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Introduction
 Menopause is the time in a woman’s life when

hormonal changes cause menstruation to stop
permanently.
 Menopause basically signifies overall status of middle
aged women passing through a particular biological
event.

Can menopause be a key event?
Yes, any defined state in health or disease that
potentially affects the human physiology or
psychology during the entire life span can be a key
event.
1. Physiological events e.g., adolescence, menarche,
pregnancy, menopause, senility/aging etc,
2. Pathological events e.g., Diabetes, cancer,
hypertension etc
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 Menopause was believed to be the beginning of the end,
 Now it is the beginning of a new phase (Middle age) of

successful aging in urban India

Black Seed
 The use of black Seed soon spread to other parts of

Africa and the Middle East and was well known by the

sixth century when

the Prophet
Muhammad is reported to have
said “ Hold on to the use of
Black Seed for it has a remedy
for every illness except death.”
Evidence of the therapeutic use of Black Seed has been
found all over the world, in Ancient Greece and Rome
as well as Persia, India and China.

 Nigella sativa (NS) is an amazing herb with a rich

historical and religious background. Women are frequent
users of complementary and alternative medicine (CAM)
therapies in many countries. Women use herbal medicines
for treatment of menopausal symptoms, premenstrual
syndrome, anti-ageing, allergies as well as to reduce the
risk of cancer. However, there is limited clinical study
conducted on the effect of herbal supplementation on the
quality of life of perimenopausal women.

Purpose
 The aim of this crossover placebo control trial was to

investigate the effects of Nigella sativa on glucose and
lipid profile among Malay women in urban areas of
Mukim Rawang, Gombak District, Selangor.

Methods and Materials
 STUDY DESIGN: Open-label experimental study (group-

sequential, open-label, cross-over trial )
 Study Location: urban areas of Mukim Rawang, Gombak

District, Selangor , Malaysia
 Duration of study: 26 weeks (12 weeks NS, 2 weeks
washout period, 12 weeks placebo)
 Sample size: 69 postmenopausal women who met the
inclusion criteria.
 Treatment: 1600 mg/day Kapsul Bijirin Hitam Black seed.
Fortnightly check was conducted to ensure full compliance
by subjects.

 Inclusion Criteria:
 All Malay menopausal women who are staying in urban areas of










Mukim Rawang, Gombak District, Selangor.
Eligible age: between 45-65 years.
Women would have to be in menopause state at least 12 months
without an obvious cause.
Who consented to participation
Exclusion Criteria:
Surgical Menopause
Use of HRT during the previous 3 months
Use of any herbal and chemical drugs possibly affecting climacteric
symptoms
Currently using lipid-lowering drugs, anti-diabetic or anti
hypertensive medications
Women with a history of uncontrolled hypertension, stroke or
transient ischemic attack, cancer diagnosed less than 5 years ago, or
previous myocardial infarction.

12 weeks

2 weeks

12 weeks

Figure: Study design of an open label single arm
comparative trial (Nigella sativa vs. Placebo) groups of
perimenopausal women

Results

Out of 120 screened subjects, 69 eligible women were enrolled. Out of sixty nine
women who agreed to participate in the trial, 55 initial recruits satisfied all
inclusion and exclusion criteria and continued to the study until the end of trial.
Fourteen subjects prematurely withdrew from the study because of protocol
violation, adverse events, unusual vaginal bleeding and family holiday before the
evaluation at the third month of the first study period (Table 1).

Table 1: Reasons for early discontinuation

Reasons for with drown from study

No

%

Protocol violation

5

7.24

Adverse events (constipation after starting the
placebo)

3

4.34

2

2.89

Unusual vaginal bleeding

Other reasons(went out for holidays abroad)
Total

4

14

5.79

20.28

Socio-demographic characteristic of respondents
N (%)

Age (year)
<45
45-54
≥55

19 (27.5)
31 (44.9)
19 (27.5)

Marital Status
Married
Single
Widowed
Divorced/ Separated

59 (85.5)
1 (1.4)
8 (11.6)
1 (1.4)

Highest education
attained
No formal education
Primary school
Secondary school
College degree or higher

3 (4.3)
14 (20.3)
44 (63.7)
8 (11.6)

Mean ± SD

Range

50.1 ± 7.6

37 – 71

Reproductive History of the respondents
N (%)
Menopause woman
Yes
24 (34.8)
No
45 (65.2)
Duration of menopause (years)
<5
5–9
10 – 14
≥15

Range

*7.0 (12.5)

0.75 – 32

13.3 ± 1.5

9 – 16

*3.5 (10)

0.25 – 25

3.6 ± 1.8

0–9

7 (29.2)
8 (33.3)
2 (8.3)
7 (29.2)

Age of menarche (years)
Ever use oral contraceptives
Yes
No
Duration of oral contraceptives
use (years)
Number of children
None
1-2
3-4
≥5

Mean ± SD

24 (34.8)
45 (65.2)

1 (1.4)
16 (23.2)
33 (47.8)
19 (27.5)

 The result demonstrated significant improvement

with reference to BMI, total cholesterol, HDL,
creatinine, total billirubin and blood pressure
compared to baseline (P<0.05). While there were no
significant mean changes from baseline except
systolic and diastolic blood pressure among placebo
groups

Clinical parameters before and after 12-weeks treatment with Nigella sativa or Placebo
Baseline

NS (n= )
After 12
weeks

Mean Change

Baseline

Control (n=55)
After 12
Mean Change
weeks

Differences
between
groups

BMI

26.31 (4.89)

25.78
(4.73)

-0.53 * (1.10)

26.03
(4.66)

26.29 (4.87)

-0.28 (1.12)

NS

Waist/Hip Ratio

0.82 (0.06)

0.80
(0.06)

-0.02 (0.05)

0.87
(0.06)

0.81 (0.06)

-0.006 (0.05)

NS

FBS

5.64 (1.64)

5.55
(0.87)

-0.09 (1.35)

5.65
(1.55)

5.61 (1.32)

-0.02 (1.78)

NS

Cholesterol

5.82 (1.22)

5.56 (1.17)

-0.25 * (0.61)

5.84 (1.19)

5.76 (1.26)

0.08 (0.58)

NS

HDL

1.56 (0.38)

1.73
(0.47)

0.17 * (0.33)

1.52
(0.45)

1.58 (0.42)

0.08 (0.28)

NS

LDL

4.29 (5.28)

3.35
(1.09)

-0.93 (4.98)

4.30
)5.12)

3.39 (1.25)

-0.91 (4.95)

P=0.02

TG

1.42 (0.84)

1.37 (0.75)

-0.05 (0.64)

1.41 (0.79)

1.45 (0.72)

0.04 (0.59)

NS

Creatinine

67.31 (24.87)

77.29
(27.87)

9.98 * (10.53)

65.76
(25.32)

69.72 (20.89)

4.96 (17.22)

NS

Total Billirobine

12.80 (5.97)

11.27
(4.41)

-1.52* (3.41)

12.74
(5.36)

12.68 (5.97)

-0.61 (3.31)

NS

B/P Systolic

122.32 (15.25)

117.63
(14.65)

-4.69 * (11.15)

121.42
(14.89)

118.18 (15.40)

3.23 * (12.16)

NS

B/P Diastolic

79.07 (7.76)

73.96
(9.48)

-5.10 * (6.96)

78.42
(8.48)

74.50 (9.30)

-3.90 * (8.61)

NS

Conclusions
 These results suggested that treatment with Nigella

sativa exert a therapeutic and protective effect by
modifying weight gain, improving lipid profile and
blood glucose which is believed to play an important
role in ameliorating undesired consequences of
metabolic syndrome during menopause.

