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ABSTRACT

Introduction: Cannabis leaf-based medicines have seen a recent jump to be considered for various ailments in-
cluding management of sleep and stress. Materials and Methods: 50 patients who had been on the full spectrum
cannabis leaf based Ayurvedic proprietary medicine manufactured by Bombay Hemp Company, Mumbai, India for
sleep and stress were selected for the study. Separate structured multiple-choice questionnaires were used for the
assessment of the safety and efficacy of BOHECO's SLEEP manufactured by BOHECO. Results: In terms of the
overall effect of sleep management, out of 50 responses in this study, 8 patients (16%) reported complete relief, 37
patients (74%) reported marked improvement, 3 patients (6%) showed moderate improvement and 2 patients (4%)
reported mild improvement. In the overall effect of stress management, out of 50 participants, 49 responses were
received, in which 8 patients (16.3%) reported complete relief, 31 patients (63.3%) reported marked improvement,
7 patients (14.2%) showed moderate improvement and 3 patients (6.1%) reported mild improvement. Conclusion:
Full Spectrum Hemp leaf extract-based Ayurvedic proprietary medicine sold under the brand name BOHECO
SLEEP used for the management of sleep and stress has been observed to be effective and safe for long-term use.
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INTRODUCTION

The prevalence of mental stress has also alarmingly
increased in the post-pandemic era as the vastness of
physical, mental, emotional, and social damage
caused due to the pandemic COVID-19 is being stud-
ied by scholars. Mental stress refers to the psycholog-
ical experience of distress and anxiety due to the per-
ception of events in the internal and external envi-
ronment of a person.®> The involvement of the CNS,
along with the amygdala and endocrine mechanisms,
contributes to the feeling of mental stress.® The last
two years witnessed the emerging developments in
the legalisation of cannabis-based medications in
many countries, including India, following the con-
ceptualization of the endocannabinoid system.” Can-
nabis has a long history of medicinal uses due to its
main components that are found in higher concentra-
tions, identified as A9 tetrahydrocannabinol (A9-
THC) and cannabidiol (CBD). Among them, A9 tet-
rahydrocannabinol (A9-THC) is identified as the psy-
choactive component, which is a potential treatment
for Pain and Sleep, and cannabidiol (CBD) has been
identified as a potential treatment for pain and mental
stress.®® Having proven its efficacy, safety remains
the next most important concern, as the indications of
these medicines sometimes demand long-term usage:
Bombay Hemp Company Pvt Ltd (BOHECO) devel-
oped sublingual Cannabis leaf-based Ayurvedic pro-
prietary medicines under the brand name of BO-
HECO SLEEP for the management of sleep and
stress having Cannabidiol (CBD) and A9 tetrahydro-
cannabinol (A9-THC) as the main component.

Aims and Objectives:

To study the post-marketing efficacy and safety of
full-spectrum hemp leaf extract-based Ayurvedic
proprietary medicines used for the management of
stress and sleep and sold under the brand name BO-
HECO SLEEP.
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Materials and Methods:

A retrospective observational analysis through a pa-
tient survey with the help of a questionnaire was car-
ried out. We developed questionnaires to assess the
broad characteristics ~ of  patients  using
Hemp/Cannabis Leaf based medicines. The survey
consisted of structured questions answered by either
yes/no or multiple-choice responses specifically de-
signed for patients taking stress medications separate-
ly. Questions were focused on several key domains,
like perceived efficacy, and adverse drug reactions,
along with side benefits.

Data Source: Patient database created by doctor’s
team at CareAyu. The further patient consent form
was collected before starting the survey.

Sample size: 50 patients who had been on a prescrip-
tion-based product, BOHECO SLEEP (Full Spec-
trum Hemp leaf extract based Ayurvedic proprietary
medicine) manufactured by BOHECO were selected
irrespective of age, gender, or the underlying care.
Selection criteria: The cases were selected irrespec-
tive of Age, Gender, Acute or Chronic conditions,
and Underlying causes. All the patients with no phys-
ical or mental disability to fill up the questionnaire
were selected. The only inclusion criteria considered
was the past or current use of BOHECO SLEEP for
Sleep and Stress management.

Assessment criteria: A purely subjective grading
with a 10-point Likert scale derived from the com-
monly used Numeric rating Scale of 1-10, was done
for the assessment of the efficacy of Sleep and Stress,
and no other subjective or objective clinical parame-
ters were used.

Voluntary reporting of adverse events was encour-
aged during the survey where the patient was given a
list of common side effects to select from and a col-
umn for reporting any unidentified adverse reactions.
The probable side effects included in the question-
naire for reporting were dry mouth, somnolence, eu-
phoria, sedation, and anxiety.
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Table 1: 10-point scale for grading of SLEEP and STRESS

Improvement

No Improvement

Mild Improvement
Moderate Improvement
Marked Improvement
Complete Remission

Statistical Analysis:

Grading
0

1-3

4-6

7-9

10

A statistical analysis of the data collected from the 50 patients using BOHECO SLEEP was done using the Chi-
Square test to look for relevant correlations by using Phi and Cramer's V to understand the strength of association.
To maintain the sample size, an average value was counted as a response while tabulating the data.

DISCUSSION

Age Group: The medicine is mostly used by patients
having their aged 21-30 (38%) followed by the age
group of 31-40 (28%). 16% of the patients were be-
tween 41-50 and 12% of patients were in the age
group of 51-60 and the rest were above 60. Time
administration of Medicine: Out of 50 participants,
46 patients amounting to 92% preferred using the
medicine at night whereas only 1 patient (2%) pre-
ferred day and 3 patients (6%) preferred both day
and night. No of drops prescribed: Out of 50 partici-
pants, about 28 patients (56%) were taking 3-6 drops
daily, 17 patients (34%) were taking 2-3 drops and 2
(4%) patients were taking only one drop, 2 patients
(4%) were taking 8-10 drops and one patient (2%)
was taking 12 drops.

Stress relief in chronic conditions: Out of 50 partici-
pants, 23 patients (46%) strongly agreed that the
medicine provides relief in chronic cases, 23 patients
(46%) agreed that the medicine provides relief in
chronic cases, 3 patients (6%) disagreed that the
medicine provides relief in chronic cases and only 1
patient (2%) strongly disagreed that the medicine
provides relief in chronic cases. Stress relief grad-
ing: Out of 49 responses, 8 patients (16.3%) report-
ed Complete relief from symptoms of stress, 31 pa-
tients (63.3%) reported marked improvement from
symptoms of stress, 7 patients (14.2%) got Moderate
Improvement and 3 patients (6.1%) reported mild
improvement from symptoms of stress.
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Sleep relief grading: Out of 50 responses, 8 patients
(16%) reported Complete relief from sleep disorders,
37 patients (74%) reported marked improvement, 3
patients (6%) got Moderate Improvement and 2 pa-
tients (4%) reported mild improvement. Anxiety
grading: Out of 35 patients with anxiety, 2 patients
(5.71%) reported complete remission, 23 patients
(65.71%) reported marked improvement, 7 patients
(20%) reported Moderate improvement, and 3 pa-
tients (6%) reported mild improvement. Panic At-
tack grading: Out of 11 patients with Panic attacks 2
patients (18.2%) reported complete remission of
symptoms, 5 patients (45.45%) reported marked im-
provement and 2 patients (18.2%) reported moderate
improvement 2 patients (18.2%) reported mild im-
provement. Reduction in frequency of getting
stressed: Out of 49 responses received, 43 patients
(87.8%) reported a reduction in the frequency of
getting stressed. Whereas 6 patients (12.2%) report-
ed no reduction in the frequency of getting stressed.
Reduction in frequency of getting anxiety: Out of 36
responses received 31 patients (86.1%) of patients
reported a reduction in the frequency of the anxiety.
Whereas 5 patients (13.9%) reported no reduction in
the frequency of getting anxiety. Reduction in fre-
quency of panic attacks: Out of 11 responses re-
ceived, 8 patients (72.7%) of patients reported a re-
duction in the frequency of the panic attack. Where-
as 3 patients (27.3%) reported no reduction in the
frequency of getting panic attacks. Enhances mood:
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Out of 50 responses received, 31 patients (62%)
strongly agreed that the medicine enhances mood,
15 patients (30%) agreed that the medicine enhances
mood and only 4 patients (8%) disagreed that the
medicine enhances mood. Aids restful sleep: Out of
50 responses received, 40 patients (80%) strongly
agreed that the medicine aids restful sleep, 6 patients
(12%) agreed that the medicine aids restful sleep and
only 4 patients (8%) disagreed that the medicines aid
restful sleep. Promotes relaxation: Out of 50 re-
sponses received, 37 patients (74%) strongly agreed
that the medicine promotes relaxation, 9 patients
(18%) agreed that the medicine promotes relaxation
and only 4 patients (8%) disagreed that the medicine
promotes relaxation. Soothes anxiety: Out of 35 re-
sponses received, 20 patients (57.14%) strongly
agreed that the medicine soothes anxiety, 13 patients
(37.14%) agreed that the medicine soothes anxiety
and only 2 patients (5.71%) disagreed that the medi-
cine soothes anxiety. Wakeup refreshed: Out of 49

Table 2: Rare and bizarre adverse reactions reported
Side effects
Dry throat
Constipation
Headache
Disturbed sleep

Cannabinoids present within the medicines such as
Cannabidiol (CBD) have broad therapeutic properties
across a range of neuropsychiatric disorders, stemming
from diverse central nervous system actions.'*** There
are studies toward a calming effect of CBD in the cen-
tral nervous system.** The conducted survey on pa-
tients taking the medicine for stress and sleep disor-
ders reveals that this medicine is also effective in the
management of stress and is safe for long-term admin-
istration. 92% of the study population agreed that the
medicine facilitates stress relief and 90% of the pa-
tients reported marked improvement in their sleep. Out
of 49 responses, with 8 patients reporting complete
relief from symptoms of stress, 31 patients reported
marked improvement, 7 patients reported moderate
improve
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responses, 42 patients (85.71%) reported that they
woke up refreshed with no difficulty after having the
medicines at night in prescribed doses; only 7 pa-
tients (14.3%) disagreed that they woke up refreshed
after having the medicine at night in prescribed dos-
es. Reduce the times of waking up at night: 44 pa-
tients (88%) reported a reduction in the number of
times waking up at night whereas only 6 patients (12
%) reported no reduction in the number of waking
up at night. Helps in getting deep sleep: 45 patients
(90%) of the patients reported getting deep sleep
whereas 5 patients (10 %) reported no change from
their normal sleep pattern.

Side effects observed: Out of 50 patients, 8 patients
(16%) reported that the medicine has side effects
whereas 42 patients (84%) reported no side effects
or adverse reactions during the course of medicine.
Out of the 8 responses the most common side effect
observed was dry mouth in 5 patients and Somno-
lence in 5 patients

No of patients

L

ment and 3 patients reporting mild improvement, BO-
HECO SLEEP for stress and sleep management are
evidently efficacious. Its efficacy in managing dis-
turbed sleep and other stress-related disorders, such as
anxiety and panic attacks, is also indicative of the
medicine's effect on the central nervous system. In
addition to that, 87.8% of the study population report-
ed that the frequency of getting stressed has been re-
duced, and of the 35 patients who had anxiety, 86.1%
reported a reduction in the frequency of feeling anx-
ious for no reason, and of the 11 patients having panic
attacks, 72.7% reported a reduction in the frequency of
getting panic attacks. Side effects reported were dry
mouth and somnolence in 5 patients each, with no se-
rious complications and no requirement for any medi-
cal intervention for its management.
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CONCLUSION

Full Spectrum Hemp leaf extract-based Ayurvedic
proprietary medicine sold under the brand name BO-
HECO SLEEP, used for the management of sleep and
stress has been observed to be effective and safe for
long-term use. It is observed to have reduced pain with
no serious adverse reactions at prescribed doses.

REFERENCES

1. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC578788
4/f#ref9

2. https://lwww.ncbi.nlm.nih.gov/pmc/articles/PMC612152
2/

3. Bonica JJ. The Management of Pain. Philadelphia, PA:
Lea and Febirger; 1953. [Google Scholar] [Ref list]

4. Merriam-Webster, MedlinePlus, the definition of dis-
ease. [Accessed June 21, 2017]. Awvailable from:
http://c.merriam-webster.com/medlineplus/disease. [Ref
list]

5. Lazarus, R. S., & Folkman, S. (1984). Stress, appraisal,
and coping. New York: Springer.Google Scholar

6. McEwen BS. Physiology and neurobiology of stress and
adaptation: Central role of the brain. Physiol. Rev. 2007;
87:873-904.

7. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC478913
6/

8. https://lwww.ncbi.nlm.nih.gov/pmc/articles/PMC770052

doi:10.46607/iamj0410082022

| IAMJ August 2022 |

8/

9. https://lwww.ncbi.nlm.nih.gov/pmc/articles/PMC460417
1/

10.Fine PG, Rosenfeld MJ. The endocannabinoid system,
cannabinoids, and pain. Rambam Maimonides Med J.
2013 Oct 29;4(4): e0022. doi: 10.5041/RMMJ.10129.
PMID: 24228165; PMCID: PMC3820295.

11. Corroon J, Phillips JA. A Cross-Sectional Study of Can-
nabidiol  Users.  Cannabis  Cannabinoid  Res.
2018;3(1):152-161.  Published 2018  Jul 1.
doi:10.1089/can.2018.0006

12.1zzo AA, Borrelli F, Capasso R, Di Marzo V, Mechou-
lam R. Non-psychotropic plant cannabinoids: new thera-
peutic opportunities from an ancient herb. Trends Phar-
macol Sci. 2009; 30:515-527. doi:
10.1016/j.tips.2009.07.006.

13.Campos AC, Moreira FA, Gomes FV, Del Bel EA,
Guimaraes FS. Multiple mechanisms are involved in the
large-spectrum therapeutic potential of cannabidiol in
psychiatric disorders. Philos Trans R Soc Lond Ser B
Biol Sci. 2012; 367:3364-3378. doi:
10.1098/rsth.2011.0389.

14.Shannon S, Lewis N, Lee H, Hughes S. Cannabidiol in
Anxiety and Sleep: A Large Case Series. Perm J. 2019;
23:18-041. doi:10.7812/TPP/18-041

Source of Support: Nil
Conflict of Interest: None Declared

How to cite this URL: Shameen Salim et al: Post Marketing
Efficacy and Safety Study of Boheco’s Sleep (Full Spectrum
Hemp Leaf Extract Based Ayurvedic Proprietary Medicine)
for the Management of Sleep and Stress. International
Ayurvedic Medical Journal {online} 2022 {cited August
2022} Available from:
http://www.iamj.in/posts/images/upload/2057_2064.pdf

www.iamj.in 2061


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5787884/#ref9
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5787884/#ref9
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC6121522/
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC6121522/
https://scholar.google.com/scholar_lookup?title=The%2BManagement%2Bof%2BPain&author=JJ%2BBonica&publication_year=1953
https://scholar.google.com/scholar_lookup?title=The%2BManagement%2Bof%2BPain&author=JJ%2BBonica&publication_year=1953
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5573040/#b2-jpr-10-2003
http://c.merriam-webster.com/medlineplus/disease
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5573040/#b6-jpr-10-2003
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5573040/#b6-jpr-10-2003
http://scholar.google.com/scholar_lookup?title=Stress%2C%20appraisal%20and%20coping&author=RS.%20Lazarus&author=S.%20Folkman&publication_year=1984
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4789136/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4789136/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7700528/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7700528/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4604171/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4604171/
http://www.iamj.in/posts/images/upload/2057_2064.pdf

Shameen Salim et al: Post MarReting Efficacy and Safety Study of Boheco’s Sleep (Full Spectrum Hemp Leaf Extract Based Ayurvedic Pro-
prietary Medicine) for the Management of Sleep and Stress

Fig. 1

L]
LB
18
Y 1a
g 17
E_—' 10
g
=1
& B

I
«
N

50

4s
y 40
bl 3
g 35
g
# 30
1
£ w
718
[

0

Fig. 3

S0
y
£ 20
-4
!
3B L}
T
7
w 10
a

Fig. 4

2"
2
20

'Y

=

=

=

& 15

&

T 10

a
5
0

doi:10.46607/iamj0410082022

Bo

Strongly
Agres

3
33
3
I I N .
20
l - B
24-30 3140

Fig.5
Age

Patient Response

5060 1]

ARE group

3

Time of administration

Grading of Stress

W7o

mprovemess WIS Impeovement

»iot
Night

th

Grading of Sleep

Time of administration ";‘ LA
No of drops dispensed - = -
Compiers 1e4et oy " Modeare Mist mpe pvmr e
- e
s witeg ol Uesp
Fig. 7
| RO L
Grading of Anxiety
—
1o 810 12
No of drops dispemed "
Facilitate stress relief e
rghate reded s impruvarhe Msderate MO | rgrrorparre
Jeading of Ancsty
W rotal

Ihsagroe

L=}
Strongly
Disagres

Facilitates stress relief

| IAMJ August 2022 |

www.iamj.in

2062



Shameen Salim et al: Post MarReting Efficacy and Safety Study of Boheco’s Sleep (Full Spectrum Hemp Leaf Extract Based Ayurvedic Pro-
prietary Medicine) for the Management of Sleep and Stress

Fig. 8 Fig. 12
Grading of Panic Atttacks Enhancing MOOd

. 50
g
g ;25
g Viaw L 20
| . . l;l
~ 10
Camvatate rutes Vartedt Mg vese Mocerain VA3 mmpTiverrere

g of Banic Atteck

e
a

MWiotal

Patient responses

Flg 9 Strongly Agree Agree Disagreo
Frequency of getting stressed Enhances Mood

Fig. 13

a0
15 Restful Sleep
30 "
20 W Totsl ”
10 & 30
Vel No N

Reduce frequency of getting strassed

Patlent response

Pationt response

Frequency of getting Anxiety g - -

0

Strongly Agren Apres Disagres

y 25 Aids restiul sleep
, 31
_' g ot )
£ 10 Fig. 14
. _ Promotes relaxation
Yas No

Roduce lreguency of getting snxdety

Fig. 11
Frequency of getting Panic Attack

Patient respor

10

) : -
rongy Agee Agren Dlsagios
5 Pramites Relaxatior
5
ol
1
y
: -
0
Yes No

Reduce frequency of Panic attacks

Patient response
b

doi:10.46607/iamj0410082022 | IAMJ August 2022 | www.iamj.in 2063



Shameen Salim et al: Post MarReting Efficacy and Safety Study of Boheco’s Sleep (Full Spectrum Hemp Leaf Extract Based Ayurvedic Pro-
prietary Medicine) for the Management of Sleep and Stress

Fig. 15
Soothes Anxiety Fig, 18
= Helps In getting deep sleep
a “
¥ a5
E 16 &0
_E_' ¥ 35
g 10 =on g
- z 0 Wrow
Strangly Agres Arve 10
Soothes andety "
Fig. 16
Halps In getting deep sleep
Wake up refreshed
> Fig. 19
Lo Side effects observed
& Mr .5
:l ;L ’
t LRI
T 1 > 15
1o £
. E; o Mrueal
Wake up refreshes a 1
Fig. 17
Reduce number of times waking at night S sthaen ks
de effects observed
3

Patient redpanye

20
“ l N
1
1
Yo »

Reduce number of times waking at night

doi:10.46607/iamj0410082022 | IAMJ August 2022 | www.iamj.in 2064



