Hospital Logo Patient Identification Label

Informed Consent for Placement of Implantable

Cardioverter Defibrillator (ICD)

Name: Age (in years): Gender: OM [OF O Other

UHID No./Registration No.:

Interpreter Service: [ Yes O No Consultant’s Name:

Medical Condition

The doctor has explained that I/my child/my ... e e have the following medical condition:
and I/my child/MYy......cooieenincee e have been explained and advised to undergo the following treatment/procedure:
[ QUENOTISE DI\ oottt ettt st st et et st st ses b et et eae steses astes et ea s4e sesesses et ea a4 nessen es s eeereese s4eensesses et aae et nessan b areaae et sessensesseseneasesessensessesens and

his/her associates to perform the above treatment/ procedure.

Introduction
Sometimes the heart beats too fast. As a result, the chambers of the heart do not fill properly and sufficient amount of blood will not be
pumped around the body. If left untreated, this condition may lead to dizziness,

fainting or loss of consciousness. This is a potentially life- threatening condition.

An implantable cardioverter defibrillator (ICD) will help slow down the heartbeat. It is ?,w:k:',:t

made of a pulse generator which senses the heartbeat and delivers impulses to the b tohext :

heart. And a sensing lead, which sends impulses to and from the heart.

There are three types of ICD:

e Single chamber: It has a lead which will be connected to the lower chamber of the
heart.

e Dual chamber: It has two leads. One lead will be connected to the upper chamber
of the heart. And another lead will be connected to the lower chamber of the
heart.

e Biventricular: It has three leads. One lead will be connected to the upper chamber
of the heart. And two leads will be connected to the lower chambers of the heart.

e The doctor will decide the type of defibrillator based on your condition.

The doctor will perform the procedure under local anaesthesia.

The doctor will cut the skin below your left or right collarbone. And place the lead(s) of the ICD into a cardiac vein. The lead(s) will be

threaded down the vein, into the heart. The doctor will be able to see the placement of lead(s) using X-ray imaging.

Once positioned in the heart, the lead(s) will be tested to make

sure they are working properly. The pulse generator of the ICD RS

will be placed under the skin. And the lead(s) will be connected Wire(s) that send

. . I fi h
to the pulse generator. After placing the ICD, the doctor will sew ~ TPeSe= O 0e

ICD Device

Pulse

generator
houses the battery
and a tiny computer.

the skin back together. heartimusclesasell
X . as sense the heart's Energy is stored
The doctor will check the battery of the ICD during your check- electrical activity. Each in the battery until
. impulse causes the itis needed. The
ups. The battery cannot be recharged and will lasts for about heart to contract computer receives

information from the
leads to determine
what rhythm is
occurring

five years. After which, the doctor will perform a similar
procedure to change the battery of the ICD.

Consent for Blood Transfusion
Please see Blood Transfusion Consent Form. This will give you information about the type of the blood products, benefits and risks of
blood transfusion. If you have any concern(s), please discuss with your doctor.

Consent for Anaesthesia
Please see Anaesthesia Consent Form. This will give you information about the type of the anaesthesia, its benefits and general risks. If
you have any concern(s), please discuss with your anaesthetist(s).

Potential Benefits (To be documented by doctor) Alternatives (To be documented by doctor)

= Relief of symptoms, such as dizziness, fainting and light headedness. = Medicines
= Regulates the heartbeat as automatically treats the faster heart.
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Others, if any specify: = Surgery to remove the part of the heart
that is causing the abnormal rhythm
= Others, if any specify:

Risks and Potential Complications (To be documented by doctor)

= Bruising at the device site = Others, if any specify: Patient Specific Risks (To be documented by
= The ICD lead can move. The lead will have to be doctor):
put back in place by repeating this procedure
= |nfection at the ICD site 1)
= Unexpected device failure
= A punctured lung. This may require a tube to be 2)
inserted into the chest to re-inflate the lung
= Blood clot in the subclavian vein 3)
= Accidental rupture in the heart or heart valve.
This will need surgery to repair 4)
= Blood clot in the lung
= Cardiac malfunction 5)
= |nfection
= Stroke leading to disability
= Death
Specific Notes Related to Procedure (Strike out if not required) Precise Action Points Understood by the

Patient/Substitute Decision Maker (To be
documented by patient/substitute decision maker
in his/her language)

Patient’s Authorisation

The doctor has explained my/patient’s medical condition and proposed treatment/procedure. | have been explained and have
understood the intended benefits/risks known to be attached with the planned treatment/procedure including the risks that are
specific to me/my patient and their likely outcomes.

The doctor has explained other relevant/alternate treatment options and their associated benefits/risks. The doctor has also
explained the risks of not having the procedure. | have been given the choice to take a second opinion.

| was able to ask questions and raise concerns with the doctor about the procedure and its benefits/risks, and my/patient’s treatment
options. My queries and concerns have been discussed and answered to my full satisfaction.

| understand that the treatment/procedure may include blood/blood product transfusion (for which a separate consent shall be
obtained).

The doctor has explained the requirement for anaesthesia for this procedure and | understand the risks associated with anaesthesia,
including the risks specific to me (for which a separate consent shall be taken).

| understand that if organs or tissues are removed during the surgery that these may be retained for prescribed tests and shall be
disposed of sensitively by the hospital as per the regulatory provisions.

The doctor has explained to me, that during the course of or subsequent to the operation/procedure, unforeseen conditions may be
revealed or encountered which may necessitate urgent surgical or other procedures in addition to or different from those
contemplated. In such exigency, | further request and authorise the above-named physician/surgeon or his designee to perform such
additional surgical or other procedures as he or they consider necessary or desirable in my interest. | understand and agree that in
such condition there will be no requirement of any additional consent from me or my family members/attendants.

| declare that no guarantee of whatsoever nature has been given by anyone as to the results that may be obtained.

| understand that | have the right to refuse treatment before the surgery/procedure. | agree that any such refusal shall be in writing
and acknowledged by the hospital and | shall be solely responsible for the outcome of such refusal.
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e | consent to if any photographing or television of operation(s) or procedure(s) to be performed, including appropriate portions of my
body, for medical, scientific or educational purposes. However, suitable precautions shall be taken by the hospital that my identity is
not revealed anywhere. 0O Yes o No

e  For purposes of advancing medical education, | consent to the admittance of observers to the operatingroom. oYes o No

Patient /Substitute Decision Maker Name: Relationship: Signature: Date and Time:

Witness 1 Name: Relationship: Reason (patient is Signature: Date and Time:
unable to give
consent because):

Witness 2 Name: Relationship: Signature: Date and Time:

Interpreter Name: Translation given in: Signature: Date and Time:

Declaration by the Doctor

| have explained to the patient / authorised representatives the medical condition, need for the procedure, its alternatives and benefits/risks,
likely consequences if those risks occur and the significant risks and problems specific to this patient including the risks of not undergoing the
procedure. | have given the patient/ authorised representatives an opportunity to ask questions about any of the above matters and raise
any other concerns. | have answered all their queries to the best of my knowledge.

Name and Signature of the Doctor with Reg No: Date and Time:
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