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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

• Support during administration

• 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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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

• Collate information 
against selection / 
exclusion criteria

• Confirmation of any 
areas of doubt

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.

⚫ Patient's personality

⚫ Current medication(s)

⚫ Work situation

⚫ Family structure (who is the key person?)

⚫ Place of residence (as an outpatient)

⚫ 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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Support during obtaining consent 

• Are ethical considerations 
considered?

• Ensuring ethics and 
reproducibility
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Schedule 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
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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:

① Is the patient able to come to the hospital throughout the clinical 

trial period?

② 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 

• Check whether the patient 
violates the selection 
criteria or exclusion 
criteria

• The criteria are checked 
by several people

Selection criteria / exclusion criteria checklist
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Schedule arrangements from the day of the first dose

• Use various management tools

◎ Tasks conducted at each visit
(created by CRC)

◎ Overall trial schedule 
(provided by clinical trial sponsor)
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Schedule arrangements from the day of the first dose

◎ Tests conducted based on a unique 
schedule (created by a CRC)

◎ Memo handed to the patient 
(created by a CRC)
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2. Specific support for patients provided by CRC 
-Support during administration-

Confirm implementation of prescribed tests

⚫ Interview with patient

⚫ Management of study drug

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

⚫ Report before medical examination
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Interviewing patients

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

Interview content

• Confirm prescribed tests (vital signs, etc.) 

• 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 details, contact method, and 
available 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 questions

• 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

③ Causes due to interaction between the patient 

and medical personnel
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Adherence is…
A concept stating that the patient agrees with the 
medical care strategy decisions and proactively receives 
medical care

Compliance is…
A concept stating that patients receive medical care as 
instructed by medical professionals

Study drug management

▪ Efforts to improve compliance/adherence in medical care
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Study drug management

Source: What is the difference between “Drug compliance” and “Drug adherence”?  

~ Assessment of changes in medical awareness and potential risks ~ 
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2. Specific support for patients provided by CRCs
Support after completing administration

• 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?

② Adverse events follow-up, confirm matters that still 

require strict adherence

③ Hand over to nurses and other departments

④ Psychological support
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Follow-up

① 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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