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ABSTRACT

[niertility 1epresents an incieasing medical problem aflecting 15% ol couples, and its treatment is
stressful, invasive, and costly, The male [aclor wconents for olmost 50% of infertility cases. Besidnes
clearly dafined cauwses ol male interlility [genetiv disorders, dunlal ohstruction, ete). Were ace several
possitila causes where the exacl mechanism of sperme dystnctlion is nol known yel. Tafertitity has
emerged] o bocone o very hig problem (oday: couples cemain slressed Jue Lo this,

With Lhis preview a randomised. double blind, plucebo controlled study was conducted on 60 eligible
subifeces [ulilling Lhe inclusion criteria 10 evaluate the dilierent aspects of 2hizozoaspermia and 10
evaluale lhe safety and efficagy of Cap Oligo-s in the treatment of idiopathic oliguzoosperia, Cap Qlign-
s is a compound Unant formulalion having 13 dislinet repowned Tiani dreogs and is indicaled for the
treatmenl of aligozoospermia, After informed consent Cap OQlign-s wus given to lesl poup in dosage of 2
vap (500mg each) in the morning and 2 cap in the evening willh plajn waier, No extea specific dict was
recanunended during the lherapy. Flacebo which was prepared wilh millel {lour filled in lhe capsule
shells as identical io lhe dest drug o oll manner was adminislered orally in same dosage to placebo
group. Blinding was achieved al the source where the drug was prepared by labeling wo different codes.
Asgessment was done by volume of semen. sperm count and pH af semen. [L was found thal the Lest
drug was found slatislically exlremely significant in increasing valume of scinen {p-20.0001), sperm
colnt {P=.0005), and improviag pH of semen (P> 0005) respeclively.

Nos. ol Table: 5 References: 19 |

| No. of Papes; 8 Mos. ol Figs.:

Kevwords: Olivozoospermia, infertility, Unani medicines.

INTRODUCTION

Qligozoospermia, also vligospermia, relers Lo
semen with a low concentration of sperm and is a
common finding in male infenlillly. According lo
WHDO, 60-80 millions nfetite ¢couples are lound
worldwide. In India 10-15% of couples in the
repraductive age group are estimoted Lo be infertile,
[n those 26% cases are of male inlertiliy’. Data
accumulaled gver Lhe past [our decades reveals Lhat
in approximaiely 33% of all couples evaluated lor

infertility, slgnlilcan! pathology is found only in
male partners. In ohother 20% both 1nsle and female
parloers are found w be abnormal. Thus in
approximalely 50% of inferlile couples, male faclor
is at leasi partly responsible for Lhe [bilure lo
conceive’

In the clussical Unani literature Lhe semen
delormilies are mentioned under the caption "Qillal
e manl and Rlggal & mani”. the term Qillal means
deficiency, Manl means Semen apd Riggal means
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Fluidity™'"" Accarding to ancienl Unani Physicians
including Hippocrates and Avicenna, semen is
nblained as a resull of Hazam e chaharrum. The
words used in urdu Lranslalion of Avicenna's Canan
of Medicine is ¥ Mani Hazam e Udhwi se Peda holi
hai™*. The greal Arab physicien Razi state in kitab ul
Murshid that Mani is one of lhe waste producls in
ourhody, excessive and restricled slorage may cause
harmful effecls on body, Therefore oplimal
excretion is very needful for health of genitals and
body.

According to Uneni concepts, Hippocratss Lhe
Father of Medicing slated in the book of “Sadidi" and
gther aulhenlic books by ancient physicians asbab
of Oillat e Huwain & Mapvia are excessive coibus,
Masturhation, slress and sirain, surrounding
environmell, malnulrilion, excessive consumption
ol marcolics like epium, charas, brown sugar, Zol e
Aam, Zol e Aza e Raisa, [sterkha ¢ Qazaib wa Mulhig
Aaga, Zol e Balghami, cease on coilus, cxposure or
excessive silting or bathing in highly cold or het
waler, psycogenic efiects & shyness™™,

Many olignspermic men are obsessed aboul their
low sperrm counl and Lhis sesms to become the very
important concern in Lheir lives. We know thal a low
sperm counl is not relaled Lo physique, peneral slale
of health, diat, sexual appelite or [requency. While
nol knawing Lhe cause can be very frusirating,
medicine still has n lol to study and understand
aboul male infertilily, which is a relatively neplecied
field taday.

As (e major cause of male inferlilily usually is a
sperm problem. However, do remember thal this is
oo reflection on your libide or sexual prowess.
Somelimes men wilh lesticular failure [ind Lhis
difficult to undersland (but docter, Thave sex hwicea
day! How can my sperm caunt be zero?). The reason
[or this is that the testis has two comparlmenls. One
compartment, the seminiferous lubules, produces
spevms. The ather compariment, Lhe "inlgrslitum®
or tha lissue in belween the tubules {where the
Leydig cells are) produces Lhe male sex hormone,
lestosterome, which causes the male sexual drive.
Now while the tubules can be pasily damaged, the
Leydig cells are much more resistanl to damage, and
will conlinue funclioning normally in most palienls
with lesticular failura®.

—

Eeepingin view lhe above facls, an altempt has been
made in this study o [ind out the elfective,
economical and easily available drug which should
be Iree froin side effecls. The main objeclive of this
study was o ta cvaluate the different aspecls of
plignzoospermia and Lo evaluale the safety and
efilcacy ol Cap Oligo-s in the lreatment of idicpathic
nligozoospermia.

MATERIALS & METHODS

A randemized, double blind, placebo conirolled
clinical trial conducted in Lhe department of
Moalijat, A & U Tibbia College & Hospital, Karol
Bagh.3ixty males belween Lhe age group of 21-60
[ulfilling the inclusion criteria and after wrillen
infored consent were randomly divided into test and
placebo group by simple random lechniqee. The
duration ol sludy was 80 days follow up was dooe
every 20 days. The lest group was given Oligo-5 a
compound Unani [ormulation manufactured by
Dchlvi Naturals.Tho Flacsho was prepared with
millel flaur filled in [he capsule shells as identical to
the test drug in all manner and admimsiered orally
in the dase af 2 cap BD. Blinding was achieved at Lhe
source where the drug was prepared by labeling two
differant cordes,

INCLUSION CRITERLA
s Oligospermic palients aged between 21-50years,

e Sperm count with range of 5-18 million
sparmyml.

e Semen per cjaculale=2.0 ml.

e Nolcurtently recsiving any olher trealment.

e Patienls willing to give writlen Informed consent
for parlicipalion in the study.

EXCLUSION CRITERLA

= Palients with obstructive pathology in the course
of sjaculation where the surgical intcrvenlion is
required.

» Known cases of genelic abnermalilies oxcludsd
by carelul family hislory.

e Patienls associated with melabelic andfor
systemic disorders like Diabeles, Hyperlension,
Tubercitlosis, CRE Hypothyroidism STDs and
HIV.

» Patienls diagnosed as Pasi lraumalic
Olignzoospermia, severe aoligozoospermia,
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BZOOSPATIIE, TeCrospermia [pecturoospermmia)
and teratospermia {lertalozoospermla).

e PFalienls wilh history of mumps, Chain Smokers
and chronic Alcoholics.

o Hernia, Hydrocele, Varicocele, Teslicular
Afrophy, Undescended Tesles excluded by
clinical examination.

# Potients wilh Urlnary Tract Infections and
Enlerged Prostate were also excluded,

Collection of semen {for Analysis

Abstinence: Before collection of the ejaculale
minlmum of 1 days and maximum of 5 days
abstinence was [ollowad, Masturbation method was
laken &5 the prelercad method for

sample collechion.

Gradiog of Sperm counl

# 2] Wormal[20million/mlor mors)-0
b) Mild{>15~<20million/ml)-1

¢} Moderale [=10-<15million/m])=2
d] Severe [§5-<10million/ml)j-3

The [pllowing examinalions wera performed (or the
oxclusion of any goncomitant acule and chronic
fiseases before the commencement of protocol
therapy.

e Complele Hlood Count, Blood Sugar Random,
Manlgux Test, VDRL, HIV1 & 2, 5.TSH,. LFT KFT,
Urinerputine and microscopic axamination.

PARAMETERS FOR ASSESSMENT OF SAFETY
The salely was assessed by moniloriog adverse

events either volunleered by the patiants or elicited
by the investigator by monilering CBC, LFT, KFT al
baseline, afller one week and al the lerminalion of
thastudy,

These paramelors indicaie (he renal and
hepalaloxicity of the Lest subslances wilh specilicily
and systemic loxicity in general.

CRITERIA FOR THE ASSESSMENT OF RESULT
Grading of Response in lerms of increase in sparm
counl

i Typn ol Tesponse

| 1, Mo respons:

Tpurease in the sperm count over the initial

connl per ce '
| Counl unallered J

| 2. Shght improvemenl

1-4 million From original

| 3. Moderale improvemenl

56 million from orig-inal - |

Ls]. . Good response

L0 million and more than -urigiua]

CONCOMITANT MEDICATION

Hher drugs must not be used concomtanily duriog
Lhe pariod of the study and the patlenls must not
parlicipale concurranlly in any another study were
enfurad

ADVERSE EVENT

Adverse svenls were carefully sought during Lhe
ontlre study. Any saquel originaling during Lhe
study period was duly lallowed up and recorded.
Adverse event form is a part of the CRF,

STATISTICAL DATA ANALYSIS

The Dala collecied throuwgh sludy was stalistically
analyzed by using Paired T-lest for Pre and Posl
study oulcome in both groups

.
F A

OBSERVATION & RESULTS

A randomized, double blind, placebo controlled
clinical trial conducled in the deparlmenmt of
Monlijal, A & U Tibbia College & Hospilal, Kerol
Ragh. Sixty males belween (he ags group ol 21-64
[ulfilling the Inclusion crileris and afler wriltun
infored consenl were randomly divided inlo test and
placeba group by simple random technique.The
miain results of e sludy are as undar;

In Preseol Clinical Swudy the {ncidence of
cllgozoospermin was chserved  higher in the age
group of 26-10 years[50%) lallowed by age group of
31-35(25%), 21-25(21.66), 36-40{1.33%) (Figure 1).
Mujority of 1he patienls were Muslims (55%)
lallowed by Hindus (45%). (Figure 2). Maority of the
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petienls wers non-vogelerians (659 ) [Figure 7).
More than half of Lhe patienls werc from Medium
sgcioeconomic group (533.33%])( Figure 4}, Scventy
percenl palienls were (rom damvi and safravi
group|Figure 5). Maximum oumber of Patients came
with 1 lo 4 years of illness {(B1.66%] [ollowsd by 5to
B years ol illness (36.66%), wnd 910 12 years { 1.66%){
Figure fi). Effscl of trial drug on seminal volume was
ohserved in bolh groups (tesl as well as placeho).
The mesn value of seminal volume in placebo group

Fig. 1: Distrihulion al Palieals according lo age group

al 0 day was 1.28=4.37, al 20 day afler lreatmant was
1.320.33. Mean percenl change was 18.75%
increase. Aller statistical analysis ne signilicanl
improvemen! was chserved in placshs group (p
>0.05].0n the olther hand mean value of saminal
volume al baseline in tnst group was 1,220,318, at 90
day afler treatment was 3.41.23. Mean peccenl
change was 170.G8% {ncrease. After stutistical
analysis exlremaly signlficant improvemenl was
obsarved in tesl group [p <0.0001} {Tuble 1).

=G

I
B0O00% ——

[ ]

40.00% -
i
|

— WTOTALPATIENTS |

|

| 20.00% ] I

'i 0.00% -+ : . -—
11-25  26-30

31-35 1640

41415

46-50  51-33 26-60 |

In Presenl Clinical Study the higher incidence of oligozoospermia was nbserved in the age group of 26-34
years(50%] [ollowed by age groupof 11-35[25%), Z1-25{21.66), 36-40{1_33%|

Fig. 2: Distribation af Palients accocding lo Beligion.

| TOTAL PATIENTS

%
I o
! 204
| Ok

| Iubir Hinduem

—— |
I _ S ||
- . — —— - W TOTAL PATIENTS |

e —

Other |

oy pregent sludy more patients were from [slam group (534 han Hinduism (458,

Fig. 1! Distribulian al Palenls according Lo DMelacy Pallern.

o
| 0% -.___._________

=l

e R — S _ — —

| TOTAL PATIENTS |

MO YR W

BTOTAL PATIENT:

L presenl clinical sludy 65% palienls were from non veg group and 35% Patienis were [rom veyg group.
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Fia, 4: Distribulien ol palients according lo socioeconnmic slalos. =60

TOTAL PATIENTS

100.00% S —

50.00% -—-*—- e
0.00% —---—; -— e T TR ~ ETOTALPATIENTS

Low fiedivm High |

In present sludy higher incidence of palienls were from Medium sociosconomic group (52.33%) [ollowed by
Low socioeconemic group [46.66%). There was oo patient recruiled [rom high socioeconomic group,

Fig. 5: Distribution of Patienls acconling 1o bixaj. N=t1

TOTAL PATIENTS

| A0%

20 )
% l .:. T
o5 , .

Drarmwi Balghami Salravi Saudavi

In presenl siudy thers is higher incidence of Fatlenis (ram Damvi and Salravi group [ 35% esach) calleclively we
can say 70% palienls wers fcom damvi and safravi group. Thers were letal of 20% pationl from Balghami
group,and oul of lolal enly 10% patienls were froin Saudavi group.

Fig. 6: Distribulion of Paticuls according Lo Duration of illness. N=g0

80, 00%

60.00%

1

|

|

|

f

|
40.00% - |
BTOTAL PATIENTE |

20.00% - I
|

|

|

0.00% +— . , i o
ko L [ Otall fyiary)

In 5 present sludy duration of illness ranged from 1 tol2 years. Maximoim no of Patienls came wilh 1 to 4 vears
ofilluess [61.66%) [ollowed by 5 (o 8 years of illness [36.66%), and 910 17 years [ 1,564,

Elfect of trial drug on seminal wolume was observed Ireaimenl was 11.704.92, Mean percenl changs was
o both groups (lesl as well ay placebio), The mean 1.47% increase. Afler slalistical analysis no
value of sperm counl in semen ol placsho group at significan! improvement was chserved in placebo

Linseling {0 day) was 11,384,334, a1 9iMb day aller roup [p=0.05].0n the olher hand mean value of
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sperm couul in semen of lesl group al haseline (0
day)was 10.633.82, and al 90th day [aller Lreatment)
was 31.215.33, Mean percent change was 193.509%
increase. Afler slatislical analysis extremely
significant improvement was observed in test proup
lp=0 00000] (Table 2).

Omn the ather hand mean valus of pH of semen in teat
group at 0 day (baseline) was 9.221.00, at 9mth day
afier taking twwial drug 6.350.85. Mean perseni
reduction was 7.26%. Afler siatislical analysis vary
significant impravement was observed in Lest group

Tahble 1: Effect an Seminal Velume In Both Groups,

ﬁ——_ﬂ

[p<0.005). The mean value of pH of semen In
placebo group al O day (baseline] was 8.63 a1 9th
day afler taking trial drug wes 8.82. Mean percent
change was 0.11% decrease. Aflter statislical
analysls no signlficant impravemenl was oheerved
in placebe group [p>0.05) ) (Table 3).

Assaaament lor safely parametars wad done for tesi
as well as placebo al 0, &b and 90th day All
paramelers of salety remained within normal
limit{Table 4.5].

| Plavehn group

[ Volume(in ml) at 0 DAY |.28

Tist eroup . [

1.22 Q.0AR

1
| Volnme(in ml) al S0th DAY

1.52 L5l

g

170.RAYa LOCHELse

I,% Change | 18.75% increase |
T value ' -L.45306149 -R,750001
P value (L.059 .00

Statistical Resull '

Nol significani .

Exiremely Significanl

Table 2: Effecl On Sperm Count In Bulh Grawps.

_ = - B Flacrba group | Tesl group =

F_EI_LE:lﬂ[in wml] at o DAY - 1,28 - | 122038 |
Sperm count{millfml} a1 0 DAY 1.5 'l L0.620

| Spern cuunl{Tlllfml] at 901k DAY | 11.7 ) ! 212 N

L%Chnnge ) | If?ﬁ increase f 193.50% increase

T value ' -0,299084 ' -8.043587

| P value 0 0.767009 0.00000 _

Extremely Significanl

|| Stabistical Result

Table 1 Effect un Ph of Semen 1o Bulh Groups.

Nat signilicant . |

. = Placebo proup Tesi argup
pH ut 0 DAY 8.83 8.2 JE
| pH at yoth DAY 8.62 5.53 1
!E(‘.huuge 0.119% decrease 7.20%0 derrease l
Evznlan B a | _IHIHJ..FI-JH?EJ 240N _.!
P value | 0.965401 0.006 ]
Statistical Resull Mat significant Very Significant ||
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Table 4: Table Safely Profile Test Group.

'I 0 Day Ath Day Bih Day
b 14,2 14.1 14.2
TLE: G20 e 2 H1da
LG ’ ‘
BOLY .94 62.9 62.0
LYMPH 2.7 321 1.4 ]
MOND 1.8 1.6 1.9
EBOSING 724 3 307
BASO 0.9 (r9 0.8 N
f_F_IEH iz 1 7.7
| 5. Biliruhin 0.7 07 o7
5.G:0.T 25 26 25
5. GRT 2H 27 45
5. Alk.FPhos 176 179 170
5. Urea 28 a7 27 o
Iiﬂrr.-alinine 0.8 0.4 i
Table 5: Table Safety Prafile Test Group.
j ] ]J.'.I_y Hih Day 90Lh Day o
Hb 1344 14,1 13.9
| TLC R307 Fl2d £503 ]
DLC i
POLY 62.3  BY.7E =l 565.13
LYM i 34,2 ™ 2.5 i 26.3
MONG 42.1 z 2.2
. EOS 61.0 2.7 2.0 |
BASO G0r6 0.76 {1.63
ESR 12.26 11.5 9.7
| 5, Biliruhin .7 0,64 y 0.74
5.G.OT 4.6 25.H4 - 27.43 )
5.G.PT 28.23 26.16 29.0% |
S.AlkThos LG8, 26 180.5 170.4 ]
hS.urea dH4 23.40 Bl 28.6
_i-.:T[Irr;al[ninr: 0.96 0.64 0.80
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