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An official reply to Health Canada’s Empowerplus Advisory of June 6, 2003

WHERE ARE THE BODIES, HEALTH CANADA?


HEALTH CANADA BLOCKS ACCESS TO SUPPLEMENT, DENYING THE RIGHTS OF THE MENTALLY ILL AND EXPOSING THEM TO DANGER.


June the 6th, 2003 Health Canada released an advisory to all Canadians not to use Empowerplus, a multivitamin-mineral health supplement. Empowerplus has been imported into Canada for personal use since March of 2000.  Now three years later Health Canada claims its advisory is to protect the public from “identified risks”. 

Repeated requests to Health Canada to provide Truehope and the news media with the “identified risks” have gone unanswered. On June 5, 2003 a ministerial briefing was held in Room 104 of the Justice Bldg., Ottawa with a number of Members of Parliament and Health Canada Representatives. In that briefing it was indicated “No reported harm has been associated with this product (Empowerplus)”. 


Empowerplus is composed of vitamins and minerals, a few amino acids and antioxidants, common nutrients found in our everyday foods. There are thousands of similar supplements sold legally in Canada everyday, supplements with and without drug identification numbers.


Hundreds of scientific studies prove that vitamins and minerals present a lower safety risk than the consumption of peanuts. Is Health Canada implying that mineral and vitamin supplements taken by more then 50% of Canadians are dangerous? 

One has to ask what’s the issue, why the big national hullabaloo over Empowerplus?


 UNVIELING THE REAL AGENDA

The only apparent concern is that Empowerplus has a powerful effect on mood disorders.  Four medical journal publications 
 
 
 
  demonstrate research that could well identify Empowerplus as the most significant breakthrough in treating mental illness since the beginning of time.  Empowerplus does not work for everybody, but the 2500 plus families using it can attest to its life saving qualities. Many individuals have been able to return to normal family life, careers, and educational pursuits. This must pose a grave concern for Health Canada. If this is not the case then why have they shut down a clinical trial at University of Calgary using Empowerplus which was funded by The Alberta Science and Research Authority (ASRA)? The study was peer reviewed for safety by two committees including ASRA and the University of Calgary. 

In a January 14, 2003 meeting with Health Canada officials, Truehope directors were told that if Truehope produced Empowerplus as a general health supplement only, and not hold out the research that had been completed on it, that Health Canada could provide a DIN number and allow it to be manufactured and sold in Canada. Are they concerned with “identified risks” to the Health of Canadians or competition with Pharmaceutical interests? 

Health Canada has not charged Truehope under the Food and Drugs Act. Truehope and a group of participants are suing Health Canada for denial of their charter rights in the Federal Courts of Canada. If Truehope is successful in this battle with Health Canada, then the way we view mental illness, the number 1 cost to the health care system in Canada would be dramatically altered.

Empowerplus has been proven to provide a restorative impact on a significant number of those who use it for the treatment of mood disorders.  The nutritional approach costs a fraction of the standard treatment for mental disorders.  The impact on the current pharmaceutical system could be significant if Empowerplus becomes the new therapy of the day.       

PROTECTING THE PUBLIC OR PROTECTING PHARMACUETICAL INTERESTS?
Is the current system of drug treatment proven, effective, and safe?  No. Let’s take a brief look at the research. 

RELAPSE - Gitlin et. al  reported in bipolar patients that despite continual medication maintenance treatment, data “indicated a 5-year risk of relapse (hospitalization) into mania or depression of 73%.” Of those who relapsed, two-thirds had multiple relapses. Relapse could not be attributed to inadequate medication. Even for those who did not relapse, the presence of significant mood symptoms was observed. “Even aggressive pharmacological maintenance treatment does not prevent relatively poor outcome in a significant number of bipolar patients”.

 Licht et al. reported significant relapse in 148 patients using only lithium as a mood stabilizer: thirty-two (21.6%) patients were readmitted within two years with a new affective disorder episode.
 Many individuals suffering with mental illness travel a “revolving door”. Their episodes of relapse can be devastating, destroying their hopes for wellness, as well as their careers and family stability.

DRUG SAFETY – The ten most prescribed psychotropic medications used for treatment of the mentally ill present significant danger to the patient.  As one example we will use Paxil, an antidepressant, one of the most commonly prescribed medications for depression.  What are the researched side effects of Empowerplus compared to Paxil? (See appendix 1)
DOCTORS & PUBLIC NOT INFORMED OF PAXIL DANGERS BY HEALTH CANADA  
The U.S. Food and Drug Administration issued a warning about Paxil on December 14, 2001. “There have been spontaneous reports of similar adverse events… upon the discontinuation of Paxil (particularly when abrupt), including the following: dizziness, sensory disturbances (e.g., paresthesias such as electric shock sensations), agitation, anxiety, nausea, and sweating.”
 

There have been many studies published in the medical literature which demonstrate the severe symptoms that are produced when withdrawing from Paxil (Paroxitine) drug treatment. The following footnotes are only a partial list of the research completed to date. 
  
 
 
 
 
 
 
   
  
 
 
  
  
  
 
  
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
  
 
 
 

The Prime Minister’s Office of Britain released the following statement on the safety of Paxil (June 10,2003) “The anti-depressant Seroxat (Paxil) should not be used to treat youngsters under the age of 18, according to Government experts.  Research shows that the use of Seroxat (Paxil) resulted in increases in the rate of self-harm and potentially suicidal behaviour in under 18s”. http://www.number-10.gov.uk/output/Page3851.asp 

CANCER RISKS ASSOCIATED WITH PAXIL USAGE

The American Journal of Epidemiology published two studies in 2000 by Cotterchio and colleagues which demonstrated that Paxil presented a 720% increase in risk of breast cancer in females.
  The Canadian Cancer Society website indicates that for heavy smokers there is a 400% increase in risk for cancer. In other words, Paxil use presents a greater risk factor for cancer than smoking. With over three million Canadian prescriptions for Paxil in the year 2000 this is major cause for concern.
 Data suggests that approx. 250,000 Canadians are taking Paxil (3,000,000 prescriptions - year 2000) Data also suggests that 2/3 of the patients treated for depression in Canada are female.

ONE IN FOUR PATIENTS WILL BE INJURED BY THEIR PRESCRIPTION DRUG
The New England Journal of Medicine published a study on April 17, 2003 
. The study indicated that 1 in 4 patients will be injured by their prescription drug. SSRI anti-depressants were responsible for the greatest number of injuries.

TRUEHOPE GOING HEAD TO HEAD WITH HEALTH CANADA 

We invite Health Canada to provide the data against Empowerplus.  Numerous requests ignored for such send a signal that there is no data. Health Canada conveniently ignores the above stated research.  WHY?  Why haven’t they protected the Canadian public by advising of the dangers posed by many of the psychiatric medications, instead of attacking a much safer alternative?  Could it be that there is another agenda at Health Canada, the one indicated by the former Dr. M. Brille Edwards, one of Health Canada’s Chief Pharmaceutical Assessors?  From her 15 years of experience as a senior Health Canada employee she stated “It is my paramount concern that the department must not continue to place the interests of the pharmaceutical manufacturers ahead of the protection of public safety”  We challenge Health Canada to come forward publicly and justify their position in a televised national debate. 

Let the public choose between your approved drugs and Truehope’s so called non-approved Empowerplus.


Canadians need protection from Health Canada.
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Anthony F. Stephan

David L. Hardy

Co-Founder


Co-Founder

APPENDIX 1 

	Empower Plus
	 
	Paxil (Paroxetine HCL)
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Side effects of vitamin/mineral/amino acid formulation
The following short term side effects
 have been reported for Empower Plus.

1. Flatulence 

2. Constipation 

3. Diarrhea 

4. Stomach upset 
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Side effects

1. Body as a Whole: Frequent: Chills, malaise; Infrequent: Allergic reaction, face edema, neck pain; Rare: Adrenergic syndrome, cellulitis, moniliasis, neck rigidity, pelvic pain, peritonitis, ulcer. 

2. Cardiovascular System: Frequent: Hypertension, syncope, tachycardia; Infrequent: Bradycardia, hematoma, hypotension, migraine; Rare: Angina pectoris, arrhythmia nodal, atrial fibrillation, bundle branch block, cerebral ischemia, cerebrovascular accident, congestive heart failure, heart block, low cardiac output, myocardial infarct, myocardial ischemia, pallor, phlebitis, pulmonary embolus, supraventricular extrasystoles, thrombophlebitis, thrombosis, varicose vein, vascular headache, ventricular extrasystoles. 

3. Digestive System: Infrequent: Bruxism, colitis, dysphagia, eructation, gastritis, gastroenteritis, gingivitis, glossitis, increased salivation, liver function tests abnormal, rectal hemorrhage, ulcerative stomatitis; Rare: Aphthous stomatitis, bloody diarrhea, bulimia, cholelithiasis, duodenitis, enteritis, esophagitis, fecal impactions, fecal incontinence, gum hemorrhage, hematemesis, hepatitis, ileus, intestinal obstruction, jaundice, melena, mouth ulceration, peptic ulcer, salivary gland enlargement, stomach ulcer, stomatitis, tongue discoloration, tongue edema, tooth caries. 

4. Endocrine System: Rare: Diabetes mellitus, hyperthyroidism, hypothyroidism, thyroiditis. 

5. Hemic and Lymphatic Systems: Infrequent: Anemia, eosinophilia, leukocytosis, leukopenia, lymphadenopathy, purpura; Rare: Abnormal erythrocytes, basophilia, hypochromic anemia, iron deficiency anemia, lymphedema, abnormal lymphocytes, lymphocytosis, microcytic anemia, monocytosis, normocytic anemia, thrombocythemia, thrombocytopenia. 

6. Metabolic and Nutritional: Frequent: Weight gain, weight loss; Infrequent: Alkaline phosphatase increased, edema, peripheral edema, SGOT increased, SGPT increased, thirst; Rare: Bilirubinemia, BUN increased, creatinine phosphokinase increased, dehydration, gamma globulins increased, gout, hypercalcemia, hypercholesteremia, hyperglycemia, hyperkalemia, hyperphosphatemia, hypocalcemia, hypoglycemia, hypokalemia, hyponatremia, ketosis, lactic dehydrogenase increased. 

7. Musculoskeletal System: Frequent: Arthralgia; Infrequent: Arthritis; Rare: Arthrosis, bursitis, myositis, osteoporosis, generalized spasm, tenosynovitis, tetany. 

8. Nervous System: Frequent: Amnesia, CNS stimulation, concentration impaired, depression, emotional lability, vertigo; Infrequent: Abnormal thinking, alcohol abuse, ataxia, delirium, depersonalization, dystonia, dyskinesia, euphoria, hallucinations, hostility, hyperkinesia, hypertonia, hypesthesia, hypokinesia, incoordination, lack of emotion, libido increased, manic reaction, neurosis, paralysis, paranoid reaction, psychosis; Rare: Abnormal gait, akinesia, antisocial reaction, aphasia, choreoathetosis, circumoral parethesias, convulsion, delusions, diplopia, drug dependence, dysarthria, extrapyramidal syndrome, fasciculations, grand mal convulsion, hyperalgesia, hysteria, manic-depressive reaction, meningitis, myelitis, neuralgia, neuropathy, nystagmus, peripheral neuritis, psychotic depression, reflexes decreased, reflexes increased, stupor, trismus, withdrawal syndrome. 

9. Respiratory System: Frequent: Cough increased, rhinitis, sinusitis; Infrequent: Asthma, bronchitis, dyspnea, epistaxis, hyperventilation, pneumonia, respiratory flu; Rare: Emphysema, hemoptysis, hiccups, lung fibrosis, pulmonary edema, sputum increased, voice alteration. 

10. Skin and Appendages: Frequent: Pruritus; Infrequent: Acne, alopecia, contact dermatitis, dry skin, ecchymosis, eczema, herpes simplex, maculopapular rash, photosensitivity, urticaria; Rare: Angioedema, erythema nodosum, erythema multiforme, fungal dermatitis, furunculosis , herpes zoster, hirsutism, seborrhea, skin discoloration, skin hypertrophy, skin ulcer, vesiculobullous rash. 

11. Special Senses: Infrequent: Abnormality of accommodation, conjunctivitis, ear pain, eye pain, mydriasis, otitis media, photophobia, tinnitus; Rare: Amblyopia, anisocoria, blepharitis, cataract, conjunctival edema, corneal ulcer, deafness, exophthalmos, eye hemorrhage, glaucoma, hyperacusis, keratoconjunctivitis, night blindness, otitis externa, parosmia, ptosis, retinal hemorrhage, taste loss, visual field defect. 

12. Urogenital System: Infrequent: Abortion, amenorrhea, breast pain, cystitis, dysuria, hematuria, menorrhagia, nocturia, polyuria, urinary incontinence, urinary retention, urinary urgency, vaginal moniliasis vaginitis; Rare: Breast atrophy, breast enlargement, epidiymitis, female lactation, fibrocystic breast, kidney calculus, kidney pain, leukorrhea, mastitis, metrorrhagia, nephritis, oliguria, pyuria, urethritis, uterine spasm, urolith, vagina hemorrhage. 
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