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Executive Summary

Should be succinct and only one to two pages. Can contain text lifted from relevant
sections, but should avail explanations, unnecessary background and details. As a basic
guide:

e What the document covers

e What the text achieves

e An outline of the processes involved in the research, project or initiative ( you may include

terms of reference)
e Major findings or recommendations from the project

Between 40-80% of cancer patients have been assessed as having varying degrees of
malnutrition (1, 2). The highest prevalence rates are amongst patients with upper
gastrointestinal cancer (3). The causes of malnutrition are multifactorial and may be due
to mechanical obstruction, cancer symptoms such as anorexia, nausea, vomiting, anxiety,
depression, fatigue or early satiety and pain or cancer therapies and their side effects.
Surgery (malabsorption, pain), radiotherapy (nausea, pain, diarrhoea, fatigue) and
chemotherapy (nausea, vomiting, diarrhoea, fatigue) may also contribute to deterioration
of nutritional status by adversely effecting oral intake. In general, malnutrition is a major
prognostic indicator of poor survival and impaired response and tolerance to anti-
neoplastic therapy (4,5, 6).

Despite evidence of nutritional deficiency, specific nutritional interventions are often not
sought until severe malnutrition is evident in this patient population. This may limit patient
response to therapy, and diminish their quality of life and overall survival (7). International
research has identified that only 36% of patients with Gl malignancies are referred by the
health care team to a dietitian, whilst one third of patients with more than 10% weight loss
were not referred for dietary assessment (8). Some expert opinion and best practice
guidelines now advocate for early dietetic interventions (9,10,11), though evidence for the
commencement of dietetic intervention before the commencement of therapies or surgery
is limited.

In 2009, Southern Melbourne Integrated Cancer Services (SMICS) collaborated with
Southern Health Monash Medical Centre (MMC) Dietetic Services to map existing dietetic
service provision for the upper gastrointestinal oncology group of patients and to identify
service gaps or opportunities for improvement. This mapping exercise revealed that
nutritional screening, and consultation with dietitians occurred predominantly at the time of
surgery, with relatively little evidence of activity at other stages of the care continuum.

A pilot study was undertaken to evaluate the efficacy of an early and intensive nutrition
intervention model, compared to usual care, for improving health outcomes amongst
patients with oesophageal or stomach cancer. The preliminary findings reveal that for the
intervention group at baseline, they were more malnourished and had lower levels of
functioning and higher levels of symptoms and side effects than the control group.
Preliminary data analysis for patients that have completed the study period of 26 weeks
indicates that early and intensive nutrition intervention, compared to usual care, improves
health outcomes namely health- related and global quality of life and nutritional status.
Analysis of primary and secondary outcome data has not been undertaken at the outcome
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measure analysis points until all participants have completed the study. Once all patients
have completed the study an outcome report will be submitted to SMICS.
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Introduction

| Sets out the background to a project and outlines how the text was prepared

In 2009, there were 150 patient episodes (discharges) of upper gastrointestinal (UGI)
cancer of the oesophagus or stomach as the primary site from Southern Health (SH).
Upper Gastrointestinal cancer patients are a unique population, as their illness
predisposes them to multiple nutritional co-morbidities. The most common is disease
related malnutrition, which is estimated to affect between 40-80% of cancer patients (1,2).

Decreased dietary intake is considered a primary causative mechanism contributing to
cancer-related malnutrition. This in turn leads to, cancer cachexia, a condition
characterised by weight loss and muscle wasting. These symptoms may also result from
the tumour itself and/or the resulting side effects of treatment (surgery, chemotherapy,
radiotherapy), leading to a reduction in dietary intake. Malnutrition is a well recognised and
significant source of postoperative morbidity and may increase the risk of toxicities during
chemotherapy and radiotherapy, resulting in higher health costs and altered quality of life.

Despite evidence of nutritional deficiency in this patient population, specific nutritional
interventions are often not sought until severe malnutrition is evident, thereby diminishing
response to treatment, quality of life and overall survival. This pilot study compared usual
dietetic service delivery (dietetic consultation at the time of surgery or chemotherapy)
received by the upper gastrointestinal patient population at Southern Health (oesophagus
and stomach) with an alternate model of dietetic care which included early (at the time of
diagnosis) and frequent dietetic assessment and intervention through the pre-treatment
and treatment period via multimodal delivery means eg telephone, face to face, mail.
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Project methodology

The method section should utilise subheading to divide up different subsections.
These subsections typically include: Participants, Materials, Design and Procedure.
Here's How:

e Participants: Describe the participants in your project, including who they were, how many there
were and how they were selected.

e Materials: Describe the materials, measures, equipment or stimuli used in the project.
This may include testing instruments, technical equipments, books, images or other materials used in
the course of research.

e Design: Describe the type of design used in the project. Specify the variables as well as the
levels of these variables.

e Procedure: The next part of your method section should detail the procedures used in your project.
Explain what you had participants do, how you collected data, and the order in which steps occurred.

Participants:

Inclusion:

A All patients with a histological proven diagnosis of cancer of the oesophagus or
stomach who are to undergo surgery and/or chemotherapy at Southern Health

A Provision of consent

Exclusion:

A Under 18 years of age

A Patients diagnosed with recurrent disease

A Patients with physical, cognitive, language or emotional problems would prevent
participation as determined by treating consultant

A Patients who were to undergo surgery and/or chemotherapy at another health

service

Materials:

A suite of dietetic worksheet documents were developed for data collection (appendices
pages 18-27), patient information (appendices pages 28-36), validated quality of life
assessment tools and participant satisfaction surveys (appendices pages 37-42) were
used for primary and secondary outcome measurements. An electronic data base was
established to record data and for statistical analysis.

Project Design:
Randomised control trial

Ethics Approval:

Ethics approval to conduct this pilot study was obtained from the Human Research Ethics
Committee, Southern Health.
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Procedure:

Patients under the care of Southern Health, Upper Gastro-intestinal Cancer consultants
with a new diagnosis of histological proven oesophageal or stomach cancer who met the
inclusion criteria were referred to the Department of Dietetics, Monash Medical Centre,
Clayton. Patients were provided with a brief verbal description and information sheet of the
project by their treating consultant (Appendices page 29). Consultants asked whether the
participant were happy to be contacted by the research dietitian to have the project
explained in further detail. A referral (appendices page 19) was sent to the research
dietitian by the consultant. Agreeable participants were then contacted by the research
dietitian and provided with a full verbal description (appendices page 30-31) of the project
via telephone. A check list of information discussed including study purpose, possible
benefits and risks, ethics, participation involveme n t e t cirdormatiord be sent to the
participant was documented (appendices 20). Potential participants who agreed to
participate were asked to provide verbal consent to participate in the trial via the
telephone. Verbal consent was recorded (appendices page 30-31). Consenting
participants received in the mail a letter explaining the research, a withdrawal to consent
form (appendices 32-36) and written copies of survey-based outcome measures
(appendices 37-40). If a participant decided to withdraw from the trial they were asked to
complete the withdrawal to consent form and return to a research dietitian. The research
dietitian collected the information via telephone 2 days later.

Due to difficulty recruiting participants initially via the methodology described above, a
change in recruitment was undertaken. Participants were also recruited from the upper
gastrointestinal oncology outpatient clinic, conducted at Moorabbin Hospital, or the Upper
Gastrointestinal Multidisciplinary Team Meetings. In the later settings, the research
dietitian directly asked patients whether they would participate in the pilot study. Potential
participants were provided with a detailed explanation of the study written information
(appendices 32-36) and survey based outcome measures (appendices 37-40). Verbal
consent was obtained (30-31).

Participants were randomised into either the intervention or control group. The method of
randomization was through the use of opaque, consecutively numbered, sealed envelopes
with the group allocation written on a piece of paper inside. The allocation sequence was
constructed using a computer random number generator. Randomisation was stratified by
diagnosis (oesophageal or stomach cancer). Permuted blocks of size 2, 4, or 6
participants were also used to help ensure relatively even numbers of participants between
groups within strata.

Due to issues with the recruitment process, timelines for this study have been extended for
an additional 6 months.

Intervention Group:

Participants randomised to the intervention group underwent an initial nutritional
assessment via telephone. Participants received individualised nutrition care in the form of
weekly intensive nutrition assessment and nutrition intervention by the research dietitian
via telephone contact interview or face-to-face interview if attending Monash Medical
Centre, and written nutritional education information regarding nutrition impact symptoms
and dietary management. Dietitian interviews ascertained information in the areas of; i)
oral intake/food intake, ii) presence/absence of nutrition impact symptoms, iii) physical
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function, and iv) other relevant dietary information. The initial telephone call lasted
approximately 30 minutes as a detailed dietetic interview was conducted. Follow-up
telephone calls lasted approximately 15 minutes. Motivational interviewing techniques
were incorporated into the follow-up telephone calls to promote adherence to the
recommended course of action. Oral nutritional supplement samples were provided as
required at the discretion of the research dietitian. Patients were consulted weekly for 18
weeks and then at week 26. The research dietitian collected at the time of pre-operative
chemotherapy and/or at the time of surgery, and at 26 weeks post initial assessment
primary and secondary outcome measures.

Control:

Participants in the control group received usual nutrition care services. Usual nutrition care
involved no dietetic input until the patient was admitted for surgery or chemotherapy. A
malnutrition screen (Malnutrition Screening Tool: MST) was completed at chemotherapy
and patients scoring above the threshold of 2 were then referred for hospital based
dietitian services. These are individualized services of length and frequency at the
discretion of the treating dietitian in response to their perception of patient need. The
research dietitian collected at the time of pre-operative chemotherapy and/or at the time of
surgery, and at 26 weeks post initial assessment primary and secondary outcome
measures.

Measurements:

Primary outcome measures
The primary outcome construct in this study is health-related quality of life. Two quality of
life indices were used, a disease specific and a generic instrument.

The European Organization for Research and Treatment of Cancer Global Quality of Life
guestionnaire C30 (QLQ i C30) (appendices 37-38) is a cancer-specific quality of life
instrument that has been developed for cancer population and was used to assess several
domains of quality of life deemed to be important to oncology patients (12). This 30-item
instrument examines 6 functional areas (physical, activities, emotional, cognitive, social
and global quality of life), and 8 symptom areas (eg. fatigue, pain, nausea/vomiting) along
with the financial impact of the disease. A low score for the functional areas indicates
impaired functional capacity and a low score for the symptom scale indicates absences of
or low impact from the symptoms. Scores are linearly transformed to obtain quantified
scores within the range 0 to 100.

The EQ-5D is a global quality-of-life questionnaire (appendices 39-40) that assesses five
domains; mobility, self-care, usual activities, pain/discomfort and anxiety/depression (13).
Each dimension has three levels of severity; no problem to severe problems. The second
part of the EQ-5D consists of a vertical visual analogue scale (VAS), where O represents
the worst imaginable health status and 100 represents the best imaginable health status.
This instrument can be used as a part of a future economic evaluation of this program.
This data is therefore being collected in this pilot study so that appropriate power
calculations can be constructed for a larger trial where an economic evaluation will be
conducted.

Secondary outcome measures
Participant weight (self-report) in kilograms.
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Nutritional status was measured using the Patient-Generated Subjective Global
Assessment (PG-SGA) tool (appendices 26-27). This tool is widely used and has been
shown to have favourable clinometric properties when used in oncology population (11).
The PG-SGA focuses on four areas, which are to be completed, by the patient or the
research dietitian if the patient is unable too

1. Weight/weight history

2. Food intake history

3. Symptoms

4. Activities and function

The second section was completed by the research dietitian and obtained from the
dietitians assessment and focuses on:

1. Disease and its relation to nutritional requirements

2. Metabolic demands

3. Physical examination (determines loss of subcutaneous fat and muscle wasting)

The findings of all/l components are used to s
scaled as being:

A A: well nourished

A B: mild to moderately malnourished

A C: severely malnourished

Demographic data

Demographic information was collected from all participants (or their medical record) and
included date of birth, gender, height, recall of weight 6 months ago, co-morbidities of
diabetes, heart disease, renal impairment, and treatment plan (surgery, chemotherapy,
radiation therapy)

Process measures:
Time spent by dietitians interacting with participants in the intervention and control group
was collected via daily log.

Participant satisfaction questi onnair e, whi ch contains gu
perceptions of nutrition counselling, were distributed to all participants via the mail at week
26 (appendices 41-42).

Statistical analysis:

The effect of the intervention on primary and secondary outcomes examined using Linear
Mixed Model analysis (maximum likelihood) treating participant as a random effect, and
group and time as fixed effects. Data was analysed under the intention-to-treat principle.

Power analysis:

This is a pilot study generates data necessary to calculate the power required to
investigate this intervention in a larger trial.
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Findings & Discussion

Present vour results and discuss these results in relation to vour nroiect obiectives

21 patients (72.4%) out of a potential 29 eligible Southern Health (SH) participants were
recruited to the pilot study. Of the 8 patients (27.6%) who were excluded, 5 (17.2%) were
referred as SH patients however were subsequently withdrawn from the study as their
treatment was to be undertaken outside of SH, and 3 (10.3%) were either missed or late
referrals (treatment had commenced prior to referral being received). To date there are 5
deaths of which 4 deaths 13.8% (n=3 control), (n=1 intervention) fall within the study
period of 26 weeks.

85.7% (n=18) of the study sample of 21have potentially complete data sets for patient

outcomes, with 9 in the intervention group and 8 in the control group (Table 1: Upper Gl
Cancer Nutrition Pilot Study: Current Status).
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Tablel: Upper GI Cancer Nutrition Pilot Study:
Current Status at Week Commencing 23™ January 2012

Intervention Group (n=9)

Patient:
Initial
contact

total no. of weeks

Week commencing
23rd January 2012 =

Week 18 =
week commencing

Week 26 =
week commencing

JH: 15/02/11

completed

13 June 2011

8 August 2011

BR: 28/03/11

Deceased at week 13

DW: 16/05/11 | completed 19 September 2011 | 14 November 2011
YF: 15/07/11 | completed 14 November 2011 |9 January 2012
JG: 29/07/11 | completed 28 November 2011 | 23 January 2012
BB: 05/08/11 |25 9 December 2011 30 January 2012
WK: 31/08/11 | 22 26 December 2011 | 20 February 2011
SK:11/10/11 |15 14 February 2012 9 April 2012
KH: 30/11/11 |4 30 May 2012 25 June 2012
Control Group (n=12)
Patient: Week of 23" Week 18 = Week 26 =
Initial January 2012 = week commencing |week commencing
contact total no. of weeks
LW: 23/02/11 | Completed 27 June 2011 22 August 2011
AZ:17/05/11 | completed 19 September 2011 | 14 November 2011
MT: 23/05/11 | completed 26 September 2011 | 21 November 2011
MM: 13/06/11 | completed 17 October 2011 12 December 2011

| R: 15/07/11

Deceased at week
11

DB: 01/08/11

Deceased at week
;

TA: 08/08/11 | 24 12 December 2011 6 February 2012
LZ: 15/08/11 |23 19 December 2011 13 February 2012
RS: 30/08/11 | 22 2 January 2012 27 February 2012
MJ: 31/08/11 | 22 2 January 2012 27 February 2012
ML: 27/09/11 | 17 31 January 2012 27 March 2012

JS: 31/10/11

Deceased at week
4

Total patients (n=21): Intervention Group (n=9) + Control Group (n=12)
8 completed: Intervention Group (n=4) + Control Group (n=4)
4 deceased: Intervention Group (n=1) + Control Group (n=3)
Presently no participants have withdrawn from the study
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Baseline characteristics

Within the study period of 26 weeks and sample of 21 participants, 12 men and 9 women
with ages ranging from 37 to 89 years (mean 67.8) were randomly assigned to receive
multimodal intensive nutrition intervention (n=9) or standard practice (n=12)
e 25% (n=3) of the control group have died as compared to 11% (n=1) of the
intervention group
e Control group had a PG-SGA median score of 13.3, QLQ-C30 mean score of
64.83, EQ-5D mean score of 7.25 with a Health State (EQ-5D VAS) mean score of
50.83.
¢ Intervention group had a PG-SGA median score of 17.7, QLQ-C30 mean score of
75.55, EQ-5D mean of 8.55 with a Health State (EQ-5D VAS) mean score of 47.77.
e Matched for underlying cancer

Refer to table 2: Baseline Characteristics

The additive score of the PG-SGA tool (Appendices 26-27) is used in nutrition assessment
and triage of nutrient therapy and can define specific nutritional interventions including
patient education, symptom management and appropriate nutrient intervention. A score of
O 9 indicates a critical need for i mproved sy
intervention options. Both the control and intervention mean PG-SGA s cor e switwer e (
the intervention group mean score indicating an even greater critical need.

The QLQ-C30 is composed of both multi- item scales and single- item measures. All of the
scales and single item measures range in score from 0 to 100 (Table 2). Functional scales
(1) indicate that higher scores represent higher level of functioning (Table 2). A high score
for symptom scale/item (2) represents a high level of symptomatology/problems (i.e. a
worse state of the patient (Table 2). The QLQ-C30 and its modules have been designed to
evaluate change in Health Related Quality of Life (HRQoL) in a clinical trial setting. Hence
scores are only informative in a comparative setting: comparing different patient groups;
comparing changes within one group over time; comparing changes over time between
different patient groups. The QLQ-C30 score (Table 2) for the intervention group 75.55
(mean) indicates a worse state of symptoms than the control group 64.83 (mean)

The EQ-5D is a standardised measure of health status. The descriptive system comprises
5 dimensions: mobility, self-care: difficulty, usual activities: difficulty, pain/discomfort and
anxiety/depression. The higher the score the greater the level of severity as judged by the
individual participants. The intervention group score of 8.55 (mean) indicates a greater
degree of severity than the control group score of 7.25 (mean) (Table 2)

The EQ-5Dal so recor ds t h-etedheatthon &viergcalvisualana®gué f
scale VAS)ywher e the end points are | abelled fAbest
Awor st i maginabl e Ioeide$aqgbantdativa teasuie 6f health ®uiconse p

as judged by the individual participant. The control group score of 50.83 (mean) indicate a
better perceived state of health than the intervention group with a score of 47.77
(mean).

Refer table 2: Baseline Characteristics

The level of outcome measure tools completion compliance for both the QLQ-C30 and
EQ-5D was high with no missing data, indicating the instruments were well accepted at
baseline.

Page 13 of 44



Table 2: Baseline Characteristics: Time Point 1(Initial review/prior to

commencement of treatment)

Baseline Characteristics

Control Group

Intervention

_ group
(n=12) (n=9)
Gender Count (%)
e Male Zgg 555
e Female : 44.4
Age (years): median (range) 37-89
(mean) | 67.8 58-86
' 66.6
Weight (kg): Median ((rrz;l]r;%(ra])) 42-108 56-105
75.5 77.6
BMI (kg/m?): Median (range) 17.01-35.2 21.5-40.4
(mean) 27.24 27.3

Cancer Type:

3 Oesophageal

3 Oesophageal

9 Gastric 6 Gastric
Co morbidities:
e Diabetes 4 3
e Renal Disease 1
e CVD 1 3
e Hepatic Disease
e Pulmonary Disease
e Anxiety/Depression 1
e GORD 5 3
PG-SGA score at baseline
(mean) 13.3 17.7
Quality of life score:
e QLQ-C30 (mean) 64.83 75.55
e EQ-5D (mean) 7.25 8.55
Health State (EQ-5D VAS) 50.83 4777
Deaths 3
(Gastric n=2) 1 (Gastric)

(Oesophageal n=1)
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Table 2: Baseline Characteristics: Time Point 1: Quality of Life Score QLQ-C30

e Functional Scales (1) Measurement 1
e Symptoms and side effects | Time Point 1
scales
and items (2)
Areas: Items Mean Control Mean Intervention
(Qb6s) : (n=12) (n=9)
(1) Physical 1-5 10.25 10.33
(1) Role 6-7 4.08 4.88
(1) Emotional 21-24 9.25 10.11
(1) Cognitive 20-25 14.08 15.11
(1) Social 26-27 4.83 5.44
(1) Global 29-30 7.92 6.89
(2) Fatigue 10,12,18 | 7.67 10.22
(2) Nausea, 14, 15 3.33 4.44
vomiting
(2) Pain 9,19 3.67 5.33
(2) Dyspnoea 8 15 1.33
(2) Sleep 11 2.42 3.33
disturbance
(2) Appetite loss 13 2.33 3.22
(2) Constipation 16 1.58 2.44
(2) Diarrhoea 17 1.08 1.11
(2) Financial 28 1.17 1.67
impact

Page 15 of 44

Time Point 1(Initial review/prior to commencement of treatment)




Table 3: The PG-SGA Global Assessment Categories: Time Point 1

Measures Baseline

Control (n=12) Intervention (n=9)
Weight 75.5 (mean) 77.6 (mean)
Nutritional Status:
e SGA-A (%) 16.7 (n=2) 0 (n=0)
e SGA-B (%) 75 (n=9) 66.7 (n=6)
e SGA-C (%) 8.3 (n=1) 33.3 (n=3)

Time Point 1= Initial review/prior to commencement of treatment

The PG-SGA global assessment category rating of A, B and C provides an overall
assessment of the patientds current nutriture
The physical examination considers loss of subcutaneous fat and the presence of muscle
wasting, oedema, or ascites. Based on overall assessment the patient is assigned a rating
of an SGA A=well nourished, B=moderately malnourished or at risk for malnutrition, C=
severely malnourished

At initial assessment, 90.5% (n=19) of the 21 participants were classified as malnourished
using PG-SGA. In the control group (n=12), 83% (n=10) had a rating of B or C and 16.7%
(n=2) had a well-nourished rating of A. In the intervention group100% (n=9) of participants
were rated as malnourished, 66.7% (n=6) with a rating of B and 33.3% (n=3) with a rating
of C. Hence 100% of the intervention group were classified as either malnourished or at
risk as compared to 83% of the control group.
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Next steps / conclusion / recommendations

Include the outcome of research, guides or instructions that readers should follow and generally
sums up the content of the document.

In the recommendations consider future research into any new questions raised though your
project, how any of your findings may be embedded in usual practice if appropriate, and any next
steps.

The upper gastrointestinal patient population benefits from pre-treatment assessment and
frequent contact throughout treatment. Regular and short consultations with patients
allows the dietitian to identify nutrition problems early, ensuring timely nutrition
intervention, leading to an improvement in clinical outcomes and the quality of life of the
upper gastrointestinal patient population. Hence, there is need for supportive nutritional
care as an integral component of a comprehensive medical and surgical package for the
treatment of oesophageal and gastric cancers. The ultimate aim is to prevent nutritional
deterioration and improve qualtyof | i fe t hroughout t hThe pati ent
elements of best practice model for dietetic services for patients undergoing cancer
treatment include a screening process to ensure access, appropriate assessment,
individualise intervention and timely and adequate follow-up. A proactive model of care is
recommended, rather than a reactive approach by intervening early with anticipatory
interventions and aggressive management to prevent or minimise nutritional problems.

The preliminary findings indicate that early and intensive nutrition intervention, compared
to usual care, improves health outcomes namely health-related and global quality of life
and nutrition status amongst patients with oesophageal or stomach cancer.

The next step is to complete the study and submit all data.
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Appendices

Appendixes provide additional information that supports the text but is too technical or detailed to
be contained therein. Can be graphs or tables. If the appendixes contain matter that is important, it
is preferable to keep it within the main body of text.
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Southern Healt}

ﬂ,

Upper Gastrointestinal Cancer Research Referral

Patients Details

Name:

Address:

Phone Number: (H) (M)

DOB:

Gender: D Male D Female
Diagnosis: l:l Oesophageal [:I Stomach

Date of Diagnosis:

Anthropometry: current weight : (date )

Past Medical History:
[ ] Diabetes [ ] Renal Disease D Cardiovascular disease
D Hepatic disease I:] Pulmonary disease D Anxiety/Depression

[ ]GorD
Smoker. D Yes D No Drinker. D Yes D No

Number of prescription medications:

Treatment plan:

Chemotherapy: |:| neoadjuvant D adjuvant D Palliative

Surgery: []

Primary Definitive Radiotherapy: D alone or Dcombined with chemotherapy
Yet to be decided: D

Treatment will be provided at Southern Health D

Patient has been provided with project information sheet I:l

Referral Source

Signature: Date:

Please direct queries to June Savva ph: 9928 8259

FAX to 99288567
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Southern Health Upper Gastrointestinal Cancer Research: Initial Contact Session
————

Patient Name: Clinician: Date:
Patient ID:
D Upper GI Cancer Referral: attached Contact Time: (30mins) actual mins

Initial Contact:
D With patient on phone

D With patient face-face: location

I:I With another person: relationship reason

Discussion: Patient Information Letter and Withdraw Consent to Participate Form

|:| Study purpose I:I Participation involvement

Questionnaires to complete: D PGSGA (questions 1-4) D QLQ -C30 I:I EQ-5D

l:] Possible benefits D Possible risks D Keeping information |:| Ethics D Queries contact

Verbal Consent:
D Verbal consent given D Documentation: Southern Health Medical Record

D Informed withdraw consent any time by signing Withdraw Consent to Participate Form

Randomisation:

D Informed patient that research dietitian will make contact within 2 days to discuss patient’s randomisation into
either the intervention group or the control group

Review Sessions patient’s preference for contact:

Day(s) Time(s)

Study

D Asked if patient has any issues/concerns/questions re: study

Comments:

Information Sent:
l:l Patient Information Letter and Withdraw Consent to Participate Form

|:| PGSGA (questions 1-4 highlighted for patient to complete)
QOL Questionnaires: D QLQ-C30 |:| EQ-5D D Self stamped addressed envelope

Randomisation Group:

D Control Gastric G Oesophageal O
D Intervention  Gastric G Oesophageal O
®
Upper Gl Cancer Research Pilot Study Initial Contact Session 2011
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Southern Health
> i

Upper Gastrointestinal Cancer Research: Baseline Data Collection

Patient Name:

Diagnosis:

Patient ID:

Clinician:

Randomisation Group:

D Control (aiso refer over page) D Intervention

Intervention Group:

Social History:

[] Upper GI Cancer Referral
= Upper Gl Cancer Initial Contact Session

Cooking/Shopping:

Treatment Plan:  Treatment Location

Commencement Date

D Surgery (type):

D Chemotherapy (regimen details):

D Definitive Chemoradiotherapy (regimen details):

D Other (details):

PG-SGA Reviews/Appointments:

D Complete

Contact Time (30mins) actual

Time Point (1) Initial

mins

Clinician Assessment: Date

Location:

PG SGA

Total Score: A+B+C+D = l:‘
aOs [eldo

Worksheet Scores

Global Assessment Category
QOL Questionnaires l:l QLQ-C30 |:| EQ-5D

[ JYes[ No

Patient issues with forms/study:
Comments

[—1 Verbal Consent [ Withdraw Consent

I:I Completed Time Point (3) _Treatment

D Not applicable

Contact Time (30mins) actual mins

Clinician Assessment: Date

Location:

PG SGA Total Score: A+B+C+D =

Worksheet Scores I:l A I::I B I:l Cc D D

Global Assessment Category
QOL Questionnaires I:I QLQ-C30 l:l EQ-5D

Patient issues with forms/study:
Comments:

[ Verbal Consent

[Jyes [INo

1 Withdraw Consent

|:|Completed Time Point (2) _Treatment

Contact Time (30mins) actual mins

Clinician Assessment: Date

Location:

PG SGA Total Score: A+B+C+D = l:l
Worksheet Scores |:| A D B D C D D

Global Assessment Category EI

[]oetacso [ ] Easo

QOL Questionnaires

Patient issues with forms/study:
Comments

L__] Yes DNO

1 Verbal Consent [ Withdraw Consent
W —

D Completed Time Point (3) or (4) _Week 26

Contact Time (30mins) actual mins

Clinician Assessment: Date

Location:

Total Score: A+B+C+D = |:|
[ & [o] je | B

Global Assessment Category |:|

PG SGA

Worksheet Scores

QOL Questionnaires

[] aLae-c3o E] EQ-5D

|:] Patient Satisfaction Survey

Patient issues with forms/study:
Comments

1 Verbal Consent

[:] Yes l:] No

[ Withdraw Consent

Comments:

Upper Gl Research Pilot Study Baseline Data Collection
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