INFORMED CONSENT

CONSENT TO BE TREATED WITH STEM CELLS

I, _________________________________________________, have consented to be treated with stem cells. I have been informed and have made myself aware of the alternatives to this treatment, as well as the risks and possible side effects of stem cell therapy.

I understand that my having this treatment is strictly voluntary, and that it is an experimental therapy and no claims are being made concerning cure, mitigation, relief, or impact on any disease, condition or malady. 

I also understand that the attending physician or physicians involved in my treatment with stem cells may terminate my further involvement if unacceptable side effects or medical complications should arise.

I understand that I will be given certain health recommendations to be done prior to the administration of the stem cells which I agree to comply with to the best of my ability. I also understand that I might be asked to undergo special medical procedures that are designed to help maximize the post treatment activity of the stem cells I will receive.

Monitoring/Follow-Up procedures:

I understand and consent to the following follow-up procedures:

· Procedures performed to evaluate the effectiveness and safety of the experimental treatment are called “monitoring” or “follow up procedures.” The monitoring/follow up procedures will include standard care and observation for all medical procedures and examination. 

· I also understand that follow up medical testing and written responses to standardized questionnaires may also be asked of me, which I herein consent to do.

Possible Side Effects and Discomforts of Stem Cell Therapy:


The possible risks of stem cell therapy are:

· Stem Cell Therapy: Very rarely nausea, dizziness, rapid heart rate, rash itching, and low blood pressure may occur following an infusion of stem cells, there may be a small risk of infection at the injection site, as with all medications, there may be additional unanticipated side effects, which have not yet been identified. If I have any side effects during or after my treatment, I will immediately notify the treating physician. If the side effects continue to persist or appear to require immediate attention, I will contact my primary care physician and inform him/her of  my treatment with stem cells and give that physician the telephone number of the physician who administered the stem cell therapy for the purpose of his/her consulting with the administering physician staff. I agree to promptly go to the nearest emergency room if necessary.

· Graft-versus-host disease: The administering physician has acquired extremely purified adult stem cells that are devoid of red and white blood cells. This freedom from more mature, differentiated red and white cells in combination with the undifferentiated state of the stem cells appears to allow the administration of stem cells without the need to cross donors and recipients. To date, hundreds of these treatments have been given for a variety of conditions with NO reported graft-versus-host reactions. However, I do acknowledge that the possibility of a graft-versus-host reaction does exist.

· For female patients: I understand that a physician and emergency drugs and equipment will be readily available directly or by referral should I experience any adverse reactions from administration of the stem cells. I also understand that taking any hormone-altering drug such as birth control medication during the first week of treatment may negatively affect the stem cell treatment and also increase the risk of side effects.

· Animal and human studies to determine the effects of stem cell therapy on the fetus “unborn child” have not been performed. To avoid risks to the fetus, I understand that it is important that I am not pregnant when I receive the stem cells. I also am aware of the fact that I “or my female sexual partner” should not become pregnant for six months after injection of the stem cells. Avoiding sexual activity is the only certain method to prevent pregnancy. However, if I choose to be sexually active, I understand that I should use an appropriate “double barrier method of birth control” such as a diaphragm, intrauterine/IUD, or contraceptive sponge in addition to male use of a condom or my partner should be using prescribed birth control pills or injections “birth control implants are not recommended for women who have received stem cells”. If I choose to be sexually active, I understand that pregnancy could still result even with the use of these birth control methods.

· Risks of blood tests: I understand that bruising, soreness, or infection may rarely occur as a result of the needle sticks to obtain blood from my veins. 

Possible Benefits of Stem Cell Therapy:

I understand that I may or may not experience some degree of physical improvement following treatment. However, I acknowledge that no benefits or cure for my condition is guaranteed. I have been made aware of the fact that I may indeed experience no change at all in my clinical condition(s).

Will My Insurance Provider or I be Charged for the costs of Any Procedures Performed as Part of This Treatment? 

I understand that I will be responsible for all charges for the stem cell treatment, which I agree to pay for before treatment begins. I understand that I have the right to refuse any treatment recommended to me by the treating physicians(s), and can decline treatment at any time. Stem Cells must be maintained at low temperatures until the exact moment of rapid thawing (at 37° C / 98.6° F). Because of the rapid degradation of the cells after thawing (within 4 hours), they must be administered immediately. Due to these constraints, the stem cells cannot be returned after leaving the laboratory facilities since the integrity and viability of the cells may have been affected by various factors once the stem cells are outside our direct control. Thus you must be absolutely certain that you want to receive these cells when you submit payment.

I acknowledge that procedures performed by my physicians, nurses, and other healthcare providers will be paid by me.

Privacy

I understand that any information about me obtained from this medical procedure will be kept as confidential (private) as possible. I understand that, unless I give the company signed consent to use my name and/or photograph in any of its publications, I will not be identified by name in any publication concerning my treatment.

I furthermore understand and agree to be interviewed and/or complete questionnaires furnished by INSTITUTO DE MEDICINA REGENERATIVA, S.A. de C.V. dba REGENERATIVE MEDICINE INSTITUTE Mexico physicians at their discretion concerning my care and all aspects of pre- and post-stem cell treatment. I also understand this information may be published without identifying me by name.

In addition to the physician whose name is affixed at the bottom of this document and his/her medical and/or research staff, I understand that the following individuals will or may have access to identifiable information, which may include my identifiable medical information, related to my treatment.

__________________________________________________________         

__________________________________________________________ 

__________________________________________________________ 

__________________________________________________________ 

__________________________________________________________ 

In unusual cases, the physician(s) involved in my care may be required to release identifiable information, which may include my identifiable medical information, related to my treatment in response to an order from a court of law. I understand that if the physician(s) involved in this treatment learns that I or someone with whom I am involved with is in serious danger or potential harm, they will need to inform, as required by extant law, the appropriate agencies.

I also understand that authorized representatives of INSTITUTO DE MEDICINA REGENERATIVA, S.A. de C.V., dba REGENERATIVE MEDICINE INSTITUTE Mexico, and affiliated hospitals or other affiliated health care providers may have access to identifiable information, which may include my identifiable medical information, related to my treatment for the purpose of (i)fulfilling orders made by the physician(s) charged in my care, for the hospital and health care services (e.g., laboratory tests, diagnostic procedures) associated with my treatment, (ii) addressing correct payment for tests and procedures ordered by the physicians who handle my treatment and care, and/or (iii) for internal hospital/clinic operations (i.e. quality assurance).

Will I Have Access to Identifiable Information to Having Stem Cell Treatment?

I acknowledge that I am permitted access to information, including information resulting from my treatment, contained within my medical records filed with my health care provider.

Voluntary Nature of This Treatment:

My treatment with stem cells, to include the use and disclosure of identifiable information for the purpose described above is completely voluntary.

I furthermore understand that once I have received the stem cell injection or infusion, I should participate in described monitoring follow-up procedures directed at evaluating the safety and efficacy of this experimental treatment.

I expressly understand that no refunds will be made after stem cells are ordered due to the perishability of the cells and the non-refundable contractual constraints with the stem cell supplier.

Voluntary Consent

All of the above has been explained to me and all my current questions have been answered. I understand that I am encouraged to ask questions about any aspect of this treatment during the course of same, and that any future questions will be answered by the physician whose name is affixed to the bottom of this document.

I further declare and affirm that I fully understand that the use of stem cells is an experimental procedure, and no results or guarantees concerning clinical outcome or effect are being made or implied by INSTITUTO DE MEDICINA REGENERATIVA, S.A. de C.V., dba REGENERATIVE MEDICINE INSTITUTE Mexico, its staff, or affiliates.

I acknowledge that the treatment contemplated hereunder will be given in the country of Mexico that it has not received FDA approval and is experimental and unproved. As such there may be certain side effects yet to be determined. In connection with the foregoing, I hereby freely agree to hold INSTITUTO DE MEDICINA REGENERATIVA, S.A. de C.V, dba REGENERATIVE MEDICINE INSTITUTE Mexico, its physicians, employees, representative, directors, shareholders, and agents, as well as any associated clinic(s), hospital(s), their officers, directors, employees, shareholders, and agents harmless from any and all liability associated with the treatment(s).

Any disputes which may arise hereunder and any disputes which may arise in relation to the patient's consultation, evaluation and care shall be resolved under the laws of the State of Baja California, Mexico, and the courts of Baja California have exclusive jurisdiction over any such disputes.

By signing this consent form, I freely agree to have stem cell therapy and I agree that I have read and completely understood the entire document. A copy of this consent form will be given to me.

If the patient is a minor, the consent of the minor's parent or legal guardian is expressly made by his/her signature below.

________________________________________________ 

Patient's Full Legal Name

________________________________________________         _______________

Patient's Signature                                                                           Date

                                              -or-

_______________________________________________ 

Next of kin / Guardian / Person with legal authority to

Act on patient's name and on patient's behalf.

Certification of Informed Consent

I certify that I have explained the nature and purpose of this treatment to the above name individual(s), and I have discussed the potential benefits and possible risks of stem cell therapy. Any questions that the individual(s) had about the therapy have been answered, and we will always be available to address future questions as they may arise.

_______________________________________________ 

Printed Name of Physician Obtaining Consent

_______________________________________________        ______________

Signature of Physician Obtaining Consent                                      Date

