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MISTLETOE THERAPY CONSENT

BACKGROUND
Mistletoe (Viscum album) is a biologic therapy with broad applications in the field of oncology. It is among the most well studied and evidence-based, complementary therapies recommended for cancer patients. It has demonstrated consistent safety when used in concordance with the established treatment protocols. Mistletoe extract acts on many levels: boosting the immune system, triggering apoptosis (programmed cell death) in cancer cells, as well as protecting DNA of immune cells and other healthy cells against damage caused by cytostatic drugs. As a result, side effects of chemotherapy can be reduced. 

Mistletoe (Viscum album) delivered via intravenous route can avoid local reactions and allow for faster dose escalation and greater maintenance dose.  This may lead to increased tumor-specific response and pain control in widespread disease.  There are some case studies published showing partial and complete responses of breast and pancreatic cancers using IV Mistletoe in combination with Intra-lesional Mistletoe (i.e., injecting it into a tumor).  Mistletoe is also administered by subcutaneous injection (injection into the fatty tissue), and can also be applied topically to cancerous and precancerous spots, as well as over and around tumor sites.  Your healthcare provider at The Woodlands Institute for Health and Wellness will determine any and all forms of mistletoe that will benefit you the most.

Mistletoe therapy:
· Has shown to activate the immune system and the production of defense cells.
· Has shown to stimulate “programmed cell death” (apoptosis), particularly in tumor cells, which have lost this ability and thus multiply uncontrollably.
· Has shown to protect the DNA of healthy cells against damage caused by cytostatic drugs, so the side effects of chemotherapy are reduced. 
· Has shown to decrease fatigue, particularly during and after chemotherapy, noting less severe fatigue. 
· Has shown to reduce nausea during chemotherapy. 
· Has shown to help stimulate the appetite, the body gains new energy. 
· Has shown to improve sleep. 
· Mistletoe products raise patients’ body temperatures slightly, warming their bodies through. Many cancer patients have a low average body temperature and easily feel cold.
· Has shown to reduce sensitivity to pain, so fewer painkillers and sedatives are needed.

Clinical Indication for use:
· All types of cancer (all sites and histological types)
· All cancer stages
· At any point in the course of cancer
· After cancer cure for prevention of relapse
· Tumor response in patients on 2nd line or beyond conventional treatment protocols 
· Palliative treatment of metastatic disease (especially bone metastasis) for pain control and other quality of life measures
· Primary treatment in patients who have refused conventional care. There are no guarantees for cure or halting of progression of cancer.
*Mistletoe is not aimed at the tumor directly but at the host organism by: 
	- Activating the potencies of resistance, self-healing and regulation
	- Protecting the organism from adverse effects of standard therapies
	- Significantly enhancing quality of life

Contraindication for use
· Allergy to mistletoe products
· Please note that people with a known allergy (not sensitivity) to chestnuts or latex or certain tropical fruits such as kiwi, banana, or avocado may have a cross-reaction to mistletoe and should have a smaller test dose. PLEASE NOTIFY YOUR PROVIDER AND NURSE IF YOU HAVE A KNOWN ALLERGY TO ANY OF THESE.
· Acute inflammatory disease, high fever
· Acute hyperthyroidism with tachycardia
· Chronic granulomatous and autoimmune diseases (if uncontrolled or treated with immunosuppressants)
· Tumor location where significant swelling (100-200% of pretreatment size) might lead to dangerous complications.  Examples include:
· Head and neck tumors
· Prostate tumors
· Lung tumors
· Patients where strong immune stimulation may lead to a worsening of comorbid conditions or may lead to allergic type reactions
· Patients with Auto-immune conditions
· Atopic Patients (severe allergies, eczema, asthma)

Potential side effects of Mistletoe include:
· Pain and tenderness at site of infusion or injection; irritation of skin with topical use
· Headaches
· Fever and chills
· Allergic reaction
· [bookmark: _Hlk82420077]Cytokine Release Syndrome (aka CRS) – Signs and symptoms similar to allergy, but this should have been ruled out by prior provocation testing.  Treatment protocols are in place should this occur.
· Tumor Swelling and Pain – this is caused by combination of moderate tumor lysis (i.e. cancer cell death) and a tumor-specific immune response leading to tumor inflammation. 
· Treatment for side effects:
· Mild – Moderate – patient to use current painkiller if already prescribed or use Tylenol/Advil as needed.
· Severe – referral to Emergency Department for assessment for tumor lysis syndrome and for more significant pain control likely need for temporary opiates as pain of treatment origin should subside within 2-3 days.
· Phlebitis (inflammation of blood vessel) – rates of phlebitis in Mistletoe infusions seem higher in patients who also experience a CRS when compared with other infusions.
· Discontinuation of infusion and re-initiated at alternate site.  We can apply heat or cold depending on comfort and offer hamamaelis/aesulus/pau d’arco cream to apply to area for 5-7 days.
Pre-treatment Sensitivity Evaluation
· Patient to be given Mistletoe subcutaneously at least 72 hours prior to first intravenous treatment.  You’ll be asked to observe the injection site for the development of a skin reaction (redness).
· If you develop redness with a diameter of more than 2 inches, we will escalate your dose at  50% of the normal schedule.
· If you develop hives– this indicates a hypersensitivity to Mistletoe and you’re not a candidate for Mistletoe therapy.
Monitoring During Treatment
Patients will be required to complete ongoing monitoring for the following during IV treatment:
	
	Frequency of Monitoring

	Monitoring
	Induction/Escalation Phase
	Maintenance Phase

	Patient Temperature
	Each treatment
	Each treatment

	CBC with differential
	Twice a month
	Monthly

	Skin reaction
	Each treatment
	Monthly 

	Tumor Markers Level
	Not during this phase
	4-8 weeks

	Imaging
	Not during this phase
	Every 3-6 months



Duration of treatment will be decided by your medical provider but is typically 8 to 12 IVs after the initial escalation phase, done twice weekly.  It’s also typically recommended to continue IV mistletoe once weekly or every other week, along with the injections, (and topically if applicable) after the initial IV series. In cases where this is not feasible, topical mistletoe and/or subcutaneous injections done at home without IV infusions can still be very helpful.










CONSENT
I hereby agree to mistletoe infusions and/or injections performed by, or under the direction of, a healthcare provider at The Woodlands Institute for Health and Wellness. I also agree to using topical mistletoe (that’s combined with iodine and DMSO) if my healthcare provider and I agree that it would be helpful.  I have notified my Provider and/or Nurse of any contraindications or known allergies that may result in adverse reactions throughout the course of the above therapy.

****Please note that you’ll only order and pay for your desired treatments.  You are NOT committing to all forms of mistletoe treatment by signing this consent. 

_____ I understand that Mistletoe therapies provided at The Woodlands Institute for Health and Wellness are considered investigational/experimental and are not approved by the United States Food and Drug Administration for the treatment of my condition. 
_____ I understand that if receiving the IV infusions, they are not considered the standard of care and are not billable to insurance. I am aware and understand the currently “standard” medically indicated treatment for my condition.
_____ I understand and accept that, because this procedure may be considered “medically unnecessary” or “experimental”, it may not mitigate, alleviate, or cure conditions.  The possible benefits may not be apparent immediately. Some may feel no effect, some may require more infusions, some may notice improvements in days, while others notice improvement months later.
_____ I understand that no guarantees are offered regarding my expected results. I am aware that it is possible that this treatment will not work for me.
_____ In addition to discussing other modes of therapy that may be used for the treatment of my condition, my provider and I have discussed, and I understand the possibility of a referral to a specialist for my condition(s) if I have not already consulted with an appropriate specialist.
_____ I understand that once scheduled, I am pre-paying for my Mistletoe and, once ordered, payments are not refundable. Order will be placed once the first appointment is confirmed. 
I have read the above information, it has been explained, and I understand it. All of my questions have been answered. By executing this form, I am indicating that I have no questions whatsoever and I give my full informed consent to have Mistletoe therapy performed. I further agree to all continued monitoring that is a part of Mistletoe Therapy. 
___________________________________________
Printed name of Patient


___________________________________________		____________________
Signature of Patient or Legal Guardian    				Date
Mistletoe IV Prices and Protocol

100mg $275 1st IV 
200mg $349 2nd IV 
500mg $399 3rd IV 
800mg $449 4th through 12th IV* 
(all are run in 250ml of Normal Saline over 2 hours) 

*Highly sensitive individuals may require a slower ramp up and, therefore, a few more IVs before reaching 800mg dose. This will be determined by your test dose reaction, or if you have reaction during the ramp up phase. Before beginning protocol, you are required to complete a test dose at the cost of $99. _______ 

**Optimal protocol is 7 weeks but, if not feasible, we can offer 5 weeks of IVs before transitioning to subcutaneous injections. Subcutaneous injections are recommended for 2 to 5 years following completion of the IV protocol. In some instances, injections may be recommended indefinitely with varying frequencies. 

Ordering your Protocol 
Dr McManus will notify us based on your test dose what your specific protocol will be. 
For example, we will use the standard protocol of 7 weeks: 
Week 1 (4 IV sessions) on consecutive days or as close together as possible: 
· 100mg $275 
· 200mg $349 
· 500mg $399 
· 800mg $449 
Weeks 2 through 7 (12 IV sessions) IVs are given twice weekly: 
· 800mg $449 per IV 
· 800mg $449 per IV 
Your estimated cost for the full 7 weeks will be $6860 for the total IV protocol. 
A 50% non-refundable deposit will be required to place the order for the Mistletoe. 
***Discounts are already applied to this package and cannot be combined with any special promotions/offers.     
        
 ***Prices are subject to change.

Payment Authorization

Once your test dose reaction is assessed by the medical provider and you have been cleared to proceed with treatment, we will place the order for your therapy as selected by you. At minimum, a 50% deposit must be authorized, and credit card listed below to proceed with ordering your treatment protocol. If you elect to pay the 50% deposit, you will check out after each IV session, paying 50% of the IV cost, and the other 50% will be applied from your deposit. At the end of the series, your entire deposit will have been applied. If more convenient for you, we will accept payment in full prior to starting your series to avoid having to checkout after each session. 

Please indicate below your payment preference for each therapy where applicable: 
· 5-week IV treatment: ______50% deposit of $2532 or ______ pay in full $5064 
· 7-week IV treatment: ______50% deposit of $3430 or ______ pay in full $6860 
· Customized IV treatment: # of weeks _______ 50% deposit of __________ or pay in full ___________ 
· Subcutaneous Injections: $499 charged each time new supplies are needed, with the card listed below. 

Credit Card Authorization: 

________________________________________ ________________ _________ _________________ Card Number					 Exp 			CCV 	    Billing zip code 

___________________________________ _____________________________________________ 
Card Holder’s Name 			    Signature 
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Description automatically generated]***Please note that slower escalation can increase cost by the number of session and dosing schedule needed to get you up to the full dose. This is determined by the medical provider when assessing your reaction to the test dose, or possibly if you have a sensitivity reaction during a particular dose, you may need to reduce to a lower dose the next time and increase more slowly.
		

image1.jpeg
26110 OAK RIDGE DR, | THE WOODLANDS, TX 77380 | MAIN: 281.288.6742 | FAX: 281.418.1373 | WWW.TWIHW.COM




image2.jpeg
The Woodlands Institute
for Health & Wellness





