
What’s a Clinical Trial?	Comment by User guide: For Trials Conducted Through the Pediatric Clinical Trial Network
(Request to Sponsors)
Do not alter the text on the cover page; use the one shown on the left.

A “clinical trial” is different from a normal medical examination. It is a medical study that aims to develop new medicines and treatments. In the following pages, we will tell you more about clinical trials. Please don’t hesitate to let us know if you do not wish to participate in this clinical trial.

	{name of clinical trial}	Comment by User guide: Abbreviate the name of clinical trial if it is too long or complicated.



People younger than 18 years will be asked to take part as subjects in this clinical trial. However, they first need to agree (assent) to participate. If you are under the age of 18 years, you are considered a minor under Japanese law and will need a legal representative* to submit a consent form, or a legal statement saying that they approve your participation in the clinical trial, on your behalf.
* representative: a subject’s parent, guardian or legal representative

The clinical trial will be explained to you and your legal representative either orally or in writing, as appropriate.	Comment by User guide: Indicate in writing whenever explaining informed consent to minors using the ICF
Please ask our staff or doctors if there is anything about this clinical trial that you do not understand. All questions are welcome!

You and your legal representative are free to decide whether or not to participate. No one is required to take part in any clinical trial or can be forced to do so. 	Comment by User guide: Indicate in writing whenever explaining informed consent to minors using the ICF or IAF.
If you decide not to take part, your decision will not affect the quality of care you receive in the future.



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



	Comment by User guide: The investigational drug “ABCnib” and the control drug “XYZmab” are fictional medications.
All trial information described in this section is also fictional and provided for illustrative purposes only.	Comment by User guide: This section should be formatted to fit within a single spread (equivalent to two A4 pages).

What kind of investigational product will I receive?	
>>> for details, please see page 10.	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
· ABCnib…tablet (1 tablet once a day) or liquid (6-18 mL twice a day)
· XYZmab…infusion (once every 2 weeks. About 1 hour is needed for each infusion)
· During the first period, the subjects (including you) will be randomly allocated to a group receiving either ABCnib or XYZmab at a ratio of 1:1.
· Dose characteristics
~ The mechanism behind ulcerative colitis ~
· “Inflammatory cytokines” are molecules that cause inflammation and damage to the intestinals, leading to diarrhea and abdominal pain.
· When inflammatory cytokines bind to receptors on the surface of immune cells, signals are transmitted to the cells’ nucleus, leading to the production of more cytokines. This cycle causes the inflammation to become chronic.
<Effects and characteristics of ABCnib>
· Binds to cytokines and blocks their binding to receptors.
· Available in tablet or liquid form so that you can take the drug anywhere.
· They may continue to be used even if the current medication becomes ineffective.
<Effects and characteristics of XYZmab>
· Binds to cytokines and blocks their binding to receptors.
· Needs to be administered by IV drip in the hospital.
· Already approved as a treatment for ulcerative colitis.
Adverse drug reacions?	>>> for details, please see page 20.
Below are the major adverse drug reactions of ABCnib and XYZmab and their frequency.
<ABCnib>
· Upper respiratory tract infection (the common cold, sinus infection, pharyngitis, etc.) (31%).
· Elevated blood creatine phosphokinase (CPK) (11%).
· Shingles (9%).
<XYZmab>
· Upper respiratory tract infection (the common cold, sinus infection, pharyngitis, etc.) (38%).
· Headache (30%).
· Urticaria (15%)
If you feel unwell, get injured or experience anything unusual, please contact us.
Duration?	>>> for details, please see page 12.
5 years maximum, including Period I（6 months maximum）and Period II （3 years maximum）
[image: ]






Schedule?	>>> for details, please see page 16.
	1st
	Duration
	Frequency
	
	2nd
	Duration
	Frequency

	
	All of the first month
	Once a week
	
	
	All of the first month
	Once a week

	
	Thereafter
	Once every 4 weeks
	
	
	2-4 months
	Every 4 weeks


· 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.
If you have any worries or concerns:
[Contact]	Clinical Research Center, ABC Children’s Hospital
TEL: 03-1234-5678  Hours: Weekdays: 9:00-17:00
* During nighttime hours and on weekends call 03-8765-4321.
You can talk to the doctors or the consultation service below whenever you have any worries or concerns.

You and your parents or legal representatives are free to decide whether or not to participate. You are not required, nor can you be forced, to take part in any clinical trial. 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.

 Contents 
1. What’s a clinical trial?	6
2. {name of disease} and investigational product {name of investigational product}	10
3. The purpose of this clinical trial	11
4. Choosing participants	11
5. Clinical trial procedure	12
6. Potential risks and benefits	20
7. Requirements for participants	21
8. Other treatment options besides this clinical trial	23
9. Compensation and/or treatment for trial-related injuries	24
10. Updates	25
11. Terminating your participation in this clinical trial	25
12. Genetic testing	26
13. Long-term preservation and secondary use of blood samples	30
14. Protection of personal information	32
15. Cost and Reimbursement	35
16. Voluntary participation and withdrawal	36
17. Financial assistance from the sponsor	37
18. The Institutional Review Board (IRB)	38
19. Clinical trial investigators and consulting service	38


[bookmark: _Toc228179205]What’s a clinical trial?
Treatments and medicines used today are the result of a lot of study. 	Comment by User guide: Modify the text as appropriate according to the type of anti-cancer agent or medical device involved.
5-10 years

The Clinical Trial
A clinical trial is a test of an experimental drug, called the “investigational product, (IP)” using human subjects.
Phase 1
The IP is tested mainly on healthy human volunteers. Its risks (whether IP is safe to use), dosage, and the time it needs to be absorbed by, then passed from, the body are studied.
Phase 2
The IP is given to a few patients, and its benefits, risks, dosage, and the time it needs to be absorbed by, then passed from, the body continue to be studied.
Phase 3
The IP is now tested on more patients to determine its effectiveness, risks, and standard dosage.
Researchers test different chemicals to see if they might be useful for treating a disease.
Basic research
Non-clinical study
They often test new chemicals on living things like mice before the test them on people.

5-10 years
















The results of the clinical trial are submitted to the government for further consideration.
Inspection
The government will approve the IP for use only when its effectiveness and risks are clear. Once approved, the IP officially becomes a medicine that can be used to treat people.
Approval
On market
Data on the benefits and risks of the new medicine continue to be collected from patients after it becomes commercially available. The data are then analyzed by medical experts.
Post-marketing study













An IP becomes a new medicine thanks to the many people who volunteer as subjects in clinical trials. Their help makes it possible for patients to benefit from new alternatives to the standard treatments. In this way, clinical trials are essential for the development of new treatments.
This clinical trial is called a Phase X clinical trial.

The current clinical trial will continue until the IP is approved for use with patients.	Comment by User guide: Indicate in writing if the trial period is to continue until approval.
Usually, it takes a few months from when the government gives its approval to when the new medicine becomes commercially available. During this period, the clinical trial goes into the “post-marketing phase,” when the IP is called a “study drug.” Patients can continue to receive the experimental product during this period, and they and their parents or legal representatives will be informed as soon as the experimental product is officially approved as a new medicine. 

(Investigator-initiated trials)	Comment by User guide: Indicate in writing if the trial is Investigator-initiated trial.
Japanese law allows medical doctors to plan and conduct clinical trials whenever necessary. Such trials are called “investigator-initiated trials.” The current clinical trial is an investigator-initiated trial.



(When preparing the protocol for an observational study within a combined observational and interventional trial, use the following diagram as appropriate.)
Treatments and medicines used today are the result of a lot of study. 	Comment by User guide: Modify the text as appropriate according to the type of anti-cancer agent or medical device involved.
Researchers test different chemicals to see if they might be useful for treating a disease.
Basic research
Non-clinical study
They often test new chemicals on living things like mice before the test them on people.

5-10 years





The Clinical Trial
A clinical trial is a test of an experimental drug, called the “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.

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.












The results of the clinical trial are submitted to the government for further consideration.
Inspection
The government will approve the IP for use only when its effectiveness and risks are clear. Once approved, the IP officially becomes a medicine that can be used to treat people.
Approval
On market
Data on the benefits and risks of the new medicine continue to be collected from patients after it becomes commercially available. The data are then analyzed by medical experts.
Post-marketing study
5-10 years













An IP becomes a new medicine thanks to the people who volunteer as subjects in clinical trials. Their help makes it possible for other patients in the future to benefit from new alternatives to the standard treatments. In this way, clinical trials are essential for the development of new treatments.
After the observational period of the study is over, we will provide further explanations about the parts of the clinical trial that follow.
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[bookmark: _Toc227853651][bookmark: _Toc228179206][bookmark: _Ref228187828][bookmark: _Ref228187925][bookmark: _Ref228187970][bookmark: _Hlk65757769]{name of disease} and investigational product {name of investigational product}
<{name of disease}>
-> Details

[bookmark: Investigational_product]<Investigational product called {name of investigational product}.> 	Comment by User guide: Indicate writing include the following 
-Name of the IP
-Dosage form
-Primary mechanism of action (explained clearly using diagrams, etc.)
-Expected effects
-Approval status (worldwide, adults, etc.)
(Example 1)
In this clinical trial, you will be asked to take the tablet form of a drug called {name of investigational product}, which is being developed by {name of Pharmaceutical Company}. {name of investigational product} is a kind of {name of a compound}, which earlier studies found to be potentially effective in treating {name of disease}. {name of investigational product} is used commonly all over the world for patients with {name of disease} but has not yet been approved for use in Japan. 

(Example 2)
In this clinical trial, you will be asked to take the tablet form of a drug called {name of investigational product}, which is being developed by {name of Pharmaceutical Company}. {name of investigational product} is a kind of {name of a compound}, which earlier studies found to be potentially effective in treating {name of disease}. In other countries, {name of an investigational product} is being tested in phase {number} clinical trials for its {effectiveness}.

(Example 3, In case a similar medicine is approved)
In this clinical trial, you will be asked to take a drug called {name of investigational product}, which is being developed by {name of Pharmaceutical Company}. {name of investigational product} is a kind of {name of a compound}, which earlier studies found to be potentially effective in treating {name of disease}. Currently, only {name of similar medicine} has been approved as a treatment for {name of disease}. {name of investigational product} has different effects from {name of similar medicine}. Clinical trials aim to create a new alternative to the standard treatment so that patients can have more, possibly better, choices. 

[bookmark: _Toc228179207]The purpose of this clinical trial
(Example)
The purpose of this clinical trial is to study the {main/sub purpose} of {name of investigational products} in patients with {name of disease}. Researchers will also measure how much of the investigational product is absorbed by the body. 

[bookmark: _Toc5888513][bookmark: _Toc228179208]Choosing participants
A person wishing to participate in a clinical trial needs to meet certain requirements, called “inclusion criteria.”
The inclusion criteria for this clinical trial are shown below:

Criteria	Comment by User guide: Clearly specify the degree of kinship up to which individuals are eligible to participate, when stating that Japanese nationality is a selection or exclusion criterion.
1) ...
2) ...
3) ...
4) ...
...

Also, you will not be able to participate if any of the following items called “exclusion criteria” applies to you. 
1) ...
2) ...
3) ...
4) ...
...
Besides the exclusion criteria above, you may not be able to participate depending on the results of your medical examinations.



[bookmark: _Toc228179209][bookmark: _Ref228188008]Clinical trial procedure	Comment by User guide: -Organize and describe information according to subheadings (e.g., [Number of patients]).
-When describing content not covered by existing subheadings, organize the information by creating new subheadings or adding separate headings.
<Number of participants>
(Example 1)	
20 people in Japan
(Example 2)	
20 people in Japan and 60 people from other countries

[bookmark: Duration]<Duration>
(Example1)
3 weeks 

(Example2)
6 weeks, including 2 weeks for the introduction period and 4 weeks for the maintenance period.
*Insert a chart if needed

(Example: The trial will be continued until the IP is approved.)	Comment by User guide: Indicate in writing if the trial period is to continue until approval.
This clinical trial will continue until {name of investigational product} is approved by the government as a treatment for {name of disease}. The length of this clinical trial may change depending on the time needed for approval.

<Long-term use of the IP> 	Comment by User guide: Include information on the “Long-term use of the IP”, when a continuation study is conducted.
You can continue to receive the IP after this clinical trial if you wish and your doctor thinks it will help you. We will explain the long-term use of the IP again later. You can then decide whether you wish to continue taking the product.



<Dose>	Comment by User guide: Indicate clearly in writing the dosage and the associated potential risks and benefits.
(Example)
This clinical trial will test four types of IP, each of which has already been tested in adult subjects. We are now planning to test the same products in children to see if there is any difference in their effectiveness between adults and children.

A: {name of investigational product} 3 mg
· This is the largest dosage of the IP. 
· This dosage may be the most effective for treating {condition}.
· You may experience adverse events or have an adverse drug reaction (both expected and unexpected kinds), as we will explain in “Chapter 6: Potential risks.” You may experience these effects and reactions frequently during this trial.

B: {name of investigational product} 2 mg
· This is the second largest dosage.
· This dosage may be effective for treating {condition}.
· You may experience adverse events or have an adverse drug reaction (both expected and unexpected kinds), as we will explain in “Chapter 6: Potential risks.” 

C: {name of investigational product} 1 mg
· This is the smallest dosage.
· This dosage may have little or no effect.
· You may experience adverse events or have an adverse drug reaction (both expected and unexpected kinds), as we will explain in “Chapter 6: Potential risks.”

D: Placebo
· The placebo looks exactly like {name of an investigational product} but does not contain the drug at all. 
· Some people report feeling better even after they have only taken the placebo because of their strong expectation that they will feel better (the “placebo effect”).
We will compare the data we get from the placebo with data from the various dosages of the IP to assess the benefits and risks of {name of investigational product} carefully.
· The placebo is not designed to treat {condition of disease}. Your condition may not change or may even worsen if you receive the placebo.

Which dosage you receive will be decided randomly. This means that you, your parents/legal representatives, and even the doctors will not know which of the four varieties you get. Randomly assigning treatments in a clinical trial is very common and is the best way of studying the risks and benefits of investigational products scientifically.

	Type
	Probability

	{name of investigational products} 3 mg
	1/4

	{name of investigational products} 2 mg
	1/4

	{name of investigational products} 1 mg
	1/4

	Placebo
	1/4



If you feel sick or have any concerns, please tell the doctors or medical staff at any time. The doctors will examine you carefully to make sure that you are not in danger and will treat you appropriately as needed. Depending on the results of your examinations, the doctors may decide to stop your participation in the clinical trial. 
You can withdraw from the clinical trial at any time without affecting the quality of the care you receive in the future. Please tell the doctors or medical staff if you wish to stop taking part in this clinical trial. 
After the clinical trial, we will let you know which of the four treatments you have received.

<How to take the IP>	Comment by User guide: Explain in writing any foods, etc. that may interact with the test drug.
(Insert the photo of investigational products, if available)

(Example)
Take 1 tablet after breakfast and dinner.

<Schedule>
You will receive regular medical examinations to monitor your health before and after taking the IP according to the following schedule. We will determine the IP’s effectiveness and safety based on the results of these medical examinations. You may need to have additional examinations if something unexpected happens or depending on the results of the examinations. After this clinical trial is over, you will no longer be allowed to take the IP. For further details, please ask your doctor. 



Name of Hospital:
Protocol Number:
Informed Consent Form
Version:
Date:

2 / 38
(insert schedule)
[bookmark: Schedule]Schedule



<Medical examinations>	Comment by User guide: -Add relevant explanations from the test terminology glossary as needed.
-create new explanatory text when there are trial specific to the examination.	Comment by User guide: Indicate in writing any potential risks involved in the tests in the relevant place (the potential risks involved in testing are explained in Chapter6: “Potential risks and benefits” but should also be stated in the section dealing specifically with testing for ease of understanding).	Comment by User guide: Indicate in writing the amount of blood to be drawn for testing.
1) Blood and urine tests
You will receive a blood and urine test to check your liver and kidney function, etc. before and after this clinical trial.
If you are menstruating (having periods), you will need to take a pregnancy test.	Comment by User guide: Indicate if applicable.

2) Pharmacokinetics test (blood test) 
You will take a blood test to measure the concentration of the IP components in your blood to see how they are working inside your body.
We will also measure the time it takes for the components to be absorbed into, and passed out of, your blood. When taking a blood test, please follow the directions you are given.

(If you have dosage instructions)
We may ask you to visit the hospital without taking the IP.

(Procedure)
· {amount} ml of blood will be drawn for each test.
· Blood for the various tests will be drawn at the same time / at different times.
· You will receive a blood test on {date of every week / month}.
· You will receive a blood test {number} times at regular intervals after taking the IP.
Or
· You will receive a blood test {number} hours before / after taking the IP.
· You may experience pain during blood collection or feel bad after giving multiple blood samples.
· We will take samples of your blood either by using a normal injection needle each time or by leaving a soft tube in your vein during the test. You will be asked to stay in the hospital until all the blood tests are done.

3) ...

4) ...

[bookmark: _Hlk216271657]<Prohibitions and restrictions (things you should not do)>
Please let us know if you intend to take any medications that are not included in this clinical trial during your participation because they may interfere with how the IP works or may interact with the IP to make you ill. On the list below are some of the medications and treatments that you should not take during this clinical trial.
You will be given a “clinical trial card” with a list of things you should avoid or not do. If you need to visit another department, hospital, clinic or pharmacy, please show this card to the doctors or staff there. Please also be sure to check with a doctor before taking any medications that are not on the list. 
Once this clinical trial begins, you will not be allowed to continue receiving {name of treatment}.



(Example)	Comment by User guide: Use a table or chart (see example) if the number of medications/supplements contraindicated for co-administration is large or the protocol involves complicated restrictions on the duration of use.
List 1. List of prohibited medications and supplements
	Duration
	Kind
	Name of medicine (example)

	2 weeks before the Screening Examination stage or 3 weeks after the clinical trial 
(during the clinical trial)
	Medications with enzymes that dissolve {name of an investigational product}
	

	
	
	

	
	
	

	
	Other medications
	Medications given in the clinical trial except {name of IP}



List 2. List of prohibited treatments
	Duration
	Kind

	Start of screening or 1 month after the Screening Examination stage
	XXX Operation


[bookmark: _Ref294189108]
[bookmark: _Hlk72916081]List 3. Restrictions on procedures during the clinical trial 
	Duration
	Treatment

	1 month before the Screening Examination stage or 3 weeks after the clinical trial (during the clinical trial)
	YYY treatment
-> The treatment cannot be changed from 4 weeks before the Screening Examination stage to the end of your participation in the clinical trial.

	2 weeks before the Screening Examination stage or 2 weeks after the clinical trial (during clinical trials)
	ZZZ dietary therapy
-> The treatment cannot be started/stopped during the clinical trial.





(Sample)
Screening Examination start
4 weeks before Screening Examination
Clinical trial end
Clinical trial start



	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Medications with enzymes that dissolve the IP
	
	
	
	
	
	
	
	Not allowed
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	XXX operation
	
	
	Not allowed
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	YYY treatment
	
	
	
	
	
	
	
	
	
	
	
	Restricted (cannot be changed)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	ZZZ dietary therapy
	
	
	
	
	
	
	
	
	
	
	
	Restricted (cannot be started/stopped)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Other medications
	
	
	Not allowed
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



Some medications and treatments are not mentioned in the list above. Your doctors will explain the details to you.

[bookmark: _Toc518649267][bookmark: _Toc518651569][bookmark: _Toc518653391][bookmark: _Toc529467977][bookmark: _Toc5888516][bookmark: _Toc228179210][bookmark: _Ref228187899]Potential risks and benefits
<Potential benefits>
By participating in this clinical trial, you may or may not receive the following benefits: {potential benefits}.
Please note that the placebo does not contain any of the active ingredients in the IP that can give you any of the above benefits. 	Comment by User guide: Indicate in writing if the clinical trial is a placebo-controlled comparative study.

[bookmark: Potential_risks]<Potential risks>
You will receive medical examinations (blood test, X-ray etc.) frequently.
You may experience adverse events *1) or adverse drug reactions *2).

	*1)	Adverse event: Any time you feel ill for whatever reason while taking the IP.
*2)	Adverse drug reaction: An adverse event that directly results from taking the IP. 



(Insert safety information)	Comment by User guide: Safety information shall be documented as follows:
-Include headings whenever possible
-Adverse events related to the test shall be documented in the test description section
-All serious adverse reactions shall be documented
-Present information in a reader-friendly format, such as using tables
-(Although not mandatory,) when documenting frequency of occurrence (%), ensure documentation is as unambiguous as possible, e.g., by including the sample size (n).

=Influence on reproductive functions=	Comment by User guide: Indicate in writing if information about the effect of the test drug on the reproductive function is unavailable. If there is no known effect on the reproductive function, indicate the fact in writing.
(Example)
In animal tests, the cells of reproductive organs have been shown to become abnormal when a large amount of the IP is given {number} times. However, we cannot be certain whether the same thing will happen in humans. If it does, your reproductive organs (ovary, uterus, testes) may be damaged. If you are concerned about the possibility of your reproductive organs being damaged, please tell your doctor. 

[bookmark: _Toc228179211]Requirements for participants	Comment by User guide: At the beginning of each subitem, include a concise explanatory heading. The heading should be in bold.
1) Please follow any instructions you are given during this clinical trial.

2) Please visit your doctor with your parents / legal representatives according to the schedule you are given.
Please take your medical examinations according to schedule. Please tell us immediately if you are unable to take an examination for any reason. 
Your parents / legal representatives need to be present at the hospital to be informed about the clinical trial.

3) Please bring all the IP you have with you to the hospital.
Please bring any leftover IP, including empty containers and bags, with you.

4) Prohibition against participating in other clinical trials
For your own safety and the success of this clinical trial, you are prohibited from taking part in other clinical trials at the same time.  

5) Please tell us about any medications or treatments you are currently receiving.
Please tell us if you are receiving or intend to receive a treatment for any another illness, including dental treatments. The doctors in this clinical trial will arrange with the doctors in charge of your other treatments to protect you from adverse events caused by mixing treatments. If you are hospitalized for any reason, please tell your doctor as soon as possible.

6) You will be given a “clinical trial card” with a list of things you should avoid or not do.
If you need to visit another department, hospital, clinic or pharmacy, please show this card to the doctors or staff there. Please also be sure to check with a doctor before taking any medications that are not on the list. 

7) Please fill out your clinical trial diary
Please record the times you use the IP and your symptoms, such as {disease name}, in your clinical trial diary. Please remember to bring the diary with you when you come to the hospital and show it to your doctor or medical staff.

(For electronic diaries)	Comment by User guide: Indicate in writing in case of using the electronic log.
Note: The explanatory text should be modified as appropriate according to actual operational procedures.
You need to use the app "{app name}" to keep an electronic diary. Please have your parents or legal representatives 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 (the subject) 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.

8) Birth control
During this clinical trial, you will be asked to practice birth control because we are not certain about the effect of the IP on the health of unborn babies and breastfeeding babies.

(In case of a long-term trial)	Comment by User guide: Indicate in writing in case of a long-term trial.
Even if you cannot become pregnant now, you may be able to become pregnant as your body matures during this clinical trial.
Please tell the doctors or medical staff if you begin having your period during this trial.

9) If you find that you are pregnant, please let the doctors or medical staff know immediately so that you can withdraw from the clinical trial.

10) Please do not post anything about this clinical trial or the IP on social media* or similar platforms.
You are prohibited from disclosing information about this clinical trial or the IP (including trial materials, test details, experiences with the IP, and your symptoms) to the general public (via social media, websites, newspapers, advertisements, magazines, etc.) and from discussing it with other trial participants. You are also prohibited from giving the informed consent form, assent form, and the IP to anyone else.
This IP is still in the development phase. Such actions could prevent the IP from being properly evaluated and may lead to the disclosure of confidential information.
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.

11) ...



[bookmark: _Toc5888519][bookmark: _Toc228179212]Other treatment options besides this clinical trial	Comment by User guide: Indicate in writing if the test drug is to be used off label as another “treatment option besides this clinical trial”.
Indicate in writing if the clinical trial will not lead to treatment (such as in a single dose study).
(Example1)
Table X below shows other medications and treatments that you can receive for {condition name} whether you withdraw from this clinical trial or decided from the beginning not to participate. Please ask your doctor for details. 
Table X	Comment by User guide: Information shall be provided in accordance with Japanese treatment guidelines for the target disease.
Modify those information as appropriate to align with each facility's policies if creating the facility version.
	Procedures / medications
	Instructions
	Features, side effects, etc.

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

	XXX
	One tablet a day.
	

	
	
	



You can receive appropriate treatment for your condition even if you decide not to take part in this clinical trial. 

(Example2)
No medications have yet been approved in Japan for the treatment of {name of disease}.
Your condition may improve if you receive {name of alternative treatment}.
You can receive appropriate treatment even if you decide not to take part in this clinical trial. 

[bookmark: _Toc228179213]Compensation and/or treatment for trial-related injuries
Please tell your doctor immediately if you feel ill or uncomfortable. 
We will examine you and give you appropriate treatment if you suffer any trial-related injury, such as an adverse drug reaction. You can also receive compensation based on the terms and conditions provided by {Pharmaceutical Company Name (Abbreviation)}. Please note that you will be ineligible to receive compensation if any of the following applies to you: 1) the clinical trial is not the cause of the adverse event; 2) the adverse event resulted from not following the instructions you were given; 3) the adverse event resulted from an intended or unintended action or omission by you or your parents / legal representatives. 
Please refer to the document entitled “Compensation in the clinical trial” for details. 	Comment by User guide: Use the official document name provided by the sponsor in “Compensation in the clinical trial”.

[bookmark: _Toc228179214]Updates
If we find any important information about adverse drug reactions, etc. related to the IP during your participation in this trial, we will let you and your parents/legal representatives know immediately. Based on this information, you can decide whether or not to continue participating in this clinical trial. Please do not hesitate to tell us if you wish to withdraw from this clinical trial.

[bookmark: _Toc5888523][bookmark: _Toc5888524][bookmark: _Toc228179215]Terminating your participation in this clinical trial
If any of the following applies to you, you will be asked to withdraw from this clinical trial. Your participation will also be terminated if you do not comply with the requirements in Chapter 7. 

1) You (the subject) or your parents / legal representatives decide to withdraw.	Comment by User guide: Indicate in writing whenever explaining informed consent to minors using the ICF or IAF.
2) A doctor has decided that you are not qualified to continue for medical reasons, such as having an adverse drug reaction.
3) A doctor has decided that you should withdraw because the IP is not working sufficiently.
4) Continuing participation is not possible because you cannot visit the hospital (because you have moved, etc.) or your doctors are unable to contact you.
5) You have become pregnant.
6) {Pharmaceutical Company Name (Abbreviation)} has decided to halt the clinical trial.
7) The “Institutional Review Board” has decided to halt the clinical trial.

Your doctors will give you appropriate treatment even if you decide to withdraw from this clinical trial.
You may receive additional examinations to monitor your condition when/after you withdraw from this clinical trial.


[bookmark: _Toc228179216]Genetic testing
You will be asked to undergo genetic testing in this clinical trial. 
* this test includes genetic testing, which examines genetic information present at birth that may be passed on to future generations.	Comment by User guide: Indicate in writing If germline genome testing is included.

<What does genome/genetic mean?>
Our bodies are made up of various types of cell (of which there are approximately 37 trillion). All the information contained within each cell is called the “genome,” which can be likened to a “blueprint” of the human body. The genome consists of “DNA (deoxyribonucleic acid),” which is made up of four types of base and is structured like a chain. The sequence of bases (the order in which they are arranged) in the DNA that is present from birth contains the entire “genetic information” of each person. This information contains the codes necessary for creating the proteins required to shape the body and organs, maintain cells, and sustain bodily functions. Areas of the genome containing particularly important genetic information are called “genes” (there are approximately 22,000).
These genes contain information related to individual differences, such as height, physique, and eye color, as well as information related to how medications work and how certain diseases may appear. Diseases linked to genes include those caused by changes within a single gene, called single-gene disorders, and those arising from complex interactions involving multiple genes and environmental factors, such as diet, exercise, smoking, stress, and place of residence, called multifactorial disorders. Furthermore, since genetic information is partially shared within a family, your parents or siblings may have the same disease, which may also be passed on to the next generation.

<The aims of genetic testing>
(Example1: in case the gene to be studied is predetermined (to assess efficacy and safety))
{Investigational Drug Name} may work well for some people but not for others  depending on the {Gene Name} gene involved. The purpose of the genetic testing in this clinical trial is to see how well the IP works in different people, each of whom has a different genetic “blueprint.” All the subjects in this clinical trial will be asked to undergo genetic testing to help us understand which type of medication is most effective and safest for different patients. 

(Example2：in case to diagnose)
The subjects in this clinical trial are persons whose gene type is {name of type}. You will be asked to undergo a genetic test to identify your gene type and determine your eligibility for participation in this clinical trial. 

Please note that if your gene type is not the type required for this trial, you will be ineligible for participation.	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 identify specific genetic information thought to be related to {name of disease}. Studying this genetic information may help researchers better understand how the gene functions and what if any importance it may have in developing treatments. Other genes will not be analyzed.

(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, there are currently 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.

<Procedure>
{quantity} ml of blood will be collected for genetic testing at week {number} along with samples for other tests.

<Potential risks and benefits>
(Example 1)
The aim of genetic testing in this clinical trial is to study the relationship between the effectiveness of the treatment and certain genes. There is almost no direct benefit to you from this test. However, your cooperation may help the development of new methods of diagnosing the disease and in establishing a dosage that is best for each patient (tailor-made treatment).

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. Furthermore, 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.	Comment by User guide: Indicate in writing if the trial protocol allows genetic test results to be made known to the subjects.

{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. Furthermore, 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.	Comment by User guide: Indicate in writing if the trial protocol allows genetic test results to be made known to the subjects.

<Disclosure of genetic test results>
(Example1)
Because of {reason}, you will not be told the results of your genetic test.
The results of your genetic test will be kept strictly confidential by {Pharmaceutical Company Name (Abbreviation)}. 

(Example2)
The results of your genetic test will be kept strictly confidential by {Pharmaceutical Company Name (Abbreviation)}. 
Please ask your doctor if you wish to know the results of your genetic test. The doctor and your parents/legal representatives will discuss whether you should be shown the results of your genetic test. If you wish, you may talk to a genetic counselor at this time. It may take some time before the results become available. 	Comment by User guide: Indicate in writing if the hospital is able to provide genetic counseling. Also, confirm the cost of genetic counseling and which party (the clinical trial center or sponsor) is to pay the counseling cost.
The information from your genetic test will never be disclosed to anyone besides you and your parents / legal representatives. 	Comment by User guide: This statement concerning the disclosure of genetic test results is based on articles in ethical guidelines and does not reflect the policies of the Pediatric Clinical Trials Network. Disclosure of genetic test results, the subject’s age at disclosure, and the method of disclosure as they pertain to the institutional ICF should be determined though discussion among the relevant hospital staff.

<Preservation and disposal of samples>
If you agree to take a genetic test, the blood sample you submit for the test will be preserved in a special test center for a maximum of {term}. After this period {Pharmaceutical Company Name (Abbreviation)} will dispose of your blood sample safely. 

<Agreeing to genetic testing>
(Example1)
You need to take a genetic test to participate in this clinical trial. Please carefully consider all aspects of this clinical trial, including the genetic testing, before deciding whether or not to participate. By signing the agreement, you are consenting to the conditions of this clinical trial. 

(Example 2)
Participating in this clinical trial is completely up to you and your parents / legal representatives. Please let your doctor know if you do not wish to take part or if you change your mind after joining this clinical trial. Even if you decide that you do not want to take a genetic test, you will never be treated unfairly and will be able to continue taking part in this clinical trial. You may also withdraw from this clinical trial at any time after submitting your consent form. 

<Disposal of blood samples and test data after withdrawal>
(Example1)
If you withdraw from this clinical trial, your blood samples will be disposed of safely. However, any data obtained from the analysis of your blood samples before your decision to withdraw will be kept for further use in this clinical trial. 

(Example2)
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. 

<Use of information obtained from genetic testing>	Comment by User guide: Indicate in the case of an exploratory genetic test.
{Pharmaceutical Company Name (Abbreviation)} has legal ownership over the results of the genetic tests and has the right to use them for {purpose}. In this clinical trial, {Pharmaceutical Company Name (Abbreviation)} will use the genetic test data for {purpose detail}. {Pharmaceutical Company Name (Abbreviation)} also has intellectual property rights and ownership rights to any profits generated by this clinical trial. This means that you (the subject) and your parents / legal representatives will not be paid for taking genetic tests in this clinical trial. 

[bookmark: _Toc5888527][bookmark: _Toc228179217]Long-term preservation and secondary use of blood samples	Comment by User guide: To simplify explanations, avoid using technical terms, such as correlation, evaluation, and analysis. 
The example cited above assumes that long-term preservation of blood samples will not be genetically tested. Therefore, if genetic testing is to be performed using preserved blood sample, modify the statement as appropriate.
Confirm the need for subjects’ consent to long-term preservation of blood samples, their disposal, and the disclosure of genetic test results with the sponsor.
If you and your parents / legal representatives agree, your blood sample will be preserved for the long term to be used in further research whenever necessary. 
This research may involve any of the following: 
(Example)	Comment by User guide: Confirm the purpose of secondary use with the sponsor and modify the examples accordingly.
· Diagnosis or assessment of {name of disease}.
· Study of the efficacy and risks of {IP} 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 this moment, however, the topics and procedures of these studies have not yet been decided but should become clearer with progress in this clinical trial and in various technologies that can be used for the research. These additional studies may analyze your genetic data for other kinds of information.

These studies will undergo a review by an ethics review committee* and will be conducted only after receiving its approval. Information about ongoing studies is publicly available at www.xxxx.	Comment by User guide: Enter the relevant URL.
* An organization that reviews whether a study should be conducted from ethical and scientific perspectives.
For these studies, blood samples in long-term storage may be sent to companies overseas for testing and analysis. These companies handle blood samples and any information derived from them in accordance with their own country's laws and regulations. However, since personally identifiable information will be removed before the samples are stored, individual patients will not be able to be identified.

[bookmark: _Hlk216289738]If you agree, your blood samples will be preserved for a maximum period of {term} in a special test center, and {Pharmaceutical Company Name (Abbreviation)} will dispose of them safely after the agreed upon period. If {Pharmaceutical Company Name (Abbreviation)} judges that the samples are not needed anymore, they may dispose of them before the end of the agreed upon period.

Regardless of whether or not you consent to the preservation of your blood samples, you will continue receiving all the services you are entitled to in this clinical trial and will be able to continue participating. If you wish to stop participating, please let your doctor know even after you have already signed the consent form. Remember, you can withdraw at any time. 

However, when your blood samples are stored for the long term, all personally identifiable information, such as your name, will be removed to ensure that no one can know who the sample belongs to. For this reason, even if you choose to withdraw your consent, we will not discard any blood samples or data collected during the period before your withdrawal.
Your blood samples will not be stored for the long term if you withdraw from participation or decide to withdraw your consent for their long-term preservation. However, any blood sample or data obtained before you change your mind will be retained as part of the data of this clinical trial for use in future research. Your doctors will tell you the results of the additional studies if you wish. However, these additional studies may not be conducted or completed during this clinical trial.

{Pharmaceutical Company Name (Abbreviation)} has intellectual property and ownership rights to any profits generated by the additional studies. You and your parents/legal representatives will not be paid for cooperating in the additional studies.

[bookmark: _Toc228179218]Protection of personal information
<Personal information collected for clinical trials>
Personal information refers to data that identifies an individual, such as name, address, and phone number.
Information collected in clinical trials includes personal information, such as the patient's date of birth, medical history, and test results.
In addition to the results of the examinations and tests conducted during this trial, the results of any examinations and tests performed before enrollment in this trial (including images, audio, or video) may also be used as data to reduce the burden on the subject. Furthermore, the data obtained from the subjects in this clinical trial will be assigned an alphanumeric code instead of the patient's name to prevent identification.
e.g., Taro Chiken -> A001
These de-identified clinical trial data will be sent to {Pharmaceutical Company Name (Abbreviation)} for storage.

<Individuals who may access personal information>
To verify the appropriate conduction of this clinical trial and the accuracy of the recorded data, the following parties may review the subjects’ medical records: monitors from {Pharmaceutical Company Name (Abbreviation)}; domestic regulatory authorities, such as the Ministry of Health, Labour and Welfare; overseas regulatory authorities (e.g., the U.S. Food and Drug Administration (FDA) or the European Medicines Agency (EMA)); affiliated organizations; and the Institutional Review Board (IRB) reviewing this trial. Parties who use the data are obliged to abide by the relevant laws, regulations, and guidelines protecting the subjects’ privacy and never to disclose the data to those who have no right of access.
By signing the consent form to take part in this clinical trial, you agree that the above-named parties can access and view your clinical trial data and medical records within the scope and extent allowed by the relevant laws and regulations.

<Use of clinical trial data>
{Pharmaceutical Company Name (Abbreviation)} will submit the clinical trial data from this trial to regulatory authorities, such as the Ministry of Health, Labour and Welfare in Japan and other countries, as part of the documentation required to obtain approval for the IP. Additionally, {Pharmaceutical Company Name (Abbreviation)} or the physicians conducting this trial may publish the results at academic conferences or in medical journals. In all cases, the clinical trial data will be managed using an alphanumeric code instead of the subjects’ name to ensure that individuals cannot be identified. 

<Transfer and provision of clinical trial data>	Comment by User guide: The sample document outlines the wording to use when the transfer destination cannot be specified.
include the following information if the transfer destination can be specified.
-Name of the foreign country serving as the transfer destination
-Information regarding the personal information protection system in that foreign country, obtained through appropriate and reasonable means
-Information regarding the measures taken by the third party (transfer destination) to protect personal information
In the future, {Pharmaceutical Company Name (Abbreviation)} may transfer or provide the clinical trial data to domestic and / or international parties, including regulatory authorities conducting drug approval reviews; {Pharmaceutical Company Name (Abbreviation)} group companies and partner companies; contractors; academic research institutions and societies; and researchers. The results obtained from this clinical trial and the outcomes of future research and development will determine who receives these data. For this reason, we cannot specify, at the time you receive the explanation of this clinical trial or provide your consent to participate, which countries or parties may receive these clinical trial data in the future. 	Comment by User guide: include the following information instead of the text on the left if the destination for transfer and the method of data handling have been determined.
-Country name of the recipient
-Information regarding the recipient country's system for protecting personal information
-Information regarding the measures implemented by the recipient to protect personal information.
The laws of the countries to which these trial data are transferred or provided may not protect personal information in the same manner as Japanese law. However, the trial data held by {Pharmaceutical Company Name (Abbreviation)} will be de-identified so that individual subjects cannot be identified. Except for regulatory authorities, the recipients of these data will not have access to your personal information, such as your name, address, and telephone number. Regulatory authorities may review your medical records or consent documents to verify the reliability of the trial data.

<Accessing and correcting the data>
You can ask to see your clinical trial data and correct any errors. Please ask the doctors or medical staff if you wish to do either. 

<Samples>
We may send your samples (blood, skin, etc.) overseas for analysis. The overseas parties who use your samples must do so according to the laws in their respective country. Your identity will never be revealed because the information will be managed using an alphanumeric code instead of the subjects’ name to ensure that individuals cannot be identified.
After the samples are analyzed, they will be preserved, then disposed of appropriately at the conclusion of the trial or retention period. The data collected from the samples will be used as part of the clinical trial data. 	Comment by User guide: State the storage period if applicable.

<Results and disclosure>
The results of this clinical trial will be made available to the public at https://jrct.mhlw.go.jp/
The information on this site will not include data that can be used to identify you. Anybody will be able to access this website at any time.
The site will be in English. Please ask your doctor if you have any questions.	Comment by User guide: For Japanese sites, delete them.

[bookmark: _Toc5888530][bookmark: _Toc5888531][bookmark: _Toc5888532][bookmark: _Toc518649276][bookmark: _Toc518651578][bookmark: _Toc518653400][bookmark: _Toc529467986][bookmark: _Toc518649277][bookmark: _Toc518651579][bookmark: _Toc518653401][bookmark: _Toc529467987][bookmark: _Toc518649278][bookmark: _Toc518651580][bookmark: _Toc518653402][bookmark: _Toc529467988][bookmark: _Toc518649279][bookmark: _Toc518651581][bookmark: _Toc518653403][bookmark: _Toc529467989][bookmark: _Toc518649280][bookmark: _Toc518651582][bookmark: _Toc518653404][bookmark: _Toc529467990][bookmark: _Toc518649281][bookmark: _Toc518651583][bookmark: _Toc518653405][bookmark: _Toc529467991][bookmark: _Toc518649282][bookmark: _Toc518651584][bookmark: _Toc518653406][bookmark: _Toc529467992][bookmark: _Toc518649283][bookmark: _Toc518651585][bookmark: _Toc518653407][bookmark: _Toc529467993][bookmark: _Toc518649284][bookmark: _Toc518651586][bookmark: _Toc518653408][bookmark: _Toc529467994][bookmark: _Toc518649285][bookmark: _Toc518651587][bookmark: _Toc518653409][bookmark: _Toc529467995][bookmark: _Toc518649286][bookmark: _Toc518651588][bookmark: _Toc518653410][bookmark: _Toc529467996][bookmark: _Toc518649287][bookmark: _Toc518651589][bookmark: _Toc518653411][bookmark: _Toc529467997][bookmark: _Toc228179219]Cost and Reimbursement
<Expenses>
The sponsor will pay part of the cost of tests and medications that you receive during this clinical trial (see 1-5 below). With assistance from {Pharmaceutical Company Name (Abbreviation)}, the cost of your medical care may be lower than before your enrollment in this clinical trial.
You are responsible for other expenses, like the cost of re-examinations, patient referral charges from other hospitals, hospital admission, submission of information requested by other hospitals, and medications and treatments unrelated to this clinical trial. The amount you need to pay may vary depending on your insurance coverage.

In the case of an investigator-led clinical trial	Comment by User guide: Indicate in writing if the trial is Investigator-initiated trial.
[bookmark: _Hlk86328322]{Pharmaceutical Company Name (Abbreviation)} will provide you with {name of investigational products} free of charge. You are responsible for other costs, including the cost of hospital admission and medications unrelated to the IP. The amount you need to pay may vary depending on your insurance coverage. You may be eligible for financial assistance from Services Related to Research into Treatment for Specific Pediatric Chronic Diseases or from your local government.	Comment by User guide: Indicate in writing if the IP is provided with free of charge.

Costs paid by {Pharmaceutical Company Name (Abbreviation)}	Comment by User guide: Indicate in writing in accordance with the discussions held between the institute and the sponsor.
Indicate in writing in accordance with the content is consistent with NW Form 5.
1) Cost of the IP
2) All medical examinations you receive while taking the IP
3) Medical examinations needed for the clinical trial before / after the clinical trial (such as during the screening and observation periods)
4) Medications you receive for the disease related to this clinical trial while taking the IP
5) If you are hospitalized, your co-payment amount (not including additional payments for a regular room and special food or services unrelated to the clinical trial)

Please note that once the Ministry of Health, Labour and Welfare grants manufacturing and marketing approval for {name of IP} as a drug, this clinical trial will transition to the “post-marketing” stage. Examination fees will then switch to the co-payment amount corresponding to the type of health insurance plan you are enrolled in.	Comment by User guide: Indicate in writing if the clinical trial period extends until the time of approval.

[bookmark: _Hlk66091251]<Reimbursement for expenses incurred by >
You may need to visit the hospital frequently. You are eligible to receive financial assistance to pay for any transportation fees, etc. which you incur on these visits. Transportation fees for visits for normal medical examinations unrelated to the clinical trial are not included.
	Amount
	(example) 7,000 yen

	Description
	(example) Each visit for the clinical trial (1 hospitalization)

	How
	(example) Via bank transfer

	When
	(example) Last day of the month following the month of your visit



Reimbursements are considered “miscellaneous income” by the tax office and become reportable income if they exceed \200,000.
If you are currently receiving public assistance, reimbursements may be regarded as income, and the amount of your public assistance may be decreased.
It is completely up to you whether or not to have your expenses reimbursed. Whichever you choose, you will never receive unfair treatment. 

[bookmark: _Toc228179220]Voluntary participation and withdrawal
Your participation in this clinical trial is entirely voluntary. Whether you participate or not is entirely up to you. Of course, you can ask other people for their advice if you wish.
[bookmark: _Hlk66720766]You also have the right to stop participating even if you have already given your consent. Regardless of whether you decline participation or choose to withdraw later, the quality of care you receive in the future will not be affected in any way, and you will continue receiving all the services you are entitled to in this clinical trial.
If you withdraw after taking the IP, you may need to receive medical examinations to make sure that your health is unaffected. In this case, please follow your doctor’s instructions. The data obtained from your tests, etc. before your withdrawal will be retained as part of the clinical trial data. 

[bookmark: _Toc228179221]Financial assistance from the sponsor
This clinical trial will be conducted at the request of {Pharmaceutical Company Name (Abbreviation)}, who will supply the IP and pay for all the costs related to the trial. {Pharmaceutical Company Name (Abbreviation)} has ownership rights to the results of this clinical trial and any intellectual property, patents, etc. generated by this clinical trial. 

(If there is no conflict of interest)
The doctors in this clinical trial and {Pharmaceutical Company Name (Abbreviation)} guarantee that they do not have any relationship corresponding to any of the following descriptions: 
1) The doctors have received grants or donations from {Pharmaceutical Company Name (Abbreviation)} unrelated to this clinical trial.
2) The doctors own shares of {Pharmaceutical Company Name (Abbreviation)}.
3) The employees of {Pharmaceutical Company Name (Abbreviation)} are also researchers at this hospital or the staff employed by this hospital are also employed by {Pharmaceutical Company Name (Abbreviation)}.

(If there is a conflict of interest)
The doctors in this clinical trial are receiving or have received grants from {Pharmaceutical Company Name (Abbreviation)}.	Comment by User guide: State specific conflicts of interest.
This hospital will follow the established rules for conducting a clinical trial and do the utmost to conduct the trial in a manner most conducive to obtaining accurate and impartial results. 
Examples of data management measures: 	Comment by User guide: Describe some example countermeasure below.
1) The clinical trial data will not be managed by {Pharmaceutical Company Name (Abbreviation)}. 
2) …

[bookmark: _Toc5888536][bookmark: _Toc228179222]The Institutional Review Board (IRB)
Clinical trials are conducted in accordance with the government’s “Good Clinical Practice (GCP)” regulations to ensure the safety and human rights of subjects.
All clinical trials require approval by an IRB, which consists of medical staff, specialists, non-specialists, and disinterested parties who are tasked to ensure that a trial is justified from both a scientific and ethical standpoint and that they are well-designed, conducted properly, and protect the subjects’ human rights. The current clinical trial has been duly reviewed and approved by the IRB below, which will continue monitoring this trial to ensure that it is being conducted properly. 
The operating procedure, membership, and meeting minutes of the IRB can be viewed at the website below.

	Pediatric Central Institutional Review Board
Installer: Japanese Association of Children’s Hospitals and Related Institutions (JACHRI) (Establishment of a Legal Entity)
Type: Institutionally established Institutional Review Board
Address: 2-10-1 Okura Setagaya Tokyo
(National Center for Child Health and Development)
Web site: https://pctn-portal.ctdms.ncchd.go.jp/




[bookmark: _Toc518649293][bookmark: _Toc518651595][bookmark: _Toc518653417][bookmark: _Toc529468003][bookmark: _Toc228179223]Clinical trial investigators and consulting service
You can talk to the doctors or consultation service below whenever you have any worries or concerns. They will explain everything until you and your parents / legal representatives are satisfied. Please let us know immediately if you experience anything uncomfortable during or after this clinical trial. 

	Principal investigator in this clinical trial
	(example)
Seiiku Taro  /  General Medical Treatment Division

	Doctor in charge of the clinical trial
	(blank)

	Contact
	(example)
ABC Children’s Hospital
03-1234-5678
Weekdays: 9:00-17:00
*Nighttime hours, weekends (except above times)
03-8765-4321






Consent Form	Comment by User guide: The consent form does not include the page numbers of the instruction manual, but it is bound together with the instruction manual when compiled.	Comment by User guide: A consent withdrawal form is not included in this document, since verbal withdrawal is also anticipated,
Medical institutions requiring a consent withdrawal form should create one separately following the consent form.Institution/Clinical copy

[bookmark: _Hlk66099454]Title of clinical trial: ......

To the Hospital Director

I, (name of patient                               ), have received a full explanation of this clinical trial and understand the conditions of participation. I consent to participate in this clinical trial of my own free will by signing the consent form below and have received an explanation packet along with a copy of my consent form. 

Do you agree to undergo genetic testing in this clinical trial?	Comment by User guide: Indicate in writing if the trial protocol requires genetic test.
 Yes, I do. (Permission to disclose genetic test results:  Yes   No)
 No, I do not.

Do you consent to the long-term preservation and secondary use of your blood samples?	Comment by User guide: Indicate in writing if the trial protocol requires long-term preservation of samples.
 Yes, I do.
 Yes, I do, as long as the samples are NOT genetically analyzed.
 No, I do not.

Do you wish to be reimbursed for the costs related to your participation in this clinical trial?
 Yes, I do.
 No, I do not. 

	Patient’s intent to participate 
	 By oral agreement
 Not possible due to age or developmental status



	Subject
	Date
	Signature

	Patient
	(Date of agreement/assent)

AD          Year      Month      Date
	

	Representative
	(Date of agreement)


AD          Year      Month      Date
	


(relationship with subject:            )

	Explaining investigator
	(Date of explaining)

AD          Year      Month      Date
	

	Explaining CRC
	(Date of explaining)

AD          Year      Month      Date
	

	Final confirming investigator 
	(Date of confirming of agreement)

AD          Year      Month      Date
	




Consent FormClinical trials div. copy

Title of clinical trial: ......

To the Hospital Director

I, (name of patient                               ), have received a full explanation of this clinical trial and understand the conditions of participation. I consent to participate in this clinical trial of my own free will by signing the consent form below and have received an explanation packet along with a copy of my consent form. 

Do you agree to undergo genetic testing in this clinical trial?	Comment by User guide: Indicate in writing if the trial protocol requires genetic test.
 Yes, I do. (Permission to disclose genetic test results:  Yes   No)
 No, I do not.

Do you consent to the long-term preservation and secondary use of your blood samples?	Comment by User guide: Indicate in writing if the trial protocol requires long-term preservation of samples.
 Yes, I do.
 Yes, I do, as long as the samples are NOT genetically analyzed.
 No, I do not.

Do you wish to be reimbursed for the costs related to your participation in this clinical trial?
 Yes, I do.
 No, I do not. 

	Patient’s intent to participate 
	 By oral agreement
 Not possible due to age or developmental status



	Subject
	Date
	Signature

	Patient
	(Date of agreement/assent)

AD          Year      Month      Date
	

	Representative
	(Date of agreement)


AD          Year      Month      Date
	


(relationship with subject:            )

	Explaining investigator
	(Date of explaining)

AD          Year      Month      Date
	

	Explaining CRC
	(Date of explaining)

AD          Year      Month      Date
	

	Final confirming investigator 
	(Date of confirming of agreement)

AD          Year      Month      Date
	




Consent FormPatient copy

Title of clinical trial: ......

To the Hospital Director

I, (name of patient                               ), have received a full explanation of this clinical trial and understand the conditions of participation. I consent to participate in this clinical trial of my own free will by signing the consent form below and have received an explanation packet along with a copy of my consent form. 

Do you agree to undergo genetic testing in this clinical trial?	Comment by User guide: Indicate in writing if the trial protocol requires genetic test.
 Yes, I do. (Permission to disclose genetic test results:  Yes   No)
 No, I do not.

Do you consent to the long-term preservation and secondary use of your blood samples?	Comment by User guide: Indicate in writing if the trial protocol requires long-term preservation of samples.
 Yes, I do.
 Yes, I do, as long as the samples are NOT genetically analyzed.
 No, I do not.

Do you wish to be reimbursed for the costs related to your participation in this clinical trial?
 Yes, I do.
 No, I do not. 

	Patient’s intent to participate 
	 By oral agreement
 Not possible due to age or developmental status



	Subject
	Date
	Signature

	Patient
	(Date of agreement/assent)

AD          Year      Month      Date
	

	Representative
	(Date of agreement)


AD          Year      Month      Date
	


(relationship with subject:            )

	Explaining investigator
	(Date of explaining)

AD          Year      Month      Date
	

	Explaining CRC
	(Date of explaining)

AD          Year      Month      Date
	

	Final confirming investigator 
	(Date of confirming of agreement)

AD          Year      Month      Date
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