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Introduction A%

Metabolic syndrome isa cluster of disorders
linked with obesity and hyperinsulinaemia |,
and associated with a markedly increased
risk of type 2 diabetes and Cardiovascular

diseases (CVD)

(Soderberg et al. 2005)
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Introduction AL
Diabetes

@ Federation
WOrl 20%-25% of the world & adult
population have metabolic syndrome.

Prevalence of metabolic syndrome in
UAE is39.6%.

(Malik & Razig, 2008)
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CVD Risk Factors Prevalence in Abu Dhabi - UAE

26%

m Obesity

m Overweight

B Central obesity

m Diabetes

® Prediabetic

[ DySTpraeTa_|]
Hypertension
Smoking

23.10%

44%

(Hajat , et al, 2012)
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CVD Prevention and Treatment

Low Low Herbal
Sodium  Calorie Therapy
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Literature Review -

Black Seeds:

PHY TOTHERAPFY RESEARCH
Phytother. Res. 17, 299-305 (2003)
Published online in Wiley ImerScience (www.interscience.wiley.com). DOL 10,1002 /ptr. 1309

REVIEW ARTICLE
Pharmacological and Toxicological Properties
of Nigella sativa

B. H. Ali' and Gerald Blunden®#

'Department of Veterinary Medicine, King Sand University, Burayvdah, Al Gaseem 81999, Saudi Arabia

*School of Pharmacy and Biomedical Sciences, University of Portsmouth, St Michael's Building, White Swan Road, Portsmouth
POL ZDT, UK

CHj

The presence of thymoquinone is the reason behind the H3C
numerous pharmacological activities of black seed. O

Thymoquinone

(Ahmad A. et, al., 2013)
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Effects on Blood Pressure:

Compidesmeeanmtary Therapdes im Medicimes (2015) 23, 165 174

Aovailable onfime at weeesciencedine-ctocomm

SciencelDirect

jfourmal homapagea: wevww alsewviaearheaslth . comfjjourmalssSctim

Clinmnical efficacy of thhe co-adminmistration of (WD) <o==rranic
Turmeric anmnd Black seeds (Kalongi) in

metabolic syndrome — A double blind

randomized controlled trial — TAK-MetS trial

F. Armimn =, M. Islam ®, Nfmn Anila<, A.H. Gilamni=2-9-=

Consumption of 3 g per day of black seed powder for a short term (3 months)
showed a significantly reduction in systolic BP.

(Amin F., 2015)
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Effects on Blood Glucose Level:

Contants lists available at SciencelDirect

Food Research International

journmnal homepage: www.elsevier.com/locate/foodres

Nigella sativa oil affects glucose metabolism and lipid concentrations in @Cmsm,k
patients with type 2 diabetes: A randomized, double-blind,
placebo-controlled trial ™

Javad Heshmati ?, Nazli Namazi ”, Mohammad-Reza Memarzadeh ¢, Mohsen Taghizadeh ¢, Fariba Kolahdooz ¥

After 12 weeks supplementation, FBG( 9.1%), HbA 1c(-5.1%), TC(@ 9.8%), TG (i 4.3%),
HDL-C(19%) and LDL-C (1 17.6%) changed significantly in the intervention group (3g/
day for 12 weeks) compared to baseline .

(Heshmatia et al,2015)
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Effects on Blood Glucose Level:

ORGINAL ARTICLE

Effect of Nigella sativa oil on various clinical
and biochemical parameters of insulin resistance
syndrome

Ahmad Najmi, Mohammad Nasiruddin, Rahat Ali Khan, Shahzad F. Haque'

Departments of Pharmacology and 'Medicine, J. N. Medical College, Aligarh Muslim University, Aligarh, India

2.5 ml of N. sativa oil two times a day improved serum cholesterol and fasting blood
glucose of patients with insulin resistance syndrome .

(Najimi et. al, 2008)
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Effects on Lipid Profile:

Complementary Therapies in Medicine (2015) 23, 165 17

HLAovailable online at www . sciencedirect. com

SciencebDirect

Cormplermentam:
T aies i

TR
Pte=clic irmes

journmnal homepage: www.elsevierhealth.com/Ajournalssctim

Clinical efficacy of the co-administration of Q) <orran
Turmeric and Black seeds (Kalongi) in

metabolic syndrome — A double blind
randomized controlled trial — TAK-MetS trial

F. Amin2, M. Islam P, Nfn Anila<, A.H. Gilani2-9:-*

2g/day of Black seeds per day for 4 weeks significantly reduced total cholesterol , low
density lipoprotein and triglycerides .

(Amin f. et al, 2015)



Literature Review

Effects on Lipid Profile:

Aovailable online at www.sciencedirect.com

ScienceDirect

jiournmnal homepage: www .elsewvierhealth.com/ijourmalss/ctim

Effects of black seed (Nigella sativa) on W) <o-rranc
metabolic parameters in diabetes mellitus:

A systematic review

Javad Heshmati2, Nazli Namaxz=ziP-*

Two and 3g/day of black seed significantly decreased serum levels of total
cholesterol (TC), triglyceride (TG) and low-density lipoprotein cholesterol (LDL-c) and
increased HDL-C concentration

(Heshmati J. et al, 2015)
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Effects on Weight and Waist circumference:

Int J Med Res. 2011; 1(3):173-176 ISSN: 0976-8971
gy International Journal of Medicobiological
% Research
- (An International peer review journal)
¥ Journal homepage: ijmedres.com

Rescarch article

Indigenous herbal product Nigella sativa proved effective as an Anti-obesity
therapy in metabolic syndrome

Shahzad F. Haque/'ﬁ. M. Nasiruddin, A. Najmi

‘Department of Medicine, JN. Medical College & Hospital, AMU, Aligark-202002. India -.IA'/hlIIIIh’Il.' of Pharmacology. J.N. Medical College
& Hospital, AMU, Aligarh-202002, India

‘Corres ponding author: sfhaligca yahoo.co.in

2.5 ml of black seeds oil showed an improvement in parameters including body
weight, waist circumference, and BMI in both groups but the improvement was more
in Nigella sativa group as compared to control group .

(Haque SF,et al, 2011)
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Hypothesis \zm

Consumption of Black Seed (Nigella
Sativa) Powder Lowers the Risk

Factors of Metabolic Syndrome and
therefore Decreases the Risk of
Developing Cardiovascular Diseases .
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Objective _a%

To measure the effect of 3 gram of black
seeds (Nigella Sativa ) powder for 12 weeks
on participants at risk for Cardiovascular
Diseases for the following parameters

Fasting blood glucose
HbA 1c levels

Blood pressure

Blood lipid profile levels
Waist circumference

o Io Io To Do
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- A controlled, randomized, single blind, parallel -design study.

- 12 weeklong at the United Arab Emirates University.

l Project \

|ntervention Control

|
Black Seeds ' Corn Starch

il
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10" May 2016

Ref: DT/ bb /15:22

0 of Food & Agriculture
UAEU, Al Aln
Al Aln, UAE

- n-going research.

Ret Al Aln Madical DIy
Ginger Powder on Blood Glycaemi
Cardiovascular Diss

arch Ethies Committan -

rotocol No. 15/22 The Effect of
Blood Lipidemia and Bady Composition on Adults at Risk for
andomizad, single blind, parallel-design study.

et Human Ry

: A controlles

tion to the Ethics Committee.

Thank you vary much for submitting your appli

= . . .
Your submitted documents wore reviewed by the committee and | am pleased o provide you
- othical approval of your project

May | relterate, should there be any othical concern arising from the study In due course the
Committee should be Informed,

Annual reports plus a terminal roport are necessary and the Committee would appreciate
= racelving copies of abstracts and publications should they arise.
u I I I al l e Se arC t I CS 1 wish to take this opportunity 1o wish you success with this important study.
This Ethics Committee is an approved organization of Federal Wide Assurance (FWA) and
compliant with ICH/GCP standards

With kind regards,

Yours sincerely,

ommittee R~OI<C

Prof. Dennis Templeton
Chalr, Al Ain Madical District Human Research Ethics Committee

- rotocol Number: 15/22
- 10 May 2015
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X Information Sheet

£ dxatall &yl CiljloYl dsoly
°f United Arab Emirates University

Office of the Viee Provost for Research & Gradunte Studies
INFORMATION SHEET
The Effect of Black Seeds Powder on Blood Glycaemia, Blood
Lipidemia and Body Composition on Adults at Risk for Cardio
vascular Diseases: A controlled, randomized, single blind,
parallel-design study.

ske part in s research study. Defore you decide, it is important
tand why the rescarch is being done and what it will invalve. Please
lowing information ca

. The ohjective af the study is to measure the n
and to measare the effec ds powder on fus

, blaod | hody composition
a1 Diseases [C

Why have I been chosen to take part?

e subjects chasen to fake part in the stady are aged 18-50 years
ects must have at least 2 of the metabalic synérome

o Elevated waist circumference: (according to the IDF - European chart)
Men — greater than 94 cm

Wamen - greater than 80 cm

o Elevated trighycerides: Egual to or grester than 150 mg/dL (1.7 mmalL)
o Reduced HDL ("good”) cholesterol:
Men — Less than 40 mg/dL (1.03 mmallL)
Wamen — Less than 50 mg/dL (1.29 mmallL)
o Elevated blood pressure: Equal to or greater than 130035 mm Hg or us
™ for hypertension
o Elevated fasting glicos I to or greater than 100 mg/dL. (5.6 mmallL) or use

af medication for kyperglycemia

1t is up ta you to cecide whether or not to take part. If you decice to take part you will be
. this information sheet to keep ard be asked If you decide ta

withdraw any unprocessed
selationship

ment in the study will rot affect your

What will happen to me if | do take part?

e treatment powd
accasions during the s
ratory, bu
anthropometrics
i(blood
e asked to fast

glucase, lipids profile and
10-12 hours avernight be ts are taken.
Anthropame ments will

sample (5 ml) will be collected by a

while a blood

ed and certified phlebotomist

Are there any risks involved ?

During b test sess: the biochemical measurements will require a vinous blood

collectic

e car

not experience any nega cquences. Trained
area During the course of
ctes or any other chronic
iven details to take to

never made an the

What are the possible heaefits of taking part?

Yau will receive your own “health check” profile, including anthrapome

n appreciation certificate.

and body

urements. As well as

What will happen to the results of the study?

rmation provided car anly be protected witkin the limitations of
atior: collected will be kept strictly confidential  All samples and
nvalved in the sta

nd will orly be available to the

ublished work. The Pr

emination of resul

data from the study will be

tior. and Health and will be stored at the department for

the Project Pl or

Dir. Ayesha Al Dl

Department of Nutri and Health

College
Tel: 03 7134539

Miss. [

ia Hassan § (Project Co-PI)

Department of Nutri ané Health

College

Foad and Agriculture
Mob: 1569237547

Miss. Di

imal Qashta (Project Ca.P1)

Department of Nutri anéd Health

College of Foad and Agriculture

Mob: 0509163654

Miss. Bawgda M

Department af Nutri




College of Food
and Agriculture

Methodology

X Consent Form

_i\‘ daaiall & sl Saljlalll sl
i United Arab Emimrates University

e ——
biffice of ike View Provest for Roscarch & Cradoate Siadics

CONSENT FIVRM

Tithe of prajeci= The Effect of Black Seeds {Nigedla Fafive) Powder omn Blood
Glycaemic, Blood Lipldemia and Bedy Composition omn Adults at Risk for Cardie
vascular [Fiseases: A controlled, randomized, single blind, pareliel-design stwdy.

Names of researchers: Dalia Hassan Sabha, Dina Jamal Qesbia. Basa Mohammac
Alnaikpatll. Sara Khamis &l Dhaber

Flease initial the appropriate Bom: WES MO

. i eanfir

that | have read ard understars e inTormacess sheet for the
above research projece
3. 1 confirm that | Bave Bad the opportesily to ask guestions and hawe
ricehed Salisfaciory answess o all sy guestians
sderstand chal my participation b voleslary ard Dhan N TR
withdraw Wt any rime, witheut ghing reasan, or 1o wic rou I:I I:I
unproceEsdes data previously doapleed.
4. | wsderstand that ceslidentality = infarmation srevided car only be
provected within e limits of the law
aboT

Dhaic
Mame of porson Gking conscnt Dhaic
M ¢ joct uzahle o rosd Dhaic

Dhaic
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X Preparation of Black Seeds

- Black Seeds powder was weighed by
scale and dividedinto 1 gram/ bag

- Each participant was given  44g of
Black Seeds every twoweekstillthe
end of the study.
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X Participants

- Inclusion criteria
A Aged 18-50 years. (Males and females).
A Who are at risk of developing metabolic syndrome.
A Have 3 out of 5 risk factors.

- Exclusion criteria:
Pregnant Female.
Lactating Female.
Smokers.

Permanent Medication.
Lifestyle Changes.

Too To T o T
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md Anthropometric [

Clinical e

Biochemical —_

— Life Style

1

WETS
circumference

Blood Pressure

Blood fasting
glucose

HDL cholesterol

Triglycerides

Dietary Intake

Physical Activity

M: >94 cm
F: >80 cm

(O130/ 85 mm Hg

OL00 mg/dL

M : < 40 mg/dL
F: <50 mg/dL

0150 mg/d




x Participants

‘ 120 volunteers were screened
80 participants were accepted in the
study

40 participants counted as
Intervention group

40 participants counted as the control
group
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x Data Collection and Analysis

Total of 12 weeks

Baseline Mid point End point

Week O Week 6 Week 12




x Data Collection and Analysis -

Anthropometric Assessment of
Measurements food intake

wBody weight  wFood w Blood wBlood
(Kg) records(3D/ glucose pressure
w Height (cm) period) w Lipid profile w Digital blood
wWaist WESHAfood  HpALC pressure
circumferen analysis wHemoCue monitor
ce (cm) (prog(am HEMO7
w Body version
composition #\%‘Iﬂ)(;ggt
ggol)Body Kuwaiti Food
Composition
databaseto
analyze the
salt,
mactonutrie

nt intake




