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Supporting Participants In Cancer Clinical Trials

Content of today's presentation

1. Characteristics of patients participating in cancer
clinical trials

2. Specific support for patients provided by CRCs

« Support before administration
e Support during administration
e Support after completing administration

3. Summary
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1. Characteristics of patients participating in
cancer clinical trials

The participants are patients with cancer
. Adverse drug reactions are unavoidable and varied
Participants have diverse treatment histories

Patients face various anxieties and stresses
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Supporting Participants In Cancer Clinical Trials

Content of today's presentation

1.

2. Specific support for patients provided by CRCs

e Support before administration
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2. Specific support for patients provided by CRCs

* Medical chart screening

« Attendance during informed consent

« Supplementary explanation after informed consent
« Support during obtaining consent

 Schedule arrangements from screening tests through
the first dose

« Confirmation of eligibility
« Schedule arrangements from the day of the first dose
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Medical chart screening
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Eligibility criteria confirmation sheet
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Attendance during informed consent

« Confirm the content of the doctor’s explanation

» Confirm the patient’s response
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Supplementary explanation after informed
consent

* Know the patient

« Content and points to be emphasized during the
supplementary explanation
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Supplementary explanation after informed consent
-Know the patient-

First, confirm the following.

e Patient's personality

e Current medication(s)

e Work situation

e Family structure (who is the key person?)
e Place of residence (as an outpatient)

e Family support system
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Supplementary explanation after informed consent

- Content and points to be emphasized during the supplementary explanation -

* Explanation of specific
content (frequency of
hospital visits, test
content, how to take study
drug)

* Supplementary
explanation regarding
adverse drug reactions

* Check level of
understanding
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Eligibility. Subject schedule_PRTv3.0.xlsx

Schedule (protocol trial) [Cohort A]  Subject ID code:xxx—xxx

case Subject number: xxx—xxx

*Please enter the study drug administration date within the red borders. Inputting Day 1
automatically calculates the prescribed study drug administration date and testing dates
for each cycle and the associated allowance.

ltem Screenin Course 1 Course 2 Course 3
°l a1 (Day 1) (Day 1)
) Prresrcrribrerd rdarte 7 2021/10/27 2021/10/27 202111117
(automatic calculation)
Study drug administration day (Within 11/2 11/16
allowance registration ~ ~
(automatic calculation) day +14 days) 11/4 1118
Study drug (ees)
administration day
Study drug administration day
allowance
(automatic calculation)
(assessment before starting
from course 2 onward: =2 days)
Test implementation day
Consent ©
Subject background ©
ECOG-PS, KPS © @] ©
Blood test, biological examination @ © (@] ©

Protocol number:

I cicton ecor:

(

) course

Please take after breakfast / after

dinner on () month (

) day.

Your medication per dose is

15 mg (white) tablet, 20 mg (pale red)
tablet

Take twice a day (after breakfast, after dinner)

After taking for m consecutive days, stop taking the
medication for m days, then continue to take the medication
for a further m consecutive days.

If you experience any unusual symptoms, please contact your
attending physician at any time.

Please put a check mark next to the item matching the medication status.

Medication date

Date

After breakfast

After dinner

Entry example

9

Took medication

[ Did not take
medication

7] Took medication

[ Did not take
medication

[ Took medication

[ Took medication

medication

Day 1 / [ Did not take [ Did not take
medication medication
[] Took medication | [] Took medication
Day 2 / [ Did not take [ Did not take

medication
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Support during obtaining consent

# [Physician-led clinical trial: ]

[ ) Are ethlcal Consideratlons Subject ID number:
(S)

CO n S i d e re d ? (0) [Clinical trial explanation]

The content was explained by the doctor using the informed consent form, and the CRC provided
supplementary explanation.

Name of clinical trial:

o E n S u ri n g eth i CS an d « Informed consent form version: Version 4.0

Optional items: Do not consent
- . » Information explained to: Patient, patient’'s husband
re p ro d u CI b I I Ity » Time allocated to explanation: Sufficient time was taken to explain the clinical trial
» Main questions
Question about how to take the study drug
» Answer to question: Take one capsule orally per day. No set time or and may be taken
with/without food.
» Understanding of answer: The patient nodded when hearing the doctor’s explanation,
and she understood the explanation.
» Material provided to patient: Consent form, summary of compensation, clinical trial
participation card

[Consent to participate in clinical trial]

» The subject understands the content of the clinical trial, and written consent to participate in the
clinical trial was confirmed with the subject after fully considering participation in the clinical trial.
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chedule arrangements from screening tests

to the first dose

Point 1:

* Arrange the schedule with
due consideration for the
patient and the scheduling
status of tests, etc.

* Create management tools

Secondary use of any contents of this site for commercial purposes is prohibited.

Name of clinical trial: ee

Within 14 days

Within 14 days

[Obtaining consent]
O Ancillary research (This study ICF: O (1) Blood test O (2) Pathology ) O Ancillary research ICF
O Screening name list O Clinical trial flag / Submission to Medical Affairs Division

Ancillary research
* This study ICF (1): Ancillary research blood sample 5 ml (within 14 days before registration)
« This study ICF (2): Biopsy FFPE: 3 to 8 um 15 slides (25 unstained slides for independent central review)

« Ancillary research ICF: (Biopsy)

* Buccal swab x 1 (collect within 14 days before registration)

* FFPE: 3 to 8 um 15 slides (collect with biopsy)

« Biopsy: Needle biopsy sample x1, endoscopy sample x2,
lymph node resection sample 5 mm square x1

[Screening test] (Conduct within 14 days before registration)
O Blood draw (biochemistry, blood, immunology, hormones), general urinalysis

Deployment — Department of Internal Medicine, Clinical Laboratory, order from ee trial,

request update of instruction list for inpatient treatment
O Peripheral blood ee quantitative test (blood collection tube for clinical trial is available)
O Infectious disease tests (HBs antigen, HBs antibody, HBc antibody, HCV antibody, HIV antibody)

(within 3 months before registration)
O 12-lead ECG (in hospital)
O Chest X-ray
O Contrast CT (from skull base to pelvis, including inguinal area) Simple CT is possible if patient has allergies, etc.
O PET-CT (not essential if difficult due to physical condition) (within 30 days before registration)
(Comment: please use the 8-point scale)

O Bone marrow aspiration or bone marrow biopsy (CLOT sample is OK/ OK if bone marrow infiltration is known)

(within 30 days before registration)
O Pathology at diagnosis (stored sample is OK) FFPE unstained 5 um 25 slides
O Pregnancy test (only in women of childbearing age)
O PS (0-2)
O Vital signs (T, P, BP, Sp0O2), weight, height
*Tests conducted prior to consent may be used with proper records.

Registration Register with EDC. Clinical trial number (eee) and registration order (001, 002...)

Cycle 1, Day 1 (Outpatient or Inpatient)

« 218 years: Administered dose ee mg/day (fixed dose)

» <18 years: e mg/kg/day (calculate dose!)

* Name of study drug: Administer over 60 mins + 15 mins. Once every 3 weeks. Up to 2 years.

* Measure vital signs every 15 mins (+ 5 mins) during administration, and 30 mins (+ 10 mins) after administration
O Physical findings

O Vital signs. Weight. SpO2

oPs
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Schedule arrangements from screening tests
to the first dose

Point 2:

= Conducting screening tests to align with the first administration
date

Setting the date of the first administration:

@ Is the patient able to come to the hospital throughout the clinical
trial period?

@ Consider the convenience of the patient, such as work and school.

= Share the schedule with the patient throughout the clinical trial.
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Confirmation of eligibility
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Schedule arrangements from the day of the first dose
« Use various management tools

© Overall trial schedule
(provided by clinical trial sponsor)

© Tasks conducted at each visit

(created by CRC)
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Schedule arrangements from the day of the first dose

© Tests conducted based on a unique
schedule (created by a CRC)
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© Memo handed to the patient
(created by a CRC)
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Supporting Participants In Cancer Clinical Trials

Content of today's presentation

1.

2. Specific support for patients provided by CRCs

e Support during administration

Secondary use of any contents of this site for commercial purposes is prohibited. ICRweb: https://www.icrweb.jp/icr_index.php?lang=en



____Z g

2. Specific support for patients provided by CRC
-Support during administration-

Confirm implementation of prescribed tests
e Interview with patient
e Management of study drug

e Confirm test results (dosing criteria,dose suspension
criteria, dose reduction criteria)

e Report before medical examination
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Interviewing patients

Interview location : environment that
considers privacy
(private room,
iIndividual booth)
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Interviewing patients

Interview content

* Confirm prescribed tests (vital signs, etc.)
e Adverse events
* Confirm concomitant medication

* Confirm the content of tests and time of medical
examination for the next hospital visit
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Interviewing patients

Support for early detection of adverse events

 Confirm the contact detalls, contact method, and
avallable contact times

» Confirm emergency contact details for night-time and
holidays

» Specific methods of using the clinical trial participation
card

* Suitable timing for contact from the CRC
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Interviewing patients

Hints for the conversation...

* Closed and open guestions

« Be aware of 5W1H
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Study drug management

Prepare a prescription set

]

For drip infusions : Check dose, administration time,
premedication, and post-infusion
flush medication.

For oral medication : Check dose, dosing method,
relationship with meals, and
- storage method.
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Study drug management

Causes of incorrect dosing

(1 Causes on the medical personnel side
(2 Causes on the patient side

@ Causes due to interaction between the patient
and medical personnel
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Study drug management

= Efforts to improve compliance/adherence in medical care

s _ _ N
Compliance is...
A concept stating that patients receive medical care as
\instructed by medical professionals )
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Study drug management

Drug is used correctly

Present time (drug compliance = good)

Medication adherence Medication adherence

O JAN

Future Sustainable Not sustainable

Source: What is the difference between “Drug compliance” and “Drug adherence”?
~ Assessment of changes in medical awareness and potential risks ~
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Supporting Participants In Cancer Clinical Trials

Content of today's presentation

1.

2. Specific support for patients provided by CRCs

« Support after completing administration
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2. Specific support for patients provided by CRCs
Support after completing administration

e Support at discontinuing administration

* Follow-up
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Support at discontinuing administration

(1 Schedule arrangements for tests at discontinuation

* Next treatment available = Support to ensure prompt transition
* Transfer = When is the last hospital visit?

(@ Adverse events follow-up, confirm matters that still
require strict adherence

Hand over to nurses and other departments

©)
4 Psychological support
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Follow-up

D Confirm frequency and content

2 Confirm survival
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3. Summary

To protect the human rights of the patient...
» A space that considers the privacy of the patient
« Environment and atmosphere that makes it easy to converse
« Confirm ethical considerations

To ensure the quality of the clinical trial...
* Prepare and use management tools
* Prepare and systematize study drug prescription sets

To ensure the safety of the patient...
« Communication skills, information-gathering skills
« Improved adherence
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Thank you for your kind attention.
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