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UNIVERSITY DEPARTMENT OF SURGERY

s TR

UNIVERSITY
ROBERTSON CENTRE FOR BIOSTATISTICS of

GLASGOW
PATIENT INFORMATION SHEET (Version 1.0)

Effect of intravenous fluid restriction on patient recovery following major

abdominal surgery (A single blind pragmatic randomised clinical trial).

Dear Patient

Thank you for taking the time to read this information sheet. Your general practitioner
has referred you to this hospital because you need an operation on your bowel. We
would like to invite you to participate in a study whose aim is to compare recovery
between traditional fluid administration versus restricted fluid administration post-
operatively.

What is the purpose of the study

It has been normal surgical practice to rest the bowel after abdominal surgery. While this
is happening fluids are administered through a drip in your arm. Oral fluids are
commenced 2-3 days after your operation, progressing to light diet — soups and puddings
— and then on to a normal diet. The fluids given through the drip contain water, salt and
glucose. Some recent studies suggest that these fluids increase your weight and slow
your recovery. In addition we now know that your bowel heals much faster than
previously thought and will tolerate liquids and possibly a light diet within a few hours of
operation.

‘What do I have to do?

Sometimes because we do not know which way of treating patients is best, we needtto
make comparisons. People will be put into groups and then compared. If you agree to
participate in the study the decision on who receives traditional fluids through the arm
and who receives restricted fluids will be made randomly by a computer which has no
information about the individual. Patients in each group then have a different treatment
and these are compared. In this trial you will not know which treatment group you are in,
nor will the Consultant assessing your recovery. All the other doctors and nurses
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involved in your care will know what fluids you are receiving in case a change in your
treatment is required.

Do I have to take part?

It is up to you to decide whether or not to take part. If you do decide to take part you will
be given this information sheet to keep and be asked to sign a consent form. You are still
free to withdraw at any time and without giving a reason. It should be noted that your
participation in this study may not be of direct benefit to you, but could help in the
development of treatment for future patients. A decision to withdraw at any time, or a
decision not to take part, will not affect the standard of care you receive.

Will my taking part in this study be kept confidential?

All information, which is collected, about you during the course of the research will be
kept strictly confidential. Your own GP will be notified of your participation in the trial,
as will any other medical practitioner involved in your care, and by participating in the
study you will be agreeing to this..

Contact for Further Information
If you have any questions you would like to ask about the study, or your involvement in

the study, please contact during
normal office hours.

Finally, we would remind you that taking part in this study is entirely voluntary, and if
you decide to join, you can stop at any time without giving a reason. Take time to make
your decision, and to discuss the study with your family. Rest assured that whatever
decision you make, your surgeon, the nurses, and your GP will continue to give you their
best possible care and attention.
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WEST ETHICS COMMITTEE

FORM OF CONSENT FOR PATIENTS/VOLUNTEERS IN CLINICAL RESEARCH PROJECT

Title of Project :

Effect of intravenous fluids and sodium restriction on patient recovery following major abdominal surgery.

A single blind pragmatic randomised clinical trial.

By signing this form you give consent to your participation in the project whose title is at the top of this page. You should have been
given a complete explanation of the project to your satisfaction and have been given the opportunity to ask questions. You should
have been given a copy of the patient information sheet approved by the West Ethics Committee to read and to keep. Even though
you have agreed to take part in the research procedures you may withdraw this consent at any time without the need to explain why
and without any prejudice to your care.

Consent:

I (PRINT)

of.

give my consent to the research procedures above, the nature, purpose and possible consequences
of which have been described to me

by

4%

Patient’s signature Date.

Doctor’s signature.
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