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Project Summary

Effect of Early management on PAin and DEpression in Patients
with PancreatoBiliary Cancer, EPADE—PB

Title of Project

Key Words pancreatic cancer, biliary tract cancer, cancer pain, depression

Project Leader Lee Woo Jin

Associated Company |National Cancer Center

<Objectives>

To determine whether early palliative care integrated with usual oncologic care with automated
symptom monitoring can improve depression and pain in patients with cancer

1.Primary Outcome Measures:

® Reduction in pain score [ Time Frame: at baseline, 1 month, and every 3 months, up to 1
vear | [ Designated as safety issue: No ]

- Reduction in pain scores, Brief Pain Inventory [BPI] severity

® Reduction in depression score [ Time Frame: at baseline, 1 month, and every 3 months, up
to 1 year ] [ Designated as safety issue: No ]

-Reduction in depression score, Center for Epidemiological Studies-Depression Scale [CES-D]
2. Secondary Outcome Measures:

® Quality of life [ Time Frame: at baseline, 1 month, and every 3 months, up to 1 year ] [
Designated as safety issue: No ]

EORTC QLQ-C30 General Questionnaire, Korean version

e Overall survival [ Time Frame: at baseline, 1 month, and every 3 months, up to 1 year ] [

Designated as safety issue: No ]

<Eligibility>

Criteria

~Inclusion Criteria:

e Ages Eligible for Study: 18 Years and older Genders Eligible for Study: Both Accepts
Healthy Volunteers: No

e Pathologic confirmed locally advanced or metastatic pancreatic cancer or biliary tract cancer
e within 8 weeks after diagnosis

e cancer—related pain (Brief Pain Inventory [BPI] worst pain score >3), depression (Center for|
Epidemiological Studies—Depression Scale [CES-D] >16) or both

e Karnofsky Performance Rating Scale >50%




-Exclusion Criteria:

¢ Opioid intolerance

e History of drug or alcohol abuse

e Impaired sensory or cognitive function

e Pregnant or lactating woman

e Women of child bearing potential not using a contraceptive method

e Sexually active fertile men not using effective birth control during medication of study
drug and up to 6 months after completion of study drug if their partners are women of

child-bearing potential

<Intervention>

e Experimental: Early Palliative care

e The interventions consisted of the following:

(1) Nursing assessment of pain and depression mood (2) Pain control based NCCN
guideline (3) Depression control by psychoeducation and/or consultation of psychiatrist
specialist (4) Patient education

e No Intervention: Contol: usual oncologic care

- Patients randomly assigned to usual oncologic care were not scheduled to meet with the
palliative care service unless a meeting was requested by the patient, the family, or the
oncologist; those who were referred to the service did not cross over to the early palliative
care group or follow the specified palliative care protocol.

e Other: Early Palliative care integrated with usual oncologic care

e Drug: The interventions consisted of the following:

(1) Nursing assessment of pain and depression mood (2) Pain control based NCCN
guideline (3) Depression control by psychoeducation and/or consultation of psychiatrist
specialist (4) Patient education

e Other Name: Contol: usual oncologic care :NONE

<study outcome>
Pain and depression in patients with pancreatobiliary cancer are reduce pain and

depression, increase quality of life.
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Taking opioids: administer 10-20% of previous 24 b tatal requitement

Mot taking opioids |short acting. opioids (aral5-15mg, IV 2-5ma)

Reassess efficacy and side effects at 15 min

Pain score unchanged orincreased

Pain score decreased to 0-3

Pain score decreased to 4-6

Continue at current effective dose

asneeded
»

Increase dose hy50-100%

Repeatsame dose
W

Calculatetotal 24 h dose

Calculating 10-20% of 24 h

F: gabapentin 100-300mg PO qd hs

Convertto long acting

(bid or tid2 2&)s}C}
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M, sFEOtA|(anxiloytics), 22 X|(antidepressants), =3 A|(hypnotics),
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- ZF Ao (HIgFEIEOBEQ_I';L(response rate):

Y3% TIKEE P25 55 2424 60%

BE KNEd: $25 85 44 40%

- Two-sided type I error = 5%

- Power = 80%

Follow-up loss: u
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Patients will only be randomization following successful completion of baseline assessments
and confirmation of eligibility. The randomization system will assign a unique patent
number. Study drug should begin within 7 days of date of randomization.

Randomization will be stratified based on extent of
disease(stratifiedbytumortypeandsymptomtype).

<Zul BM>
1X ot 2N 72 g8 88 4 Z A (Brief Pain Inventory severity)= &30|
UAe 2Xo|11, 22T 3 2E(CES-D)= 50| U= eHAto|CH

For data collection and analysis, data will be treated as described below, in principle.
However, if and when there are any problems in data collection or analysis, these data
will be handled according to the conclusion from investigators through investigators
meeting. If there are multiple measured values during a particular period, the value
collected on the day closest to the scheduled day will be used for analysis.

Frequency and rates for categories will be determined for nominal variables and ordered
variables in each group. Summary statistics will be calculated for continuous variables in
each group. Chi-square test (Fisher’'s exact probability test if necessary and #test will
be used for analysis of nominal variables and continuous variables, respectively
(significance level =0.05, two-sided test).
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stents for the treatment of malignant
duodenal obstruction caused by
pancreaticobiliary cancer
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Risk of Pancreatic Cancer in Relation
to ABO Blood Group and Hepatitis C
Virus Infection in Korea: A
Case-Control Study
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Comparison of capecitabine and
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Efficacy of argon plasma coagulation
in the treatment of radiation—induced
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