni (uterus and vaginal
canal) should be anointed with the blood of
either the woman herself or any other available
animal and then the yoni (uterus) should be
replaced in its proper place by an expert woman
After this replacement repeated fomentation
and filling or tampon of oil prepared with the
paste of, rohini, barhisa, usira, priyangu and
devadaru asoka should be given.

3) GRIPRAY Y IAISHIGHAY T |
TARATeU GeATRATRIFTEEI | 1(3T. =. &fRal. f7r.)

In sutikaroga and other diseases due to

vitiation of vata and shleshma appropriate
pathyapathya according to dosha should be
given.
) ST ... ST Q: a1 11 (T, . R1.2/9Y) Teiran
ST (IferepT) T SR AR S SR T I & At
2. Use of asthapana basti (evacuative enema)
increases ama do.a of a puerperal woman.
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6) Therefore, sahachardi tail contents are
Kapha-vatashamaka and yonishoola hara so in
this case anuvasan basti was given to the
patient.

7)Sahacharaditaila reference -

AEIRPBATSPREO AT TG |
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i AfEaT: ey east A | 1(A.I BRY.T.)
Rasa- Tikta, Madhur, Virya- Ushna, Vipaka-
Katu, Gunakarma- Shoolhara, Vajikara,
Anulomak, Kaphavatahara, Kesharanjak,
Shothhara. Upayukta Anga- Panchanga.
Grades of Uterine Inversion - 1) Incomplete
inversion- In this the fundus of the uterus has
collapsed but uterus hasn’t come through the
cervix. 2) Complete inversion- Uterus is inside
out and coming out of the cervix. 3) Prolapsed
Inversion- Fundus of the uterus is coming out of
the vagina. 4) Total inversion- Both the uterus
and the vagina protrude inside out.

Risk Factors for inversion - 1) Prior deliveries. 2)
Prolonged labour or Rapid labour. 3) Use of
muscle relaxant like MgSO, during labour. 4)
Short umbilical cord. 5) Pulling too hard on the
umbilical cord to hasten delivery of placenta,
when the placenta is attached to fundus. 6)
Placenta Accreta (placenta invaded too deeply
into the uterine wall), morbid adherent
placenta. 7) Congenital abnormalities of the
uterus. Eg Ehler-Danlos syndrome (tissue
fragility of skin ligaments, blood vessels and
organs.) 8) Foetal macrosomia. 9) Retained
placenta for >30 min. 10) Pre-eclampsia
(severe cases) 11) Women who has experienced
uterine inversion is at risk of it happening again
in subsequent pregnancies. 12) latrogenic
(mismanagement of third stage of labour.)
Aetiology - Excessive umbilical cord traction
with a fundal attachment of the placenta, fundal
pressure in the setting of a relaxed uterus are the
common causes for uterine inversion.
Incidence is 3 times higher in India as compared
to US. Incidence of inversion has decreased 4
fold after the introduction of active
management during third stage.

Dangers - Shock due to - ¢ Neurogenic-tension
on the nerves due to stretching of the
infundibulo-pelvic ligament.

e Pressure on the ovaries as they are dragged
with the fundus through the cervical ring.

e Peritoneal irritation.

e Haemorrhage after the detachment of
placenta and due to atony of the uterus.

e Infection

e Pulmonary embolism.

Diagnosis - 1) Uterus protrudes through the

July 2024

12

vagina is seen a smooth round (pear shaped in
complete variety) mass like structure on local
examination. 2) In per abdomen examination
fundus does not seem to be in its proper
position. Cupping or dimpling of the fundal
pressure. 3) Increased blood loss than normal.
4) Hypotension. 5) Rapid heartbeat
(tachycardia). 6) Shallow breathing. 7) In
mother- signs of haemorrhagic shock, cold
calmy skin (varying degree of shock is a
constant feature). 8) USG, MRI may be used for
diagnosis. 9) Bimanual examination not only
helps to confirm diagnosis but also the degree of
inversion.

Pathophysiology-

Portion of uterine wall prolapses through
the dilated cervix

+
relaxation of part of uterine wall

+

simultaneous downward traction of

the fundus

4

in per abdomen examination fundus

not palpable

4

Diagnosis often made clinically with
bimanual examination
(uterine fundus palpated in the lower
uterine segment or in the vagina)

Prevention - Do not employ any method to
expel the placenta out when the uterus is
relaxed. Pulling the cord simultaneously with
the fundal pressure should be avoided. Manual
removal should be done in a manner as it
should be.

Differential diagnosis- 1) Acute uterine
inversion. 2) Morbidly adherent placenta /
retained placental bites. 3) Uterovaginal
prolapse. 4) Fibroid polyp. 5) Retained
placenta.

points revealed in history- 1) Delivery
conducted by an untrained professional. 2) She
had been labouring at for a day. 3) There is H/O
severe abdominal pain and excessive vaginal
bleeding before the woman collapsed.

Points to note in Examination of the patient- 1)
General examination. 2) Vitals changes as
described above. 3) Pallor and hydration. 4)
Urine output. 5) Per abdomen findings. 6) Local
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examination. 7) P/V examination -cervical ring
felt with inverted uterus.

Management- Once the diagnosis of uterine
inversion is made, immediate intervention to
control haemorrhage and restore
haemodynamic stability in the mother is
required. Because a delay will lead to an
increase in the mortality rate appreciably.
Principal steps- 1) Call for help. 2) Call
anaestheologist immediately. 3)
Haemodynamic stability- large bore cannula,
crystalloid, and blood, FFP are given to combat
hypovolemia. 4) Resuscitation. 5) Blood
investigations. 6) Cross match blood. 7)
Catheterize the bladder. 8) Higher antibiotics. 9)
The recent uterine inversion with placenta
already separated from it may often be replaced
by manually pushing up on the fundus with the
palm and fingers in the direction of long axis of
vagina and pack the vagina with antiseptic
roller gauze. A delay will render replacement
more difficult with increase in bleeding. Foot
end of the bed is raised.

10) If placenta is still attached- it is usually not
removed until fluids are given, uterine relaxing
anaesthetics like halogen inhalation, tocolytic
agents (MgSO4, betamimetics, nitroglycerine)
are used. After the uterus is relaxed it is
repositioned. After the placenta is removed,
steady pressure with the fist is applied to the
inverted fundus in an attempt to push it up into
the dilated cervix. Alternatively 2 fingers can be
extended rigidly to push the centre of the fundus
upward. Undue force is not applied to avoid
perforation of the uterus with fingertips. 11)
Followed by uterotonic agents are used. It not
only trigger contractions the uterus but also
prevent recurrence. 12) If manual fails it is done
by hydrostatic reduction method (Sullivans
hydrostatic replacement)- Warmed sterile saline
is infused into the vagina, the clinicians hand or
a silicon ventouse cup is used as a fluid retainer
to generate intravaginal hydrostatic pressure.
bag should be elevated 100-150cm above the
vagina to guarantee sufficient pressure. Also
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effective in preventing blood loss.

13) Manual reinsertion under general
anaesthesia. 14) Abdominal surgery to
reposition the uterus if all above attempts fail. (
Huntington’s replacement, Haultan’s
replacement). 15) Emergency hysterectomy in
extreme cases. 16) Close monitoring for vitals,
bleeding, recurrence.
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- CExploring The Significance Of Ginger In Ayurved@

Dr. Prajakta Arun Patel,

Zingiber officinale, also known as ginger,
is a well-known and highly prized medicinal
herb that plays a significant role in Ayurveda,
the traditional Indian medical system. Ginger
has been valued for generations as a useful
herb that contributes to both culinary and
medicinal practises because of its distinctive
perfume, sour flavour and medicinal qualities.
This article will examine ginger’s extensive
history, wide range of uses, and major place in
Ayurveda, illuminating its value as a potent
herbal remedy.

Ginger has been used for thousands of
years, with roots in ancient India and China.
The Charaka Samhita and the Sushruta
Samhita, two Ayurvedic literature, identify
ginger as a significant herb utilised in a variety
of formulations. It is regarded as one of the
most ancient and well-researched medicinal
plants in Ayurveda. The excellent therapeutic
benefits of ginger were known to the ancient
physicians, who used it in a variety of
medicinal formulations.

Ginger possesses a remarkable range of
therapeutic properties that make it a valuable
herb in Ayurvedic medicine. It is known for its
carminative, digestive, anti-inflammatory,
analgesic, expectorant and immune-boosting
properties. These properties are attributed to
the presence of bioactive compounds such as
gingerols, shogaols and zingerone. Ginger
acts as a powerful digestive stimulant,
promoting healthy digestion and alleviating
various digestive disorders like indigestion,
flatulence, and nausea. Additionally, it
exhibits anti-inflammatory effects, making it
useful in managing inflammatory conditions
like arthritis and joint pain.

Latin Name: Zinziber officinale

Family: Zinziberaceae

Sanskrit Synonyms:

Mahoushadhi - It means the herb that
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enhances vitality.

Shunthi - It deals with common doshas.
Vishwabhesaj - It means the universal
medicine for almost all diseases.

Properties: It is triptighna (relieves
satisfaction), as arshoghna (relieves pain),
deepaniya (enhances digestion), shula
prashamana (relieves colic), trishna nigrahana
(relieves thirst), pippalyadi, trikatu (good).
Appearance: It is a perennial plant with a
pungent aroma, yellowish color, and a
combination of smooth and rough textures. It
is found mainly in hot regions, especially in
Kerala, Andhra Pradesh, Gujarat, Himachal
Pradesh and Maharashtra.

Various Methods to make Shunthi
Ardarak (ginger):

1) Simple Method: Dry the tender skin of
gingerin the sun and remove it.

2) Moderate Method: Cook the ginger and add
lime water during the cooking process.

3) Good Method: Remove the tender skin of
ginger and soak it in lime water, then dry it in
the sun.

4) Best Method: Give sulfur smoke to the
ginger obtained from the good method.

5) Milk Saunth: Remove the tender skin of
ginger, cook it in milk and then dry it in the
sun.

Types: 1) Jamaican, 2) Indian-Kochi, Kaligat,
Kolkata, 3) African, 4) Japanese, 5) Chinese
Chemical Composition:

Ardarak: Protein 2.3, Fat 0.9, Fiber 2.4,
Carbohydrates 12.3, Minerals 1.2, Iron 2.6
Shunthi: Protein 15.4, Fiber 7.2, Starch 5.3,
Volatile oil 1.2

Rasa : Pungent, Vipaka: Sweet, Potency: Hot,
Qualities: Light, Unctuous (Shunthi), Dry,
Sharp, Heavy (Ardarak)

Actions of Shunthi : Dosha Karma(Effect on
Doshas): It balances Kapha with its pungent

from
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taste and hot potency; it balances Vata with its
hot potency and sweet post-digestive taste.
Dhatu Karma (Effect on Tissues) : It acts as a
digestive stimulant. It improves the function of
the digestive fire, benefiting the entire body’s
metabolism. It improves tissue nourishment by
reducing excessive moisture and neutralizing
toxins. It especially has a digestive effect on
the plasma, flesh, and fat tissues.

Mala Karma (Effect on Waste Products) :
Shunthi reduces the liquid component of stool
and helps in the absorption of the feces in
cases of diarrhea.

External and Internal Uses of Shunthi:
External: Lepa for Vata-Kapha type of
headache, rheumatism, arthritis, joint
swelling, abdominal distension.

Internal : Shunthi should be used with caution
in patients with Pitta constitution, during the
summer and autumn seasons, in infants,
elderly individuals, pregnant women, patients
with urinary disorders and patients with
bleeding disorders such as Rakta Pitta.

1) Agnimandya (Indigestion) - Saindhava +
Ardraka Swarasa. 2) Aamavata (Rheumatoid
arthritis) - Eranda Sneha; Shunthi, Guduchi
Kwatha along with it. 3) Aruchi (Anorexia) -
Shunthi Churna + warm water. 4) Trishna
(Thirst) - Shunthi Siddha Jal. 5) Vata-Kapha
Jwara (Fever with Vataand Kapha imbalance) -
Shunthi + Mustak + Parpat + Kutki. 6) Chardi
(Vomiting) - Trikatu + Saindhava. 7) Krimi
(Intestinal worms) - Shunthi + Vidanga. 8)
Shwasa, Kas (Asthma, Cough) - Shunthi +
Pippali + Gud. 9) Pratishyaya (Common cold)
- Shunthi + Tulsi + Maricha. 10) Atisara
(Diarrhea) - Shunthi + Jirak + Balbilva. 11)
Udashoola (Colicky pain) - Shunthi  +
Ajmoda. 12) Prasavottar Durbalata
(Postpartum weakness) - Saubhagyashunthi
Pak. 13) Sandhishool (joint pain) - Shunthi +
Gokshura decoction. 14) Shotha (edema) -
Shunthi + Puranagud. 15) Vrishanavat (erectile
dysfunction) - Shunthi + Ghrita with warm
water. 16) Vrushya (aphrodisiac) -
Shunthichurna  + Dugdha. 17) Hridashool
(heartache) - Shunthi decoction + Hingu . 18)
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Sheetapitta (urticaria) - Ardrakswaras +
Puranagud. 19) Kamala (jaundice) - Trikatu
churna + Saindhava + Nimbuswaras. 20)
Ajeerna (indigestion) - Trikatu + Ghrita. 21)
Sthaulya (obesity) - Trikatu churna with honey.
Dosage : Swarasa - 3to 5 ml, Churna-0.5to 1
gram, Kwatha - 20 to 40 ml.

Recent advances on ginger based on Active
constituents and their pharmacological
actions : Zingiber officinale contains active
compounds in volatile oil, accounting for 1-
3% of the total weight. Ginger oil primarily
contains sesquiterpenes, including
bisapolene, zingiberene and zingiberol.
Ginger’s pungent compounds have analgesic
effects. Zingiber officinale has been found to
actively affect digestive enzymes. It improves
maltase activity, disaccharidase, sucrase, and
intestinal lipase. Ginger reduces the synthesis
of immune-system components known as
cytokines. Hence long term inflammatory
changes that are present in chronic arthritic
conditions, tend to subside when ginger is
used. A study observed that consuming fresh
and heat-treated ginger on a daily basis
decreased muscle soreness significantly.
Ginger and its separated components have
pharmacological activities such as immuno-
modulation, anticancer, anti-inflammatory,
anti-apoptotic, antihyperglycemic, anti-
hyperlipidemic and anti-emetic. Ginger has
significant antioxidant properties that can
reduce or prevent the formation of free
radicals.

In recent years, scientific studies have
increasingly focused on investigating the
medicinal properties of ginger and validating
its traditional uses. Research has confirmed
the anti-inflammatory, antioxidant, anti
microbial and anti-cancer activities of ginger.
These scientific findings not only support the
traditional knowledge of Ayurveda but also
open new avenues for further exploration of
ginger’s therapeutic potential. Ginger is next
to Guduchiin its extensive use in COVID 19.

Ginger occupies a prominent place in
Ayurveda due to its versatile applications and
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numerous health benefits. As a key
component of various Ayurvedic
formulations, ginger has proven its efficacy in
managing numerous ailments and promoting
overall well-being. The ancient wisdom of
Ayurveda recognizes the unique healing
potential of ginger and modern scientific
research continues to unravel its therapeutic
properties. As we embrace the holistic
approach to healthcare, ginger’s significance
in Ayurveda remains undeniable, serving as a
testament to the profound wisdom and
timeless relevance of this ancient.

Network pharmacology and Shunthi
Network pharmacology creates a map of
active ingredients and their biological targets
in the body. This mapping helps researchers
understand how these multiple compounds
interact with each other and influence various
disease pathways. By shedding light on the
scientific mechanism behind Ayurvedic
formulations, network pharmacology bridges
gap between traditional knowledge and
modern medicine. Maximum analysis is based
on in-silico methods. Molecular docking is
almost always a first step of study. Docking is
study of how two or more molecular structures
(e.g. drug and enzyme or protein) fit together.
In other words its molecular modelling
technique that is used to predict how a protein
(enzyme) interacts with small molecules
(ligands). Next steps are called network
building, network analysis and last may be
experimental validation. In network building
various soft wares are used to detect Nodes
and Links. Nodes represent the herb’s active
compounds and disease targets.Links connect
these nodes based on known interactions.
Network analysis help to detect key
compounds in the herb that might interact
with multiple disease targets and potential
mechanisms by which the herb might
influence the disease.

Here are some examples of network
pharmacology studies on ginger with scientific
research article references: 1) Identification of
the active substances and mechanisms of
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ginger for the treatment of colon cancer based
on network pharmacology and molecular
docking:

This study used network pharmacology to
identify potential mechanisms by which
ginger might work against colon cancer.
Researchers found that multiple active
components from ginger, particularly 6-
gingerol, interacted with various genes
involved in colon cancer development
Conclusion - Here are some additional points
to consider about network pharmacology :

e The network can be constantly updated as
new scientific data becomes available.
e The complexity of the network can vary

depending on the number of components and
the level of detail included.

e While the network offers valuable insights,
it's not a definitive answer. Further research,
like clinical trials, is needed to confirm the
effectiveness of herbs or formulations.

Reference -
1)https://biodatamining.biomedcentral.com/articles/10.1
186/s13040-020-00232-9.

2) Network pharmacological evaluation for identifying
novel drug-like molecules from ginger (Zingibero fficinale
Rosc.) against multiple disease targets, a computational
biotechnology approach: This research explores the
potential of ginger to identify novel drug-like molecules.
Using network pharmacology, the study identified key
ginger derivatives that might interact with target genes
associated with various diseases.

Nag, A., Banerjee, R. Network pharmacological
evaluation for identifying novel drug-like molecules from
ginger (ZingiberofficinaleRosc.) against multiple disease
targets, a computational biotechnology approach. Netw
Model Anal Health Inform Bioinforma 10, 55 (2021).
https://doi.org/10.1007/s13721-021-00330-6
3) Exploring the mechanism of an active ingredient of
ginger, dihydrocapsaicin, on triple negative breast cancer
based on network pharmacology and in vitro
experiments:

This study focused on dihydrocapsaicin, a specific
component of ginger, and its potential role in treating
triple-negative breast cancer. Network pharmacology
analysis predicted interactions between dihydrocapsaicin
and genes involved in cancer cell growth and survival.

Luo L, Chen Y, Ma Q, Huang Y, Hong T, Shu K and
Liu Z: Exploring the mechanism of an active ingredient of
ginger, dihydrocapsaicin, on triple negative breast cancer
based on network pharmacology and experiments.
Oncollett25: 195, 202.
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The Effect Of Mashasaptak Taila Nasya
In Pakshaghata - A Review

Vd .Mayuri A. Sonkamble,
MD Panchakarma (Scholar)

Introduction - Vatavyadhi is considered to be
one among the Ashtamahagadas'.
Mahavatavyadhi can manifest either due to
Dhatukshaya, Margavarodha or Avarana.
Pakshaghata is a samanyaja as well as one
among the 80 Vataja nanatmaja Vikaras. Itis a
Roga of Madhyama marga®. The disease
Pakshaghata is explained and well explored
by Charakadi maharshi in Bruhatrayee.

The term Pakshaghta means, paralysis of
one half of the body. Where ‘Paksha’ denotes
right or left half of the body and ‘Aghata’
denotes impairment of Karmendriya,
Gyanendriya and Manas.
gedieh TG U&i SI&10] ara |
PATEIMGR 3 2ol aTaee9 e 1| 9.f. 2¢ /43’

The disease is due to vitiation of Vata
Dosha and Sthana-Samshraya leading to the
formation of the Lakshana like cheshtahani,
Ruja, Vaksthambha, Hasta-pada sankocha,
Vaktravakrata etc. According to etiological
factors there are two types of pakshaghata i.e.
Margavarodha janya and Dhatukshaya janya
mainly. Margavarodha janya can be of two
type - Pittanubandhi and Kaphanubandhi and
Dhatukshaya janya is of type Kevala Vataj
which is said as Nirupasthambhit.
Pakshaghata can be correlated with the
disease Stroke i.e CVA (Cerebrovascular
accidents). Stroke is the sudden death of some
brain cells due to lack of oxygen when the
blood flow to the brain is lost by blockage or
rupture of an artery to the brain®. The most
common symptom of a stroke is sudden
weakness or numbness of the face, arm or leg,
most often on one side of the body. The burden
of lifestyle disorders are increasing day-by-day
and stroke is the one among them. It is the 3rd
largest cause of death and disability world-
wide. In developing country like India ratio is
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increasing, due to increase in the ratio of
lifestyle disorders. Community surveys in
India have shown a crude prevalence rate for
CVAin the range of 200 in 10,000 persons’.
Objectives - To assess the effectiveness of
Mashasaptak Taila Nasya in the management
of Pakshaghata.
To observe symptom changes during
treatment.
To improve quality life of patient.
Material and Methods - Pakshaghata is a
Vatavyadhi and large number of population
affected by disease globally and elderly aged
peoples are more susceptible than younger
one.
BIGRIEEGRIEESINIEZEIIRER I
RGN 3PS QA REAHATGHATE Y ||
CI‘N‘I"‘t»INUIIQI"IIQIr}'IUIdIQHI\ﬂ"HCU
TGS IR | 19.Rr.2¢ / 98 -9u°
Various etiological factors such as
Virudha Aahara, Atijagarana, Ati Vyavaya,
Asruk srava, Vicheshta, Dhatu kshya, Shoka,
Chinta, Diwaswapna, Marmabhighata and
Vegasandharana initiates pathogenesis of
Pakshaghata. Vitiated Vata symptoms like
Paksha hanana, Sharirardha Achetana,
Anyatra paksha vimoksha, Sandhi bandhana
vimoksha, Ruja, Vaksthambha, Hasta pada
sankocha, Toda, Shoola, Kampa are present,
but due to association of Pitta dosha Daha,
Santapa, Murcha can also be found and due to
involvement of Kapha dosha Shaithilya,
Shotha, Guruta may also be there
Térarse R RRT: FRIfdesT 9|
TG AP g% dT dlegodd || 9.fr.2¢ /48’
Samprapti Ghataka In Pakshaghata -
¢ Dosha - 1) Kevala Vataj - Vata Pradhanatha
(Prana, Vyana, Udana) 2) Pittanubandhi - Pitta
(Pachak and Ranjak Pitta etc) and Vata Dosha
3) Kaphanubandhi - Kapha (Shleshak and
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Avalambaka Kapha etc) and Vata Dosha

e Dushya - Dhatu - Rakta, Mamsa, Majja.

Upadhatu - Sira, Snayu, Kandara

* Agni - Jatharagni and Dhatwagni

e Ama -Jatharagni mandya janya and

Dhatwagni mandya janya

e Srotas - Raktavaha, Majjavaha, Purishvaha,

Manovaha

e Sroto dushti - 1) Kevala Vataj - Atipravrutti,

Vimarga gaman 2) Pitta and Kaphanubandhi -

Sanga, Vimarga gamana

e Udbhava sthana - Pakwashaya

* Adhishtana - Shira (Mastishka)

* Vlyakta sthana - Head, Extremities(left, right,

both sides)

e Sanchara sthana - Rasayani, vatavaha nadi,

Kandara, Sira

* Rogamarga - Madhyama

e Vyadhi swabhava - Ashukari (Asrk srava),

Chirakari (Margavarana)

e Sadhya - Asadhyata - Yapya/Kruchrasadhya

Pakshaghata Chikitsa - Treatment of both the

underlying causes and symptoms of diseases is

the goal of Ayurvedic medicine. The method is

known as samprapti vighatana. The

importance of Hetu and Sthana for the correct

diagnosis and accordingly planning the

treatment is mentioned in Vatavyadhi.

TS FEAga Y& ka1 7. R, 3¢/ 9007
Pakshaghata is a type of Vatavyadhi, so

that Samanya Chikitsa of Vatavyadhi can be

applied to Pakshaghata. Chikitsa explained by

the classics mainly include Snehana,

Swedana, Virechana. Nasya and Basti can be

used with the help of Yukti Praman. Nasya is

used by experts like Charakadi Maharshi to

treat the diseases in which Shira, Marma is

mainly affected. Administration of drugs

through nasal route is called as Nasya, which

are in the form of Sneha, Kwatha, Swarasa,

Kalka etc.

Nasya Karma - Pakshaghata is a disease in

which Indriya dushti is there and Urdhvajatru

is a site of Dnyanendriya, Karmendriya,

Marma etc. Nasya is considered as the best

procedure for ‘Urdhvajatrugata Vyadhi’

because Nasa is considered as a direct
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gateway of Shira and is nearest route to
remove morbid Doshas from Urdhvajatru (11

fg FOR™T gaR 9 e 81 dFlsieg 20/9)".
Such medicines strengthen the Dnyanendriya,
Karmendriya and Marma etc. In this Article an
attempt has been made to study Nasya karma
in the management of Pakshaghata.

Mode of action of Nasya - Nasa being gateway
to Shira, the drug administrated through
nostrils reaches to shringata marma

(AT IEd TSNy A | wrwgy)’, a Siramarma by
Nasa Srota and spreads in the Shira, taking
routes of Indriyas and stretches the morbid
Doshas from Urdhwajatru and expels them
from Uttamanga. The nasal route of drug
administration helps by passing the hepatic
first pass mechanism and drug degradation,
leads to rapid drug absorption and quick onset
of action. The blood brain barrier is highly
permeable for lipid and lipid soluble
substances. Therefore, these substances can
pass easily through the blood brain barrier and
can exert their actions. Certain lipids are used
for providing energy to nervous tissues. Nasya
acts at the level of blood circulation,
lymphatic channel including CSF, causes
neuroendocrinal and neurovascular
stimulation and also acts at neuro
psychological levels.

In this study Mashasaptak Taila Nasya in
the management of Pakshaghata mentioned
by Yogaratnakar in Vatavyadhi chikitsa has
been discussed as follow-

Mashasaptaka Taila -

HYIARIDIR QIUTORIUITH |
FATAT TRIUTT TTGBAUII I : PIS: ||
I Y&TETd IR HhUHICOSH |
ESRLIEREIRKSRIRERINIEIERRE

2. . ardemeh i, 923-93¢"°

Mashasaptaka Taila is combination of
Masha, Bala, Kapikacchu, Eranda, Rasna,
Ashwagandha and Kattruna taken along with
Hingu and Saindhava. (See Table)

Majority of drugs in this formulation
possess Madhur Rasa and Ushna Veerya
which are Vatashamaka. Masha, Bala and
Hingu has Vedanashamaka property. Hingu
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_(Table)

I |
Margavarodha janya Dhatukshaya janya
|

avarodh of Vata gati
due to Pitta & Kapha

Kevala Vataj
(Vitiation of Vata
due to

Ruksha, Sheet,
Khara Guna)

Dravya Rasa Veerya Vipaka Guna
Masha Madhur Ushna Madhur Guru,Snigdha,Balya
Bala Madhur Sheet Madhur Snigdha,Balya
Kapikacchu Madhur, Tikta Ushna Madhur Guru,Snigdha,Bruhan
Eranda Madhur, Tikta Ushna Madhur Snigdha,Sukshma, Tikshna
Rasna Tikta Ushna Katu Guru,Vatahar
Ashwagandha Madhur, Tikta, Ushna Madhur Snigdha,Balya
Kattruna Tikta Ushna Katu Hrudya
Hingu Katu Ushna Katu Snigdha, Teekshna,Laghu
Saindhava Madhur,Lavana | Sheet Madhur Snigdha,Dipana
Tila Taila Madhur, Tikta Ushna Madhur Guru,Sukshma,Sara
Discussion - (Chart) Pakshaghata
|
Samprapti Samprapl)ti Bhang

> Eranda, Rasna, Hingu and Saindhava used in Taila
are helpful to remove Margavarodh janya samprapti
due to its Ushna, Snigdha Guna.

> Masha, Bala, Kapikacchu, Ashwagandha nourishes
dushya like Rakta, Mamsa, Majja, Sira, Kandara and
Improves movement.

> Total drug impact is seen on both Upasthambhit and
Nirupasthambhit Avastha especially in chronic
Condition.

and Saindhava being Teekshna and Sukshma
would have aided in removing the
Margavarodha present in the Srotas while the
drugs like Masha, Eranda, Kapikachu and
Bala, being Bruhana and Dhatuvardhaka in
Rakta, Mansa, Majja Dhatu.

Mode of action of Mashasaptak Taila - Most of
the drugs in Mashasaptak Taila are having
Snigdha, Guru Guna, Ushna Veerya, and Vata
Shamaka properties. All the above properties
are very useful to eliminate the Vata which is
aggravated by Dhatukshaya, Vata Prakopaka
Ahara and Vihar, Abhighata etc. Tikshna,
Sukshma, Vyavayi Guna and Ushna Veerya
remove the Avarodha to Vayu and retain its
normal Gati. Balya, Bruhaniya properties of
drugs can nourish and increase the tone of
Dhatus. (See Chart)

Conclusion - Pakshaghata is an alarming
disease in the modern era. Karma kshaya of
one half of the body, Balakshaya, Vaksanga,
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chesta hani, Santapa, Tandra is the cardinal
feature of Pakshaghta. Nasya with
Mashasaptaka Taila can be beneficial in
Patients of Pakshaghata.

Nasya Karma is the treatment modality
that not only acts as a therapeutic measure for
all the Urdhwajatrugata Roga but also acts as a
preventive tool for the same. Nasya will
helpful for samprapti bhang as it acts on
nearest route of Indriya i.e Uttamanga. 6-10
drops of nasya (Marsha Nasya) can be
administered upto 7 days. Along with
Panchakarma procedures like Abhyanga,
Swedan, Basti etc. Nasya will be helpful for
patients improvement. A wise person should
always be attentive towards one’s own health.
He should take each and every possible step in
order to prevent diseases. So everyone should
know aboutit.
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Informed Consent Of Patient
In Clinical Trial

Dr Arvind Mujumdar,

Introduction - The history of Indian conceptions of
ethics and medicine, is emphasising on the Hindu
tradition. Medical ethics in the Indian context is
closely related to indigenous classical and folk
traditions. Classical Ayurvedic texts including
Carakasamhita and Susrutasamhita provide
foundational assumptions about the body, the self,
and gunas, which provide the underpinnings for the
ethical system. Karma, the notion that every action
has consequences, provides a foundation for
medical morality. (1) In this communication it is
proposed to highlight the importance of Informed
consent of patient which is one of important ethical
componentin clinical trial or research.

History - Prussian Minister of Interior, in 1891 has
proposed that tuberculin for the treatment of
tuberculosis must not be used against a person’s
will. (2) Sir William Osler1907 endorsed the
necessity of informed consent in medical research.
As per Nurnberg Code (1949) the voluntary consent
of the human subject is absolutely essential. This
means that the person involved should have legal
capacity to give consent; should be so situated as to
be able to exercise free power of choice. It is a
personal duty and responsibility which may not be
delegated to another with impunity. (3)
Participation by individuals capable of giving
informed consent as subjects in medical research
must be voluntary. Although it may be appropriate
to consult family members or community leaders,
no individual capable of giving informed consent
may be enrolled in a research study unless he or she
freely agrees. (4) For medical research

using identifiable human material or data, such as
research on material or data contained in biobanks
or similar repositories, physicians must seek
informed consent for its collection, storage and/or
reuse. There may be exceptional situations where
consent would be impossible or impracticable to
obtain for such research. In such situations the
research may be done only after consideration and
approval of a research ethics committee. (4)
According to Belmont Report three basic
principles, among those generally accepted in our
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cultural tradition, are particularly relevant to the
ethics of research involving human subjects: the
principles of respect of persons, beneficence and
justice. Informed Consent of patients should be
analysed on the following three elements
information, comprehension and voluntariness in
addition Assessment of Risks and Benefits due to
treatment. The details for selection of subjects for
the trial is given. (5) Soon after the release of the
Belmont Report, in 1980, the Indian Council of
Medical Research (ICMR) also released its first
ethical guidelines as “Policy Statement on Ethical
Considerations Involved in Research on Human
Participants”.[6] Under the topic of informed
consent it states “the best way of obtaining informed
consent is one that is difficult and one in which the
norms and forms used in other countries are really
not fully relevant to the conditions prevailing in this
country.” Further it states that the council can only
lay down broad guiding principles to obtain
informed consent and leave it to the ethics
committees to develop its own procedures to
review that. This ethical relativism was recognized
even at that time. However, in the first revised
versions of ICMR’s ethical guidelines released in
year 2000 [7] According to the International
Council for Harmonization (ICH) - Good Clinical
Practice (GCP) guidelines all clinical trials should
be conducted in compliance with

ethical standards, clear scientific proof, and benefit
overweigh risk; and a clear welldocumented
protocol is required. Obtaining an informed
consent and affirming confidentiality. The trial staff
should receive adequate training along with their
appropriate qualifications. Data should be
documented accurately and easily accessible and
available. Manufacturing the investigational
products should be in accordance with Good
Manufacturing Practice (GMP) guidelines. (8)
Definition of Inform Consent - According to US
FDA inform consent guidance sheet 2014
“Informed consent involves providing a potential
subject with adequate information to allow for an
informed decision about participation in the
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clinical investigation. This will facilitating the
potential subject’s comprehension of the
information, providing adequate opportunity for
the potential subject to ask questions and to
consider whether to participate, obtaining the
potential subject’'s voluntary agreement to
participate and continuing to provide information
as the clinical investigation progresses or as the
subject or situation requires.” (9) As per Glossary of
ICH terms and definitions Version 4 published on
20 July 2023 a process by which subject voluntarily
confirms his or her willingness to participate trial,
after having been informed of all aspects of the trial
that are relevant to the subject’s decision to
participate informed consent is documented by
means of a written, signed and dated informed
consentform. (10)

Purpose of Inform Consent - Informed consent has
become the primary paradigm for protecting the
legal rights of patients and guiding the ethical
practice of medicine. It may be used for different
purposes in different contexts: legal, ethical or
administrative. Informed consent pertains primarily
to those decisions that involve choices about the
goals of medical treatment. T)Legal-a) Protection
from assault. b) Preventing unwanted Procedure. 2)
Ethical-a) Protect autonomous decision making. b)
Support patient - defined goals.3) Administrative-a)
Document that the parties were involved in the
informed consent process b) Provide efficient
safeguards of ethical and legal requirement. (11)
What is the goal of inform consent? - The goal of
the informed consent process is to understand that,
subject has sufficiently understood the information
about clinical trial. So that they can make informed
choice about whether to begin or continue
participation in clinical research or during trial if he
has discomfort then subject has right to get
appropriate treatment for discomfort or he has right
to leave the trial.

Why inform consent is essential? - Following points
are essential for the inform consent:1) It is ethical
practice before stating clinical trial or research.2) It
is related to the safety, satisfaction and quality care
of subject under trial. 3). It is law and regulatory
requirement before starting clinical research and it
will reduce risk of litigation. 4)Increased levels of
hospital or institutional quality for compliance with
accreditation standard. 5). It is also a critical
procedure for the fulfilment of the ethical
dimension in scientific research in social sciences.

July 2024

22

6). Informed consent creates trust between doctor
and patient by ensuring good understanding. It also
reduces the risk for both patient and doctor.7).
Failure to obtained informed consent renders any
physician liable for negligence and constitute
medical mal practice.

Respect for subject’s rights - The first principle of
medical ethics is autonomy require to respect the
people who are participating in clinical trial and
their rights. Informed consent ensures that
individuals can decide to participate only when the
research is consistent with their values, interests
and preferences. Informed consent respects
individual’s autonomy to participate or not in
research. Adequate information about the research
is given in a simple and easily understandable
vernacular language in a document known as the
‘Participant/Patient Information Sheet (PIS)
attached along with the ‘Informed Consent Form
(ICF)". The PIS should include: A statement that the
study involves research only; an explanation of the
purpose of the research and the expected duration
of the subject’s participation. A description of the
procedures to be followed and identification of any
procedures which are experimental; foreseeable
risks or discomforts to the subjects. A description of
any benefits to the subjects or to others which may
reasonably be expected from the research; trial
treatment schedule(s) and the probability for
random assignment to each treatment (especially in
randomized placebo-controlled trials). A disclosure
of appropriate alternative procedures or courses of
treatment, if any, that might be advantageous to the
subjects. A statement describing the extent, if any, to
which confidentiality of records identifying the
subjects will be maintained. For research involving
more than minimal risk, an explanation as to
whether any compensation and an explanation as
to whether any medical treatments are available if
injury occurs and, if so, what they consist of, and
where further information may be obtained. An
explanation of whom to contact for answers to
pertinent questions about the research and research
subjects’ rights, and whom to contact in the event of
a research-related injury to the subjects. A
statement that participation is voluntary and refusal
to participate will involve no penalty or loss of
benefits to which the subjects are otherwise
entitled. Also, the subjects may discontinue
participation at any time without penalty or loss of
benefits. The ICF should specify that the participant
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has read and understood the patient information
sheet; no further permission is required to look into
his health records for study purpose until his
identity is not revealed; the results arising from the
study can be used only for scientific purposes and
he voluntarily agrees to take part in the study. The
ICF should have space for signature/thumb print of
the participant, the principal investigator, a witness
and a legally acceptable representative when
required. (12)
Difference between Assent and Consent - Assent is
defined as an agreement from someone who is yet
of legal age to give consent to participate in a
particular activity. Usually, this is applied when, the
subjects are underage or children. These are people
who are not capable of giving informed consent,
but they can give their assent while their parents or
legal guardians give the consent on their behalf.
While permission qualifies to be consent when an
individual voluntarily agrees to a proposal, desire,
or request by another person. Even though it is a
term of common speech, it may express more
specific definitions, for example, in the medicine,
sexual relationships, law, and research fields. (13)
The assent and consent are different terms with
respective meanings despite having the same
sounding at the end? These are words that may also
be used in similar contexts to signal agreement, but
each delivers a more specific meaning based on the
people involved as follows: 1) While used as verbs,
to assent means to give approval while to consent is
to express willingness. 2) As nouns, assent means
an agreement or act of agreeing while consent
means a voluntary agreement or permission given
by an individual. 3) Assent means agreeing with
something, a request, or to participate in an activity,
while consent giving is permission to be involved in
an activity.4) Assent is to obtained from people who
are not of legal age to give a consent, while consent
is obtained from adults (people above the legal
age).5) Assent in research is willingness to
participate in a study, and consent in research is
legally entered agreement for a subject to
participate in a study. 6)Assent in law not a legally
binding permission and consent in law legally
binding permission. (14)
Obtaining the informed consent in India - In India
the clinical trials are conducted as per Central
Drugs Standard Control Organization (CDSCO)
Clinical Trials Rules 2019 (2019-CTRules) (15),
National Ethical Guidelines for Biomedical and
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Health Research Involving Human Participants
2017, Indian Council of Medical Research (ICMR)
(G-ICMR) (16) and National Ethical Guidelines for
Biomedical Research Involving Children 2017
ICMR ( G-Children).(17). It is to mandatory
obtained the informed consent form (ICF) and the
patient information sheet approved by ethics
committee (EC) before prior to beginning clinical
trial. Further this document must be submitted by
the investigator to the Drugs Controller General of
India (DCGI), prior to the trial’s initiation, which is
the Central Licensing Authority in the Indian
regulations. The investigator must provide detailed
information to research participant and/or the legal
representative(s) or guardian(s)about proposed
clinical trial. The ICF content should be briefly and
clearly presented orally, and in writing, and in a
manner that is easy to understand, commensurate
with the comprehension level of the participants,
and without coercion or unduly influencing a
potential participant to enrol in the clinical trial.
The ICF should be written in English, and/or in a
vernacular language that the participant is able to
understand language should not only be
scientifically accurate and simple, but should also
be sensitive to the participant’s social and cultural
background. In addition, the participant and/or the
legal representative(s) or guardian(s), should be
given adequate time to consider whether to
participate or not. The consent should also be given
voluntarily and not be obtained under duress or
coercion of any sort or by offering any inducements.
Further, in the case of differently abled participants,
such as those with physical, neurological, or mental
disabilities, appropriate methods should be used to
enhance the participants’ understanding (e g Braille
for the visually impaired).As delineated in the 2019-
CTRules, investigator(s) must obtain an audio-video
(AV) recording of the informed consent process for
vulnerable participants in clinical trials for a new
chemical or molecular entity, including the
procedure of providing information to the
participant and his/her understanding of the
consent. This AV recording should be retained in
the investigator’s files. In cases where clinical trials
are conducted on anti-human immunodeficiency
virus (HIV) and anti-leprosy drugs, the
investigator(s) must only obtain an audio recording
of the informed consent process. The investigator(s)
is also required to retain the audio recording for
his/her records.
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Documenting Consent - The G-ICMR and the G-
Children specify that the participant and/or the
participant’s legal representative(s) or guardian(s)
must sign with date the ICF. If the participant is
incapable of giving an informed consent, the legal
representative(s) or guardian(s) should sign and
date the ICF. Where the participant and/or the legal
representative(s) or guardian(s) is illiterate, verbal
consent should be obtained in the presence of and
countersigned by an impartial witness. If the
participant and/or the legal representative(s) or
guardian(s) cannot sign, a thumb impression must
be obtained. In addition, the investigator(s) who
administers the consent should also sign and date
the ICF. When written consent as a signature or
thumb impression is not possible, verbal consent
may be taken with the EC’s approval, in the
presence of an impartial witness who should sign
and date the consent document, or through an AV
recording. According to the G-ICMR, the ICF may
also be administered and documented
electronically, as long as the EC approves the
process first. As per the G-ICMR, the following
special situations may also arise in administering
consent:1)The gatekeeper’s (a group’s head/leader
or the culturally appropriate authorities), may
provide permission on the group’s behalf in writing
oraudio/video recording and be witnessed.2)
Community consent is required for certain
populations in order for participants to be permitted
to participate in the research. A copy of the signed
ICF and the PIS should be given to the participant or
the legal representative(s) or guardian(s). As per the
G-Children, the investigator should also keep a
signed copy of the ICF.

Waiver of Consent - As specified in the G-ICMR and
the G-Children, the investigator(s) can apply to the
EC for a waiver of consent if the research involves
less than minimal risk to participants and the waiver
will not adversely affect the rights and welfare of the
participants. In addition, as per the G-ICMR, the EC
may grant a waiver of consent in the following
situations:1)Research cannot practically be carried
out without the waiver and the waiver is
scientifically justified.2)Retrospective studies,
where the participants are de-identified or cannot
be contacted 3)Research on anonymized biological
samples/data. 4) Certain types of public health
studies / surveillance programs/program evaluation
studies 5) Research on data available in the public
domain. 6)Research during humanitarian
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emergencies and disasters, when the participant
may not be in a position to give consent. An attempt
should be made to obtain the participant’s consent
assoon as possible.

Re-Consent of ICF - According to the G-ICMR and
the G-Children, investigator(s) are required to
renew the informed consent of each participant if
there are any changes in the ICF related to the study
conditions or research procedures, or if new
information becomes available during the trial.
Further it is applicable in cases in which a
participant regains consciousness from an
unconscious state and/or recovers mental capacity
to understand the research study. If such an event is
expected, then procedures to address this
circumstance should be explained clearly in the
ICF. The re-consent is required in the following
situations: 1)New information pertaining to the
study becomes available that has implications for
the participant(s) or that changes the benefit and risk
ratio. 2) A research participant who is unconscious
regains consciousness or suffered loss of mental
competence and regains the ability to understand
the research implications. 3) A child becomes an
adult during the course of the study, or the legal
representative(s) or guardian(s) have changed.
4)Research requires a long-term follow up or an
extension. 5)There is a change in treatment
modality, procedures, site visits, data collection
methods, or tenure of participation which may
impact a participant’s decision to continue in the
research..6)There is possibility of identity
disclosure through data presentation or
photographs (this should be camouflaged
adequately) in an upcoming publication. 7) Future
research may be carried out on stored biological
samples if not anonymized. The partner/ spouse
may also be required to give additional re-consent
in some of the above cases.

Participants Rights - As per the 2019-CTRules and
the G-ICMR, India’s ethical standards promote
respect for all human beings and safeguard the
rights of research participants. The GICMR upholds
the Declaration of Helsinki (IND-63). The 2019-
CTRules, the G-ICMR and the G-Children state that
a participant’s rights must also be clearly addressed
in the informed consent form (ICF) and during the
informed consent process as follows:

The Right to Participate, Abstain, or Withdraw -
The participant and/or the legal representative(s) or
guardian(s) should be informed that participation is
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voluntary, the participant may withdraw from the
research study at any time, and refusal to participate
will not involve any penalty or loss of benefits to
which the participant is otherwise entitled.

The Right to Information - A potential research
participant and/or the legal representative(s) or
guardian(s) has the right to be informed about the
nature and purpose of the research study, its
anticipated duration, study procedures, any
potential benefits or risks, any compensation or
treatment in the case of injury and any significant
new information regarding the research study.

The Right to Privacy and Confidentiality - All
participants must be afforded the right to privacy
and confidentiality, and the ICF must provide a
statement that recognizes this right. The 2019-
CTRules also states that it is the responsibility of the
investigator(s) to safeguard the confidentiality of
research data to protect the identity and records of
research participants.

The Right of Inquiry/Appeal - The research
participant and/or the legal representative(s) or
guardian(s) should be provided with contact
information for the investigator(s) and the ethics
committee (EC) to address trial-related inquiries
and/or to appeal against a violation of the
participant’s rights.

The Right to Safety and Welfare - The G-ICMR
clearly states that a research participant’s right to
safety and protection of health and welfare must
take precedence over the interests of science and
society.

Emergencies

Humanitarian Emergencies - As explained in the G-
ICMR, during a humanitarian emergency or
disaster, close attention should be paid to the effect
of the emergency on perceptions of ethical
questions, altered or increased vulnerabilities,
provider-patient and researcher participant
relationships, and issues related to integrity of
studies and ethical review processes. Obtaining
valid informed consent in humanitarian
emergencies is a challenge as the decisional
capacity of the participants would be so low that
they may not be able to differentiate between reliefs
offered and research components. This should be
very clearly distinguished during the informed
consent process. Additional safeguards are
required for participants due to their vulnerability,
for example, counselling, psychological help,
medical advice, and process of stakeholder

July 2024

25

consultation.

Further, it also indicates that the potential
research participants might be under duress and
traumatized. Researchers should be sensitive to this
situation and are obligated to ensure that the
informed consent process is conducted in a
respectful manner. Researchers should strive to
identify and address barriers to voluntary informed
consent and not resort to inducements for research
participation. The different roles of researchers,
caregivers and volunteer workers must always be
clarified and potential conflict of interest declared.
If research involves vulnerable individuals (such as
minors), then the legal representative(s) or
guardian(s) should give consent. Additional
protections might be required in special cases, for
example, children with untraceable or deceased
relatives. In these situations, consent should be
obtained from an individual who is not part of the
research team who should be designated by the
institution/agency conducting research. For seeking
a waiver of consent, the researchers should give the
rationale justifying the waiver. The EC should
approve such a waiver after careful discussion on
the issue. Refer to the Documentation
Requirements section for additional information on
waivers of consent. When consent of the participant
or the legal representative(s) or guardian(s) is not
possible due to the situation, informed consent
must be
administered to the participant or the legal
representative(s) or guardian(s) at a later stage,
when the situation allows. However, this should be
done only with the prior approval of the EC.
Children in Emergency Situations - As per the G-
Children, research involving children in emergency
situations should only be carried out when it is
scientifically justified and cannot be conducted
outside this setting. The EC should review and
approve these studies as well as the proposed
timeframe in which formal consent will be
obtained. If consent cannot be obtained in an
emergency situation, deferred consent is suggested.
Deferred consent involves giving minimum
information verbally, followed by full details and
formal consent later. If the legal representative(s) or
guardian(s) are unavailable or unable to give
consent, another individual, such as the
participant’s doctor or a person nominated by the
healthcare provider, can give consent. However,
the doctor or a person nominated by the healthcare
provider may not be involved in the research. It is
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recommended that a Data Safety Monitoring Board
(DSMB) be strongly considered for these types of
studies. that must be upheld during these trials and
upholds the Declaration of Helsinki(IND-63).
Vulnerable population

Overview - According to the G-Children, ifa child’s
legal representative(s) or guardian(s) refuses to give
consent once their child is stabilized, he/she should
not be included in the research, and no further
research related procedures/data collection should
be done. Additionally, the previously collected data
obtained prior to the consent process should not be
used without the legal representative(s)’s or
guardian(s)’s permission.

As set forth in the 2019-CTRules and the G-
ICMR, in all clinical trials, research participants
selected from vulnerable populations must be
provided additional protections to safeguard their
health and welfare during the informed consent
process. The G-ICMR further describes vulnerable
groups and individuals as those who may have an
increased likelihood of incurring additional harm,
as they may be relatively/absolutely incapable of
protecting their own interests. The vulnerable
populations are characterized as individuals /
communities with hierarchical relationships (e.g.,
prisoners, armed forces personnel, or staff and
students at medical, nursing, or pharmacy
academic institutions); economically and socially
disadvantaged individuals (e.g. persons who are
unemployed, abandoned, orphans, have language
barriers, or cultural differences); persons below the
poverty line; ethnic, religious, or sexual minority
groups; tribal and marginalized communities;
terminally ill patients or those suffering from
stigmatizing /rare diseases; patients in emergency
situations; institutionalized persons; homeless
persons, nomads, or refugees; minors; women in
special situations like pregnant or lactating women,
those with poor decision-making powers, or poor
access to healthcare); those with mental illness and
cognitively impaired, differently abled, or mentally
or physically disabled; or others incapable of
personally giving consent.

Terminally 11l Patients - According to the G-ICMR,
terminally ill patients or patients seeking new
treatments are considered as vulnerable as they are
ready to give consent for any intervention that
could help them. The EC should carefully review
protocols and recruitment procedures for these
studies and comply with the following
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requirements: 1) Additional monitoring should be
done to detect any adverse event as soon as
possible.2) A benefit-risk assessment should be
performed that considers the potential participant’s
perception of benefits and risks.3) Post trial access
to the medication.

Indigenous Peoples - The G-ICMR states that
research on tribal populations should only be
conducted if it is of a specific therapeutic,
diagnostic and preventative nature with
appropriate benefits to the tribal population. A
competent administrative authority’s approval,
such as the tribal welfare commissioner or the
district collector, should be obtained prior to an
investigator entering the area. Whenever possible,
it is desirable to seek the help of government
functionaries / local bodies or registered, non-
governmental organizations who work closely with
the tribal groups and have their confidence. The
tribal leader, or other culturally appropriate
authority may serve as the gatekeeper from whom
permission to enter and interact should be
obtained. A participant’s consent should be

taken along as well as consulting with community
elders and individuals who know the local
language/ dialect of the tribal population, and in the
presence of appropriate

witnesses. Additional precautions should be taken
to avoid including children, pregnant women and
elderly people belonging to particularly vulnerable
tribal groups. Benefit sharing with the tribal group
should also be ensured for any research done using
tribal knowledge that may have the potential for
commercialization.

Elderly Persons - Permission to conduct clinical
trials in geriatric patients must comply with the
requirements listed in the required elements
section. According to 2019-CTRules, geriatric
patients should be included in Phase Il and Phase I11
clinical trials at the sponsor’s (also known as the
applicant’s) recommendation, in the following
circumstances: 1)The disease intended to be treated
is typically a disease of aging. 2)The population to
be treated is known to include substantial numbers
of geriatric patients. 3) There is specific reason to
expect that conditions common in the elderly are
likely to be encountered. 4) The new drug is likely to
alter the geriatric patient’s response (with regard to
safety or efficacy) compared with that of the
nongeriatric patient

Persons in Dependent Groups - As indicated in the
G-ICMR, while reviewing protocols involving
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participants who are engaged in subordinate or
dependent relationships, the EC must ensure the
following: 1) Participant enrolment is specifically
relevant to the research questions and is not merely
a matter of convenience. 2) Extra efforts are
required to ensure the autonomy of these
individuals is respected, and that they are able to
freely decide to participate or deny consent and/or
later withdraw from the study without fear of any
negative repercussions on their care. 3)
Mechanisms to avoid coercion due to being part of
an institution or hierarchy should be described in
the protocol.

Sexual Minorities and Sex Workers - As mentioned
in the G-ICMR, sexual minorities and sex workers
require additional protections as they are more
vulnerable to privacy, confidentiality, stigma,
discrimination, and exploitation issues during a
research study. Research proposals should ensure
the dignity of these participants is protected and
that they have access to quality healthcare.
Investigators should consult the community, if
possible, prior to the proposal being finalized. It is
also advised that a representative of the sexual
minority group/lesbian/gay/bisexual and
transgender (LGBT) community attend the EC
meeting as a special invitee/member.

Children / Minor - As stated in the G-ICMR,
children are individuals who have not obtained the
legal age of consent, which is 18 years. As per the
G-ICMR, the 2019-CTRules and the G-Children, in
the case of paediatric clinical trials, the participants
are legally unable to provide written informed
consent, and are dependent on their legal
representative(s) or guardian(s) to assume
responsibility for their participation in a research
study. As specified in the 2019-CTRules,all
paediatric participants should be informed to the
extent compatible with the child’s understanding,
and if capable, the paediatric participant should
sign and personally date the ICF. In these studies,
the following requirements should be complied
with:T)Written informed consent should be
obtained from the legal representative(s) or
guardian(s); however, all paediatric participants
should be informed to the fullest extent possible
about the study in a language and in terms that they
are able to understand.2)Where appropriate,
paediatric participants should additionally provide
their assent to enrol in the study and mature minors
and adolescents should personally sign and date a
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separately designed written assent form.3)Although
a participant’s wish to withdraw from a study must
be respected, there may be circumstances in
therapeutic studies for serious or life-threatening
diseases in which, in the investigators and legal
representative(s)’s or guardian(s)’s opinion, a
paediatric patient’s welfare would be jeopardized
by failing to participate in the study. In this situation,
continued legal representative(s) or guardian(s)
consent should be sufficient to allow participation
in the study.

Further for paediatric studies involving new
drugs investigator must take into account the
following issues:1)The timing of new drug
paediatric studies will depend on the medicinal
product, the type of disease being treated, safety
considerations and the efficacy and safety of
available treatments. 2)If the new drug is for
diseases predominantly or exclusively affecting
paediatric patients, clinical trial data should be
generated in the paediatric population except for
initial safety and tolerability data, which will
usually be obtained in adults, unless such initial
safety studies in adults would yield little useful
information or expose them to inappropriate risk. 3)
If the new drug is intended to treat serious or life-
threatening diseases, occurring in both adults and
paediatric patients, for which there are currently no
or limited therapeutic options, the paediatric
population should be included in the clinical trials
early, following assessment of initial safety data and
reasonable evidence of potential benefit; in
circumstances where this is not possible, lack of
data should be justified in detail. 4) If the new drug
has a potential for use in paediatric patients,
paediatric studies should be conducted. 5)
Paediatric studies should include clinical trials,
relative bioequivalence comparisons between
paediatric and adult formulations, and
pharmacokinetic studies for dose selection across
the age ranges of paediatric patients in whom the
drug is likely to be used.6)If the new drug is a major
therapeutic advance for the paediatric population,
studies should begin early in the drug development,
and this data should be submitted with the new drug
application. The reviewing EC should also include
members having knowledge about paediatric,
ethical, clinical, and psychosocial issues. As per the
2019-CTRules and the G-ICMR for detailed
paediatric study requirements. The EC should also
perform a benefit-risk assessment to determine
whether there is a need to implement additional
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safeguards/protections to conduct a study involving
children. The EC should consider the circumstances
of the children to be enrolled in the study including
their age, health status and other factors and
potential benefits to other children with the same
disease or condition or to society as a whole. In
addition, the G-Children should be consulted for
detailed EC assessment criteria to be used to
evaluate research studies involving children.

As per the G-Children, following EC approval
of the protocol, the informed consent requirement
for children may be waived in the following
circumstances: 1) When it is impractical to conduct
research since confidentiality of personally
identifiable information has to be maintained
throughout the study (e.g., a study on the
disease/burden of HIV/AIDS) 2) Research is carried
out on publicly available information, documents,
records, works, performances, reviews, quality
assurance studies, archival materials or third-party
interviews, etc. 3) Research on anonymized
biological samples, leftover samples after clinical
investigation/research, cell lines, or cell free
derivatives (e.g., viral isolates, DNA or RNA from
recognized institutions or qualified investigators,
samples or data from repositories or registries, etc.)
provided permission for future research on these
samples has been taken in the previous ICF. 4) In
emergency situations when no surrogate consent
can be taken. 5) Retrospective studies, where the
participants are de-identified or cannot be
contacted.

Assent Requirements - According to the G-ICMR,
the 2019-CTRules, and the G-Children, if the
paediatric participant has the capacity for assent,
the participant’s affirmative assent is

required to participate in a study according to their
developmental level and decision-making
capacity. According to the G-ICMR, mature minors
are those from age 7 to 18.years. As per the 2019-
CTRules, mature minors and adolescents should
personally sign and date a separately designed
written assent form. The G-Children also explains
that in addition to the children’s developmental
level and capability of understanding, the assent
process and form should also take into account
their age, maturity, reading level, independence,
autonomy as well as cultural and social factors. For
children between ages 7 and 11 years, oral assent
must be obtained in the presence of their legal
representative(s) or guardian(s). For children
between ages 12 and 18 years, written assent must
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be obtained. A child’s dissent or refusal to
participate must always be respected and he/she
must be informed in an understandable manner that
the child may withdraw assent at any time during
the study. The EC may also issue a waiver of assent
in the following circumstances: 1) If the research
has the potential to directly benefit the child, and
this benefit is only available through this study. 2) If
the research involves children with intellectual and
other developmental disabilities, they may not have
the developmental level and intellectual capability
to give assent.

Pregnant women - According to the 2019-CTRules
and the G-ICMR, clinical studies involving
pregnant or nursing women and foetuses require
additional safeguards to ensure that the research
assesses the risks to the women and the foetuses.
The following conditions are required for research
to be conducted involving pregnant or nursing
women or foetuses.

As per the 2019-CTRules:Pregnant or nursing
women should be included in clinical trials only
when the drug is intended for use by pregnant or
nursing women, foetuses, or nursing infants and
where the data generated from women who are not
pregnantor nursing is unsuitable.

According to the G-ICMR: 1) For studies
related to pregnancy termination, only pregnant
women who undergo Medical Termination of
Pregnancy as per the Medical Termination of
Pregnancy Act, 1971 can be included. 2) The
research should carry no more than minimal risk to
the foetus or nursing infant and the research
objective is to obtain new knowledge about the
foetus, pregnancy, and lactation 3) Clinical trials
involving pregnant or nursing women would be
justified to ensure that these women are not
deprived arbitrarily of the opportunity to benefit
from investigations, drugs, vaccines, or other agents
that promise therapeutic or preventive benefits. 4)
Research related to prenatal diagnostic techniques
in pregnant women should be limited to detecting
foetal abnormalities or genetic disorders as per the
Pre-Conception and Pre- Natal Diagnostic
Techniques (Regulation and Prevention of Misuse)
Act, 1994, amended in 2003, and not used to
determine the sex of the foetus 5) Researchers must
provide the EC with proper justification for
including pregnant and nursing women in trials
designed to address the health needs of such
women or their foetuses or nursing infants. 6) If
women of reproductive age are to be recruited, they
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should be informed of the potential risk to the foetus
if they become pregnant, be asked to use an
effective contraceptive method, and be told about
the options available in case of failure of
contraception. 7) Awoman who becomes pregnant
must not automatically be removed from the study
when there is no evidence showing potential harm
to the foetus. The matter should be carefully
reviewed, and she must be offered the option to
withdraw or continue. 8) If the female sexual
partner of a male participant gets pregnant during
his research participation, the EC should review the
protocol and the ICF to determine if a plan exists to
document this event, and both the pregnant partner
and foetus must also be followed for the outcome
and reported in the study results, 9) Pregnant
women have the right to participate in clinical
research relevant to their healthcare needs (e.g.
gestational diabetes, pregnancy-induced
hypertension and HIV) 10) Benefitrisk assessment
must be done at all stages for both the mother and
the foetus, 11) Research involving pregnant women
and foetuses must only take place when the
objective is to obtain new knowledge directly
relevant to the foetus, the pregnancy or lactation.
12) Women should not be encouraged to
discontinue nursing for the sake of participation in
research except in those studies where
breastfeeding is harmful to the infant. 13)
Appropriate studies on animals and non-pregnant
individuals should have been completed, if
applicable. 14) Researchers should not participate
in decision-making regarding any termination of a
pregnancy 15) No procedural changes, which will
cause greater than minimal risk to the woman or
foetus, will be introduced into the procedure for
terminating the pregnancy solely in the interest of
the trial. 16) When research is planned on sensitive
topics (e.g., domestic violence, genetic disorders
and/or rape) confidentiality should be strictly
maintained and privacy protected.

Foetuses and Neonates - As described in the G-
Children, study protocols involving neonates
should take into consideration that this group is the
most vulnerable within the paediatric population in
terms of the risk of long-term effects of
interventions, including developmental effects. ECs
reviewing such proposed protocols should have an
advisory member with expertise in neonatal
research/care. ECs should scrutinize all proposed
research for potential risks and weigh them against
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the possible benefits and ensure a competent
person(s) conducts a proper scientific review of the
protocol. In addition, when possible, older children
should be studied before conducting studies in
younger children and infants.

The consent of one parent is also required for
neonate studies where research exposes them to no
or minimal risk, or in studies that offer the prospect
of direct benefit to the participant. However, for
studies that do not offer the prospect of direct
benefit or are high-risk, consent from both parents is
required. Exceptions to this requirement include the
following: 1) Only one parent has legal
responsibility for the care and custody of the child.
2) One parent is deceased, unknown, incompetent,
or not available. In such cases, it is the duty of the
investigators to provide adequate justification. If
one of the parents is a minor, then he/she should not
provide consent. If both parents are minors, then
enrolment of such a baby should be avoided as
much as possible. Investigator(s) should provide
adequate justification to the EC to enrol such
neonates for research. A legally acceptable
representative should provide an
informed consent in such situations.

Prisoners - As noted in the G-ICMR, prisoners are
included in the description of vulnerable
populations due to their diminished autonomy
caused by dependency or being under a
hierarchical system. During the review process, the
ethics committee (EC) must ensure compliance with
the following: 1) Enrolling participants is
specifically pertinent to the research questions and
is not merely a matter of convenience. 2) Extra
efforts are made to respect the autonomy of these
individuals because they are in a hierarchical
position and may not be in a position to disagree to
participate for fear of authority3)lt is possible for the
participant to deny consent and/or later withdraw
from the study without any negative repercussions
on her/his care.4)Mechanisms to avoid coercion
due to being part of an institution or hierarchy
should be described in the protocol.

Mentally Impaired - This is one of the important
groups to handle in clinical trial. The G-ICMR states
that, in the case of differently abled participants,
such as those with physical, neurological, or mental
disabilities, appropriate methods should be used to
enhance the participants’ understanding. The
presence of a mental disorder is not synonymous
with incapacity of understanding or inability to
provide informed consent. However, Ecs have
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special responsibilities when research is conducted
on participants who are suffering from mental
illness and/or cognitive impairment. They should
exercise caution and require researchers to justify
exceptions and their need to depart from the
guidelines governing research. ECs should ensure
that these exceptions are as minimal as possible and
are clearly spelled out in the informed consent
form.

As set forth in the Mental Healthcare Act, 2017(
MHA2017), every person, including a person with
mental illness, must be deemed to have the
capacity to make decisions regarding mental
healthcare or treatment providing the person has
the ability to engage in the following: 1) Understand
the information that is relevant to make a decision
on treatment, admission, or personal assistance. 2)
Appreciate any reasonably foreseeable
consequence of a decision or lack of decision on
the treatment, admission, or personal assistance. 3)
Communicate the decision by means of speech,
expression, gesture, or any other means.

The information must be provided to a person
with mental illness using simple and
understandable language, sign language, visual
aids, or any other means to enable the person to
understand the information. In the case in which a
person makes a decision regarding one’s mental
healthcare or treatment that is perceived by others
as inappropriate or wrong, that by itself, must not be
interpreted as the person not having the capacity to
make such a decision, as long as the person has the
capacity to meet the above stated requirements.

Every person with mental illness who is not a
minor must have the right to appoint a nominated
representative, be competent to discharge the
duties or perform the assigned functions under the
MHA2017 and give consent in writing to the mental
health professional to discharge the person’s duties
and perform the assigned functions. The
nomination must be made in writing on plain paper
with the person’s signature/ thumb impression. A
person who has appointed an individual as the
nominated representative may revoke or alter the
appointment at any time. The appointment of a
nominated representative or the inability of a
person with mental illness to appoint a nominated
representative, must not be to construed as the lack
of capacity of the person to make decisions about
mental healthcare or treatment. All persons with
mental illness must have the capacity to make
mental healthcare or treatment decisions but may
require varying levels of support from their
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nominated representative to make decisions. When
fulfilling responsibilities, the nominated
representative must have the right to give or
withhold consent for research under
circumstances.

Pursuant to MHA2017, professionals
conducting research must obtain free and informed
consent from all persons with mental illness for
participation in any research that involves
interviewing the person or any research that
involves psychological, physical, chemical, or
medicinal interventions. In the case of research
involving
psychological, physical, chemical or medicinal
interventions to be conducted on a person who is
unable to give free and informed consent, but does
not resist participation in such research, permission
to conduct such research must be obtained from the
concerned State Authority. The State Authority may
allow the research to proceed based on informed
consent being obtained from the person’s
nominated representative if the State Authority is
satisfied that the following criteria are met: 1) The
proposed research cannot be performed on persons
who are capable of giving free and informed
consent. 2) The proposed research is necessary to
promote the mental health of the population
represented by the person. 3) The purpose of the
proposed research is to obtain knowledge relevant
to the particular mental health needs of persons
with mental illness. 4) A full disclosure of the
interests of the persons and organisations
conducting the proposed research is made and
there is no conflict of interest involved. 5) The
proposed research follows all the national and
international guidelines and regulations
concerning the conduct of such research, and
ethical approval has been obtained from the
institutional EC where such research is to be
conducted. A research-based study of the case
notes of a person who is unable to give informed
consent will be permitted so long as the anonymity
of the person is secured. In addition, the person with
mental illness or the nominated representative who
gives informed consent for participation in any
research under may withdraw consent at any time
during the research period.

Summary - For any clinical trial or research, the
inform consent which is important ethical issue.
Participating patients are a key stakeholder in
clinical research. It is difficult task in country like
India due to diversity of local languages and diverse
socio-economical

population. Hence, to prepare simple, brief and
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meaningful ICF is important for investigator of any
clinical trial.
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