PATIENT INFORMATION SHEET

1. Title of study:
Characterization of Tumors of the Jaw: additive value of contrast enhancement and
dual-energy computed tomography

2. Aims of the study:
We would like to mvite you to take part in our study. As you are presenting with jaw
mass, we would like to 1mage you for the same. The aims of our study are:

To evaluate the role of contrast enhancement and dual-energy quantitative parameters
i computed tomography (DECT) 1n the differentiation of jaw tumors.

3. Methodology:

A detailed history regarding your symptoms and findings from the clinical examination
will be noted. Then you will be taken up for dual energy CT imaging, before which you
will receive 1 mL/kg of body weight of 1odinated contrast agent through an intravenous
cannula.

4. Expected duration of the subject participation:

Duration of the mvestigation 1s for ~15 minutes for DECT

5. Benefits from the Study:

The evaluation of the characterization and extension of your lesion helps guide the
dental surgeons 1n planning the treatment modality.

6. Risks to the patients:

When you are given confrast, apart from rare allergic reactions like rash, nausea,
vomiting(incidence of which is approximately 3%), reactions like meningitis,

paraplegia and anaphylaxis can occur(very rarely).

Any adverse reactions will be managed immediately, as all procedures are done in
hospital settings. No other risk to the patient from the imaging 1s expected.

7. Confidentiality:

Your participation will be kept confidential. Your medical records will be treated with
confidentiality and will be revealed only to doctors/ scientists involved in this study.
The results of this study may be published in a scientific journal, but you will not be
1dentified by your name.

8. Provision of free treatment for research related injuries:
In case of any contrast-related complications, free and timely treatment will be



provided in the form of hydration, antihistaminics, dexamethasone, anti-emetics, and
NSAIDs for extravasation-related pain.

9. Compensation of subjects for disability or death resulting from such injury:
There’s no risk of death or any disability resulting directly from imaging.

10. Freedom of individual to participate and to withdraw from research at any
time without penalty or loss of benefits to which the subject would otherwise be
entitled:

You have complete freedom to participate and to withdraw from research at any time
without penalty or loss of benefits to which you would otherwise be entitled.

A copy of the results of the mnvestigations performed will be provided to you for your
records. You can withdraw from the project at any time, and this will not affect

your subsequent medical treatment or relationship with the treating physician. Any
additional expense for the project, other than your regular expenses, will not be charged
to you.

11. Costs and sources of investigations, disposables, and drugs/ccontrast media:

a. Disposable syringes for the injection of contrast are not charged to the patients.

b. Contrast media: - Exempted




PARTICIPANT INFORMED CONSENT FORM
Participant identification number for this study: (GGG

Title of project: Characterization of Tumors of the Jaw: additive value of confrast enhancement
and dual-energy computed tomography

Name of Principal Investigator: Dr. Deepak Justine

The contents of the information sheet dated_that was provided have been
read carefully by me and explained in detail to me in a language that I comprehend, and I
have fully understood the contents. I confirm that I have had the opportunity to ask
questions. The nature and purpose of the study, its potential risks and benefits, the
expected duration of the study, and other relevant details of the study have been explained
to me in detail. I understand that my participation is voluntary and that I am free to
withdraw at any time, without giving any reason, without my medical care or legal rights
being affected.

[ understand that the information collected about me from my participation in this
research and sections of any of my medical notes may be looked at by responsible
individuals from AIIMS. I give permission for these individuals to have access to my
records.

[ agree to take part in the above study.
Date: 21-02-2021

Place: New Delhi

(Signatures / Left Thumb Impression)

Name of the Participant: (
Son / Daughter / Spouse of: ( D
Complete postal address: (G

This is to certify that the above consent has been obtained in my presence.

Signature of the Principal Investigator

Date:

Place:

1. Witness 1 2. Witness 2

Signature (| D Signature (D
Name and Address: Name and Address:
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