Limited Routine Total Parenteral Nutrition versus oral diet progression post pancreaticodudodenectomy procedure to evaluate the role of parenteral nutrition on Patient functionality
INFORMATION FOR PARTICIPANTS
Introduction

You are invited to take part in a research study which will assess the need for nutrition support, in the form of total parenteral nutrition (TPN), after pancreatiodudodenectomy (Whipple procedure). Total parenteral nutrition (TPN) refers to the infusion of an intravenous nutrition formula into the blood stream providing a patient’s complete nutritional requirements.
The objective of this study is to investigate whether people would benefit from total parenteral nutrition post-operatively and the effect it would have on their functionality.  
The study is being conducted within this institution by … [names, positions, departments and, if outside the SLHD, institution.  If there are several investigators, listing the names and details one below the other may be clearer.].  
Study Procedures

If you agree to participate in this study, you will be asked to sign the Participant Consent Form. You will then undergo a number of activities which will include:
1. Having your height and weight recorded, grip strength and muscle mass measured, and being asked a number of questions about your dietary intake and daily functionality. These assessments will take approximately 30 minutes and will be conducted on the ward while you are an inpatient. 
2. Completing a two page questionnaire on your quality of life. This questionnaire will take approximately 5-10 minutes to complete. 
You will then be randomly allocated (like the toss of a coin) to receive either the standard oral diet progression after surgery or total parenteral nutrition (TPN) with the standard diet progression for approximately 5-7 days after your surgery. 
All patients having pancreatiodudodenectomy receive a central line while they are in hospital as a part of their standard care.  If you are allocated to the TPN group you will receive the nutrition formula continuously via this line, for approximately 5-7 days after your surgery. All participants will follow the standard oral diet progression after the surgery, as directed by the medical team, and will receive advice on eating after surgery from their ward dietitian.
Your dietitian will visit you while you are an inpatient and collect information from you, including your weight, grip strength, diet history and a quality of life questionnaire.

In addition, the researchers would like to have access to your medical records to obtain information relevant to this study. 

At the end of the study you will be followed up in an outpatient clinic as per standard care, where a few additional questions and information will be collected as part of the study.  
Benefits

We intend that this research study will further medical knowledge and direct future nutrition service development.
Risks

As mentioned above, all patients have a central line placed while they are an inpatient. However, usual practice is not to feed through this line. For those allocated to have the central line used for TPN, the risks include fluid and electrolyte imbalance, high or low blood sugar levels or central line related sepsis. If any of these were to occur, the TPN would be ceased and ongoing management, as per hospital policies, would be followed. 

If you are allocated to the control group receiving standard care, there are no risks associated with this study.
All risks will be monitored regularly. 

Costs

Participation in this study will not cost you anything. 
Voluntary Participation

Participation in this study is entirely voluntary.  You do not have to take part in it.  If you do take part, you can withdraw at any time without having to give a reason.  Whatever your decision, please be assured that it will not affect your medical treatment or your relationship with the staff who are caring for you. Of the people treating you, only those named above will be aware of your decision regarding participation or non-participation.

Confidentiality

All the information collected from you for the study will be treated confidentially, and only the researchers named above will have access to it. The study results may be presented at a conference or in a scientific publication, but individual participants will not be identifiable in such a presentation.

Further Information

When you have read this information, [name of researcher] will discuss it with you further and answer any questions you may have.  If you would like to know more at any stage, please feel free to contact him/her on [telephone number.  If the person to be contacted for further information is different from the person named in line 1 of this paragraph, then give name and phone number].
This information sheet is for you to keep.

Ethics Approval and Complaints
This study has been approved by the Ethics Review Committee (RPAH Zone) of the Sydney Local Health District.  Any person with concerns or complaints about the conduct of this study should contact the Executive Officer on 9515 6766 and quote protocol number X18-0441.
[If appropriate:]  The conduct of this study at the [name of hospital] has been authorised by the [name of Local Health District]. Any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer [or other officer] on [telephone number] and quote protocol number [insert local protocol number].
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