Consent Confirmation Form for Patients Receiving Regenerative Medicine

Name of Regenerative Medicine.: Chronic Pain Treatment Using Autologous Adipose-Derived Stem Cells Vol.2

This consent form is intended to help you correctly understand the contents of regenerative medicine, and to make an informed decision about whether or not to receive regenerative medicine based on your free will. Please read this consent form carefully, and if you have any questions, please feel free to ask. After listening to the explanation from the attending physician, please take sufficient time to consider before deciding whether to undergo regenerative medicine treatment.

1． Name of Regenerative Medicine and Notification to the Ministry of Health, Labour and Welfare of Japan
This therapy method is named “Chronic Pain Treatment Using Autologous Adipose-Derived Stem Cells Vol.2” and, in accordance with the “Act on Ensuring the Safety of Regenerative Medicine”, a “Regenerative Medicine Provision Plan” has been submitted to the Minister of Health, Labour and Welfare of Japan.

２． Information About Medical Institutions
Name of Medical Institution: Kogei-kai Medical Corporation Re:born Clinic Headquarter
Administrator of the Medical Institution: Medical director Hisashi Sakaguchi
[bookmark: _Hlk178166466]Individual responsible for Regenerative Medicine: Hisashi Sakaguchi
Physician Providing Regenerative Medicine: Hisashi Sakaguchi, Seigo Urahashi, Shuji Yamaguchi

３． Purpose and Content of Regenerative Medicine.
  This treatment utilizes the function of autologous adipose-derived stem cells to secrete anti-inflammatory factors that suppress inflammation, which is the cause of pain, to repair and regenerate damaged tissues, thereby aiming to alleviate pain.
First, adipose-derived stem cells are harvested from the patient's body and cultured to increase the number of cells to the required level. Once a sufficient number of cells is obtained, they are administered via intravenous injection (IV drip).

４． How patients Being Selected to Receive Regenerative Medicine
　  In this treatment method, the physician will determine whether you, the person receiving the regenerative treatment, meet the following criteria:

【Selection Criteria】
・Patients diagnosed with neuropathic pain or nociceptive pain
・Age: 20 to 80 years old
・Individuals determined to be suitable for this treatment by the physician conducting regenerative medicine
・Individuals over the age of 81 who are deemed to meet the selection criteria by the physician conducting regenerative medicine

【Exclusion Criteria】
Patients who meet the following criteria will be excluded from this therapy.
・Those who have experienced hypersensitivity or allergic reactions to the anesthetics used during fat collection or to substances used in the manufacturing process of specific cell products.
・Those who tested positive for infectious diseases (HBs antigen, HCV antigen/antibody, HIV antigen/antibody, HTLV-1 antigen/antibody, syphilis).
In addition, the attending physician will determine whether or not to provide the treatment based on the patient's overall health and physical condition.

５．Regarding the Cells Used in Regenerative Medicine.
  In this regenerative treatment, stem cells separated from the adipose tissue collected from you will be used. 
At the licensed cell processing facility, stem cells are cultured and expanded, where sterility tests and other safety checks are conducted. Only stem cells that have been confirmed to be safe are used for treatment.
Generally, your own serum will be used. However, if during the culturing process it is determined that due to individual differences the cells are not suitable for culture due to poor proliferation, alternative serum (platelet products from a donor other than yourself, in accordance with PMDA standards for regenerative medicine materials) may be used. Using this alternative serum ensures stable cell culture.
However, because your own serum is not used, there is a very small chance of an allergic reaction or other side effects.

[bookmark: _Hlk177190435]６． Benefits (Effects) and Risks (Dangers) of Regenerative Medicine Therapy
Benefits (Effects)
In this treatment, stem cells extracted and expanded from your own adipose tissue are reintroduced into your body via an intravenous drip. The stem cells then gather at the damaged areas of the body, suppress inflammation, and repair the damaged tissue. The expected effects include reducing chronic inflammation, which is the cause of pain, repairing damaged peripheral nerves, and improving symptoms such as pain.

Risks (Dangers)
Regarding cell administration, there is no concern about rejection, but there are risks of fever and infection after administration, and in rare cases, vomiting and swelling at the injection site may occur.
Additionally, there has been one reported case of death following intravenous administration, but the causal relationship with this treatment remains unclear.
The effectiveness of the treatment varies from person to person, and in some cases, the expected results may not be achieved.

７．Refusal of Regenerative Medicine Therapy 
Patients are not forced to undergo this therapy. After receiving an explanation, if you cannot agree to this treatment, you have the right refuse it.

８． Withdrawal of Consent
Even if you once agree to receive this therapy, you can withdraw your consent at any time before the therapy is administered.
９．Refusing to undergo regenerative medicine treatment or withdrawing consent will not result in any unfavorable treatment
Even if you refuse this therapy after receiving a confirmation or withdraw your consent after agreeing to this therapy, you will not be treated unfavorably in future medical examinations or therapies.

１０．Protection of Personal Information
The personal information obtained from patients during this therapy will be appropriately managed and protected in accordance with the personal information handling regulations established by our clinic.

１１．Storage and Disposal of Cells.
In the event that any diseases or conditions potentially caused by this treatment arise, a portion of the tissue collected from you and a portion of the processed cell product will be stored at -80°C or below for 6 months for the purpose of investigating the cause.
After the storage period ends, the materials will be disposed of as medical waste through a contracted disposal company.

１２．System for Complaints and Inquiries
Our clinic has established the following contact point for complaints and inquiries regarding this therapy. After receiving your inquiry, it will be reported to the attending physician and the administrator (director), and appropriate measures will be taken.
Regenerative Medicine Administrative Office
Phone number: 092-707-6310

１３．Costs
Since this treatment is not covered by insurance, you will be responsible for paying the full cost of the treatment. Additionally, all travel and transportation expenses incurred to receive this treatment will also be your responsibility.
For administration of 100M cells:
1 session: ¥3,520,000 (including tax); 3 sessions: ¥9,504,000 (including tax);
5 sessions: ¥14,960,000 (including tax); 10 sessions: ¥26,400,000 (including tax).
For administration of 200M cells:
1 session: ¥5,500,000 (including tax); 3 sessions: ¥14,850,000 (including tax);
5 sessions: ¥23,375,000 (including tax); 10 sessions: ¥41,250,000 (including tax).
[bookmark: _Hlk178128394](Including adipose tissue harvesting fee ¥220,000 tax included)
Please note that if you withdraw your consent, you will be responsible for any costs incurred up to that point, including cell processing and culturing fees, as well as treatment costs.

１４．Availability of Other Therapies and Comparison with This Therapies
Other treatment options include pharmacotherapy (oral medications, patches, trigger point injections, analgesic IV drips), interventional treatments (nerve blocks, radiofrequency ablation, pulsed radiofrequency therapy), psychological approaches, and rehabilitation (exercise therapy, physical therapy). These treatments often require continuous administration, and some medications may cause side effects from repeated use. This treatment, which uses adipose tissue from your own body, is expected to have fewer side effects than conventional treatments and works directly or indirectly on damaged nerves and tissues, offering the potential for fundamental recovery.

１５．Compensation for Health Damage
Since this treatment is part of private medical care not covered by insurance, compensation for health-related damages is not mandatory. Therefore, please understand that any health issues arising from this treatment will be the responsibility of the patient. However, if any health-related issues suspected to be caused by this treatment do arise, we will provide the necessary care to the best of our ability. In such cases, please contact our clinic immediately.

１６．Information on the Certified Regenerative Medicine Committee Conducting the Review and Review Items
According to the “Act on Ensuring the Safety of Regenerative Medicine,” the regenerative medicine provision plan must be reviewed by the “Certified Regenerative Medicine Committee” before being submitted to the Minister of Health, Labour and Welfare of Japan. At our clinic, the regenerative medicine provision plan for this therapy has been reviewed as follows:

Certified Regenerative Medicine Committee Conducting the Review: 
Vivian Certified Regenerative Medicine Committee 
Contact for Complaints and Inquiries: 080-2740-2323 
Review Items: The regenerative medicine provision plan and all attached documents are submitted and reviewed in accordance with the “Regenerative Medicine Provision Standards” stipulated by the “Act on Ensuring the Safety of Regenerative Medicine, etc.”

１７．Other Special Notes
[bookmark: _Hlk157179972]　To ensure the safety and effectiveness of this therapy and to monitor the patient’s health condition, patients are required to visit the clinic regularly about once every 30 days for six months from the start of this therapy to observe the occurrence of diseases and other health conditions. 
If regular visits are difficult, please inform us, and we will conduct follow-up observations via phone contacts.
No human genome or genetic analysis will be conducted during the implementation of this treatment.
The cells collected and the cell products manufactured during this treatment will not be used for other treatments or research in the future.

Consent Form
Kogei-kai Medical Corporation Re:born Clinic Headquarter 
Medical director Hisashi Sakaguchi

I have received the following explanations regarding the provision of regenerative medicine (Name: “Chronic Pain Treatment Using Autologous Adipose-Derived Stem Cells Vol.2”).

□Name of Regenerative Medicine and Notification to the Ministry of Health, Labour and Welfare of Japan
□Information About Medical Institutions
□Purpose and Content of Regenerative Medicine
□How patients Being Selected to Receive Regenerative Medicine
□Regarding the Cells Used in Regenerative Medicine
□Benefits (Effects) and Risks (Dangers) of Regenerative Medicine Therapy
□Refusal of Regenerative Medicine Therapy
□Withdrawal of Consent
□Refusing to undergo regenerative medicine treatment or withdrawing consent will not result in any unfavorable treatment
□Protection of Personal Information
□Storage and Disposal of Cells
□System for Complaints and Inquiries
□Costs
□Availability of Other Therapies and Comparison with This Therapies
□Compensation for Health Damage
□Information on the Certified Regenerative Medicine Committee Conducting the Review and Review Items
□Other Special Notes
[bookmark: _Hlk157180147]
The above explanations regarding the provision of regenerative medicine have been provided.
[bookmark: _Hlk157177763]
Explanation Provided Date: 　　　　　　　　　(yyyy/mm/dd)

Attending Physician:

[bookmark: _Hlk157177774]I fully understand the explanations regarding the above and agree to receive the provision of regenerative medicine. I also confirm that this consent can be withdrawn at any time before the therapy is administered.
Consent Date:　　                (yyyy/mm/dd)

Signature:

Representative’s Signature:                       （Relationship　　　）


Consent Withdrawal Form

Kogei-kai Medical Corporation Re:born Clinic Headquarter 
Medical director Hisashi Sakaguchi

[bookmark: _Hlk157177815]I once agreed to receive regenerative medicine (Name: “Chronic Pain Treatment Using Autologous Adipose-Derived Stem Cells Vol.2”), but I hereby withdraw this consent. 
I have no objection to bearing the costs incurred (therapy fees, etc.) up to the point of withdrawal.

Withdraw Date:　　                          　 (yyyy/mm/dd)

Signature:

Representative’s Signature:                           （Relationship　　　）


