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Title of Research: A Randomized Controlled Trial on
the Application of Artificial Intelligence (AI) in Skin
Assessment for Pressure Injury Prevention and Staging
by Critical Care Nurses
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You are invited to participate in a Scientific research
project

Purpose of the Research: is to examine the
effectiveness and impact of Al-assisted skin
assessments and PI staging in critical care settings, by
comparing its accuracy, reliability, and nurses'
confidence and knowledge with those of traditional
assessment methods employed by critical care nurses.

B. Description of the Research:

If you agree to take part in this study, nurses will check
your skin for any problems such as redness or breaks in
the skin. This skin check is part of your usual nursing
care, and it involves looking at areas of skin that are
more likely to be affected, such as your back, sacrum
(lower back), heels, or other pressure points. Each skin
check will take about 10-15 minutes and will be done
twice during every nursing shift, and more often if there
are changes in your skin condition.

For research purposes, the nurses will be divided into
two groups. In the first group, nurses will assess your
skin in the standard way, by looking and gently touching
the skin. In the second group, nurses will also use a
special Artificial Intelligence (Al) device. This involves
taking a picture of the area being checked, which will
then be analyzed by the Al tool to help with the
assessment.

In both groups, a wound care specialist will review the
results to make sure the most accurate findings are used
to guide your treatment plan.

The pictures taken with the Al device will not include
your face or any personal information. They will be
uploaded to the cloud, where all images will be de-
identified so they cannot be traced back to you. The
images taken by the nurse will be on a hospital device
and will be stored securely and will not be shared
outside the study team.
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Participation in this study will not delay or change your
normal treatment. Your care will always be based on the
most accurate and appropriate assessment available.

C. Potential Benefits:

You may not receive a direct benefit from being in this
study, since all patients will continue to get the same
routine skin care. However, the information we learn
may help nurses in the future. The study will show
whether using Artificial Intelligence (Al) can make skin
checks more accurate and help prevent skin problems
such as redness or breaks from becoming worse. The
results may also guide hospitals to improve nurse
training and develop better ways to keep patients’ skin
healthy.

D. Potential Risks and Discomforts:

This study does not involve any extra medical
procedures beyond your usual skin care. Nurses will
check your skin in the same way they normally do, so no
additional discomfort is expected. If you are in the group
where pictures are taken, you may feel a little uneasy
about showing the skin that needs to be photographed,
but this will only include areas normally checked for skin
problems such as your back, sacrum, or heels.

The photographs will not include your face or any
personal details. They will be uploaded to the cloud
system, and all images will be de-identified so they
cannot be linked back to you. The pictures taken by
nurses will be stored safely and will not be shared
outside the study team.

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 will be given to you.
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F. Alternative to Participation (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. Termination of Participation (where applicable):
Taking part in this study is completely voluntary. You
have the right to stop participating at any time, for any
reason, and this will not affect the care or treatment you
receive at the hospital. If you choose to withdraw, any
information or pictures collected up to that point may
still be used in the study, but no further information will
be taken from you.

H. 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 Research Ethics Committee, or the

agency sponsoring this research in accordance with

applicable laws and regulations. All pictures taken of

the skin will be done so without no identifying

information, and will used for the purpose of the

assessments only.

I. Compensation/ Treatment:

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

J. Cost/s Reimbursements:

There will be no cost to you for taking part in this study.
All care and skin checks are part of your normal hospital
treatment, and you will not be charged for anything
related to the study. You will not receive payment for
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participation, but your involvement may help improve
patient care in the future.

K. Contact Person(s):

For any specific questions regarding this study or in
the event of a research-related injury, please contact
the pricipal investigator/delegate, , Dr Jennifer de
Beer

phone No. 012667-7777 Ext. 66403

For general questions concerning research at
KFSHRC-Jeddah, you may call the research
coordinator telephone # 012667-7777

Ext...63537. or the Research Ethics Committee
telephone#+966114424528.

L. |, the principal investigator/delegate

| Dr / Jennifer de Beer have fully explained to the
above (volunteer/ guardian)* the nature and purpose
of the above-mentioned research program (including
the fact that the studies will not result in any direct
therapeutic benefit and the extent, if any, to which the
studies are experimental), the possible complications
which may arise from both known and unknown
causes as a result thereof and the consequences and
risks, if any, if the volunteer decides to discontinue
participation.

It is my understanding that he/she understands the
nature, purposes, and risks of these studies before he
signs this informed consent. | have also offered to
answer any questions relating to these studies and
have fully and completely answered all such
questions.
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PART II: Authorization of Voluntary participant:
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M. |, the the participate acknowledge that | have read (or
it had been explained to me in a clear language) the
attached Research Participant Information Form and
Dr/ Jennifer de Beer

has explained to me the nature and purpose of this study
in this form, as well as any reasonably expected benefits,
possible alternative methods of treatment, the attendant
discomforts and risks reasonably expected, and the
possibility that complications from both known and
unknown causes may arise as a result thereof. | have had
the opportunity to ask any questions | had regarding this
study and all those questions were answered to my
satisfaction. | also agree that blood, body fiuids/tissues,
and fetus tissues may be sampled for research analyses
and related purposes as detailed in the first section of
this document .

| acknowledge | do not have any preexisting medical or
emotional problem which would make it unwise for me to
participate in these studies.

Based on the above mentioned information | voluntarily
accept participation in this research study and |
understand that | am free to withdraw this consent and
discontinue my participation in this study at any time. The
consequences and risks, if any, which might be involved
if | decided to discontinue my participation have been
explained to me. | understand that such withdrawal will
not affect my ability to receive any medical care to which
I might be otherwise entitled.
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Name of individual signing the consent form:
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Signature: s gl
Date: gl

read)* the information to the subject:

Witness Name:

I confirm that | have accurately (translated and/ or

By il gledl 038 S Laall * (Caan 53 ol / il 8) 8 s 8l

s lal ol

Signature/(National 1.D./Igama/Hospital I.D. No.):
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Date / Time:

Signature of Principal Investigator/ Delegate
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Name: Dr Jennifer de Beer Y
|.D. No.: 69129 (siada gl 8 5l
Title:Nursing Research Senior Specialist Ayl
Signature: el
Date: Bl
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