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A “clinical research coordinator” is someone who tells you about the medicine that’s going to be tested and helps you with your medical examinations. Ask your clinical research coordinator if you have any questions about this trial.

- What’s a clinical trial? -
Name of your clinical research coordinator:

Name of your doctor:

Pay attention!


	Comment by User guide: This section should be formatted to fit within a single spread (equivalent to two A4 pages).
What kind of clinical trial is this?


What kind of investigational product will you receive? 
>>> for details, please see page 2.	Comment by User guide: How to update page numbers
-Select all text in the document using Ctrl+A
-Right-click and select “Update Field”
· Investigational product (IP)
· ABCnib or XYZmab

· 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.Insert a photo of investigational product

· ABCnib: tablet (once a day) or liquid (twice a day)
You can take the drug anywhere.
· XYZmab: infusion (once every 2 weeks. About 1 hour is needed for each infusion).




One or more of the following things might happen after taking the IP. 
>>> for details, please see page 8.
<ABCnib>
· [image: 時計 が含まれている画像

自動的に生成された説明][image: ][image: ]Cold symptoms in the nose and throat
· Feeling sick
· Itchy skin or hives
· Trouble breathing

[image: ]<HYZmab>
· [image: おもちゃ, 人形 が含まれている画像

自動的に生成された説明][image: ]Cold symptoms in the nose and throat
· Headache
· Itchy skin or hives
· Trouble breathing

If you feel unwell, get injured or experience anything unusual, please contact us.


How long will you participate in this clinical trial?　　　　　
>>> for details, please see page 2.
About 1 year

Your hospital visit schedule　　　 　　　 >>> for details, please see page 6.
医療機関名
アセント文書C
治験名
版番号
作成年月日


Name of Hospital:
Informed Assent Form B
Protocol Number: 
Version:
Date:
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· [image: ]Hospital visit schedule
	All of month 1
	Once a week

	After 2 months
	Once every 4 weeks

	After 6 months
	Once every 3 months



· [image: ][image: ゲームのキャラクター

低い精度で自動的に生成された説明]In addition to the usual tests, you will be asked to take a blood test to measure the amount of IP in your blood and to keep a clinical trial diary (everyday), etc. 
· You will need to spend one night in the hospital to take a blood test to measure the amount of IP in your blood.

What you need to do during the clinical >>> for details, please see page 9.
· Don’t eat anything on the day you visit the hospital.
· Don’t exercise hard on the day before your visit.[image: ロゴ

中程度の精度で自動的に生成された説明][image: テーブル, ケーキ, 座る, 皿 が含まれている画像

自動的に生成された説明]
[image: カップケーキの絵

低い精度で自動的に生成された説明]
[image: 暗い, 明かり, テーブル, ランプ が含まれている画像

自動的に生成された説明][image: 食品 が含まれている画像

自動的に生成された説明][image: プラスチックの容器

低い精度で自動的に生成された説明]· If you have any questions or concerns, please ask your family or your doctor.
· You are free to decide whether or not to participate. Please discuss this with your parents or legal representative.
· 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.

What’s a clinical trial?
1




Many kinds of medicine (drugs) are used to treat different types of disease. But before a chemical (called a “drug candidate”) can be used as a medicine, it needs to be tested for safety.
Researchers do tests to see how well a drug candidate works in a laboratory, often by using animals like mice.
Both healthy and sick people (patients) are asked 
to volunteer to take the drug candidate to see 
the good and bad effects it may have in humans. 
This test of the drug candidate is called a Clinical Trial.
If the experts think that the results are good, the candidate drug becomes a “medicine” which can be used safely to help many patients.
After a clinical trial, we send the results to the government, where experts check them closely.

Clinical Trial
Government
When we do a clinical trial at a hospital, we have strict rules to protect the people taking part. We check if the medical staff are following the rules. We also make sure that this hospital is the right place to do the medical trial.
























Please listen carefully to our explanation about this clinical trial of the drug candidate called {name of an investigational product} and think carefully whether you want to take part. Please ask us any questions you have at any time.
Drug Candidates
2



{name of investigational product} was made to treat the following symptoms of {name of disease}. 	Comment by User guide: Adjust as appropriate to “improve,” “alleviate,” or “reduce frequency” based on symptoms and condition.
Difficulty breathing
Coughing







Drug candidates like {name of investigational product} that are tested in clinical trials are sometimes called “investigational products”.

Clinical Trials
３





What this clinical trial is about
We’re doing this trial to see how well {name of investigational product} can help patients like you who have {name of disease}. We’ll also be checking to see whether it can have any bad effects on your health.

Number of volunteers
20 patients with {disease name} between 8 to 15 years old will take part in this clinical trial.

[bookmark: Duration]Duration
This clinical trial will last about 1 year.

[bookmark: DirectionsForTakingTheIP]Directions for taking the IP
The IPs are ABCnib or XYZmab. 
You will take one tablet of {ABCnib} once a day.
[image: ]Insert a photo of investigational product







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

(Example: in case of using placebo in the trial)
You will help test the IP in one of three ways.
A.	You will be given lots of {name of investigational product};
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
A large amount of {name of IP}
v[image: ]
v[image: ]
B
A small amount of {name of IP}
C
No {name of IP} at all! (Placebo)









If you get the placebo (Tablet C), your condition will not change or may even become worse because it doesn’t do anything.
Which one of the three ways you take the IP will be decided randomly (by chance). Not even the researchers will know!
Whatever the case, we’ll look after you carefully.
If you feel sick or feel uncomfortable, please tell your family or the researchers right away. You can quit the clinical trial anytime you want.
What is a “placebo”?
A placebo looks just like {name of investigational product} but doesn’t contain it at all. However, some people feel better when they take the placebo simply because they believe it works. We use the placebo to compare it with {name of investigational product} so that we get a better idea of how the IP is working and to check if there are any bad effects on your health. For this reason, you may not be one of the participants who get to take the drug.








(Example: Dose titration study)
In case a Forced titration
First, you’ll be asked to take small amounts of the IP, then bigger amounts every three days while we check to make sure that everything is OK with your health. Doing 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.

In case a Dose titration
First, you’ll be asked to take small amounts of the IP, then bigger amounts gradually until we can see an effect while we 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. 
Every 3 days
Every 3 days



	
	1st day
	4th day
	7th day
	…

	Dose
	
	
	
	



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






治験実施医療機関名：
治験実施計画書番号：
アセント文書B
版番号：
作成年月日：
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[bookmark: HowDoesAClinicalTrialWork]How does a clinical trial work?
You will first get medical examinations so that we can tell the difference before and after using the IP.
	Exams
	-
	Start
	 1st week
	 2nd week
	3rd week
	 4th week
	8th week
	12th week
	16th week
	28th week
	40th week
	52th week

	[image: ][image: ]Height
Weight
	X
	X
	
	X
	
	X
	
	X
	
	X
	
	

	[image: ]Blood Pressure
Pulse
	X
	
	X
	
	
	X
	
	X
	
	X
	
	

	[image: ]Examination
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	[image: ]Blood and urine
[image: ]Tests
	X
	X
	
	X
	
	
	X
	
	
	X
	
	

	[image: ]Blood test
(to measure the IP 
in your blood)
	
	X
	
	
	
	X
	
	
	
	
	X
	

	[image: ]Electrocardiogram
	X
	
	
	X
	
	X
	
	X
	
	X
	
	X

	[image: ]Receive the IP
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X




Example
· Electrocardiogram
This test checks how well your heart is working. By placing your hand on your chest, you can feel your heart beating. The electrocardiogram (ECG) is a graph that shows the beating of your heart.
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.

· Investigational product (IP) in your blood
[image: 座る, テーブル, ケーキ が含まれている画像

自動的に生成された説明]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.




What to do at home
· Take the IP according to the schedule you are given.
· Keep a medical diary {name of diary} with your family. 	Comment by User guide: Example entries: Medication diary, seizure diary, etc.


Pros & Cons of the Investigational Product
４



Each candidate drug has pros and cons. Here are the pros and cons of {name of an investigational product} that we know about so far.
< Pros >
Some patients got better after taking a drug which contained some of the active ingredients of {name of investigational product}, but some did not. The effectiveness of the active ingredients seems to be different for each person. Researchers haven’t finished studying {name of an investigational product} yet. 
Please note that the placebo does not have any of the pros listed above.	Comment by User guide: Indicate in writing if the clinical trial is a placebo-controlled comparative study.

[bookmark: Cons]< Cons >	Comment by User guide: Rules for describing “Cons”
-Do not list adverse events and adverse drug reactions separately.
-Include up to 5 descriptions.
-Prioritize the symptoms that are subjective and require prevention.
Use illustrations as much as possible for ease of understanding.
Research has shown that some people experienced one or more of the following bad effects after taking a drug containing some of the active ingredients of {name of investigational product}. Based on this knowledge, we think that the participants in this clinical trial may experience the following:
[image: ]＜ABCnib＞
· 1 of 3 patients may get cold symptoms in the nose and throat.
· [image: ]1 of 10 patients may feel ill. 
· [image: 時計 が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]1 of 100 patients may feel itchy or get hives. 
· A very few patients may have trouble breathing.	Comment by User guide: Indicate in case of “frequency unknown”.	Comment by User guide: Describe “frequency unknown” adverse events in this section.
[image: おもちゃ, 挿絵 が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]
[image: ランプ, 男, 時計 が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]＜XYZmab＞
· [image: 時計, メーター が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]1 of 3 patients may get cold symptoms in the nose and throat.
· [image: 時計 が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]1 of 10 patients may get a headache. 
· [image: おもちゃ, 挿絵 が含まれている画像

AI によって生成されたコンテンツは間違っている可能性があります。]1 of 100 patients may get hives. 
· 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.

What You Need to Do during 
the Clinical Trial
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	Comment by User guide: Use the following order of priority for reference in “5. Promises for You to Keep during the Clinical Trial”
-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
1) [bookmark: WhatYouNeedToDo]See your doctor when you’re supposed to
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 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) 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.
4) Keep a diary 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.
5) 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.
6) Our request to growing young people
· For girls	
Both in body and mind, you are on your way to becoming a grown-up. If you are a girl, you may start having your period, which happens at different times to different girls and is a normal part of becoming an adult. Your period is one sign that your body is becoming more like an adult's. Once you have had your first period, even if you're still in elementary school, you can become pregnant (have a baby).
We cannot say how the IP will affect the part of your body where babies grow.
If you have already started having your period, you MUST NOT become pregnant during the clinical trial because if you do, you may endanger your baby’s life. If you become pregnant or have any other concerns, please tell your family or the researchers right away so that they can make sure that you and your baby are fine. Once we learn that you are pregnant, we will stop giving you the IP right away.
· For boys	
Both in body and mind, you are on your way to becoming a grown-up. If you are mature enough, you may already have sperm. When this happens differs for each boy and is a normal part of becoming an adult. Growing sperm is one sign that your body is becoming more like an adult's. Once you begin growning sperm, even if you're still in elementary school, you may be able to get your girlfriend pregnant (to have a baby).
We cannot say if the IP will affect the part of your body that makes sperm. If you are physically mature enough to have sperm, YOU MUST NOT get your girlfriend pregnant. If your girlfriend becomes pregnant or you have any other concerns, please tell your family or the researchers right away. 
7) 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 on SNS. 
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.

*SNS: Social Networking Service. Examples include Instagram, Facebook, X, TikTok, LINE, etc.

Withdrawing from the Clinical Trial
6




 You can quit the clinical trial for any of the following reasons.1) You and your family have decided to stop. 
2) (If you are a girl) You’ve become pregnant.
3) The doctors have decided you should not continue because something is wrong with your health or the IP is not working for you.
4) The drug company that makes the IP has decided to stop the trial.
5) The hospital has decided to stop the trial (each hospital can freely decide whether to do a clinical trial). 


Personal Information
7




After the trial, we will send the results to the government, but your name, address, and other information about you will not leave the hospital.
“Personal information” means information about you, like your name, address, phone number, and so on.





 Taking Part in the Clinical Trial
８7




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. Please don’t hesitate to ask us anything at all!

 Contact
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	Hospital
	(Example) ABC Hospital

	Contact
	(Example) Clinical trials division

	Phone number
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	Hospital copy

	

	Letter of Assent


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

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

Name：　　　　　　　　　　　　　　　

	

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

Name：　　　　　　　　　　　　　　　　

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

Name：　　　　　　　　　　　　　　　　



	
	
	
	Copy (clinical trial)

	

	Letter of Assent


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

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

Name：　　　　　　　　　　　　　　　

	

	[Investigator]
(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 the clinical trial of ({name of an investigational product}) and agree to take part in this clinical trial.

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

Name：　　　　　　　　　　　　　　　

	

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

Name：　　　　　　　　　　　　　　　　

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

Name：　　　　　　　　　　　　　　　　
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