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ABSTRACT

Introduction and Objectives: Cervical Spondylosis is a degenerative disease of intervertebral discs and adjacent vertebral
bodies of the cervical region with or without neurological sign. Despite the advancement in pharmacological, non pharmacologi-
cal and surgical interventions, the management remains unsatisfactory due to high cost, and unusual eventualities. Unani physi-
cians managed such joint disorders with diverse treatment modalities viz., diet, drugs, regimens such as dalk (massage) , riyazat
(excercise), hijfama (cupping), etc. Hence to scientifically validate the efficacies of Hijamat Bila Shurt (regimen) and Habbe Gule
Aakh (a poly herbal formulation) a comparative clinical trial was conducted.

Material and Methods: The study was conducted as a comparative, open labeled, randomized clinical trial on 30 patients with
15 in each group. Both groups received treatment for 21 days, Hijamat Bila Shurt group subjected once daily and Habbe Gule
Aakh 2 BD orally with three follow ups (7™, 14" and 21%!). The pre and post treatment effects were assessed based on subjective
and objective parameters.

Results and Conclusion: The subjective parameters like neck pain, tenderness, and difficulty in neck movement were reduced
with high statistical significance (p<0.001) with no significant reduction in paraesthesia in both group (p>0.05). Objective param-
eters Northwich Park Neck Pain Questionnaire (NPQ) revealed strong statistical significance (p<0.001) in both groups, whilst
no significant change observed neither in Spurling Test (ST) nor in Neck Distraction Test (NDT) (p>0.05). Inter group analysis
reveals no statistical significance (p>0.05) difference between the groups, but Hijamat Bila Shurt is found comparatively more
effective than Habbe Gule Aakh using ANOVA and student ‘t’ test (two tailed and independent). Moreover, both groups were
found safe without any adverse effect.
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INTRODUCTION er, there are some exceptions where spinal injuries to
the disc can augment the degenerative process in the
younger patient. Compression of the vascular and neural
structures can leads to the manifestation of spondylosis
secondarily and it is caused by a loss in the disc height

and impinging osteophytes (mechanical cause) that con-

Cervical Spondylosis (sérvi-kdl + (spondyl osis) the
terms are derived from Latin cervic means “neck”, and
spondyl, osis means “vertebra condition” which stands
for the degenerative arthritis, osteoarthritis of the cervi-

cal vertebrae and related tissues. !it is a collective term
describing degenerative changes that occur in the apo-
physial joints and intervertebral disc joints (cervical ver-
tebrae), with or without neurological sign.?

The etiology was thought to be related to aging process
and or mechanical over load applied to the spine.® As
age advances degeneration sets into the spine, howev-
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tribute to cervical radiculopathy and later myelopathy.*

In general population the prevalence of Cervical spon-
dylosis with incidence rate of 83 per one lakh popula-
tions and with the prevalence of 3.3 cases per one thou-
sand people, and it occurs mostly between the 4™ and
5™ decades of life.® As per the estimates over half of the
adults experience some degree of neck pain every year,
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and 60-80% of older adults experience neck pain due to
degenerative changes.®

Cervical spondylosis is a common and disabling condi-
tion and it is felt that it should be managed through mul-
tiple approaches viz., physical or non pharmacological,
pharmacological, and or surgical. Surgery should be re-
served for cases of myelopathy. >¢7:8

All these treatment modalities have a range of effects
and their availability is meagre and cost over burdened,
apart from this the unexpected or unusual eventualities
ranges from mild to moderate and sometimes even se-
verely observed.

Unani physicians managed joint disorders with diverse
treatment modalities viz., diet, drugs, and regimens. Cer-
vical Spondylosis is described as Waja ul Unuq a type of
Waja ul Mafasil, and treated as per the line of treatment
of Amraze Mafasil with regimens including diet, drugs,
and surgery. More specifically certain regimens like Tak-
meed (Fomentation), Zimad (paste), Tila (liniment),
Roghaniyat (Oils), Dalk (massage), Hijamat Bila Shurt
(dry cupping), Mahjima Nariya (fire cupping), Fasd (ven-
esection) etc are advised as treatment modes for Cervi-
cal Spondylosis, besides this pharmacologically it will be
treated with single and compound drugs such as Suran-
jaan (Colchicum luteum) , Mugqil (Cammiphora mukul),
Gule Aakh (Calotropis gegentia), Zanjabeel (Zingiber offic-
inalis), Habbe Suranjaan, Habbe Gule Aakh, Roghane Ba-
boon, Roghane Hifte Barg, Roghane Suranjaan, Roghane
Chanbeli, Roghane Sosan, and Rogane Shibit, etc.%*

It was hypothesized that a regimen Hijamat Bila Shurt
(Dry Cupping) and a pharmacopoeial poly herbal formu-
lation Habbe Gule Aakh (Drug) will be evaluated com-
paratively for their efficacies, and further to validate
scientifically the interventions this study was conducted.

The Habbe Gule Aakh a poly herbal pharmacopoeial for-
mulation comprises of Zanjabeel (Zingiber officinalis),
Gule Aakh (Calotropis gigentia), Filfil Siyah (Pepper ni-
grum), and Barge Bans (Bambosa aurundinacea), and it is
indicated as anti inflammatory and analgesic 12

Hijamat Bila Shurt (Dry Cupping) in which a suction cup
will be placed over the muscular surface and suctioned so
as to create a negative pressure beneath the cupped area.
The objective of this regimen is for Imalae mawad (diver-
sion of vitiated matter), 1*14150.16 Tanqgiae mawad (evacu-
ation of matter),'® Taskeen alam (to alleviate pain)!>!®
Tehleele auram (to resolve inflammation) ** Tehleele riyah
13,1415 and Taskheene mugam (local calorific).!% 14 15

MATERIAL AND METHODS

The study was conducted between March 2013 to March
2014 as an open labeled, randomized, comparative clini-

cal trial on 30 patients after obtaining ethical clearance
vides IEC No: NIUM/IEC/2011-12/003/Moal / 03 from
the institutional ethical committee for biomedical re-
search of NIUM Hospital, Bangalore.

Based on the criterion of inclusion patients of both gen-
der, between 20-60 years of age, having cervical head-
ache with or without radicular symptoms ( paraesthe-
sia,) Spurling Test (ST) and Neck Distraction Test (NDT)
positives, and patients having other type of arthritis of
neck (except osteoarthritis), trauma of neck, wry neck,
Vertebro basilar insufficiency, local wound and infection
over neck, cervical rib syndrome, Psycho somatic disor-
der, spinal cord disorders, carpal tunnel syndrome, preg-
nancy and lactation, all chronic diseases, patient who
do not report for follow up, unwillingness or inability to
comply the requirements of the protocol were excluded.
A total of 170 patients were screened clinically and sub-
jected to laboratory investigations, out of which 55 cases
fulfilled the inclusion criterion, but 33 cases participated
in the study by exercising the written informed consent,
then they were randomly allocated into two groups by
using G pad soft. Group A: Hijamat Bila Shurt (n=17)
and Group B: Habbe Gule Aakh (n=16 ) were received
interventions for 21 days with three follow ups on 7%,
14" and 21% day. At last 30 cases completed the study
protocol (15 in each group) and they were alone taken
in account for analysis; 3 cases lost to follow up (Group
A; 2, Group B; 1)

Interventions:

Group A: Hijamat Bila Shurt (dry cupping) patients were
subjected to the procedure, in which 4 manual suction
cups were applied bilaterally over the cervical region for
20 minutes.

Group B: Habbe Gule Aakh (poly herbal formulation) 125
mg (prepared at NIUM pharmacy) given two pills (250
mg) orally twice i.e., 500 mg a day with water after meal.

Total No of Subject Screened = 170

} }

’ Eligible for study = 55 ‘ Excluded =137 ‘

l

’ Enrolled for the study (33) ‘
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Figure 1: Flow chart of Study Patients
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The study effects are observed in three different fol-
low ups and recorded in pre approved case report form
in the form of subjective parameters (Neck pain (axial
/ radiating/ referred), tenderness, difficulty in neck
movement and paraesthesia in upper extremities) and
Objective parameters (VAS, Spurling Test (ST), Neck
Distraction Test (NDT) and Northwich Park Neck Pain
Questionnaire (NPQ). The pre and post treatment val-
ues of subjective, objective along with Safety parameters
(Haemograme, Erythrocyte Sedimentation Rate, Alanine
aminotransferase, Aspartate aminotransferase, Alkaline
phosphatase, Blood Urea and Serum Creatinine) were
analyzed statistically to draw the inference of the study.

OBSERVATION AND RESULTS

In this study 30 patients participated out of which 19
(63.2%) were found in the age group of 21- 40 and 11
(36.8 %) were between 41-60 years, 14 (46.7%) were
males and 16 (53.3%) females, all were married 30
(100%), socio-economically 4 (13.3%) patients were
from upper class followed by 17 (56.6%) middle and 9
(30 %) from lower class, 27 (90%) were having mixed
dietary habit and 3(10%) pure vegetarian.

The Mizaj (temperament) findings evidences 18 (60%)
were Balghami (Phlegmatic) 11 (36.7%) Damavi (San-
guineous), and 1(3.3%) Safravi (Bilious). Occupation-
ally 9 (30%) patients were house wives, 9(30%) skilled
worker, 3(10%) professional, 2(6.7%) unskilled worker,
1(3.3%) businessmen 6(20%) others. The body mass
index of 20 (66.67%) cases was found >25 and 10
(33.3%) were <25. The duration of illness (chronicity
of the disease) wise was observed as 26 (86.7%) patients
had more than 5 month of illness and 4 (13.3%) with
1-5 months. According to the nature of pain 18(15%)
patients presented with radiating pain followed by
10(33.3%) with referred, whilst 2(6.7%) axial nature of
pain (Table 1).

Table 1: Demographic Data

Table 1: (Continued)

5 Socioeconom- Upperclass 3 (20 %) 1(6.7%)
lc status Middle class 8 (53.3%) 9 (60%)
Lower class 4 (26.7%) 5 (33.3%)
6  Occupation Skilled 4 (26.7%) 5 (33.3%)
worker
Unskilled 1(6.7 %) 1(6.7 %)
worker
House wife 4 (26.7%) 5 (33.3%)
Business- 1(6.7%) 0 (0%)
man
Professional 2 (13.3 %) 1(6.7 %)
Others 3 (20.0%) 3 (20.0%)
Mizaj (Tem- Balghami 11 (73.3%) 7 (46.7%)
7  perament) (Phlegmatic)
Damvi (San- 3 (20%) 8 (53.3%)
guineous)
Safravi (Bil- 1 (6.7%) 00
ious)
8 BMI (kg/m?) <25 5(33.3%) 5 (33.3%)
>25 10 10 (66.67%)
(66.67%)
9  Duration of 1-5month 2 (13.3%) 2 (13.3%)
lliness >5month 13 (86.7%) 13 (86.7%)
10 Nature of Pain Radiating 7 (46.7%) 11 (37.)
Referred 7 (46.7%) 3 (20%)
Axial 1 (6.7%) 1 (6.7%)

The study outcomes on subjective parameters were as-
sessed between before treatment and after treatment by
using fisher exact test, where the parameters like tender-
ness, paraesthesia, and difficulty in neck movement were
assessed. Tenderness was improved in 33.3% in group
A, and 40% in group B (Table 2). Similarly the effect on

1 Age 21-40year 11 (73%) 8 (53.4%) paraesthesia was observed as 26.7% in group A, no ef-
o o fect in group B (Table 3), but both the groups were found
41-60year 4 (26.7%) 7 (46.6%) insignificant in terms of study response. The effect of the
2 Gender Male 8 (53.3%) 6 (40%) study on difficulty in neck movement was observed as on
Female 7 (46.7%) 9 (60%) base line was 2.4'}0 and after treatment it changgq to 0.93
) _ and the P value is <0.001. The mean score of difficulty in
3 Marital status ~ Married 15 (100%)  15(100%) neck movements for group B was 2.47 before treatment
Unmarried 0 (0%) 0 (0%) which change to 1.00 after treatment and the p value
<0.001 (Table 4).
4 Dietary Habbit Mixed 12 (93.3%) 13 @6.7%) oS <0-001 (Table 4)
Vegetarian 1 (6.7%) 2 (13.3%)
Int J Cur Res Rev | Vol 7 « Issue 2 - January 2015
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Table 2: Effect of the study on Tenderness

4(26.7%) 9(60%) 33.3%
Group A
1 7(46.7%) 6(40%) -6.7%
2 4(26.7%) 0(0%) -26.7%
3(20%) 9(60%) 40.0%
Group B
1 10(66.7%) 6(40%) -26.7%
2 2(13.3%) 0(0%) -13.3%

Table 3: Effect of the study on Paraesthesia

Group Absent 9(60%) 13(86.7%) 26.7%
A Present 6(40%) 2(13.3%) -26.7%
Group Absent 5(33.3%) 5(33.3%) 0.0%
° Present 10(66.7%) 10(66.7%) 0.0%

Table 4: Effect of the study on Difficulty in neck
movements

Group A 2.40+0.51 0.93+0.46 1.46 11.000 <O0.001**

Group B 2.47+0.64 1.00+0.38 1.47 7.64 <0.001**

The VAS and NPQ study outcomes suggest highly signifi-
cant reduction in both the group (p<0.00), but Group A
shown more result with mean difference of VAS as 3.86
in comparison to group B with 3.54 (Table-5), similarly
the mean difference of NPQ is 26.94% in Group A than
17.87 in Group B (Table No-6). There were no change
observed either in NDT or ST when assessed on fisher
exact test.

Table 5: Effect of the study on pain with VAS

Group 6.13 2.27 3.86 11.50 <0.001**
A +1.19 +1.22
Group 6.27 2.73 3.53 10.51 <0.001**
B +1.28 +1.62

Table 6: Effect of the study on NPQ

Group 48.87 £9.54 21.93 +5.73 26.93 10.05 <0.001**
A

Group 44.80+11.87 26.93+11.03 17.86
B

11.60 <0.001**

DISCUSSION

The data of present study revealed that disease is more
prevalent in middle aged person which support the find-
ings of Krishna Das KV'” Prasad B'® On gender distribu-
tion it was found that the prevalence of the disease is
higher in females, which correlates with the finding of
Wheelees CR et al, * Hoy DG et al, 2 Groeneweg et
al*,Cote et al,®® Graham et al® as females have higher
prevalence of degenerative changes and neck pain.

In this study, the Mizaj (temperament) of subjects were
reported as 18 were Balghami 11 Damavi, and only 1
was Safravi out of 30.This temperamental preponder-
ance of Balgham in CS supports the descriptions made
by the Unani physicians Zakriya Razi, Ibn Sina, Ismail Ju-
rjani, Ibne Hubal, Akbar Arzani, and Hakim Aazm khan as
Balgham is the usual cause of waja ul mafasil .2 24 2526, 27, 28

BMI findings of the study participants suggests that 20
(66.67%) cases were belongs to >25 and 10 (33.3%)
were <25. In fact this disease has no significant associa-
tion with body weight, moreover, such data on relation-
ship between body weight and CS is not found till date

It was found that 26 (86.7%) patients had a history of
more than 5 month illness which clearly indicate that
cervical spondylosis is a dieses of chronic nature which
correlates with the findings of Ramani PS*, % as CS is
chronic degenerative disease of cervical spine.

The pre and post assessments of subjective parameters
like tenderness, difficulty in neck movement were as-
sessed by means of arbitrary grading method and it ob-
served reversal of the symptoms and found statistically
significant improvement with p value <0.001, whilst,
paraesthesia assessed based on its presence and absence
in three groups and is observed that both groups shows
insignificant effect with p value >0.05. This indicates
that neither oral drug nor regimen has any significant
effect on paraesthesia.

The neck pain was assessed with VAS in both groups,
and the intra group pre and post treatment outcomes
with mean differenced are found alike 3.867 and 3.533
in Group A, and B respectively with the p value < 0.001
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indicates highly significant, whereas, the inter group
comparison of the effects among the two groups in terms
of percentage, it was observed as 63.08 %, and 56.34%
respectively, it evidences that group A is more effective in
comparison to group B.

The cervical spondylosis related disability was assessed
with NPQ in both groups, and the intra group pre and
post treatment outcomes with mean differenced are
found alike 26.93 and 17.86 in Group A, and B respec-
tively with the p value < 0.001 indicates highly signifi-
cant, whereas, fisher exact test also applied for the same
in order to increase reliability of come which shows
55.11% and 39.88% change in group A and B respective-
ly. Even though, both groups shows significant improve-
ment but more promising effect in group A.

The pre and post assessments of objective parameters
like Spurling Test (ST) and neck distraction test (NDT)
were found insignificant in both the groups. The insig-
nificant effects of these parameters are less considerable;
because they are the signs of the disease usually may not
be modified.

It can be discussed that the effect of Hijamat Bila Shurt
was observed from base line finding to three follow ups
of 7days each. The effects of the method were observed
progressive from base line to subsequent follow ups. This
finding supports the observation made by Anjum et al
(2005), Nayab et al (2011), Siddiqui MA et al (2011),
Sheeraz et al (2013), studies on the effects of Hijamat
Bila Shurt in alleviating pain, difficulty in movements
and tenderness associated with various musculoskeletal

condition like Knee pain , low back ache, sciatica. %3132
33,34

The effect of Habbe Gule Aakh was observed from base
line finding to three follow ups of 7days each, and ob-
served relief in symptoms progressively from base line to
subsequent follow ups. This finding supports the obser-
vations of Nafees M et al (2012) as an anti-inflammatory
and analgesic activity in animal module, and Usmani C
(2007) clinical study with Habbe Gule Aakh in aliveating
pain, difficulty in movements and tenderness associated
with waja ul mafasil.> 3> 3¢ hence it can be stated that
the prolonged duration of treatment may more effective
in term of both Hijamat Bila Shart and Habbe Gule Aakh.

The study results supports the aetiopathology and princi-
ple of treatment described in Unani system of medicine.
The findings also supporting that it has potential to treat
the disease and may revert the pathology.

This study has shown no clinically significant adverse ef-
fects, and overall compliance to the treatment of both
groups was commendable because the effects on the con-
ditions of cervical spondylosis were found ameliorated.
Moreover, the results and observation evidences that the

Hijamat Bila Shurt is comparatively more effective than
Habbe Gule Aakh.

CONCLUSION

Due to the available resources and constrains this study
was conducted with limited parameters and needed
more comprehensive parameters based on long term and
larger sample size for further exploration of the effects of
study method adopted and also to determine their mech-
anism of action. It is concluded that the comparative
trial revealed that both Hijamat Bila Shurt and Habbe
Gule Aakh are effective and safe, and may be used for the
treatment of Cervical Spondylosis.
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