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Abstract defines insomnia as a problem initiating and/or
maintaining sleep or the complaint of non-restoati
sleep that occurs on at least three nights a wedkis
associated with daytime distress or impairment.

Research Article

Insomnia is highly prevalent and affects approxahat
30% of the general population. Insomnia impairs

009'?(';"’9 and ph¥s_|cal f_ungn(c)jnmg anci IS a_ssodamh Stress induced alterations in sleep have beenditké¢he
a W'be rapge 0 _|mp|a|re ) f\ytlmg ur?Ct'_onf gcros_s Yevelopment of post-traumatic stress disorders sieep
number of emotional, social, and physical domaiNSe,mpiaints and disturbances in arousal are comtnui

Primary insomnia refers to insomnia caused by an)éymptoms in patients. In many instances, insomsia i

known physical ognightal condition, whereas secqnda_l assumed to be secondary to another primary medical,

insomnia is caused by a medical condition. Duetso i P ; "
chronicity, insomnia yis associated with substantiaIpSyChlamC’ Ofsleep disorder. However, specifise

) . o L ) . . and effect pathways have not yet been demonstrated.
impairments g@g,"an mdmdual S quallty. Of. _I|fe. It.s Hypnotic agents are primarily indicated for theatreent
possible that insomnia represents a significark o$ of transient sleep disruption such as those cabgejet
developipg Subsequent psych_iatric disofder- l_\/loderrpag, shift work or acute stress but are also usestlected
hypnotic’s therapy has several side effects likeetirping persons with chronic insomnia (ideally for primary

addiction,  daytime fatigue, drowsiness etc. Herloka insomnia that failed to respond to behavioral thgraor

plus g herbal prepgfidtion Wgh herbs having prov secondary insomnia that did not improve with tresim

adaptogenic, stress relieving and sedative pr&®rti ¢ yhe nderline condition). Until quite recentiyo

Cu_rrent P'aC?bO controlle_d study i_s desig_neql t“:'“_‘“ hypnotic medications have been approved by the U.S.
efficacy against stress induced insomnia in whiéh 5 ¢4 and drug administration (FDA) for such iongnte
patients in both groups were evaluated for four kvee use. Most cases of insomnia are treated with sedati
duration with a dose of two capsules at bed timterA hypnotic drugs such as barbiturates and the
four Week treatment significant reSL."tS were obsdrin benzodiazepines. Prescription sleeping pills indace
I-!erquam group (group A) Wh'Ch. has extrer'newunnatural sleep which is not necessarily restful.
significant difference when compared with placebaug. Consequently, the use of hypnotics may leave yelinig

(Group' B). About 86.44% relief was observed in tired than bef hich t Mted
insomnia, 87.5% in sleep latency and 78.97% indany g:;)sr:gew(e)f theadnruge ore, which may prompt an Tteaas

of dreaming. Outcome of the study reveals an idahti A Herbokam Plus capsule is a balanced blend of

therapeutic efficacy of Herbokam plus capsulestiess  aqhyagandha, Jatamansi and Brahmi that help to abmb
induced insomnia. restlessness and stress. They help in fightingsstre
Key Words: Insomnia, adaptogenic, psychiatric, sedative-naturally and maintain a healthy nervous systeneyTdre
hypnotic, anxiety natural adaptogen and help support a person’s alatur
physical and mental ability to fight daily stre3sis is an
ideal formula for anxiety, stress, depression @nedihess.

In the early 1980s, insomnia was thought to be aomposition

symptom, not a disorder. After two decades or nafre Each capsule contains extracts from Ashwagandha
sleep research and sleep medicine, insomnia isd=yesl  (Withania somnifera), Brahmi @acopa monnieri), and

a distinct nosological entity. Insomnia is the sgios of  JatamansiNardostychys jatamansi).

daytime fatigue and impaired performance caused byaterials& Methods:

insufficient sleep. In general people with insomnia
experience an inability to sleep despite beingitieelight
and fitful sleep that leaves them fatigued uponkening,

or waking up too earl{fhe world health organization

I ntroduction

This was a prospective, randomized, placebo cdettol
study involving patients with Stress induced ins@nn
Patient were randomized in two groups and havewede
a single treatment of either investigational prdaduc
(Herbokam plus) or a Placebo capsule. The goaltwas
enroll approximately 125 patients in order of 5Qiqras

*Corresponding Author complete the trial in each group and provide data f
Email : crd@unijules.com, analysis.
Phone : 07118 - 271010, 271008 Study was carried out in O.P.D. of Dr. Shailesh ékaf

(Shree Bramhachaitnya Ayurved Chikitsalay, Karad);
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study period was March 2009 to July 2010. PriorAll adverse events reported or observed by patieete
approval from independent ethical committee wasrtak  recorded with information about severity, date ofet,
Inclusion & Exclusion Criteria duration and action taken regarding the study drug.

Inclusion criteria: - Patient aged between 18-70 years;Patients were allowed to voluntarily withdraw fraime
having confirmed diagnosis of Stress induced Insamn Study, if they had experienced serious discomfaring
with subjective total sleep time (TST) of 3 housteep the §t_udy or sustained serious cI|r!|caI events irequ
onset latency of > 30 min. and willing to comphythvthe specific treatment. For patients w@hdrawmg frofme t
protocol and ready to sign informed consent forra ar Study, efforts were made to confirm the reason for
selected for the study. withdrawing.

Exclusion criteria: - Subject been in more than 2 studiesgttzttli:i'igzll 'A;\r:lﬂ?;/iiss was done using paired ‘" tést

in the past 2 years. Active suicidal ideation otivac assessment of improvement in each group, and wehair
psychosis, chronic alcoholics, active malignancy :

: o . N ; “t" test was used for the comparison of improvement
autoimmune _condition, actl've myolvement N A petween two groups. - In the entire test the cdtdar
&Sggitgﬁh;r;pgve?er e?i:lel? de%f fr?mmtehc:asti d)p/sychlatrlc %tatistical significance was p<0.05. Descriptimistic_s

: are presented for all measurements of efficacy.
Study Procedure Categorical data are summarized and presented using
Each patient was advised to take two capsulestbérei frequency tables of counts, histograms, and peagest

Herbokam plus or Placebo at bed time. Patients wer€ontinuous variables are summarized and preserged a
examined on the Week 1, Week 2, Week 3 and Week theans, standard deviation, medians, and ranges.

study visits, thereafter until 100% resolution @frs and
symptoms. At each study visit symptom score assestsm
was done and patient was observed for any adverse
reactions etc.

Efficacy Parameters:-
Efficacy parameters are showrTiable 1

Table 1: Assessment criteria
Symptom Scoring
Insomnia

Absent (> 6 to 7 hour sleep

Mild (4 to 5 hours sleep)

Moderate (2 to 3 hours sleep)

Severe (Less than 2 hours)

Sleep latency

Absent (< 30 minutes)

Mild (30 minutes to 1 hour)

Moderate (1 hour to 1 and half hour)

Severe (More than one and half hour)

Tendancy of dreaming

Absent (no dreams)

Mild(1 or 2 dreams at night, < 3 times/week withdisturbance in sleep)

Moderate (4 to 5 dreams at night, 3 to5 timesweak with mild disturbance in sleep)
Severe (> 5 dreams in a night and almost evenptittye week with severely disturbed sleep)

w N - O

w N - O

w N - O
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Results and Discussion

About 146 patients were screened for the trial freinich
130 patients were enrolled in the study. From titelt
enrolled patients 116 patients (58 in each group

completed the 4 weeks treatment period, remaininggjieve stresdl®

patients discontinued the study.

In table 2 to 4 statistical analysis of both theups are
shown and in figure 1 to 3 comparison of the effeftct
therapy is shown. In group A (Herbokam plus) pate
mean score of insomnia was 2.36 initially: which eam
down to 0.32 after treatment exhibiting a statidtic
extremely significant improvement with p value of
<0.0001 and about 86.44% relief, where as in grBup
(Placebo) it doesn’t show any significant improveine

metabolic processes and restore balance, theyasese
body’s resistance to physical, biological, emotloaad
environmental  stressors and  promote  normal
hysiological function™®. Adaptogens have a direct
ffect on nervous system health. They enhance raadd
Though variety of herbs are used for
treating insomnia, but all we agree that the most
efficacious in treating varying symptoms of strésshe
herb, AshwagandhaWithania somnifera) sometimes
known as Indian ginsen§”. Ashwangdha is a calming
adaptogen. It enhances endocrine functions, egdfyecia
helping to re-regulate the thyroid, testes and rare
glands. Because of its nervine and adaptogeniditung;
Ashwangdha is very effective for anxiety, fatigomudy
thinking, stress induced insomnia and neurasthenia

with reduction in the mean score from 2.241 beforgnerous exhaustiof. It exhibits antioxidant effects in

treatment to 2.02 after treatment with insignificprvalue
of 0.014 with 9.99% relief. When compared with
unpaired “t" test extremely significant differenceas
observed between two groups. In case of sleepdatie
mean score of group A patients came down from 4.6 t
0.2 with extremely significant improvement with plue
of <0.0001 and with 87.5% relief, where as in gr@&uf
doesn’t show any significant improvement with retituc
in mean score from 1.544 to 1.52 with p value @fl109.
and with 1.74% relief. When compared with unpafféd

test extremely significant difference was Observedchronotropic effect@4

between two groups. In case of tendency of dreamin
78.97% relief was observed in group A and 7.4%roup

B, this improvement when compared with unpaired “t”
test was extremely significant between two groups.

In short when the overall assessment was performe
group A shows remarkable difference in all the stons

compared to group B, which means that Herbokam plu

capsule is highly effective in managing the symptaoh
stress induced insomnia.

Discussion:

Nowadays a high percentage of the population inemod
society suffers from various kinds of sleep distumtes,
due to the impact of increased physiological ancicso
cultural stress factor€!. Patients with insomnia often
have symptoms that include tension, anxiety, dejpyas
fatigue, and irritability® . Frequentl}y insomnia begins
in conjunction with significant stre$¥’. When insomnia
is longstanding with little apparent relationship t
immediate physical or psychological occurrenceis ih
called primary insomnia. If insomnia is due to pain
anxiety, or depression, this is called secondasprmia
131 Since insomnia has many causes, the indicafmns
treatment are dependent on the etiol8¢y Treatment of
insomnia is divided into first- and second-lineatreents
151 Generally antidepressants from all four classes a
being used for the treatment of several stressabss™®.
The most common side effects of the antidepressaets
headache, nausea, anxiety, loss of appetite, dotheic
07 There is a category of herbs called Adaptogeas th

help the human body adapt to stress, support normal

g

the brain and tranquilizing effects on the centraivous
system in animals, possibly by influencing GABA
receptor functio®??. Bramhi Bacopa monnieri) also is a
nervine, mild anticonvulsive, antispasmodic and
antioxidant. It has a very long history of use ipuAveda
and Siddha medicine as a rasayana. It is usedotogie
memory and focus, relieve anxiet{. Jatamansi
(Nardostatus jatamansi) is used as a bitter tonic,
antiseptic and for treatment of epilepsy and hyetét is
also used for insomnia and exhibit negative indremd

. Current study of Herbokam plus
Bapsule shows extremely significant results in sypms
of stress induced insomnia without producing anyeaske
events which means Herbokam plus is a effectiveedym
control Insomnia and allied symptoms. Becausthatf,
ople need not to go for hypnotic’s therapy, whielm
roduce habits and have several side effects.
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Table 1: Demographic data of the patients
Sex M/F Mean age 18yr-30yr 31yr-40yr 41yr-50yr 51yr46@ALyr-70yr.
Group A 28/30 38.72 10 14 11 11 12
Group B 33/25 41.55 6 10 15 13 14

Table 2: Effect of therapy in patients of group A
Mean scores

Parameters BT AT Mean (diff) %relief SD SEM "t" pvalue
Insomnia 2.36 0.32 2.034 86.44 0.47 0.06 23.91 <0.0001
Sleep latency 1.6 0.2 1.397 875 0408 0.05 13.8 <0.0001

Tendancy of dreaming 1.189 0.25 0.931 78.97 0.44 0.058568.%0.0001
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Table 3: Effect of therapy in patientsof group B
Parameters I\/éeTan scAo_:_es Mean (diff) %relief SD SEM "t" pvalue
Insomnia 2.241 2.017 0.22 999 0.73 0.09 252 0.014
Sleep latency 1.544 1.517 0.03 1.74 0599 0.078 0.814 0.419
Tendancy of dreaming  1.08 1 0.08 7.4 0.74 0.09 2319 0.024

Table 4: Comparison of effect of treatment in both group by unpaired "t" test
Parameters Group A Mean+/-SEM  Group B Mean+/-SEM "t"  pvalue Remark
Insomnia 2.034 +/- 0.06 0.22 +/- 0.09 16.77 <0.0C&dreemely significant
Sleep latency 1.397 +/- 0.771 0.03 +/- 0.078 14. 750061 extreemely significant
Tendancy of dreaming  0.931 +/- 0.058 0.08 +/- 0.09  48.9%<0.0001 extreemely significant
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