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A “clinical trial” is different from a normal medical examination. In a clinical trial, researchers study new medicines and treatments to see how safe they are and how well they work. As we explain the details about this clinical trial, please tell us at any time if you decide you don’t want to take part in it. Please ask us any questions you may have. You can also talk it over with your family before deciding. Your decision not to take part will not change the quality of the care you receive.

Name of your clinical research coordinator (CRC):

Name of your doctor:

- What’s a clinical trial? -



What kind of clinical trial is this?
* Please read this entire document before deciding whether to participate in the clinical trial.



What kind of investigational product will I receive?
>>> for details, please see page 8.	Comment by User guide: -Select all text in the document using Ctrl+A
-Right-click and select “Update Field”
· Investigational product (IP)
<First period> 　  ABCnib or XYZmab
<Second period>  ABCnib
· Formulations and instructions for use 	Comment by User guide: Do not describe the mechanism of the disease, the mechanism of action of the drug, or whether it is approved.
Describe Benefits and Risks, such as the need for hospital IV administration, in the “Formulation and instructions for use”section.
· ABCnib…tablet (1 tablet once a day) or liquid (6-18 mL twice a day)
[bookmark: _Hlk216980929]You can take the drug anywhere.
· XYZmab…infusion (once every 2 weeks. About 1 hour is needed for each infusion.)

The following symptoms might occur　　>>> for details, please see page 8.	Comment by User guide: Follow the rules for entries in Chapter 6.
Describe list only the symptoms without indicating their frequency of occurrence.
he following events have occurred in people who have used the IPs.
[bookmark: _Hlk217202657]<ABCnib>
· Cold symptoms in the nose and throat
· Feeling sick
· Itchy skin or hives
<XYZmab>
· Cold symptoms in the nose and throat
· Headache
· Hives
[bookmark: _Hlk217203077]In rare cases, regardless of the IP used, the following symptom may occur.
· Trouble breathing
If you feel unwell, get injured or experience anything unusual, please contact us.


Duration?　　　   　　　　　　　　　　　 >>> for details, please see page 6.
5 years maximum, including Period I (6 months maximum) and Period II (3 years maximum）


Schedule?　　　　　            　　　　>>> for details, please see page 10.
治験実施医療機関名：
治験実施計画書番号：
アセント文書C
版番号：
作成日：


Name of Hospital:
Informed Assent Form C
Protocol Number: 
Version:
Date:









	[bookmark: _Hlk182229853]
	Duration
	Frequency

	1st
	All of month 1
	Once a week

	
	Thereafter
	Once every 
4 weeks


	
	Duration
	Frequency

	2nd
	All of month 1
	Once a week

	
	Months 2-4
	Every 4 weeks

	
	Thereafter
	Every 3 months



· You will be asked to take a pharmacokinetics test, answer a questionnaire, and keep a clinical trial diary (everyday), etc.
· You will need to spend one night in the hospital to take the pharmacokinetics test.

What you need to do during the clinical　>>> for details, please see page 15.
· Don’t eat anything on the day you visit the hospital.
· Don’t exercise hard on the day before your visit.

· If you have any questions or concerns, please ask your family or your doctor.
· You are free to decide whether or not to participate.
· You also have the right to stop participating even after giving your consent. If you decide not to take part, your decision will not affect the quality of care you receive in the future.
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[bookmark: _Toc234849118]1　 What’s a clinical trial?  



Medical treatments used today are based on a lot of research.Researchers test different chemicals to see if they might be useful for treating a disease. They often test new chemicals on living things like mice before they are used with people.

Pre-clinical test 
5-10 years

The researchers continue to collect information about the benefits and risks of using the IP from many patients.
On-market
After the clinical trial is over, the drug company sends the results to the government to be checked by experts. If the government experts think the IP is safe and effective, it gets approved as a new medicine for use with patients.
Inspection/
Approval
Clinical 
　trial

After a new chemical passes the pre-clinical test, it is tested with human volunteers in a clinical trial. The chemical is now called an “investigational product” (IP) and is tested in three phases.

Phase1
Researchers give the IP to healthy volunteers and/or patients to check its safety (whether the IP is safe to use). They then
measure how much of the IP gets absorbed and how much of it passes through the body.
Phase2
Only a few patients get the IP. In those who receive the IP, the researchers measure the benefits, risks, and the best amount (dosage) for making patients better.
Phase3
Now, the researchers give the IP to many more patients to see how well it works, what the risks are, and what the best dosage is.
5-10 years

	

	



























This clinical trial is called a PhaseX clinical trial.

(When preparing the protocol for an observational study within a combined observational and interventional trial, use the following diagram as appropriate.)
Medical treatments used today are based on a lot of research.
[image: ]Researchers test different chemicals to see if they might be useful for treating a disease. They often test new chemicals on living things like mice before they are used with people.

Pre-clinical test 

5-10 years





The Clinical trial
A clinical trial is a test of an experimental drug, called “investigational product (IP),” using human subjects.



Observational study
In this clinical trial, due to the small number of patients with the target disease, an observational study will be conducted before the trial begins. This observational study will involve medical examinations and tests to collect the results. The IP will not be used at this time.

5-10 years





Clinical trial
The IP will be tested on patients who have participated in the observational study. Its risks (whether it is safe to use), dosage, and the time it needs to be absorbed by, then passed
from, the body are studied. Then a standard dosage is decided.

[image: ]




The researchers continue to collect information about the benefits and risks of using the IP from many patients.
On-market
After the clinical trial is over, the drug company sends the results to the government to be checked by experts. If the government experts think the IP is safe and effective, it gets approved as a new medicine for use with patients.
Inspection/
Approval









After the observational phase of the study is over, we will provide further explanations about the parts of the clinical trial that follow.
[bookmark: _Toc234849119]
2　 Disease and the investigational product	Comment by User guide: Delete “Disease and” if the clinical trial is for a vaccine or diagnostic agent.  



About {name of disease}	Comment by User guide: Delete “About {name of disease}” if the clinical trial is for a vaccine or diagnostic agent.
Explain in writing the disease targeted by the test vaccines or diagnostic agent in “About {name of investigational product}” if necessary.
→Details

[bookmark: 治験薬について]About {name of investigational product}
In this clinical trial, you will be asked to take tablets of {name of investigational product}, which is being developed by {name of Pharmaceutical Company}. Doctors believe that the IP may have the following effects: { 1) effect, 2) effect}

(Additional information: in case it is not approved in Japan) 

{name of investigational product} is commonly used to help patients with {name of disease} all over the world but {name of investigational product} has still not been approved for use in Japan.

(Additional information: in case a similar medicine has been approved)

Currently only {name of similar medicine} is available in Japan to treat {name of disease}, but {name of investigational product} works differently from {name of similar medicine}. Here’s how:
{difference between the two} 
A clinical trial gives researchers a chance to test new drugs so that patients have more choices about their treatment in the future. 



[bookmark: _Toc234849120]
3　 The purpose of this clinical trial  



(Example)
This clinical trial is called a Phase {number of phase} clinical trial. The purpose of this clinical trial is to measure the effectiveness and risks of using the IP in patients with {name of disease}.	Comment by User guide: Delate “the effectiveness” in case of first phase trials.
During the trial, researchers will measure how much of the IP is absorbed by the body and how much passes through.

  


[bookmark: _Toc234849121]4　 Taking part

To qualify to take part in this clinical trial, you must meet the following requirements.

Requirements	Comment by User guide: List the inclusion criteria and exclusion criteria. Note that matters concerning consent and pregnancy are covered in separate chapters and are therefore not included in this section.
Also not describe items related to test results (as they would require explanation of terminology).
1) You are 2-17 years old.
2) You have a diagnosis of XXXX.
3) You have experienced an episode requiring XYZ medication within the past six months
4)

You can’t take part if you have even one of following.
1) 
2) 
3)
4)
5)
6)

Even if you meet all the requirements, you may still not be able to participate depending on your medical examination results.
[bookmark: _Toc234849122]5　 How will the clinical trial work?  



Number of people taking part
Example 1
15 people in Japan
Example 2
15 people in Japan and 60 people from other countries

[bookmark: 治験の参加期間]How long with this clinical trial last?
This clinical trial will last 6 weeks from the time you decide to take part in it.
	{Number} days
	Screening examination 
(Medical examinations to check that you can take part)

	{Number} Weeks
	Using the IP

	{Number} Weeks 
	Observation (medical examinations to check for differences before and after taking the IP)



Type of IP and directions for taking it
[bookmark: _Hlk217495598](Example)
[bookmark: _Hlk217495389]The IPs are ABCnib or XYZmab. 
You will take one tablet of {ABCnib} once a day.
Insert a photo of investigational product







You will get an infusion of {XYZmab} once every 2 weeks. About 1 hour is needed for each infusion.



(Example)
(In case of placebo)
If you are one of the participants who receive the IP, you will receive it in one of three ways, called “regimens (REH-ji-menz).”
A. You will be given lots of {name of investigational product};	Comment by User guide: The English version uses an English font. Since English fonts lack symbols like “①”, we have replaced them with simple numbers (1, 2, ...) or letters.
B. You will be given a small amount of {name of investigational product}; OR
C. You will be taking something that looks like {name of investigational product} but doesn’t contain the product at all, called a “placebo” (pluh-SEE-bo).
Same appearance
Different components
“{name of IP}”
v[image: ]
v[image: ]
v[image: ]
v[image: ]
A
Large amount of {name of IP}
v[image: ]
v[image: ]
B
Small amount of {name of IP}
C
No {name of IP} at all! (Placebo)










[image: C:\Users\nagafuchi-n\AppData\Local\Microsoft\Windows\INetCache\Content.Word\medical_tablet1_white_dot2-2.png]If you receive a regimen containing {name of IP} (tablet A or B), you may get better or worse, as we will explain in “Chapter 6: Potential risks and benefits.”
If you receive a regimen containing a large amount of the IP {name of IP}, you may experience a stronger effect than if you receive a regimen containing less of the IP. However, a large amount of the IP is also more likely to cause side effects or worsen your symptoms.
If you get the placebo (tablet C), your condition will not change or may even become worse because it doesn’t do anything.






	Comment by User guide: We made a slight change to the illustration containing Japanese text. Concerned that words might carry too much meaning, we replaced them with symbols. we also changed all other sections to use the same illustration.Why use a placebo?
Some people feel better after taking a placebo because they believe it is working. Researchers use placebos so that 
they can get a better idea of how the IP is working by comparison. In this way, researchers can measure {name of IP}’s effectiveness and its health risks accurately.




[image: ]





Which regimen you get will be decided automatically and even you, your parents, and the researchers will not know until after the clinical trial is over. If you want to know, your doctors will tell you which regimen you received after the clinical trial is over.
If you feel sick or feel uncomfortable during this trial, please do not hesitate to tell your parents or the researchers right away. The researchers will examine you carefully and give you something to make you feel better. Also, if your test results show that it’s unsafe for you to continue, the researchers may stop your participation. 
You can quit the clinical trial anytime you wish. Your decision to quit will not affect the quality of the care you receive. Please tell the researchers or the CRC if you want to quit.

(In case a Forced titration)
First, you’ll be asked to take small amounts of the investigational product, then bigger amounts every three days while the researchers check to make sure that everything is OK with your health. This is important to judge what amount is best for patients of the same age and weight as you.

(In case a Dose titration)Example
First, you’ll be asked to take small amounts of the investigational product, then bigger amounts gradually until the researchers see an effect. Meanwhile, the researchers will check to make sure that everything is OK with your health. This is important to judge what amount is best for patients of the same age and weight as you.	Comment by User guide: Modify or delete as appropriate in case of first phase trials.

Every 3 days
Every 3 days



	
	1st day
	4th day
	7th day
	…

	Dose
	
	[image: C:\Users\nagafuchi-n\AppData\Local\Microsoft\Windows\INetCache\Content.Word\medical_tablet1_white.png]
	
	



Dosage
Days
Day 1
Day 4
Day 7
The number of times you take it is the same but the amount in each tablet increases.












12
Schedule
You will be asked to take the following medical examinations according to the schedule below.
	
	Screening examination
	Period of IP use (Period 1)

	Time
	
	Start
	Week 1
	Week 2
	Week 3
	Week 4
	Week 8
	Week 12
	Week 16
	Week 20
	Week 24

	
	
	
	(±3 days)
	
	
	
	
	
	
	
	

	Explanation / Consent
	X
	
	
	
	
	
	
	
	
	
	

	Medical examination
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Blood pressure
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Pulse
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Body temperature
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Urine test
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Blood test
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	IP in blood
	X
	X
	X
	
	
	X
	
	X
	
	X
	

	Electrocardiogram
	X
	
	
	
	
	
	
	
	
	
	

	Diary
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Genetic testing *
	X
	
	
	
	
	
	
	
	
	
	


*We will explain the details in Chapter 11.	Comment by User guide: Describe when undergoing genetic testing.

Schedule following Period 1
	
	Period of IP use (Period 2)
	Maintenance period
	Observation
period

	Time
	Week 25
	Week 26
	Week 27
	Week 28
	Week 32
	Week 36
	40th
week
	Every 12 weeks
until Week 144
	Every 12 weeks
	30 days from the final IP dose

	 
	(±3 days)
	
	
	
	
	
	
	
	
	

	Explanation / Consent
	
	
	
	
	
	
	
	
	
	

	Medical examination
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Blood pressure
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Pulse
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Body temperature
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Urine test
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Blood test
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	IP in blood
	X
	X
	
	
	X
	
	X
	
	X
	

	Electrocardiogram
	
	
	
	
	
	
	
	
	
	

	Diary
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Genetic testing *
	
	
	
	
	
	
	
	
	
	



*We will explain the details in Chapter 11.	Comment by User guide: Describe when undergoing genetic testing.
Example
Electrocardiogram
This test examines your heart's activity. It records the electrical signals generated by your heart's movements as a graph.
We will ask you to lie down on a bed so we can attach large clothespin-like devices to both arms and legs. We will also put stickers at six places on your chest. The areas where we put the stickers may feel cold or ticklish. We will ask you to relax and not be nervous. The test will be over quickly.

Measuring the IP in your blood
Once you take the IP, it gets into your blood and circulates through your body. By testing your blood, we will measure how much of the IP there is in your blood and how well it is working. We will take a sample of your blood {number} times after you start taking the IP at scheduled times and dates. On some days, we may ask you to visit the hospital without taking the IP. In this case, we may take a blood sample once or more on the same day. If we decide to take multiple blood samples on the same day, we may do so either by (1) using a normal injection needle or (2) inserting a soft tube into your vein. You may have some pain or feel a little sick during a blood test. There will be about five blood tests during the clinical trial.
[bookmark: _Hlk69377604]To measure the amount of the drug in your blood, you may be asked to visit the hospital even on a day when you aren’t scheduled to take the IP.





[bookmark: _Toc234849123][bookmark: _Hlk217202034]
6　 Potential risks and expected or anticipated benefits  



Expected or anticipated benefits
[bookmark: _Hlk217496768][bookmark: _Hlk217496855]Even if you receive {name of investigational product} during this clinical trial, you may or may not get any benefits because research on this IP is on-going. The effectiveness of the treatment depends on the person taking it. Please note that the placebo does not contain any of the active ingredients in the IP that can give you any benefits.

Potential risks	Comment by User guide: Rules for describing “Potential risks”
-Do not list adverse events and adverse drug reactions separately.
-Include up to 5 descriptions.
The prioritization of events (e.g., high-frequency events, rare but life-threatening events) varies depending on the target disease and trial design, and should be determined for each trial.

-Prioritize the symptoms that are subjective and require prevention.
-List in the order of “Adverse Event Name (Occurrence Frequency)”.
Even if you distinguish occurrences differing by a few percentage points, readers won't know how to interpret them. Express occurrence frequency as “about 1 in XX people” and follow these rules:
・XX shall be limited to the numbers 2, 3, 5, 10, and 100.
・The frequency of occurrence shall be indicated as follows:
-1 out of 2 patients: 50% or more
-1 out of 3 patients; 33.3% or more, less than 50%
-1 out of 5 patients; 20% or more, less than 33.3%
-1 out of 10 patients; 10% or more, less than 20%
-1 out of 100 patients; 1% or more, less than 10%
-In rare cases, Less than 1%
You may have to tke frequent medical exams (blood test, X-ray etc.). 
You may also get one or more of the following symptoms. 
(Example)
[bookmark: _Hlk217497002]<ABCnib>
· [bookmark: _Hlk217497058]1 of 3 patients may get cold symptoms in the nose and throat.
· 1 of 10 patients may feel sick.
· [bookmark: _Hlk217497114]1 of 10 patients may feel itchy or get hives.

<XYZmab>
· 1 of 3 patients may get cold symptoms in the nose and throat.
· [bookmark: _Hlk217497262]1 of 3 patients may get a headache.
· 1 of 5 patients may feel sick.
· 1 of 5 patients may get hives.
<ABCnib・XYZmab common>
· A very few patients may have trouble breathing.

You may also get other symptoms, but we’ll look after you carefully. Please tell us or your family if you feel sick or uncomfortable. 
Everything you can tell us about how you feel will be very helpful.
We will give you a treatment to make you feel better if needed.

[bookmark: _Toc234849124][bookmark: 守らなければいけないこと]
7　 What you need to do during the clinical　trial  



1) See your doctor when you’re supposed to	Comment by User guide: Use the following order of priority for reference in “7. Promises for you to keep during the clinical”
-Topics related to daily life (restrictions on diet and exercise)
-Topics related to the IP (fixed times, method of administration, etc.)
-When to see a doctor, precautions when taking other medication or visiting another hospital.
-Activities required for the collection of clinical trial data (e.g., patient diary)
-Topics concerning fertility, reproduction

Your doctor will examine you often to check if the IP is effective and to make sure that your health is OK.

2) Always ask your family if it’s OK to take any other medicine
Some medicines can’t be taken during the clinical trial. If you feel sick, before you take another medicine besides the IP be sure to ask your family if it’s allowed. Please also write down (or ask your parents to write down) the name of the medicine and date you took it in your medical diary.

3) Tell us about any other treatments
Please tell your parents and the researchers in advance if you intend to receive another treatment for any other illness, including dental treatments.

4) Bring your “clinical trial card” whenever you go to another hospital or pharmacy
If you go to another hospital, please show your “clinical trial card” to the doctors there and tell them that you are taking part in a clinical trial and are not allowed to take certain medicines.

5) Keep a diary for during your clinical trial
Please keep a trial diary with your family and write down each of the times you’ve taken the IP and how you felt afterwards. Please bring the diary with you whenever you visit the hospital and show it to your doctors.
(For electronic diaries)
If you are asked to keep an electronic diary, you will need to use the app called "{app name}". Please have your parents or legal representative install this app on their smartphone. If they do not have a smartphone, they may borrow an electronic device for this purpose. This device is provided solely for the purpose of collecting trial-related information. Please do not use it for any other purpose. No one besides you or your legal representative should use it. Please promptly return the device after the data entry period ends.
Additionally, whenever possible, please have the same person monitor and record your condition throughout the entire trial.

6) Bring all left-over IP to the hospital
Please don’t throw away any leftover IP, including empty containers and bags. Give them to your parents for safekeeping and bring all of it to the hospital.

7) Birth control during the clinical trial
The researchers cannot say yet how taking the IP may affect the reproductive function (ability to have a baby) or the ability to breast feed a baby. For this reason, if you are a girl, you MUST NOT get pregnant during the clinical trial. If you are a boy, you MUST NOT get your girlfriend pregnant. Please be sure to use contraception (a method of preventing having a baby) if you engage in sexual activity that could lead to pregnancy. Please discuss your contraceptive method with your family and doctor.

-For girls
If you discover that you are pregnant, please tell your parents or the researchers right away so that you can stop taking part in the clinical trial.

-For boys 
If you find that your partner has become pregnant, please tell your parents or the researchers right away so that your partner and her baby can be examined to make sure they’re OK. 

* Add an explanation about contraception by referring to the text suggestions as necessary (see: For women, For men, Contraception).

8) [bookmark: _Hlk217498472]Please do not post anything about this clinical trial or the IP on social media* or similar platforms.
Because the IP is still being developed, you are not allowed to tell others about this clinical trial or the IP via social media, websites, newspapers, advertisements, magazines, etc. or to discuss it with other trial participants. This includes any information about the trial materials, test details, experiences with the IP, and your symptoms. You are also prohibited from giving the informed consent form, assent form, and the IP to anyone else. Telling other people about the clinical trial or IP could significantly impact the results of the trial and how the trial will be conducted in the future.
You are free to mention your participation in the clinical trial to your friends, but you are asked not to discuss the details with them. 
*SNS: Social Networking Service. Examples include Instagram, Facebook, X, TikTok, LINE, etc.

[bookmark: _Toc234849125]8　 Other treatment options if you don’t take part  



You can receive other treatments that have already been approved even if you decide not to take part in this clinical trial.
(example)
TableX
	Procedures / medications
	Instructions
	Features, side effects, etc.

	(example) Genotropin
	One injection a day using a pen-type injector.
	

	XXX
	One tablet a day.
	

	
	
	





[bookmark: _Toc234849126]9　 Updates 



Whenever we find any new information about the IP during the clinical trial (for example, the good and bad effects it may have on humans), we’ll let you know right away. Based on this new information, you can decide whether or not to continue. Please don’t hesitate to ask us anything at all!


  


[bookmark: _Toc234849127]10　Withdrawing from participation
[bookmark: _Toc2167464]
You may be asked to stop taking part if you do not follow the rules in Chapter 7. Also, the clinical trial or your participation in it may be stopped for any of the following reasons.
1) You and your parents or guardians have decided to stop your participation.
2) After the start of the clinical trial, the doctors discover a reason why you cannot continue participating. 
3) (If you are a girl) You’ve become pregnant.
4) The doctors have decided you should not continue because something is wrong with your health or the IP is not working for you OR it may give you severe side effects or injuries.
5) The drug company that makes the IP has decided to stop the trial.
6) The Institutional Review Board has decided to stop the trial.













The researchers will continue to examine you and give you other treatments even if you stop taking part in the trial. You may receive additional medical examinations to make sure your health is OK when or after you withdraw. 



[bookmark: _Toc234849128]11　Genetic testing  



 This clinical trial includes genetic testing. Your genetic test concerns your family and your future children.
What does “genetic” mean?
Our bodies are made up of various types of cell, most of which contain a “blueprint” of our body called the genome. The genome is made up of individual genes which make it possible for parents to pass traits on to their children. Some genes are related
to traits like height and eye color, as well as to how your body reacts to certain medications and whether it can get any diseases. All of us carry genetic information from each of our biological parents.











Genetic testing: purpose and procedure
(Example1: in case the gene to be studied is predetermined (to assess efficacy and safety))
The purpose of genetic testing in this trial is to find out how well the IP is working in patients depending on specific differences in their genetic information. 

(Example2：in case to diagnose)
The researchers will ask you and the other participants to take a genetic test to diagnose {name of disease}. Those who receive a diagnosis of {name of disease} can then take part in the clinical trial.
Please note that if your gene type is not the type required for this trial, you will not be able to participate.	Comment by User guide: Indicate when only individuals with the target genotype may participate or continue.
Regardless of your gene type, you can continue participating in this clinical trial.	Comment by User guide: Indicate when continuation is possible even if the genotype is not the target one.

(Example3 : in case that the target gene is predetermined (research on disease-related genes))
The sole aim of genetic testing in this clinical trial is to find out which of your genes are specifically related to {name of disease}.

(Example4 : in case that the target gene has not been determined (there is a possibility of investigating another gene in the future))
To study the relationship between {the IP} and {disease name}, future research may more broadly include other potentially related genes. However, at the moment, there are no specific genetic features that could be the topic of such studies or any specific dates for conducting such research. As our knowledge of genes increases with progress in genetic testing technology, the number of research topics may increase as well.

On week {number} of your hospital visits, you will receive several tests, and {quantity} ml of blood will be collected for testing. The blood used for genetic testing will be kept by a special agency for a maximum of {period}, then will be safely disposed of.

Potential risks and benefits
(Example 1)
Genetic testing will not give any benefits to you personally, but it may be used to develop new treatments and medicines that can help many people in the future. Some people feel anxious about their genetic test results. Also, there is a risk that your genetic test results, which are part of your private information, might be leaked. However, {Pharmaceutical Company Name (Abbreviation)} has promised to control your genetic test information strictly so that it doesn’t become public. 
{quantity} ml of blood will be collected for genetic testing at week {number} along with samples for other tests. The total number of blood tests you need to take will remain the same.

(Example 2)
The results of genetic testing may enable your condition to be diagnosed more accurately and may be helpful in developing future treatments. There is almost no direct benefit to you {name of disease} from this test.
If you are told the results of your genetic test, you may experience anxiety about your health or about unexpected and undesirable impacts on your social life. Also, the facts discovered by genetic testing (i.e., your genetic information) may be transmissible to your children. For these reasons, {Pharmaceutical Company Name (Abbreviation)} will keep the results of your genetic test strictly confidential.

Disclosure of your genetic test results
(Example 1)
The researchers cannot tell you the results of your genetic test.

(Example 2)
Please ask your parents or the researchers if you want to know the results of your genetic test.
It may take some time until the results of your test are available. You may talk to a genetic counselor if you wish.

Before you take a genetic test
(Example1 : In case of required screening)
To take part in this clinical trial, you need to take a genetic test. Before you agree to take part, please consider carefully whether you want to receive a genetic test as a condition for participating.
You can withdraw from the trial at any time if you change your mind. If you quit the trial, your blood sample will be safely disposed of, but any data we get before you quit will be kept for further study related to this trial. 

(Example2 : In case pf voluntary screening)
Taking a genetic test is completely up to you. Please think it over carefully with your parents before deciding either way. 
Please let your parents and the researchers know right away if you don’t want to take part or if you change your mind after starting the trial. You can continue to take part in this clinical trial even if you choose not to take a genetic test or decide to stop the test after it has started. 

(Disposal of blood samples and test data: in case that samples will be stored with subjects’ code that can lead to the subjects being identified.)
If you quit the trial, your blood sample will be safely disposed of, but any data we get before you quit will be kept for further study. 

(Disposal of blood samples and test data: in case that samples will be stored without subjects’ code that can lead to the subjects being identified.)
All blood samples for genetic testing will be stored without your name and other private information that can lead to your being identified. Because no one will know who each blood sample belongs to, your blood samples will not be disposed of even if you decide to withdraw from this clinical trial. 

[bookmark: _Toc234849129]
12　Keeping your blood samples over the long-term and using them for future research  



Your blood sample will be preserved for the long term and tested again in the future if further research is needed.
This research may involve any of the following: 
(Example)
· Diagnosis or study of {name of disease}.
· Study of the efficacy and risks of investigational products for the treatment of {name of disease}.
· Study of diseases other than {name of disease} or the development of drugs other than {name of IP}.
At the moment, however, the topics and procedures of these studies have not yet been decided, but they should become clearer with progress in this clinical trial and in various technologies that can be used for research. These additional studies may include tests where your genetic information is disclosed.

You and your parents should decide if you agree to the long-term preservation of your blood samples and their use in further research. You can take part in this clinical trial even if you decide your blood samples should not be preserved in the long-term.

We will stop collecting blood samples from you at any time you wish during this clinical trial. Blood samples for this clinical trial will be stored without your name and other private information that can lead to your being identified. Even if you decide to withdraw from this clinical trial, the blood samples that have already been collected will not be thrown away because they may be useful in the future and in any case your identity as the donor will remain a secret. Also, any data we get from your blood samples before you quit will also be kept for further study.

Please ask the researchers if you wish to know more about future studies. Please remember that these studies may not be started while you are taking part in this trial.

[bookmark: _Toc234849130]13　Privacy policy  



[bookmark: _Toc2167467]“Personal information” refers to information that can be used to identify a person, such as their name, address, phone number, and so on. 
The personal information collected in this clinical trial will include your birthday, medical history, and test results. Your personal information will be given to the pharmaceutical company for safekeeping and will be used in future studies after removing any specific clues that can lead back to you.
An alphanumeric code will be used instead of your name.
Example: 
John Doe→A001






The people at the pharmaceutical company who are in charge of this clinical trial and the workers at the Ministry of Health, Labour and Welfare may check your medical records to make sure that this clinical trial is being done properly. However, when they check your medical records, they will follow strict rules to keep your information from becoming public. Your personal information will never be leaked. 
[bookmark: _Toc234849131]
14　Voluntary participation and withdrawal  



Please think carefully whether or not you want to take part in this clinical trial. Your decision is very important. Of course, you can ask the advice of your family and the researchers. If you decide not to take part, we will give you another treatment that’s already been approved for your condition. Please ask the researchers for details. 
You can quit the trial at any time after discussing your feelings with us and your family. 
Whenever we find any new information about the IP during the clinical trial (for example, the good and bad effects it may have on humans), we’ll let you know right away. Based on this new information, you can decide whether or not to continue. 
While you are receiving the IP, you may be asked to take a medical examination to make sure your health is OK. Please follow the researchers’ directions and ask them or the CRC (clinical research coordinator) if you have any questions or if something is bothering you. Please don’t hesitate to ask us anything at all!


[bookmark: _Toc234849132]15　Institutional Review Board (IRB)  



Clinical trials are done following strict regulations to protect patients’ safety and human rights. All clinical trials need to be approved by the Institutional Review Board (IRB), which monitors the researchers to make sure that they are following the rules, protecting the patients’ rights, and conducting the clinical trial safely. The IRB has already reviewed this clinical trial and has given permission for it to be conducted.





  


[bookmark: _Toc234849133]16　Consultation service

If you want to know more about anything related to the clinical trial or you feel anxious, you can talk to your parents, the researchers or the consulting service below any time you wish. We will be happy to explain everything to you until you and your parents understand completely.
If you experience anything unusual during or after this clinical trial, please tell us right away.

	Name of institution
	(Example) ABC hospital

	Contact
	(Example) clinical trial office

	Phone number
	







	
	
	
	Hospital Copy

	

	Letter of Assent


	I have learned everything I want to know about {name of investigational product} and agree to take part in this clinical trial.

I agree to take a genetic test.
 Yes (disclosure of the results: □ I want to know □ I do not want to know)
 No
Regarding the use of my blood samples for further studies:
 I agree to have my blood samples preserved for the long term.
 I agree to have my blood samples preserved for the long term without tests disclosing my genetic information.
 I wish my blood samples to be disposed of safely.

(Year)　　　 　(Month)　 　　　(Date)
Date of assent:                                              
Name：　　　　　　　　　　　　　　　

	

	[Researcher]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　

	[CRC]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　




	
	
	
	Clinical Trial Office Copy

	

	Letter of Assent


	I have learned everything I want to know about {name of investigational product} and agree to take part in this clinical trial.

I agree to take a genetic test.
 Yes (disclosure of the results: □ I want to know □ I do not want to know)
 No
Regarding the use of my blood samples for further studies:
 I agree to have my blood samples preserved for the long term.
 I agree to have my blood samples preserved for the long term without tests disclosing my genetic information.
 I wish my blood samples to be disposed of safely.

(Year)　　　 　(Month)　 　　　(Date)
Date of assent:                                              
Name：　　　　　　　　　　　　　　　

	

	[Researcher]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　

	[CRC]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　　　




	
	
	
	Patient Copy

	

	Letter of Assent


	I have learned everything I want to know about {name of investigational product} and agree to take part in this clinical trial.

I agree to take a genetic test.
 Yes (disclosure of the results: □ I want to know □ I do not want to know)
 No
Regarding the use of my blood samples for further studies:
 I agree to have my blood samples preserved for the long term.
 I agree to have my blood samples preserved for the long term without tests disclosing my genetic information.
 I wish my blood samples to be disposed of safely.

(Year)　　　 　(Month)　 　　　(Date)
Date of assent:                                              
Name：　　　　　　　　　　　　　　　

	

	[Researcher]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　

	[CRC]
(Year)　　　 　(Month)　 　　　(Date)
Date of explanation:                                          

Name：　　　　　　　　　　　　　　　　
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