Consent form 1

Patient agreement to
Investigation or treatment

For staff use only:
Surname:
First names:
Date of birth:
Hospital no:
Male/Female:
(Use hospital identification label)

Responsible health professional/job title

I ST oYY ot T B L=V 0 L1 =10 =L K=
(For example, other language/other communication method)

Name of proposed procedure or course of treatment

Breast biopsy — mammotome under stereotactic guidance

(For calcifications or other problems of the breast)

What will this
procedure involve
and how will it
help?

When we find a calcification (chalky areas) or other potential abnormality in your
breast, it is useful to remove some tissue from the area it to find out in the lab
what causes it (including whether or not it is a cancer). We use a special prone
table to guide the needle that obtains the biopsy (specimen). This will be done, or
be very closely supervised, by a medical expert in the field.

How will this

procedure be done?

During this procedure you will lie on your front on the special X-ray table with the
breast under examination projecting through a hole. The doctor and radiographers
will explain what they are doing as they go along; they actually work out of your
sight underneath the table

Will the procedure

hurt?

To numb the area we are working on, we will use a local anaesthetic using a small
needle. This might sting for a few seconds until it takes effect. We will need to
make a small nick in the skin to introduce the needle. The needle we use to take
the biopsy tissue makes a small noise but most patients report that this procedure
does not cause them any particular discomfort.

How much breast
tissue will be

removed?

We will remove several (usually about 12-24) small pieces of breast tissue to be
sure we have enough for an accurate diagnosis. The tissue is obtained by suction,
and the needle stays in place throughout the procedure. If your biopsy is to
investigate calcification in the breast, we shall also take an X-ray of the removed
specimen to see whether we have sampled the tissue with the calcified deposits.

What if all of the
area with calcified
tissue is removed?

We sometimes put a tiny piece of metal to mark the biopsy area. This is in case
you will later need surgery. This marker can stay in your breast and will give you
no problems.

Are there any side
effects?

Most commonly after this procedure you might experience some bruising or
bleeding around the area. We try to reduce this by applying some hand pressure
at the time. Please tell the doctor if you have any disorders of bleeding/clotting or
if you take anticoagulant tablets (eg that thin the blood).

More severe side effects or problems such as infection are extremely rare.

When will 1 get the

result?

We try to get the result of this test ready for you within a week. You will be given
an appointment before you leave us on the day of the procedure. This appointment
is timed so that you will see the most appropriate doctor.

Will I have to give
consent for this

procedure?

It is important that you understand what will happen during the procedure and
why it might help you. We will ask you to sign this form to confirm that the doctor
has explained the procedure and that you are happy for the test to go ahead. The
choice is yours, but we will only recommend that you have a breast biopsy when it
is essential to confirm the diagnosis of the problem.

Statement of the interpreter (if appropriate)
I have interpreted the information to the best of my ability, and in a way in which | believe s/he can

understand:

INterpreter’s SigNature ........oooi i
Name (PRINT):......

Date: ...coovvvviinnnn...

Important notes: (tick if applicable)

U The patient has withdrawn consent (ask patient to sign/date here)

U See also advance directive/living will (eg Jehovah’s Witness form)

Copy accepted by patient: yes / no (please circle)
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Statement of health professional
(To be filled in by a health professional with an appropriate knowledge of the proposed
procedure, as specified in the Hospital’s consent policy)
I have explained the procedure to the patient. In particular, | have explained:
e The intended benefits of the procedure.

e Serious or frequently occurring risks and what can be done to reduce, detect and treat them
(see previous page for discussed risks).

e | have also explained risks specific to the patient ..............cccccoiii i

I have discussed what the treatment / procedure is likely to involve, the benefits and risks of any
available alternative treatments (including no treatment) and any particular concerns of this patient.

e The following information leaflet has been provided: ... e
.............................................................. Version/Date/Ref: ...

This procedure will involve:

O General and/or regional anaesthesia O Local anaesthesia O Sedation
Health professional’s Signature: ..........ccccce i e e Date: ......cooeviiiiee
Name (PRINT) e e e Job title: ...,

Contact details (if patient wishes to discuss details later) Cambridge Breast Unit Tel. 01223 217 627
O | have offered the patient information about the procedure but s/he has declined information.

Statement of patient
Please read this form carefully. Do ask if you have any further questions we are here to help you. You have the
right to change your mind at any time, including after you have signed this form.
Training doctors and other health professionals is essential to the continuation of the Health Service and
improving the quality of care. Your treatment may provide an important opportunity for such training, where
necessary under the careful supervision of a senior doctor. You may, however, decline to be involved in the
formal training of medical and other students without this adversely affecting your care and treatment.
Please read the following:
I understand that you cannot give me a guarantee that a particular person will perform the
procedure. The person undertaking the procedure will, however, have appropriate experience.
I understand that any tissue (including blood) removed as part of the procedure or treatment will be
anonymised and may be used for teaching or quality control, and stored or disposed of in a manner
regulated by appropriate, ethical, legal and professional standards.
I understand that all research will be approved by a research ethics committee and undertaken in
accordance with appropriate ethical, legal and professional standards.
I understand that the research may be conducted within a hospital, university, not for profit
organisation or a company laboratory.

Please tick boxes to indicate you either agree/disagree to the three points below. Yes No

I agree that tissue (including blood) not needed for my own diagnosis or treatment can be used O O
for research which may include genetic research. If you wish to withdraw your consent

for the use of your tissue (including blood) for research, please contact the Patient Advice and

Liaison Service at Addenbrooke's Hospital.

I agree to the use of photography for the purpose of diagnosis and treatment. 0 O
I agree to anonymised photographs being used for medical teaching. 0o
I confirm that the risks, benefits and alternatives of this procedure have been discussed with

me and | have read and understood the above and agree to the procedure (or course of

treatment) on this form.

Patient’s signature: ... (D (P

If the patient is unable to sign but has indicated his/her consent, a witness should sign

below. Young people may also like a parent to sign here (see guidance notes).

WITNESS’ SIgNATUINE: ..o (D (.
N E= Y TSI (2 3 1 N 1 1 TS
Confirmation of consent (to be completed by a health professional when the patient

is admitted for the procedure, if the patient has signed the form in advance)

On behalf of the team treating the patient, | have confirmed with the patient that s/he

has no further questions and wishes the procedure to go ahead.

SIgNATUIE DAt ittt e et
NAME (PRINT )ttt et e e e et eaaaneees Job Title:...ooviii
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