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Title of Research:

A Randomized Controlled Trial Comparing Blood Glucose
Control Intraoperative Between Insulin Drip vs. Insulin
Boluses
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A. Purpose of the Research:

The primary objective is to compare blood glucose control
intraoperatively between patients who receive insulin drip
and patients who receive insulin boluses during adult
cardiac surgery. The secondary objective is to evaluate the
incidence of hypoglycemic events and the need for insulin
adjustments during surgery.

B. Description of the Research:

Adult patients (age > 18 years) undergoing cardiac surgery
with preoperative blood glucose levels between 80-180
mg/dL. A total of 200 adult patients will be randomly
assigned to each arm. Patient will be randomized to either
group A (Insulin drip will be administered at a starting rate
of 2 units/hour and titrated to maintain blood glucose levels
between 80-180 mg/dL), or group B (Insulin boluses will be
administered every 30 minutes to maintain blood glucose
levels between 80-180 mg/dL). The overall study duration
is estimated to be 4 years.

C. Potential Benefits:

This randomized controlled trial will provide valuable
information on the optimal method for achieving blood
glucose control intraoperatively. The results of this study
may help improve patient outcomes and reduce the
incidence of postoperative complications.

D. Potential Risks and Discomforts:

Both methods of insulin delivery are already in use
and FDA approved. The possible adverse reaction
include hypglycemia, allergic reaction, and
extravasation at injection site

E. Voluntary Participation:

Participation in this study is voluntary. You will not
suffer penalty nor loss of any benefits to which you
are entitled for,if you decide not to participate.

Significant new findings developed during the course
of the study, which might be expected to affect your
willingness to continue to participate in the study, will
be provided to you. A signed copy of consent form
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will be given to you.

F. Alternative to Participation and Withdrawal

(if applicable):

Withdrawal from or not participating in this research
study will not affect your ability to obtain alternative
methods of medical care available at King Faisal and
Research Centre (General Organization) - Jeddah

G. Confidentiality:

Your identity and medical record, as a participant in
this research study, will remain confidential with
respect to any publications of the results of this study.
However, your medical record may be reviewed by
the principal investigator/ delegate involved in this
research, the Institutional Review Board, or the
agency sponsoring this research in accordance with
applicable laws and regulations.

H. Compensation:

In the event of injury resulting from participation in
this research study, KFSH&RC-J will make available
to you, including admission, if required, its hospital
facilities and professional attention. Financial
compensation from KFSH&RC-J, however, is not
available.

I. Reimbursements:
KFSH&RC-J will not reimburse the participant for

participation in the study.
J. Contact Person(s):

For any specific questions regarding this study or in
the event of a research-related injury, please contact

For general questions concerning research at
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KFSH&RC-Jeddah, you may call the research
coordinator telephone # 012667-7777 Ext. 43872

or the Institutional Review Board telephone #012667-
7777 Ext. 62984.

K. I, the principal investigator/delegate

confirm that | have fully explained to the above
patient’'s gaurdian the nature and purpose of the
foregoing study, possible alternative methods of
treatment, the benefits reasonably to be expected,
the attendant discomforts and risks involved, the
possibility that complications may arise as a result
thereof.

It is my understanding that the above patient’s
gaurdian understands the nature, purposes, benefits,
and risks of participation in this research before
signing of this informed consent. | have also fully and
completely answered all questions the above
patient’s gaurdian has with respect to such
research.

Ay Al ad IYTIVYYYY G Cala e GlaY)

AL/ Y] an Gulae adi ) Gle Jladll 5f £FAYY
UYAAE QB AL i Y YTIVYYYY B8 ) Cala e

Al et 1) Gl U1 8 8

danb 3al (o Gl ALK 3 peay a8 il
il g ¢ ALl Aadall Gkl Leie Gmoally A all
S el y « dnd giall clale Y15 bl Aleiadl)

A all A i€ Gaaat 8

ped 3 ol g/ odel )5Sl Gapsall gl sl o seiall (e
o i) Gl sl s Lete Caglls Al all ek

A8 il A8 sall e 4xd 55 U L A8 L)

o) ol Agfomodl Al g Sl eVl b i,

A jegdaial,

Human Subject Acknowledgment to
participate in Research

Gl A8 L) e 4581 gally o jLial) ) 3)

This Informed Consent Form (ICF) is
approved by the Institutional Review Board at

Approval Date:

ICF Version No.: 2.0 Date: 16-10-2023

IRB #.. 2023-45

The Informed Conseat
Approved By IRB
From: 04 November 2024 To: 04 November 2025

INFORMED CONSENT FOR RESEARCH
Form 10139 V.1

Page 30f4
Gy A8 jLdal) ) 3|




’— Patient’s \d(ll‘cssugrﬂph—'
Glal) 38 g ramadill o dlal) Addae
By - (dale Aw3a)
KING FAISAL SPECIALIST HOSPITAL

AND RESEARCH CENTRE J
(General Organization) - Jeddah

L. I, the the participate acknowledge that | have read Bl ) m)u 3§ j) ng § u_ub EREN Gl )éi J
(or it had been explained to me in a clear language) - i

the attached Research Participant Information Form  48) sally ) Y1 #3 5a3 (8 33 52 gall Gl glaall aaes (Al
AN e s Sla L AS il e
................................................. has explained to . . ‘
me the nature and purpose of this study in this form, % o adls zaseill 1aa 4 dulall dale (J muasl

as well as any reasonably expected benefits, Sllaals L ALl Aeadall 3okl Leie 8 sm pall 00 5all
possible alternative methods of treatment, the ’ ’ ’

attendant discomforts and risks reasonably =~ leliae Gisas Juaial QXS Lehsan adsiall Cilale 3V

expected, and the possibility that complicatiqns from & Cangil 08l LS Gl daiidd g eyt o g e
both known and unknown causes may arise as a . )

result thereof. | have had the opportunity to ask any Gl Yl Cli g Al jall Bl s ) g okl 4l a4
questions | had regarding this study and all those o il g o (e clie M al e 38 LS 2
questions were answered to my satisfaction. | also . L L
agree that blood, body fluids/tissues, and fetus st al e by Guiall e dsdl 5l el dsl
tissues may be sampled for research analyses and RUICN| 335’-"\—«3
related purposes. | am unaware of any preexisting
medical or emotional problem which would make it
unwise for me to participate in this research. A Al o3 LT o A&Al je e o< N Cuany
Based on the above mentioned information | o .

voluntarily accept participation in this research study < AS il &’H‘ I Dy G e e ol
and | understand that | am free to withdraw this — ahady ) s Cansy 4 yall Glhe I o)f agdls Al 2l o2
consent and discontinue my participation in this study o . . .. .
at any time. The consequences and risks, if any, &% o ot By 1l gl A Al S L
which might be involved if | decided to discontinue my e Slawdl e (aay o)) A8 Al Hhlaally bl gl
participation have been explained to me. I .. . . . . .
understand that such withdrawal will not affect my > A Al eda oo s ok pedl LS Al
ability to receive any medical care to which | might be Aoalall J) a1 3 Lgiaiad ) A 300 ddall 3l a5 &
otherwise entitled.

@Al b5 e dguadi ol Ada JSLEe g e e T Y iy 8l LS

Title of Research: T Gl Ol g
A Randomized Controlled Trial Comparing Blood Glucose  aladiuly adll (3 Sl (5 ghene ani Ciags 4l gde 4l 4o
gortrol Intraoperative Between Insulin Drip vs. Insulin Ol ) e o 4 jlha 43 ital) ol gy Cile a
oluses Alua gial)
This Informed Consent Form (ICF) is ICF Version No.: 2.0 Date: 16-10-2023
approved by the Institutional Review Board at IRB #.: 2023-45 “
¢ [nformed Conseat
Approved By IRB
Approval Date: From: 04 November 2024 To: 04 November 2025
Page 4 0of 4
INFORMED CONSENT FOR RESEARCH Gaanlls A jLéall i 8

Form 10139 V.1




Glal) 38 g ramadill o dlal) Addae
daa - (Zuls L.m‘y)
KING FAISAL SPECIALIST HOSPITAL
AND RESEARCH CENTRE
(General Organization) - Jeddah

Patient’s Addressograph

Name of Participant: & jlleal) and
Name of individual signing the consent form: LAY IR e g,m )
Gaurdlan’s Relat |on ...................................................................................................... JA\’\ ‘_,JJ Fr
Slgnature &éﬂ\
Date .......................................................................................................................................... @ Jm\
WltneSSName ................................................................................................................... & w‘ﬂ‘

Name:

This Informed Consent Form (ICF) is
approved by the Institutional Review Board at

Approval Date:

ICF Version No.: 2.0 Date: 16-10-2023

IRB #.. 2023-45

The Informed Conseat
Approved By IRB
From: 04 November 2024 To: 04 November 2025

INFORMED CONSENT FOR RESEARCH
Form 10139 V.1

Page 50f 4
Gy A8 jLdal) ) 3|




