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Drug Regulation 
To Amend Chapter 8 Gorgas Hospital, to transfer the Drug Enforcement Administration (DEA) Office of Diversion Control to the Food and Drug Administration (FDA) and change its name to Drug Evaluation Agency (DEA), to change the name of the Substance Abuse Mental Health System Administration (SAMHSA) to Social Work Administration (SWA), to transfer the Secretariat of the International Narcotic Control Board (INCB) to the World Health Organization (WHO), to remove Drugs from the name of the Office of Crime (OC), to give Afghanistan 80% of the national and 75% of international opium quota until opium demand from the war economy has subsided, to rewrite the Controlled Substances Act, patent, and protection of human research subjects statute in order to identify, isolate, control, prohibit and destroy the pathogens that are used in bio-medical research to cause disease in laboratory animals or potentially injure humans, to commission a study of Schedule of Psychotropic Substances to identify and prohibit from circulation the pathogens that cause serious mental illness, to terminate automatically refilled contracts under DEA Form 222, to repeal the loophole in the statute that has hypothetically caused PTSD and Gulf War Illness since Vietnam, to provide for the regional Poison Control Centers to assist the federal government to monitor the possession and use of all poisons and pathogens used in bio-medical research laboratories, to inspect those laboratories and receive reports from the public regarding abuse of disease pathogens, to stop doctors from receiving kickbacks from pharmaceutical companies, to divert pharmaceutical political contributions to third party candidates, to eliminate mandatory minimum sentencing and reduce sentences for illicit drug possession and trafficking, to make drug addiction treatment safe and accessible, to reschedule marijuana to Schedule III and establish an entirely new Type of classification for the Customary control of drugs and prohibition of pathogens. 

Be the Democratic and Republican (DR) poison party Dissolved, Referred to the Food and Drug Administration (FDA)
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Art. 1 Pharmacy
§300 Purpose
A. This Act amends Chapter 8 Gorgas Hospital Title 24 US Code §301-320 that is preserved in two sections, §301 and §302 pertaining to the change of name of Ancon Hospital to Gorgas Hospital.  It may be cited as the Patent Remedy Act of 2009.
B. The three major institutional reforms proposed in this Chapter are: 

1. The Secretariat of the International Narcotics Control Board (INCB) INCB must be transferred from the Office of Drugs and Crime (UNODC), that needs to remove drugs from their title, to the World Health Organization (WHO) by the Commission on Narcotic Drugs (CND) with the intention to regulate all aspects of the international drug trade under the Single Convention on Narcotic Drugs in furtherance of the legitimate medical and scientific uses of narcotic drugs. The Board believes that with proper training the rational use of narcotic drugs and psychotropic substances will be promoted among health care professionals formally educated in the rational use of drugs for medical purposes and the risks associated with substance abuse and addiction to drugs according to the Statement by the President of INCB to the WHO 56th Regional Committee for Africa on Medicines regulatory authorities: current status and the way forward 28 August –1 September 2006. 

2. The DEA, Office of Diversion Control, that licenses physicians and pharmacists, must be transferred from the Department of Justice to serve as a consumer protection arm of the Food and Drug Administration (FDA). To better uphold the informed consent the name must be changed to Drug Evaluation Agency (DEA). This shall be accomplished legislatively by changing the name of references from Attorney General to Secretary of Health and Human Services in Title 21 CFR§1300-1316 and the Controlled Substances Act (CSA), Title 21 US Code Chapter 13.  Isolating administrative authority over drugs and controlled substances of biomedical concern, the DEA could enhance the quality and professional integrity of their work regulating drugs and controlled substance researchers and greatly improve the quality of life and public health.  

3. The Substance Abuse Mental Health Services Administration (SAMHSA) needs to be renamed the Social Work Administration (SWA) so that licensed social workers would have the privileges and immunities to take over the control of the adjudication of both the alleged mentally ill and drug offenders.  Social workers would relieve the burden psychiatry has so unfairly placed upon the Courts for centuries and theoretically provide much better outcomes for mentally ill and addicted people.  An administration of their own would greatly enhance the ability of social workers to help the poor in their struggle against oppression and to enjoy their own work.  All that is needed is to amend Subchapter III-A of the Public Health Service and Part A 42USC(6A)IIIA§290aa (a) to read Social Work Administration.  

 

C. Substance abuse is a far more serious problem than previously imagined by addiction studies.  Heightening control of dangerous biological products used in biomedical research promises to save millions of lives annually, hypothetically far more than could be saved by further advances in medical science, at this time.  After many advances in drugs and treatment in 20th century the vast majority of diseases of concern, mostly so called non-communicable diseases, now seem to be the result of highly unethical bio-security leaks, of torturous and deadly pathogens censured from the literature that only documents the efficacy of these mysterious substances at animal cruelty, from loosely regulated, mostly academic but also corporate and government, bio-medical research laboratories.  To gain control of these dangerous pathogens several technical amendments to law are necessary.  
(a) Bio-medical research must be isolated and penalized under amendments to the National Research Act of July 12, 1974. Title II, Public Law 93-348 the Protection of Human Research Subjects codified at 45 CFR 46.  The name of Institutional Review Boards (IRBs) shall be changed to Institutional Ethics Committees (IECs) to reduce the tendency of biomedical researchers to scapegoat mildly deviant social behavior, while scientists and doctors torture and kill massive numbers of people with complete impunity.  
(b) Patent classification law at the national and international level must identify, isolate, and prohibit disease pathogens under Content and Term of Patent, Provisional Right under 35USCII(14)§154, the Patent Co-operation Treaty (PCT) and the Strasbourg Agreement Concerning International Patent Classification of March 24, 1971 by the ratification of protocols thereto.
(c) The Schedules of the Controlled Substances Act (CSA) were sabotaged so that Marijuana is a Schedule I most dangerous drug and therefore the Schedules lacks all scientific and legal validity because everyone knows Marijuana is more harmless than alcohol.  The Schedules must be amended so that Schedule I is deadly poison; II deadly torture; III painful and disabling torture; IV chemotherapy and hard drugs; V prescription drugs; VI over the counter drugs; and VII alcohol, tobacco, raw opium, coca leaf and marijuana.  
(i)The overall objective of these technical amendments is to facilitate the control, monitoring and destruction of dangerous substances used in laboratory research that pose a threat to public health, and ultimately to remove these substances from existence.  These laws will facilitate and require communication regarding pathogenic substances and the threats they pose to public and private health. Pathogen patent protection will promote the development of forensic tests to detect these substances in autopsies, in the human body and in the environment and to a lesser extent develop anti-toxins and medicines that specifically neutralize these common threats to health.  At the same time better understanding of the real threats to public health will promote drug safety, treatment of drug addiction and thereby civil liberties.  
D. Socializing the CSA and the INCB under the control of health would both bring the study chemical and socio economic dependency to a higher level of social development under the umbrella of health care and grant independence to the overburdened judiciary. In Oregon v. Ashcroft No. 02-35587 of August 11, 2004, the 9th Circuit Court of Appeals ruled that the Attorney General may not define the scope of legitimate medical practice and requires an agency represented by Secretary of Health and Human Services "to determine the appropriate methods of professional practice".  Gonzalez v. Oregon No. 04-623 (2006) upheld the ruling in that the Attorney General did not have standing to prohibit doctors from prescribing drugs for physician assisted suicide.  

1. Cultural responsibility for drug addiction and mental illness would be greatly improved by expanding the Surgeon General warning label for tobacco products to warn,

“Surgeon General’s Warning: Smoking causes lung cancer, heart disease, emphysema, may complicate pregnancy - and quitting may cause psychosis”

2. The most serious problem with psychotropic drugs, is not addiction, although addiction can indeed cause mental illness, the problem is the malevolent distribution of Schedule I psychotropic substances to inflict mental illness and/or physical illness and death upon involuntary research subjects.  DEA Form 222 provides for the dispensing of Schedule I controlled substances to Registrants.  There is however a loophole for the military that needs to be repealed at §1305.13(f)  Procedure for filling DEA Forms 222 for Schedule I controlled substances states,  “(f) DEA Forms 222 submitted by registered procurement officers of the Defense Supply Center of the Defense Logistics Agency for delivery to armed services establishments within the United States may be shipped to locations other than the location printed on the DEA Form 222, and in partial shipments at different times not to exceed six months from the date of the order, as designated by the procurement officer when submitting the order.” It goes on in §1305.22 Procedure for Filling Electronic Order so that at (f) A supplier must ship the controlled substances to the registered location associated with the digital certificate used to sign the order, except as specified in paragraph (h) of this section. (h) Registered procurement officers of the Defense Supply Center of the Defense Logistics Agency may order controlled substances for delivery to armed services establishments within the United States.  These orders may be shipped to locations other than the registered location, and in partial shipments at different times not to exceed six months from the date of the order, as designated by the procurement officer when submitting the order.” 
3. Along with marijuana, Schedule I substances include hallucinogens, more powerful than LSD, that are the cause of a lot of serious mental illness, as well as pathogens causing depression and other serious mental illnesses, that are almost certainly responsible for the spike in suicide rates among deployed troops, as well as the mental illness aspects of Post Traumatic Stress Disorder.  Also of concern to Gulf War Illness sufferers are substances causing sciatica and neuromuscular pain and dysfunction as well deadly Lou Gehrig’s disease and also lock picks.  §1305.13(f) and the exception clause ending §1305.22(f) that states, “Except as specified in paragraph (h) of this section” and (h) need to be repealed.  Courts-Martial is due and all (war) contracts there-under need to be terminated under 41USC(2)§101(f) to prevent improper payments and to detect and prosecute fraud.  Not to blame all the malfeasance on the military there has been a 360% increase in overdoses among consumers of the Socratic cups of methadone clinics that should instead dispense pills, tablets and diskettes to limit the window of opportunity for poisoning.  Form 222 is rife with abuse and needs to be thoroughly reviewed by the FDA.     
§300a Pharmacy is a Health Profession
A. A total of 3.6 billion prescriptions were filled in the United States between October 2004 and September 2005.  The Centers for Disease Control reported that 46.5% of Americans using at least one prescription drug in the last month between 2001 and 2004.  

In July 2005, the ratio of generic/brand share of market by volume (weighted average) was 54/46. In 2006, it is estimated to be 58/42.  

1. Regulation and oversight known as pharmacovigilance are important for the health care team to protect the lives of their patients from potentially lethal overmedication, harmful admixtures, side effects and allergies known as Adverse Drug Reactions (ADR).  

2. The Hippocratic Oath of 400 BC states, “I will give no deadly medicine to any one!!! if asked, nor suggest any such counsel.”  Death by Medicine is a real problem that can be relieved, in part, by pharmacovigilance, medical regulation and genuine concern for side effects.   In 2003 it was estimated that in the United States the number of people having in-hospital, adverse drug reactions (ADR) to prescribed medicine was 2.2 million of which 106,000 were fatal. ADR can take two forms, medication errors and side effects unique to a minority of patients.  

3. Whereas the government is an important regulatory system for physician, pharmacist and consumer education as well as a third party payer that provides prescription oversight to many individuals consumers it is important that regulatory mechanism be firmly medical in nature. 

B. In 1992 a survey of the national pharmacy database found a total of 429,827 medication errors from 1,081 hospitals, 5.22 percent of patients admitted to these hospitals each year. The authors concluded that a minimum of 90,895 patients annually were harmed by medication errors in the country as a whole. A 2002 study shows that 20 percent of hospital medications for patients had dosage mistakes. Nearly 40 percent of these errors were considered potentially harmful to the patient. In a typical 300-patient hospital the number of errors per day were 40. Problems involving patients’ medications were even higher the following year. The error rate intercepted by pharmacists in this study was 24 percent, making the potential minimum number of patients harmed by prescription drugs 417,908.  In one study an alarming one-in-four patients suffered observable side effects from the more than 3.34 billion prescription drugs filled in 2002.  With 10-minute appointments, it's hard for the doctor to get into whether the symptoms are bothering the patients.  Given the increasing number of powerful drugs available to care for the aging population, the problem will only get worse
C. The pharmacist is a health professional who is the expert on medicines.  Pharmacists are given the responsibility to help people to maintain good health, to avoid ill health and, where medication is appropriate, to promote the rational use of medicines and to assist patients to acquire, and gain maximum therapeutic benefit from, their medicines. Pharmacists are an essential part of the health care team. 

1. Pharmacists are the most accessible health care professional in a community. As such, they are in a position to provide early detection of chronic diseases and to identify unhealthy life styles. They can help patients reduce risk factors by prevention counseling when appropriate, e.g., weight and diet management, exercise and smoking.  

2. Pharmacist practitioners must continuously improve the quality of their practices in the areas of recognizing the chronic diseases that are common in the community, or in a particular group within the community, providing health screenings for such chronic diseases as hyper-cholesteremia, osteoporosis, diabetes and hypertension and actively counseling patients on the appropriate use of medicines and drug treatment for withdrawal from highly addictive substances and questioning them regarding any possible Adverse Drug Reactions (ADR) pursuant to the recommendations of the FIP Statement of Policy on the Role of the Pharmacist in the Prevention and Treatment of Chronic Disease at the Council in Brazil on August 2006. 

3. Physicians have recognized for years that individuals respond differently to medicines. For example, a medicine for depression that works well for one patient may have less of an effect on another, who may have to try several different products before finding the right treatment.  Now, scientists’ better understanding of the human genome is shedding new light on the role genes play in how we respond to medicines.  This emerging field of “personalized medicine” holds promise to improve medical care in the coming years as new treatments are developed based on specific genetic traits, and, through the use of pharmaco-genomic markers, physicians and pharmacists gain the ability to select the safest and most effective medicine for each patient

D. The World Health Organization (WHO) defines pharmacovigilance as “the science and activities relating to the detection, assessment, understanding and prevention of adverse affects or any other possible drug-related problems”  under the International Pharmaceutical Federation in the Statement of Policy on the Role of the Pharmacist in Pharmacovigilance at the Council in Brazil of August 2006 and the Erice Declaration at the International Conference on Developing Effective Communication in Pharmacovigilance in 1997.  

1. In providing high quality medical care, safety monitoring is essential to the ongoing effective use of medicines, Pharmacists have an important responsibility in monitoring the ongoing safety of medicines.  It is a significant advantage to the surveillance of medicines that the pharmacist practitioner is able to provide a patient’s complete medication history.  A healthcare system that includes pharmacovigilance in its structure will ensure safety by minimizing the occurrence of adverse drug reactions to medicines and reduce fatalities resulting from them.  Safety monitoring of medicines in common use should be an integral part of clinical practice. The degree, to which clinicians are informed about the principles of pharmacovigilance, and practice according to them, has a large impact on healthcare quality.  

2. There are at least three levels of control of medicine use that occur within a society: the governmental marketing approval process, third party payer and regulation of the pharmacist practitioner.
E. The number of pharmacy schools worldwide stands at 914 as of 2007.  In the U.S., colleges of pharmacy offer 5-year undergraduate programs leading to the degree of bachelor of science in the pharmaceutical sciences. All accept students directly from high school and may grant advanced standing to college students or graduates. Licenses are granted by states after the following requirements have been met: graduation from one of the 72 colleges with programs accredited by the American Council on Pharmaceutical Education; about 1500 hours of internship under a registered pharmacist; satisfactory completion of a state examination. 

1. Pharmacists may practice their profession in a pharmacy located in a hospital, nursing home, or special area of a drugstore. They may also be employed by a pharmaceutical company in scientific research or the development and production of new pharmaceutical products.  In 1947, about 90 percent of graduates planned to go into some aspect of community pharmacy; in 1973, that figure had dropped to 76.6 percent; in 1988 it stood at 57.1 percent.

2. Community pharmacies usually consist of a retail storefront with a dispensary where medications are stored and dispensed.  All pharmacies are required to have a pharmacist on-duty at all times when open.  Pharmacies within hospitals differ considerably from community pharmacies. Some pharmacists in hospital pharmacies may have more complex clinical medication management issues whereas pharmacists in community pharmacies often have more complex business and customer relations issues.  

3. Hospital pharmacies can usually be found within the premises of the hospital. Hospital pharmacies usually stock a larger range of medications, including more specialized medications, than would be feasible in the community setting. Most hospital medications are unit-dose, or a single dose of medicine.  number of pharmacies have begun operating over the Internet. Many such pharmacies are, in some ways, similar to community pharmacies; the primary difference is the method by which the medications are requested and received. Some customers consider this to be more convenient (and private) than traveling to a community drugstore. 

4. Internet pharmacies are also recommended to some patients by their physicians if they are homebound.  In the coming decades, pharmacists are expected to become more integral within the health care system. Rather than simply dispensing medication, pharmacists expect to be paid for their cognitive skills. This paradigm shift has already commenced in some countries; for instance, pharmacists in Australia receive remuneration from the Australian Government for conducting comprehensive Home Medicines Reviews. In Great Britain, pharmacists (and nurses) who undertake additional training are obtaining prescribing rights. In the United States, consultant pharmacists, who traditionally operated primarily in nursing homes are now expanding into direct consultation with patients, under the banner of "senior care pharmacy." 

F. The human and economic costs of illness to patients, their families and the nation can be devastating. Helping get the right medicine to the right patient at the right time increases the chance that a patient will get better.  The goal is simple: Inspire informed conversations between patients and physicians about healthcare, disease prevention and the medicines that might help treat or cure illness.  

1. Most consumers believe prescription drugs have a positive impact on people’s lives. But, that positive impact only occurs when new medicines satisfy rigorous safety standards, provide new hope and good outcomes to sick patients, are widely accessible to patients, and offer good value.  

2. Whereas as drug prices in the United States are attributed with being much higher than in other parts of the world there is immense pressures to expand government price controls that the industry warns could harm America’s most vulnerable patients and undermine their ability to benefit from the latest, most innovative medicines as the result of the high cost of research and development in the United States where more than 50% of the world’s research and development of new drugs is undertaken improved government oversight and regulation should make progress in negotiating fair prices and ensuring drug safety.

G. The FIP Global Pharmacy Workforce and Migration Report released on World Health Day 7 April 2006 serves as an international starting point to provide a snapshot of the current workforce issues in pharmacy and give direction on required actions to build capacity and strengthen the profession.  Pharmacists represent the third largest healthcare professional group in the world. The majority of pharmacists practice in community pharmacies, hospitals and other medical facilities.  Smaller numbers of pharmacists are employed in the pharmaceutical industry.  

1. The data collected revealed that the pharmacist to population ratios vary widely from less than 5 pharmacists per 100,000 population to as high as over 200 the pharmacists per 100,000 population in some countries with an average of nearly 100 per 100,000 in high income countries.  The average ratio in the Western Pacific countries is about 25 times more than that of the countries in the African region and has the highest ratios compared to other regions.  The majority of pharmacists in the 34 countries practice in the community and hospital setting, about 73% in total.  Europe has the highest percentage of pharmacists in the community pharmacy setting, about 71%. There is also a much higher percentage of pharmacists in the Western Pacific and South East Asia countries working in the hospital sector than pharmacists in other regions. (21% compared to an average of 9% in all other regions).  

H. There is no internationally established minimum recommended pharmacist to population ratio. Many countries have developed their own recommendations based on demand for pharmaceutical services. A shortage of pharmacists is predicted in the near future attributed to increases in the volume of prescriptions; growth the population over the age of 65; greater administrative requirements for handling third-party payments; the changing role of pharmacists; and the growing proportion of women in the profession who are less likely to work full time.  

1. A shortfall of over 150,000 pharmacists by 2020 is predicted in the USA. Similarly, in Australia the demand for pharmacists is projected to increase between the years 2000 to 2010 from 13,000 to 17,200; thus leading to a shortfall of about 3,000 pharmacists by 2010. However, it was noted that a large pool of about 5,000 pharmacists are currently on the register in Australia but not working in pharmacy. In Zimbabwe, only 20% of the approved public sector positions for pharmacists were filled in 1999 with the majority of the 524 registered pharmacists opting to work in the private sector. Shortages in the profession affect all areas of pharmacy practice with some areas such as the public sector finding it more difficult to recruit, especially where there are differences in remuneration and working conditions.

2. The most serious problem facing national pharmaceutical staffing is the brain drain on developing nations.  The factors encouraging pharmacists to leave their country (push factors) or move to a country (pull factors) are factors such as income, job satisfaction, career opportunity, working conditions, management and governance and social and family. Individuals may also choose to train in health as a means to facilitate migration.  There is a growing trend of international migration of pharmacists, an issue that not only affects developing countries but also developed countries.  A significant percentage of pharmacists in developed nations come from foreign countries whereas the search for a better wage causes a “brain drain” in developing nations where more than half of pharmaceutical graduates tend to leave the country in pursuit of a better standard of living.  The United States of America was the most common destination country with 14% of overseas pharmacists, half of which are working in industry or academia where registration is not required.                  

§300b History of Pharmacy

A.People have treated diseases, including pain and suffering, with medicines since ancient times and in tribal cultures the shaman plays an important role in the community.  
1.Domesticated in the eastern Mediterranean in ancient times, opium is one of the most venerable drugs in formal and folk pharmacopoeia. Opium's healing properties were detailed in the works of Hippocrates (466-377 BC) and the Roman physician Galen (130-200 AD.) Spreading across the Asian land mass, opium was described as an effective drug in China's Herbalist Treasure of 973 AD.  Opium continues to be the prime ingredient in many pharmaceutical pain medicines and there is constant demand for opium on the international market.  

B. Specialization in pharmacy first occurred early in the 9th century in the civilized world around Baghdad. It gradually spread to Europe as alchemy, eventually evolving into chemistry as physicians began to abandon beliefs that were not demonstrable in the physical world. Physicians often both prepared and prescribed medicines; individual pharmacists not only compounded prescriptions but manufactured medicaments in bulk lots for general sale. 

1. Not until well into the 19th century was the distinction between the pharmacist as a compounder of medicines and the physician as a therapist generally accepted.  The origins of the modern pharmaceutical industry can be traced to the late 19th century, when dyestuffs were found to have antiseptic properties. 

2. Penicillin was a major discovery for the emergent industry, and during the 1940s and 1950s Research & Development became firmly established within the sector.  The industry expanded rapidly in the 1960s, benefiting from significant new discoveries with permanent patent protection. Regulatory controls on clinical development and marketing were light and healthcare spending boomed as economies prospered. 

C. Today modern pharmacist deals with complex pharmaceutical remedies far different from the elixirs, spirits, and powders described in the Pharmacopeia of London (1618) and the Pharmacopeia of Paris (1639). In the U.S. today, major medicines, those regarded as having the greatest therapeutic value, are selected for inclusion in the Pharmacopeia of the United States, first published in 1820, by a Committee on Revision on which all colleges of medicine and pharmacy, all state medical and pharmaceutical associations, and the U.S. surgeon general are represented. After the drugs have been chosen, the standards for quality and potency are formulated by pharmacists and pharmaceutical chemists. Similar criteria for drugs regarded by the committee as having less therapeutic value are set forth in the National Formulary, published by the American Pharmaceutical Association (founded 1852) since 1888. Any significant variation from pharmacopeia and formulary standards may be prosecuted by the Food and Drug Administration under the Pure Food and Drug Acts. 

1. Pharmacy began to develop as a profession separate from medicine in the 18th century and in 1821 the first U.S. school of pharmacy was established in Philadelphia. The most notable change in pharmacy in modern times has been the virtual disappearance of the preparation and compounding of medicines. In the 1920s, 80 percent of the prescriptions filled in American pharmacies required a knowledge of compounding, by the 1940s the number of prescriptions requiring compounding had declined to 26 percent. As far back as 1971, only 1 percent, or less, of all prescriptions combined two or more active ingredients. Moreover, the pharmacist’s commitment to maintaining the quality of the drugs dispensed has been reduced to knowing such facts as the length of shelf life and the effect of exposure to light and judging the reliability and reputations of the manufacture.

D. Pharmaceutical innovation continues to be a success story.  Since the introduction of effective cocktails of medicines, U.S. AIDS deaths have dropped by about 70 percent in the past decade. The National Cancer Institute recently reported that cancer death rates are continuing to decline, while the rate of diagnosis remains about the same. The mortality rate for all cancers has been falling since 1993 and the newest data, for 2002, continues that trend. The death rate in 2002 was 193.6 per 100,000, compared with 195.7 a year earlier and 213.5 in 1993. 

1. New medicines have likely played an important role in this improvement; recent research shows that new drugs account for 50 to 60 percent of the increase in six-year cancer survival rates since 1975.  For patients with Alzheimer’s disease, medicine can slow cognitive decline, delaying the need for nursing home care by 30 months.  

2. A report released by PhRMA in cooperation with the National Organization for Rare Disorders and the Genetic Alliance holds that more than 160 new medicines to treat rare or “orphan” diseases were approved by the FDA over the last decade. According to the National Institutes of Health (NIH), there are more than 6,000 rare diseases known to affect as many as 25 million Americans. One in every 10 Americans is diagnosed with a rare disease and according to the FDA, 85 to 90 percent of rare diseases are serious or life threatening – underscoring the need to find new cures and treatments.
3. Vaccines are also a powerful tool for disease prevention. For example, in states that routinely vaccinated children against hepatitis A, incidence of the disease fell by 88 percent.  A new drug for Crohn’s disease, a rare intestinal disorder, was found to reduce the chances that a patient would visit the emergency room by 66 percent.  Prescription medicines still represent only a small fragment of total health care costs.

E. During the 20th century average life expectancy in developed countries increased by over 20 years. A significant part of this improvement can be attributed to pharmaceutical innovation. Life expectancy in the United States hit an all-time high in 2006 at 77.6 years.  New medicines are attributed to have generated 40 percent of the two-year gain in life expectancy achieved in 52 countries between 1986 and 2000.  

1. Since 1900, life expectancy has continued to rise almost uninterrupted in the United States.  As use of medications grew between 1980 and 2000, the number of days Americans spent in the hospital fell by 56 percent, representing 206 million days of unneeded hospital care in 2000 alone.   

2. In the developing world, particularly in Africa because of the HIV/AIDS epidemic that infects up to 30% of some national populations, the average life expectancy has significantly declined since the 1970s when it had crept above 50 years to below 40 years.  

3. Pharmaceuticals have been successful in improving the health of wealthy people however societal demands have prioritized the access of lifesaving medicines to the poor community in both developed and developing nations through the development of programs such as the Medicare Prescription Drug Program and the Global AIDS, TB and Malaria Program to ensure that the medical demand for drugs is supplied irregardless of a person’s ability to afford them.

§300c Medicare Prescription Drug Plan

A. The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Pub. L. 108-173) makes the most dramatic and innovative changes to the Medicare program since it began in 1965.  The Act sets forth to amend title XVIII of the Social Security Act to provide for a voluntary program for prescription drug coverage under the Medicare Program.  The Act became effective on January 1, 2006.  

1. Nearly 39 million eligible beneficiaries were automatically enrolled or signed-up for a drug benefit plan by the May 15, 2006, deadline.  As a result, over 90 percent of the 43 million eligible Medicare beneficiaries have prescription drug coverage either through the new Part D benefit or through coverage provided by previous employers or other government programs.  

2. Medicare has covered hospital, physician and other health services for more than 40 years, but it has not covered prescription medicines even as they played an increasingly important role in maintaining good health and effectively treating illness.
B. Competition among private healthcare plans has reduced the average beneficiary premium to $24 – a 32 percent reduction from the estimated $37 premium projected in 2005 according to the Centers for Medicare and Medicaid Services, 40% savings. In 2007, the lowest-priced Medicare prescription drug plan will have a monthly premium of about $10, compared with about $2 in 2006, according to administration officials. The highest-priced Medicare prescription drug plan in 2007 will have a monthly premium of more than $110.  There is a $250 annual deductible.  

1. Low income beneficiaries’ dual-eligible with Medicare pay no premiums or deductibles, and their co-pays will not exceed $3 per prescription.  The overall cost of the benefit is expected to drop by 20 percent or more than $7.6 billion dollars. On average, patients will save about 50 percent on their out-of-pocket costs for medicines, and about one-third of beneficiaries with low incomes will save even more.  Even healthy beneficiaries are projected to receive significantly more in lifetime benefits from a prescription drug plan than they will pay in premiums.  

2. The insurance includes 95 percent coverage of catastrophic costs.   Approximately one-third of Medicare beneficiaries are eligible for low-income subsidies due to lower income levels. These beneficiaries will pay reduced or no premiums, reduced or no deductible, smaller copayments, and either no prescription charges or substantially reduced charges in the coverage gap.
C. Seventeen health insurers will market nationwide Medicare prescription drug plans in 2007, compared with nine in 2006.  Medicare prescription drug plans in 2007 will cover an average of 4,390 medications, an increase of 13% from 2006.  83% of Medicare beneficiaries currently enrolled in prescription drug plans will have the ability to switch to a lower-priced plan in 2007.   

1. Under the “doughnut hole” Medicare beneficiaries are responsible for 100% of annual prescription drug costs between $2,250 and $5,100. Medicare covers 95% of annual prescription drug costs that exceed $5,100. Pharmacists’ efforts to implement Part D highlight the fact that they are the health care professional most important to successful implementation of the Medicare drug benefit. 

D. The Medicare prescription drug program and affiliated Partnership for Prescription Assistance (PPA) that has linked 2.5 million low income and uninsured patients with 475 assistance programs that help eligible patients access prescription drugs for free or almost free.  Working with over 1,200 national, state and local partners, PhRMA created a nationwide clearinghouse of over 475 patient assistance programs that quickly matches patients to one or more patient assistance programs that may meet their needs. Patients can connect to PPA by phone (1 888- 4PPA-NOW), on-line (www.pparx.org)
E. The first prescription drug price control program, the “340B Program”, was established by Section 602 of the Veterans Health Care Act of 1992 (P.L. 102-585), which put Section 340B of the Public Health Service Act into place. Sometimes referred to as “PHS Pricing” or “602 Pricing,” the 340B Drug Pricing Program requires drug manufacturers to provide outpatient drugs to certain covered entities specified in the statute 42 U.S.C. 340B(a)(4)at a reduced price, also defined in the statute.  

1. The 340B price is a “ceiling price”, meaning it is the highest price the covered entity would have to pay for select outpatient and over-the-counter drugs and minimum savings the manufacturer must provide. The 340B price is at least as low as the price that state Medicaid agencies currently pay. After notifying the Pharmacy Affairs Branch (PAB) of their intent to participate in the Section 340B program, covered entities can begin taking advantage of these low prices at the start of the next quarter by contacting the PSSC at 1-800-628-6297 or by visiting http://pssc.aphanet.org.
§300d Pharmacy in the Developing World


A.The globalization of trade and information over the past half century has lifted vast numbers of the world's people out of extreme poverty.  Conscious of the need to help developing countries achieve greater improvements in their health infrastructure than can be easily afforded, the FIP Community Pharmacy Section Executive Committee established a working group to produce guidelines in this area in 1992. 
1.The paper, entitled “Good Pharmacy Practice in Developing Countries – Guidelines for Implementation”, was endorsed by the FIP CPS Executive Committee in September 1998 its primary focus is to train qualified pharmacists for deployment in all regions of developing nations where there is a shortage.  It is important that the developed world make efforts to eradicate communicable diseases in the developing world not only out of sympathy for their illness and poverty but to protect themselves from the perpetuation of easily eradicated diseases and transmission of such illnesses.  Disease is everyone’s enemy wherefore communicable disease anywhere is a threat to everyone.

B. The pharmaceutical industry is one of the largest global corporate philanthropists. According to The Chronicle of Philanthropy, the four biggest corporate donors in 2004 were all pharmaceutical companies. PhRMA members were among the first to provide assistance in the aftermath of Hurricane Katrina, contributing nearly $130 million in cash and products for disaster relief to support agencies such as the American Red Cross and the Salvation Army.  PhRMA members also contributed more than $178 million to disaster relief for the Asian tsunami victims.  In a span of three years the industry’s global healthcare spending increased 148 percent, from $564 million to $1.4 billion. Another study puts the industry’s contribution at $2.1 billion.

Fig. 8.1: Major International Contributors to Global Health 2004
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Source: PhRMA Global Partnerships: Humanitarian Programs of the Pharmaceutical Industry in Developing Nations of November 2004
C. PhRMA Global Partnerships: Humanitarian Programs of the Pharmaceutical Industry in Developing Nations of November 2004 reports that more than 93 percent of the industry’s global activities involve a sustained commitment to benefit hundreds of millions of people in least developed countries.  Pharmaceutical industry spending in the developing world outpaces the health budget of the World Health Organization $1.37 billion, the World Bank $1.03 billion, UNICEF $1.3 billion, USAID $1.37 billion and the European Union $850 million.  Industry programs are diverse health responses to local problems, endemic diseases and regional attempts to eradicate diseases.  Major diseases and global initiatives to cure them are listed below.  The contributions of the pharmaceutical industry are extremely important to get 

D. HIV/AIDS is the deadliest new disease of our era.  UNAIDS 2006 Report on the Global AIDS Epidemic of May 2006 reports that in the more than two decades since the beginning of the HIV/AIDS pandemic, approximately 65 million people worldwide have become infected with HIV, including more than 25 million who already have died. As of the end of 2005, 38.6 million people were estimated to be living with HIV/AIDS worldwide. An estimated 4.1 million people became newly infected with HIV in 2005 and nearly three million people died of AIDS-related causes in 2005. 

1. Women represent a growing proportion of people living with HIV/AIDS and now comprise nearly half (48%) of adults estimated to be living with HIV/AIDS worldwide. Young people under the age of 25 are estimated to account for half of all new HIV infections worldwide.  Sub-Saharan Africa is the most-affected region in the world as measured by HIV/AIDS prevalence rates where some countries have rates higher 30% of the general population, followed by the Caribbean. 

2. Although access to antiretroviral (ARV) treatment has more than quadrupled since December 2003 in low- and middle-income countries, only 24% of people living with HIV/AIDS in need of ARVs were estimated to be receiving treatment as of June 2006. This represents 1.65 million of the estimated 6.8 million people in need of antiretroviral treatment in these countries. 

3. UNAIDS estimates that spending on HIV/AIDS rose from US$300 million in 1996 to US$8.3 billion in 2005, and is projected to reach US$8.9 billion in 2006.  However, current spending falls far short of what is needed to respond to the epidemic – resources needs are projected to be $15 billion in 2006, rising to $22 billion by 2008.  

4. Developing countries by 2010 will continue to experience a shortfall in their supply of low-cost antiretroviral drugs, eight to 10 million people will need HIV/AIDS treatment.  The G8 agreed to increase efforts to provide universal access to HIV/AIDS treatments by 2010, as well as encourage research into vaccines for HIV, tuberculosis and malaria.

E. Tuberculosis (TB) kills about two million people each year, making it one of the world's leading infectious causes of death among young people and adults.  One-third of the world's population is infected with TB. Five to 10 percent of people who are infected with TB become sick with TB at some time during their life.  Each year, more than 8 million people become sick with TB.  TB infection can be prevented, treated and contained. 

1. The World Health Organization recommends a strategy for detection and cure called DOTS.  DOTS combines five elements: political commitment, microscopy services, drug supplies, surveillance and monitoring systems, and use of highly efficacious regimes with direct observation of treatment.  

2. Drugs for DOTS can cost only US $10 per person for the full treatment course (six to eight months).  DOTS is successful and has a success rate of up to 80% in the poorest countries, prevents new infections by curing infectious patients. 

3. It has been estimated that the gap is U$300 million a year to address the TB epidemic in low and middle-income countries. 

F. Malaria is an infection of the blood by a minute plasmodium parasite transmitted by the anopheles mosquito. The parasites multiply rapidly and destroy red cells. Victims normally suffer severe fevers, general malaise, and sometimes death, depending upon the age and general health of the victim and the particular species of plasmodium parasites.  

1. In A/58/8 WHO’s Secretariat estimates that 803,000 children under the age of five years in sub-Saharan Africa died of malaria in 2000 (range 710 000-896 000) and estimates of the annual number of deaths directly attributable to malaria in the world lie between 1.1 and 1.3 million. 

2. Based on reported data and estimations of populations at risk and incidence rates, it also estimates the incidence of malaria in 2004 in 107 countries and territories affected at between 350 and 500 million cases.  

3. Malaria Control WHA58.2 Recognizes that the Global Fund to Fight AIDS, Tuberculosis and Malaria has committed 31% of its grants or US$ 921 million over two years, to projects to control malaria in 80 countries

G. Poliovirus is a member of the enterovirus subgroup, family Picornaviridae. Enteroviruses are transient inhabitants of the gastrointestinal tract, and are stable at acid pH. Picornaviruses are small, ether-insensitive viruses with an RNA genome.  There are three poliovirus serotypes (P1, P2, and P3).  WHA58/11 reports that in 1988, wild-type poliovirus was endemic in more than 125 countries and the Health Assembly, called on all Member States to accelerate eradication activities. 

1. On 15 January 2004, the Director-General, the spearheading partners of the Global Polio Eradication Initiative and health ministers of the six countries remaining endemic for poliomyelitis committing themselves to interrupting the final chains of poliovirus transmission through intensified immunization campaigns.  

2. Oral Polio Vaccine (OPV) is highly effective in producing immunity to poliovirus. A single dose of OPV produces immunity to all three vaccine viruses in about 50% of recipients. Three doses produce immunity to all 3 poliovirus types in more than 95% of recipients. 

3. As of 18 March 2005, the funding gap for activities in the second half of the year was US$ 75 million and the gap for activities in 2006 was US$ 200 million.  The number of victim globally has been reduced from 100,000 annually to 1,000.  This is one of the best successes for vaccinations.

H. Influenza, also known as the flu, is a contagious disease that is caused by the influenza virus. Influenza is the deadliest disease in the history of the world and it has begun to make a comeback, Avian flu is a rising problem.  CDC reports that influenza attacks the respiratory tract in humans (nose, throat, and lungs). The flu is different from a cold. Influenza usually comes on suddenly and may include these symptoms: (1) Fever, (2) Headache, (3) Tiredness (can be extreme), (4) Dry cough, (5) Sore throat, (6) Nasal congestion, (7) Body aches.  These symptoms are usually referred to as "flu-like symptoms." Influenza is caused by a virus, so antibiotics (like penicillin) don't work to cure it. 

1.The best way to prevent the flu is to get an influenza vaccine (flu shot) each fall, before flu season. Flu patients should, (1) Rest, (2) Drink plenty of liquids, (3) Avoid using alcohol and tobacco, (4) Take medication to relieve the symptoms of flu.  An average of about 36,000 people per year in the United States die from influenza, and more than 200,000 have to be admitted to the hospital as a result of influenza.

I.Counterfeit and substandard drugs are a serious problem in many developing nations where modern pharmaceutical remedies would be most efficacious, having eradicated many of the diseases that still ravage developing nations.  Prepackaged, standard, pharmaceutical drugs, to satisfy otherwise unmet demand for these drugs, present a form of health assistance to developing nations that is both needed and highly resistant to the international terrorism unspent international health assistance is prone to. 

Art. 2 Gorgas Hospital

§301 Ancon Hospital to be known as Gorgas Hospital 

In recognition of his distinguished services to humanity and as a fitting perpetuation of the name and memory of Major General William Crawford Gorgas, the Government hospital within the Canal Zone, near the City of Panama, known prior to March 24, 1928, as the Ancon Hospital, shall after such date be known and designated on the public records as the Gorgas Hospital.

§302 Change of name as affecting various rights; records, maps, and documents 

The change in the name of said hospital shall in no wise affect the rights of the Federal Government, or any municipality, corporation, association, or person; and all records, maps, and public documents of the United States in which said hospital is mentioned or referred to under the name of the Ancon Hospital or otherwise shall be held to refer to the said hospital under and by the name of the Gorgas Hospital.

Art. 3 Pharmaceutical Industry
§303 Overview
A. Total US pharmaceutical sales in 2005 were $250 billion up from $6.6 billion in 1970.  66.4% of these sales were domestic.  In 2003 the biopharmaceutical sector was responsible for $63.9 billion in direct output, $38.8 billion of which was for research and development in 2004, and employed over 450,000 people across the U.S, 82,000 in research and development.  $23.6 billion in taxes are attributed to the pharmaceutical industry, $6.4 billion of which were corporate taxes.  

1. When the total impact of the market is calculated estimating every pharmaceutical job creates 5.7 jobs in the community the pharmaceutical industry is directly responsible for 2.7 million jobs, 2.1% of the national economy, with an output of $172 billion.  

2. The pharmaceutical industry is one of the most profitable sectors and the average employee makes $72,000 and produces $157,000.  The industry has the highest rate of investment in research of any market sector at 15-20% of gross sales.   

3. Outpatient prescription drugs accounted for one tenth of overall health spending, 13% of premium costs, an average cost of $32.45 per month to every privately insured individual.  

B. By standard accounting measures, the pharmaceutical industry consistently ranks as one of the most profitable.  The industry’s high R&D spending and relatively low manufacturing costs create a cost structure similar to that of, for example, the software industry. Both industries have high fixed costs (for research and development) and low variable costs (to put a software application onto a CD-ROM or to produce a bottle of prescription medication). Consequently, prices in those industries are usually much higher than the cost of providing an additional unit of the product.  In 2005, pharmaceutical firms in the Fortune 500 averaged a 10.3 percent return on assets, compared with a median return of 4.7 percent for all industries.  These numbers are however misleading as the result of the high cost of research and development and product liability.
C. According to Pharmaceutical Research and Manufacturing Association (PhRMA) the pharmaceutical industry is committed public policies that encourage the discovery of life saving and life enhancing new medicines for patients by pharmaceutical/ biotechnology research companies to provide broad patient access to safe and effective medicine through a free market without price controls. Strong intellectual property incentives and transparent, efficient regulation and free flow of information to patients are important in the research and development process.  

D. Pharmaceutical drug products, many with brand names, span a wide array of therapeutic classes (groups of drugs that are similar in their chemical structure, pharmacological effect, or clinical us.  In 2003 there were 17 therapeutic classes.  These classes in order of sales are (1) Antidepressants (SSRIs, SNRIs) (2) Antihyperlipidemics (Statins) (3) Antiulcerants (Proton-pump inhibitors) (4) Antihypertensives (ARBs, ACE inhibitors) (5) Antibiotics (Broad- and medium-spectrum) (6) Diabetes Therapies (Oral, injectible) (7) Antiarthritics (COX-2 inhibitors) (8) Antipsychotics (9) Antihistamines (Oral) (10) Neurological Drugs (For seizures or pain) (11) Other Vascular Drugs (Calcium- or beta-blockers) (12) Antiasthmatics (13) Analgesics (Nonnarcotic) (14) Bone Density Regulators (15) Oral Contraceptives (16) Antiallergy Drugs (Nasal steroids) (17) Analeptics (ADHD treatments)

E. In the 1990s, a wave of mergers of large, traditional pharmaceutical companies transformed the structure of the drug industry. By 2002, the 10 largest drug firms accounted for 48 percent of pharmaceutical sales worldwide, up from about 20 percent in 1985. Currently, eight of the top 10 firms are the products of horizontal mergers between two or more large drug companies, all of which occurred since 1989.  Consolidation in the pharmaceutical industry may have been motivated by several factors. With the rise of generic drugs, the rapid loss in sales that now occurs when a drug’s patent expires can leave firms with excess capacity in production and marketing. Merging with another company can help fill that capacity. Firms may also merge to exploit potential economies of scale or scope in research and development as reported in the Congressional Budget Office report on Research and Development in the Pharmaceutical Drug Industry of October 2006
§303a Licensing

A.The pharmaceutical industry is a highly regulated industry that is licensed both by the government and the researchers who develop the patent remedies who generally sell the license to use the technology they invented under 35USCIII(26)§261.  The government licenses pharmaceutical manufacturers under 21USC(9)VA§360(b) and 21USC(13)IC§822(a)(1), biological products under 42USC(6A)IIF§1262 , importers and exporters under 21USC(13)II§957, distributors and practitioners under 21USC(13)IC§822(a)(2).  
1.As of September 2009 the DEA registered a total of 1,326,362 entities to distribute controlled substances.  At the retail level – 65,361 pharmacy, 15,593 hospital/clinic, 1,067,631 practitioner, 376 teaching institute, 164,543 mid-level practitioner.  At the wholesale level – 506 manufacturer, 800 distributor, 8,379 researcher, 1,474 analytical labs, 193 importer, 231 exporter, 49 reverse distributor, 1,226 narcotic treatment program.  California has the most registrants with 156,551 at the retail level and 1,010 at the wholesale level.  American Samoa has the least with 12 registrants at the retail level and 0 at the wholesale level.
Fig. 8.2: DEA Registrant Population by State, 2009

	STATE
	RETAIL 
LEVEL
	WHOLESALE
LEVEL

	ALABAMA 
	15,214 
	120 

	ALASKA
	3,654 
	28 

	AMERICA SAMOA
	12 
	0 

	ARIZONA
	26,275 
	192 

	ARKANSAS
	9,631 
	88 

	CALIFORNIA
	156,551 
	1,010 

	COLORADO
	23,030 
	187 

	CONNECTICUT
	19,999 
	333 

	DELAWARE
	4,142 
	54 

	DISTRICT OF COLUMBIA
	6,692 
	58 

	FLORIDA
	66,748 
	673 

	GEORGIA
	32,637 
	379 

	GUAM
	289 
	7 

	HAWAII
	5,942 
	50 

	IDAHO
	6,396 
	71 

	ILLINOIS
	51,544
	503 

	INDIANA
	24,205
	346 

	IOWA
	12,876 
	160 

	KANSAS
	12,888
	109 

	KENTUCKY
	16,695
	248 

	LOUISIANA
	16,301 
	124 

	MAINE
	7,003
	44 

	MARYLAND
	29,690 
	410 

	MASSACHUSETTS
	40,034 
	593 

	MICHIGAN
	41,512 
	269 

	MINNESOTA
	25,265 
	255 

	MISSISSIPPI
	9,331 
	88 

	MISSOURI
	22,288 
	296 

	MONTANA
	4,705
	52 

	NEBRASKA
	8,924 
	106 

	NEVADA
	9,348 
	56 

	NEW HAMPSHIRE
	7,139 
	45 

	NEW JERSEY
	40,952 
	451 

	NEW MEXICO
	8,552 
	41 

	NEW YORK
	103,746 
	668 

	NORTH CAROLINA
	38,644 
	489 

	NORTH DAKOTA
	3,070 
	34 

	OHIO
	45,646 
	329 

	OKLAHOMA
	14,057 
	294 

	OREGON
	18,025 
	181 

	PENNSYLVANIA
	58,615 
	783 

	PUERTO RICO
	12,354 
	94 

	RHODE ISLAND
	5,367 
	55 

	SOUTH CAROLINA
	17,448 
	227 

	SOUTH DAKOTA
	3,798 
	35 

	TENNESSEE
	27,696 
	267 

	TEXAS
	80,958 
	952 

	UTAH
	10,940 
	101 

	VERMONT
	3,421 
	25 

	VIRGIN ISLANDS
	246 
	1 

	VIRGINIA
	33,861 
	242 

	WASHINGTON
	33,109 
	280 

	WEST VIRGINIA
	7,598 
	63 

	WISCONSIN
	25,992 
	235 

	WYOMING
	2,377 
	57


Source: Drug Enforcement Administration Office of Diversion Control. Registrant Population

2. Under the CSA, the term "practitioner" is defined as a physician, dentist, veterinarian, scientific investigator, pharmacy, hospital, or other person licensed, registered, or otherwise permitted, by the United States or the jurisdiction in which the practitioner practices or performs research, to distribute, dispense, conduct research with respect to, administer, or use in teaching or chemical analysis, a controlled substance in the course of professional practice or research. Every person or entity that handles controlled substances must be registered with the DEA or be exempt by regulation from registration.
3. The DEA registration grants practitioners federal authority to handle controlled substances. However, the DEA registered practitioner may only engage in those activities that are authorized under state law for the jurisdiction in which the practice is located. When federal law or regulations differ from state law or regulations, the practitioner is required to abide by the more stringent aspects of both the federal and state requirements. In many cases, state law is more stringent than federal law, and must be complied with in addition to federal law. Practitioners should be certain they understand their state as well as DEA controlled substance regulations.

B. To be licensed, a pharmacist must have graduated from a school of pharmacy approved by the state board of pharmacy or accredited by the American Council on Pharmaceutical Education (ACPE).  Of the 53 US jurisdictions (50 states plus DC, Guam and Puerto Rico) that report to the National Association of Boards of Pharmacy (NABP) Survey of Pharmacy Law, 51 require pharmacists to complete a certain number of continuing education units (CEUs) before they can renew their licenses. At present, 49 states recognize Foreign Pharmacy Graduate Examination Committee (FPGEC) Certification as a prerequisite for pharmaceutic licensure.
1. The North American Pharmacist Licensure Examination (NAPLEX) is required in all US jurisdictions except California, which administers its own examination. NAPLEX, which is developed by the National Association of Boards of Pharmacy (NABP), is a computer-adaptive test that assesses the candidate's ability to apply knowledge gained in pharmacy school to practice situations.
2. Most states require a drug law examination as a condition of licensure. The Multistate Pharmacy Jurisprudence Examination (MPJE) is currently administered in 45 US jurisdictions and is based on a nationally uniform content blueprint, with questions that are tailored to assess the pharmacy jurisprudence requirements of individual states.

3. All state boards of pharmacy require candidates to complete an internship or externship before licensure. Such practice experience usually consists of 1,500 hours of experience that are gained during pharmacy school (beginning after the first year of training). Some states require that internship hours be gained solely after graduation from pharmacy school and before licensure. The internship process is subject to state board of pharmacy regulations. Each intern, internship site, and preceptor must register with the state board of pharmacy to have the hours counted toward licensure.
C. Biological products biological product must have a biologics license pursuant to the rules promulgated by the Secretary of Health and Human Services.  Each package of the biological product must be plainly marked with the proper name of the biological product contained in the package; the name, address, and applicable license number of the manufacturer of the biological product; and the expiration date of the biological product under 42USC(6A)IIF§1262.

1.Drugs are also subject the terms of the patents and license agreements of the inventors or rights holders. WIPO Licensing and Technology Transfer in the Pharmaceutical Industry Technology transfer is the process by which a developer of technology makes its technology available to a commercial partner that will exploit the technology. Technology transfer in this way takes place by creating legal relationships by which: the owner of technology, or the holder of licensed rights to exploit the technology grants new rights of exploitation to the technology transfer partner for the right to exploit the technology and the technology owner or rights holder is compensated, usually financially, for the grant of those rights, and the respective rights duties and obligations of the parties that will govern their legal relationship are set out.  Ownership rights may be forfeited by a deed of assignment but this is not usually done in the pharmaceutical industry.  
2. In the United States, unlike Europe, one joint owner may grant a license of its interest in a patent, without the consent of the other joint owner, and without having to account to the other joint owner for any royalties or other payments received pursuant to that license under Schnack v. Applied Arts Corporation 278 N.W. 117 Mich 434.
D. If the Secretary finds that an individual, or person other than an individual, has been convicted, in a federal or state court, of a felony related to drug approval or drug regulation that person shall be debarred under 21USC(9)III§335a.  This includes bribery, payment of illegal gratuities, fraud, perjury, false statement, racketeering, blackmail, extortion, falsification or destruction of records, or interference with, obstruction of an investigation into, or prosecution of, any criminal offense, or a conspiracy to commit, or aiding or abetting, such felony or a misdemeanor that undermines the regulation of drugs.  The period of debarment shall not be less than one year or more than ten.  If the conviction is reversed the Secretary may withdraw the order of debarment.  
§303b Research and Development
A. The pharmaceutical industry spends more on research and development, relative to its sales revenue, than almost any other industry in the United States.  Pharmaceutical firms invest as much as five times more in research and development, relative to their sales, than the average U.S. manufacturing firm.  Over the past 25 years, R&D intensity has grown by about 50 percent. Most of that growth occurred in the 1980s; since then, the industry’s R&D intensity has hovered around 19 percent.  Continued growth in R&D spending has appeared to have little effect on the pace at which new drugs are developed. Annual approvals of innovative new drugs— so-called new molecular entities—by the Food and Drug Administration (FDA) increased over the 1980s and peaked sharply in the mid-1990s but then experienced a pronounced six-year decline.  In that decline, the total
number of NMEs approved each year fell from a high of  53 in 1996 to 17 in 2002, annual approvals rebounded to 36 by 2004 but fell again in 2005, to 20.

B. When the U.S. Food and Drug Administration (FDA) considers whether or not to approve a new medication under 21USC(9)VA§355, two issues are paramount:

1. Do the results of well-controlled studies provide substantial evidence of safety and effectiveness?

2. Do the results show the product is safe; do the drug’s benefits appear to outweigh its risks?
C. To answer these questions, biopharmaceutical companies conduct on average 10–15

years of research on the new medication; the results of which are provided to the FDA with an application for approval. Industry and FDA standards are rigorous: For every 5,000–10,000 compounds tested, only one receives FDA approval and becomes a new treatment.  Because long-term safety can be fully assessed only after many people have taken a medicine over time, drugs that are approved continue to be monitored for safety and effectiveness for many years after approval.  The time required to complete the clinical phase rose from an average of 3.1 years in the 1960s to 8.6 years in the 1990s.  The FDA approved 28 new drugs in 2005.  Only 3 of 10 marketed drugs ever produce

revenues that match or exceed R&D costs.
D. In 2005, the entire biopharmaceutical industry spent an estimated $51.3 billion on R&D.  Cost of developing one new medicine: about $800 million (over 10–15 years).  The increased investment in biomedical R&D in 2005 continues 25 years of strong R&D investment growth for America’s research-based biopharmaceutical companies – up from $2 billion in 1980. Combined, the total investment by all biopharmaceutical companies in new R&D reached an estimated $51.3 billion in 2005.  

E. To make a new medicine, the first step is to identify a specific target that is a promising focal point for a medicine, such as a protein that plays a crucial role in a particular disease. Teams of chemists, pharmacologists and biologists then screen thousands of compounds—or chemically or genetically engineer ones—and modify them to increase disease-fighting activity and/or minimize undesirable side effects for patients. Hundreds of potential drugs emerge from this process. However, because of the complexity and uncertainty of drug development, most of these potential drugs will never be approved for patients.  Potential drug candidates identified during drug discovery receive years of additional pre-clinical testing where laboratory and animal testing is utilized.  

1. Of 250 compounds that make it to pre-clinical trial only 5 make it to clinical trials. Before researchers can test a candidate drug in people, they must submit an

Investigational New Drug (IND) application with the FDA. The FDA then reviews

all the findings from the laboratory and animal studies to make sure people will not be exposed to unreasonable risks in clinical trials.  

F. In clinical trials, volunteers take a candidate drug to determine if it is safe for people and effective for the disease in question. Clinical trials take place in three phases, and during any of these phases, the FDA can halt the study if there are safety concerns.

Phase I: The medicine is tested in a small group of about 20 to 100 healthy volunteers to determine its safety, including the safe dose range.

Phase II: About 100 to 500 volunteer patients participate in controlled trials to determine whether the medicine effectively treats the disease. Researchers continue to evaluate the drug’s safety, look for side effects, and determine optimal dose strength and schedule (how often the drug is taken).
Phase III: From 1,000 to 5,000 volunteer patients take the potential new drug (or, for comparison purposes, a placebo or an existing treatment). Researchers closely monitor patients to confirm that the drug is effective and identify any side effects. Even after all the years of studies leading up to Phase III trials, about half the drugs that reach this point fail. Clinical trials are becoming more rigorous and extensive. 
G. If clinical trials demonstrate that the experimental medicine is both safe and effective, the innovator company files a New Drug Application (NDA) with the FDA. Because NDAs contain study results from all previous steps, they typically include 100,000 or more pages of data for FDA review.  To assist in the review process, the FDA uses independent advisory committees that consider the evidence and vote on whether a new drug should be approved by the FDA for use by patients. Usually, the FDA follows the committee’s recommendation.

H. Even after many years of careful—and expensive—research, about 10 to 15 percent of potential new drugs are rejected because they do not satisfy the FDA’s strict safety and  effectiveness standards.  Because companies can never be sure a product will receive FDA approval, construction or repurposing of manufacturing facilities—another expensive enterprise— begins late in the R&D process.  Facilities must meet the FDA’s strict requirements for Good Manufacturing Practice, to achieve uniform high quality of the products patients will use.  

1. In the US, as of 2007, there are nearly 3,000 compounds in the late stages of clinical trials, in Europe where rigid government regulation has discouraged pharmaceutical there are little less than 1,500 compounds in the later stages of development, fewer than before and in the rest of the world a little more than 1,500.  In recent year many European pharmaceutical research and development firms have relocated to the US to enjoy the more liberal policies pertaining to the development of new drugs that are nonetheless quite stringent.
I. Even after an approved drug is manufactured and on the market, companies continue to gather information and sponsor research to review how the drug is working. Larger-scale experience with a medicine may reveal adverse effects or benefits not seen in more limited research use; companies submit any instances of problems reported by physicians and patients to the FDA. The FDA may also require a company to conduct additional “Phase IV” research studies to monitor the long-term safety of approved medicines or to learn how an approved medicine affects a particular group of patients.  In one very telling report, the General Accounting Office found that of the 198 drugs approved by the FDA between 1976 and 1985 ... 102 (or 51.5 percent) had serious post-approval risks ... the serious post-approval risks (included) heart failure, myocardial infarction, anaphylaxis, respiratory depression and arrest, seizures, kidney and liver failure, severe blood disorders, birth defects and fetal toxicity, and blindness
J. Innovations in our understanding of health strangely do not directly equate with an increase in drug approvals.  In 2003, NIH and Celera were both credited with completing the map of the human genome. The sequencing of the human genome, is expected ultimately to open productive new branches of drug research. However, that scientific milestone coincided with an unexpected slowdown in submissions of new-drug applications worldwide.  The National Human Genome Research Institute at the National Institutes of Health stated that “most new drugs based on the completed genome are still perhaps 10 to 15 years in the future, although more than 350 biotech products—many based on genetic research—are currently in clinical trials.
K. In the past decade, federal outlays on health-related research and development have totaled hundreds of billions of dollars at the National Institutes of Health (NIH) alone. Although only some of that spending was explicitly related to pharmaceuticals, much of it was for the basic research on disease mechanisms that underlies the search for new drugs.  Given the extent of public R&D spending in the life sciences, however, there is a risk that such spending could “crowd out” (or discourage) private investment in some cases by substituting for it rather than complementing or stimulating it. The government’s focus on basic research, while the drug industry concentrates on applied research and development, tends to minimize that risk.  Aggregate statistical data suggest that, overall, private R&D spending responds positively to federal R&D. In specific cases, however, the government may have funded some research that the private sector otherwise would

have paid for.  
1.Research spending by the NIH—by far the primary recipient of government funding for health-related basic research—totaled $5.8 billion (in 2005 dollars) in 1970, more than doubled to $12.3 billion by 1990, and reached $28.5 billion by 2004.  The rationale for government funding of basic scientific research is that if such research were left solely to the private sector, too little of it would be done.  

§303c Recall

A. After a century of fake patent medicines, addictive products and defective remedies, in 1902, Congress passed the Biologics Control Act, the gave the Marine Hospital and Public Health Service regulatory authority over the production and sale of vaccines, serums, and other biological products that included the power to order a recall of unsafe products. The Bureau of Chemistry, the modern era of the FDA dates to 1906 with the passage of the Federal Food and Drugs Act.  All biological products must be registered and can be recalled under 42USC(6A)IIF§1262(d).
B. Products must be safe and effective and their labeling must be accurate and not fraudulent in regards to its use, dosage, strength or other quality. In most cases corporations voluntarily recall products deemed to be harmful but in extraordinary circumstances the Secretary may order the recall of a specific batch or product.
1.A drug or device is deemed to be adulterated drugs or devices under 21USC(9)VA§351 if it has (a) been prepared, packed, or held under insanitary conditions whereby it may have been contaminated with filth, or (b) it, or its container, is, in whole or in part, a poisonous or deleterious substance, whereby it may have been rendered injurious to health or (c) its strength, quality or purity differ from the compendium, or (d) it is not in conformity with performance standards.

2. A drug or device is deemed to be misbranded under 21USC(9)VA§352(j) if it is dangerous to health when used in the dosage or manner, or with the frequency or duration prescribed, recommended, or suggested in the labeling thereof.

3. If a device presents substantial deception or an unreasonable and substantial risk of illness or injury and such deception or health risk cannot be remedies in correspondence with the company, such device may be banned under 21USC(9)VA§360f.

4. Upon a determination that a batch, lot, or other quantity of a product licensed under 42USC(6A)IIF§1262 presents an imminent or substantial hazard to the public health, the Secretary shall issue an order immediately ordering the recall of that product and up to $100,000 fine.  The loopholes provided under 5USCI(5)II§554(a,1-6) are hereby overruled..  Criteria for biological product risk evaluation and mitigation strategies elaborated under 21USC(9)VA§355-1 are;

a.The estimated size of the population likely to use the drug involved. 
b. The seriousness of the disease or condition that is to be treated with the drug. 
c. The expected benefit of the drug with respect to such disease or condition. 
d. The expected or actual duration of treatment with the drug. 
e. Whether the drug is a new molecular entity. 
f. The seriousness of any known or potential adverse events that may be related to the drug and the background incidence of such events in the population likely to use the drug. 
5. The term “adverse drug experience” means any adverse event associated with the use of a drug in humans, whether or not considered drug related, including— 

i. an adverse event occurring in the course of the use of the drug in professional practice; 
ii. an adverse event occurring from an overdose of the drug, whether accidental or intentional; 
iii. an adverse event occurring from abuse of the drug; 
iv. an adverse event occurring from withdrawal of the drug; and 
v. any failure of expected pharmacological action of the drug. 

6. The term “serious adverse drug experience” is an adverse drug experience that results in— 
i. death; 
ii. an adverse drug experience that places the patient at immediate risk of death from the adverse drug experience as it occurred (not including an adverse drug experience that might have caused death had it occurred in a more severe form); 
iii. inpatient hospitalization or prolongation of existing hospitalization; 
iv. a persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions; or 
v. a congenital anomaly or birth defect; or 
vi. based on appropriate medical judgment, may jeopardize the patient and may require a medical or surgical intervention to prevent an adverse outcome. 
7. Improved information, professional training and certification and other methods that render the product safe may be instituted, and if these countermeasure mitigate risk to health and life sufficiently, keep the product on the market.

8. If the introduction, delivery or receipt for introduction into interstate commerce of any food, drug, device, or cosmetic that is adulterated or misbranded or otherwise noncompliant is prohibited under 21USC(9)III§331 that that product may be brought to the US District Court for an injunction proceedings under 21USC(9)III§332 and held liable for civil and criminal penalties under 21USC(9)III§333.  
C. To facilitate the reporting of adverse drug reactions, since January 4, 2002, it is required that all prescription labels advertise a toll free number for the reporting of adverse drug reactions under 21USC(9)VA§355.
§303d Import and Export Control
A.Drug costs in the US are much higher than in other countries.  May Americans cross the border to Canada to purchase cheaper medicines.  Regardless of the cost the United States is a major exporter of pharmaceuticals and 34% of its $250 billion in pharmaceutical revenues were derived from imports, and estimated $85 billion in 2005.  The global market for pharmaceuticals was worth more than $693 billion in 2007. But Big Pharma is easily dwarfed by the global chemistry industry, which lives somewhere in the $3 trillion-a-year-neighborhood.
1. Importers and exporters of drugs and medical devices are required to be registered by the DEA under 21USC(13)II§957.  Registration shall not authorize the registrant to import or export controlled substances other than that specified in the registration.  The registration may be denied if it is not determined to be in the public interest.  No registration shall extend for more than one year under 21USC(13)II§958.
2.Under 21USC(9)VIII§381 of the Food, Drug and Cosmetic Act importers and exporters of drugs and medical devices are subject to registration with the Secretary under 21USC(9)VA§360 .  If an imported article is determined to be found to be packaged in insanitary conditions, to be in contravention to the laws of its country of origin, or otherwise adulterated or misbranded it will be refused entry at the border and the owner or consignee must pay all the expenses of storage, cartage and/or destruction against future import revenues.  Articles for export must be labeled and in compliance with the laws of the importing country.  If an importer or exporter is unregistered or debarred the articles shall not pass the border.   
§303e Ethical Issues

A. The free flow of information regarding prescription drug products is important to ensure that patients receive the best medication and are not consuming as the result of the providers financial interests.  Although there is much criticism that drug companies spend too much on advertising it is the cost of research and development that are driving up consumer drug prices and not advertising which typically comprises only 2% of a pharmaceutical company’s budget.  The Guiding Principles Direct to Consumer Advertisements About Prescription Medicines go beyond current Food and Drug Administration (FDA) requirements of advertising and represent the commitment of PhRMA member companies to improving and expanding the inherent educational value of advertisements about prescription medicines. 

1.The Principles: 1) outline an approach to advertising to help healthcare providers and patients learn more about their medicines; 2) call for a balanced presentation of benefits and risks in clear, understandable language and in a manner that supports responsible dialogue between patients and healthcare professionals; and, 3) call on companies to spend an appropriate amount of time to educate health professionals about new medicines before launching a DTC campaign.

B. The primary ethical concerns of the day are that pharmaceutical companies are reported to use their enormous profits to (a) engage in conflicts of interest with medical providers, bribing them with gifts and kickbacks to prescribe their medication, (b) contribute heavily to Congressional campaigns to sustain their unfair laws and arrange for subsidies and (c) conspire with the judiciary to conduct lucrative but illegal coerced clinical drug trials on prisoners, interfere with government decision-making, intimidate and suppress people reporting adverse drug reactions.  

1.Pharmaceutical companies invest an estimated $20 billion annually marketing directly to doctors.  For more than 65 years, the American Medical Association has been selling pharmaceutical companies the Physician Masterfile, a database that contains information on the prescribing practices and other characteristics of 900,000 practitioners, most of whom are not AMA members, making $46 million in 2005 alone.  Taking into consideration the state regulated license to practice medicine, the high salaries they command, the life or death decisions they must make and the need to make informed prescription decisions, as a professional doctors are for the intent of the law pertaining to conflict of interest a public official, or a witness thereto, and it must therefore be prohibited for the pharmaceutical and medical supply industry to give doctors any gifts.  

a.Whoever directly or indirectly, corruptly gives, offers or promises anything of value to any public official to influence an official act, or commit or allow fraud or to omit an act that is the lawful duty is guilty of bribing a public official or witness under 18USCI(11)§201.  
b. The Food, Drug and Cosmetic Act currently only regulates the financial interests of people applying for employment under the Ethics in Government Act of 1978 as conflicts of interest at 21USC(9)VIIA§379d.  This prevention of conflict of interest clearly needs to be extended under law to the practice of medicine in order to prevent the financial interests of, primarily, pharmaceutical companies from compromising the independent exercise of medical judgment, with direct payment for prescribing their medicine or indirect gifts such as free food.  Whereby, under this Act drug and medical device companies are prohibited from giving medical practitioners any payments or gifts, of any kind, including food, and practitioners are prohibited from receiving them.

2. The drug industry has invested a meager portion of their enormous profits on lobbying government officials donating an estimated $800 million to state, federal and local political campaigns between 2000 and 2007.  In 2003 alone, the industry spent nearly $116 million lobbying the government when the Medicare Modernization Act of 2003 was passed.  In 2004, drug makers upped their reported expenditures on lobbyists to $123 million, a record amount for the industry. Of the 1,291 lobbyists who were listed that year as representing pharmaceutical corporations and their trade groups, some 52 percent were former federal officials. Between 1998 and 2004 the pharmaceutical industry disclosed lobbying on 1,600 bills.  While not patently illegal campaign finance laws highly limit the amount a corporation, particularly a for-profit corporation, can contribute.  While it would be unfair to deny pharmaceutical companies their first amendment right to sue the government, the government must deter the abuse of this right by thoroughly investigating the pharmaceutical lobby and providing equal compensation for people reporting adverse drug reactions. For their part the pharmaceutical industry must strive to bring about regime change by ceasing to finance the Democratic and Republican (DR) party and foster real debate about the public health issues they are concerned about by financing third party candidates.
3. The case of Zyprexa Product Liability Litigation HA-12-2-07  presents  a scenario that would be expected from such negligent lawmaking, where a court abused their power to issue an injunction, not against the popular anti-depressant drug that has given millions of consumers diabetes and death, because of an adverse reaction with alcohol, for which a $200 million lawsuit was settled in 2005, but against the researchers who had collected millions of pages documenting adverse reactions with the drug, that also presents a high risk of abuse secretly mixed with alcoholic beverages.  The Court behaved atrociously and the case was remanded to Congress for the FDA to consider recalling the drug.

C. It is important that providers, consumers and the government are fully informed regarding the risks and benefits of drugs in order to make informed medical decisions in the best interest of the patient.  Money spent on advertising distorts the free flow of information regarding the efficacy of drugs.  Gifts and kickbacks to providers are a clear cut conflict of interest.  Money spent on lobbying and political campaigns by pharmaceutical companies distorts the decision-making of lawmakers.  Legally sanctioned abuse distorts judgment.  Patients and providers should be allowed to make their prescription decisions based upon the highest level of public and private medical research without any undue influence of pharmaceutical financial interests, but they also have a right to be informed of the best medicine for their condition.         
§303f Patent Protection

A.The number of Patent Cooperation Treaty (PCT) international application filings grew by 2.3% in 2008, to 163,600 applications. While the growth rate is modest, as compared to an average 9.3% growth rate in the previous three years, the total number of PCT international applications filed in 2008 represents the highest number of applications received under the PCT in a single year. The largest number of PCT international applications filed originated from applicants of the United States of America (53,521 applications).  In 2008 the US Patent and Trademark Office (USPTO) received a total of 485,312 applications, 49.2 of foreign origin, and granted 185,224, 50% of foreign origin.

1. The largest proportion of PCT applications published in 2008 related to medical technology (12.0%), computer technology (8.5%) and pharmaceutical (7.9%) sectors.  Of the 77,501 classified patents applied for or granted in the USA in 2008 - 2,678 were for drugs (3%), 2,355 for surgery (3%) and 110 for dentistry (1.4%) – altogether biomedical technology accounted for only about 7% of US patents.
B.Patent protection in the United States gives researchers and inventors the exclusive right to sell an invention for 20 years before others may copy and sell it. U.S. laws and the Constitution have established a system to grant patents, as an incentive for individuals and companies to invest the time, effort and dollars needed to develop new ideas and products.  Under current law, generic drug manufacturers can begin to prepare copies of drugs for FDA approval before an innovator company’s patent has expired. In an increasing number of instances, generic copies have entered the market years before patents expire.  The United States is far and away the leader in the development of new drugs.  In 1980, lawmakers enacted the Bayh-Dole Act to address concerns that only a small fraction of government patents were being developed commercially. The law gave universities, nonprofit organizations, and small businesses the property rights to inventions stemming from government-funded research they conducted.  
1. The Patent Act of 1793, authored by Thomas Jefferson, defined statutory subject matter as "any new and useful art, machine, manufacture, or composition of matter, or any new or useful improvement [thereof]." Act of Feb. 21, 1793, 1, 1 Stat. 319. The Act embodied Jefferson's philosophy that "ingenuity should receive a liberal encouragement."
2.The Supreme Court’s decision in Diamond v. Chakrabarty 447 US 303 (1980) held, 35USC§101 provides for the issuance of a patent to a person who invents or discovers "any" new and useful "manufacture" or "composition of matter."
3. The Hatch-Waxman Act eliminated clinical trials for generic versions of existing  brand-name drugs. Increasingly, once generic versions do enter a market, they quickly gain market share at the expense of brand-name drugs. In the first few years after the law took effect, the average market share of generic drugs one year after the patent on a brand-name drug expired was 35 percent. A decade later, that figure had almost doubled to 64 percent. By the late 1990s, nearly all brand-name drugs could be expected to face generic competition once their patents expired. The loss of sales to generic versions can

occur particularly quickly for best-selling drugs. For example, Prozac lost more than 80 percent of its U.S. sales to lower-priced generic versions in the first month after its patent expired.  Newer drugs with high Medicaid sales and no generic competitors “are significantly more likely to be introduced in new versions” than other drugs are. Modified products command significantly higher prices for the same dosage—in the range of 7 percent to 20 percent higher—than earlier versions of the drugs do. In general, generic competition makes it more difficult to charge higher prices for brand-name drugs because such competition increases the likelihood that a drug will lose

sales to generic versions if its price is set too high.

C. In general, every patent shall contain a short title of the invention and a grant to the patentee of the right to exclude others from making, using, offering for sale, or selling the invention,,,and, if the invention is a process, of the right to exclude others from using, offering for sale or selling… importing…or exporting…products made by that process, referring to the specification for the particulars thereof the Content and Term of Patent, Provisional Right under 35USCII(14)§154(a)(1).  
1.In the field of bio-medical research the patent has two distinct methods of saving lives.  The first is obvious, to patent new life saving medicine, giving, for a time, the rights of the invention to the inventor, thereby promoting through financial incentive the advances in the field of medical science.  The second is more obscure, to remove toxic chemicals and disease pathogens from circulation, thereby protecting public health against the threat of laboratory produced diseases, so lucrative to the practice of medicine.  Effective use of the patent system is however derogated by a lack of isolation of bio-medical research and disease pathogens in the national and international laws regulating the issuance of patents.   National and international legislation to classify and isolate disease pathogens for prohibition is needed; as is greater understanding of Jefferson’s “liberal encouragement of ingenuity” so that on the one hand the invention of useful products is encouraged and on the other, society is liberated from harmful products and eliminating harmful products is indeed a useful improvement over their indiscriminate circulation for the purposes of  patentability under 35USC§101.
2. In Apotex Inc. v. Sanofi‑Synthelabo Canada Inc., 2008 SCC 61 on November 6, 2008, the Canadian Supreme Court held that, "In the field of chemical patents, originating or genus patents are based on the discovery of a new invention, namely, a reaction or compound, while selection patents are for compounds chosen from the compounds described in the originating patent.  Selection patents do not differ in nature from any other patent, but in order to be valid, the selected compound must be novel and possess a substantial advantage to be secured or disadvantage to be avoided".  
3. The irony is that the Strasbourg Agreement Concerning International Patent Classification of March 24, 1971 was ratified in the same town where the Strasbourg Agreement of 1675 between France and the Holy Roman Empire was the first treaty to ban the use of chemical weapons.  The Strasbourg Agreement of 1971, and the Patent Cooperation Treaty for that matter, totally omits mention of the special category of toxic substances.   
4. WHO drafted a Working Paper on Patent Issues related to Influenza Viruses and their Genes and Annex on November 17, 2007, revealing that in their attempts to patent Influenza HA and NA genes and gene products that specifically claim or may encompass H5N1 sequences they were forced to choose from 6 patent families, vectors or cells containing influenza genes and vaccines containing influenza products 18 patent families and siRNA and antisense directed to H5N1, also oligonucelotides having H5N1 sequence 12 patent families.  These families of medically useful knowledge and control of toxic substances are located in neither Section A(61) Human Necessities: Medical or Veterinary Science; Hygiene nor Section C(07-08) Chemistry; Metallurgy: Organic Compounds.  The Strasbourg Agreements to do not agree.  
D. Bio-medical and pharmaceutical patents do enjoy special protection.

1.Applications for new drugs must be approved by the Food and Drug Administration (FDA) under 21USC(9)VA§355
2. To properly legislate patent protection for disease pathogens these pathogen patents would be isolated and treated differently from all other patents.  The discoverer would be protected and rewarded as a witness to, rather than owner of, the intellectual property. There would be a special application for pathogen patents. The discoverer would have to select the Search Office they wish to use from a list supplied by the Patent Office.  

a.For international patents under the Patent Co-operation Treaty the search office would be exclusively the Office for the Prohibition of Chemical Weapons who has declared an interest in expanding their schedule to prohibit disease pathogens used in bio-medical and pharmaceutical research.

b. For national patent applications filed with the US Patent and Trademark Office (USPTO) the application will be forwarded to either the US Chemical Weapons Convention Implementation Assistance Program (CWCIAP) for hazardous industrial chemicals or the US Agency for Toxic Substance and Disease Registry (ATSDR) for bio-hazardous medical research.

Art. 4 Pharmaceutical Lobby

§304 International Pharmaceutical Federation 

A. The International Pharmaceutical Federation (FIP) is a world-wide federation of national pharmaceutical (professional and scientific) associations, with a mission to represent and serve pharmacy and pharmaceutical sciences around the globe. Through its member associations, FIP connects, represents and serves more than a million pharmacists and pharmaceutical scientists around the world.   

1. The FIP was founded in The Hague, The Netherlands, in 1912 and still has its central office in The Hague. Although FIP is a federation of associations, any pharmacist or pharmaceutical scientist can apply to become an Individual Member of FIP.  FIP activities are designed to improve the long-term effectiveness of patient care. It has actively worked towards the WHO goal of health for all, and intends to continue to do so.  

2. According to Ton Hoek, General Secretary, FIP “Sufficient investment in the recruitment, training, retention and involvement in health policy of health care professionals is the key to the quality and safety of care”

B. The FIP adopted the Guidelines for Good Pharmaceutical Practice in 1993. These guidelines were developed as a reference to be used by national pharmaceutical organizations, governments, and international pharmaceutical organizations to set up nationally accepted standards of Good Pharmacy Practice. The revised version of this document was endorsed by WHO in 1997 and subsequently approved by the FIP Council in 1997. 

1. The GPP Guidelines are based on the pharmaceutical care given by pharmacists. The guidelines recommend for national standards to be set: (1) The promotion of health; (2) The supply of medicines, medical devices, patient self-care; (3) Improving prescribing and medicine use by pharmacists’ activities.  

2. These guidelines have been subsequently adapted and adopted in a wide number of developed countries. In certain cases, the national professional body has strived to adapt the guidelines and developed, in collaboration with the government, specific regulation/legislation on this matter.  

C. Regional pharmaceutical forums bring together national pharmacy associations, the World Health Organization (WHO) and FIP in six regional platforms and aim to increase partnership, dialogue, understanding and activity in the world regions. The goal is to enable the pharmacy profession to have a greater impact on improving pharmacy services and health. 

1. The Regional Pharmaceutical Forums have been formed in WHO' s geographical subdivisions (1) Europe: EuroPharm Forum (1992), (2) America: Pharmaceutical Forum of the Americas (2000), (3) South-East Asia: SEARPharm Forum (2001), (4) Western Pacific: WPPharm Forum (2001), (5) Eastern-Mediterranean: EmroPharm Forum (2002) and (6) Africa: APForum (2004) 

§304a American Pharmacists Association

A. The American Pharmacists Association (APhA) was founded in 1852 as the American Pharmaceutical Association.  The APhA represents more than 57,000 practicing pharmacists, pharmaceutical scientists, student pharmacists, pharmacy technicians, and others interested in advancing the profession. APhA is dedicated to helping all pharmacists improve medication use and advance patient care, is the first-established and largest association of pharmacists in the United States.  The Association is a leader in providing professional information and education for pharmacists and an advocate for improved health of the American public through the provision of comprehensive pharmaceutical care. The organization is constituted under the By-Laws; as amended through 1 October 2003. 

B. A Pharmacists Code of Ethics is prepared by APhA whereby pharmacists are health professionals who assist individuals in making the best use of medications. This Code, prepared and supported by pharmacists, is intended to state publicly the principles that form the fundamental basis of the roles and responsibilities of pharmacists. These principles, based on moral obligations and virtues, are established to guide pharmacists in relationships with patients, health professionals, and society. 

C. The APhA Foundation is a not for profit 501(c)(3) organization headquartered in Washington, DC and is affiliated with the American Pharmacists Association, the oldest and largest national professional society of pharmacists in the United States.  The APhA Foundation provides innovative programs and projects that contribute to new information and fresh ideas for pharmacists to use in retooling their practices to satisfy the contemporary health needs of their patients.  The APhA Foundation looks to create a new medication use system where patients, pharmacists, physicians and other health care professionals collaborate to dramatically improve the cost effectiveness and quality of consumer health outcomes.   

D. The Board of Pharmaceutical Specialties (BPS) improves health through the recognition and promotion of specialized training, knowledge, and skills in pharmacy, and board certification of pharmacists.  In January 1973, a Task Force on Specialties in Pharmacy was created by the APhA to respond to changes occurring in health care and in pharmacy practice and to consider the issue of specialization in pharmacy practice. Following the recommendations of the task force, the Board of Pharmaceutical Specialties (BPS) was formed in 1976. BPS has recognized five specialty practice areas: nuclear pharmacy (1978), nutrition support pharmacy (1988), pharmacotherapy (1988), psychiatric pharmacy (1992), and oncology (cancer) pharmacy (1996).  

E. The Pharmacy Technician Certification Board (PTCB) supports the national credentialing of pharmacy technicians across practice settings. By demonstrating mastery of knowledge and skills through the PTCB certification, pharmacy technicians are able to work more effectively with pharmacists.   These methods follow to testing procedures relevant to certification examinations recommended in the Standards for Educational and Psychological Tests (APA, NCME, AERA; 1999) and guidelines published by the National Organization for Competency Assurance (NOCA), Council on Licensure, Enforcement, and Regulation (CLEAR), and Professional Examination Service (PES).     

Art. 5 Regulatory Agencies
§305 Food and Drug Administration

A. The Food and Drug Administration (FDA) is responsible for protecting the public health by assuring the safety, efficacy, and security of human and veterinary drugs, biological products, medical devices, our nation’s food supply, cosmetics, and products that emit radiation. The FDA is also responsible for advancing the public health by helping to speed innovations that make medicines and foods more effective, safer, and more affordable; and helping the public get the accurate, science-based information they need to use medicines and foods to improve their health.  The agency grew from a single chemist in the U.S. Department of Agriculture in 1862 to a staff of approximately 9,100 employees and a budget of $1.294 billion in 2001, comprising chemists, pharmacologists, physicians, microbiologists, veterinarians, pharmacists, lawyers, and many others.
B. Beginning as the Division of Chemistry and then (after July 1901) the Bureau of Chemistry, the modern era of the FDA dates to 1906 with the passage of the Federal Food and Drugs Act; this added regulatory functions to the agency's scientific mission. The Bureau of Chemistry's name changed to the Food, Drug, and Insecticide Administration in July 1927, when the non-regulatory research functions of the bureau were transferred elsewhere in the department. In July 1930 the name was shortened to the present version. FDA remained under the Department of Agriculture until June 1940, when the agency was moved to the new Federal Security Agency. In April 1953 the agency again was transferred, to the Department of Health, Education, and Welfare (HEW). Fifteen years later FDA became part of the Public Health Service within HEW, and in May 1980 the education function was removed from HEW to create the Department of Health and Human Services, FDA's current home.

C. The Pure Food and Drug Act PL-59-384 of 1906 established the regulatory frame work for the Food and Drug Administration (FDA) to protect the food and drug industries from adulteration or misbranding by prohibiting the interstate commerce in such adulterated products and acts set forth in 21USC(9)III§331.   The FDA is established under 21USC(9)IX§393 and headed by a Commissioner under the Secretary of Health and Human Services to;
1. promote the public health by promptly and efficiently reviewing clinical research and taking appropriate action on the marketing of regulated products in a timely manner;

2. with respect to such products, protect the public health by ensuring that -

a. foods are safe, wholesome, sanitary, and properly labeled;

b. human and veterinary drugs are safe and effective;

c. there is reasonable assurance of the safety and effectiveness of devices intended for human use;

d. cosmetics are safe and properly labeled; and

e. public health and safety are protected from electronic product radiation;

3. participate through appropriate processes with representatives of other countries to reduce the burden of regulation, harmonize regulatory requirements, and achieve

appropriate reciprocal arrangements;   

D. Regulation is primarily conducted by the registration of companies, including foreign companies doing business in the United States with the Secretary of Health and Human Services of (1) food manufacturing, processing, packing, and holding companies and (2) establishment engaged in the manufacture, preparation, propagation, compounding, or processing of a drug or a medical device shall register on or by December 31 of every year 21USC(9)VA§360.  The registrant must supply their name and address and will be issued an identification number and be subject to inspection of their facilities to ensure compliance with regulations.
E. New drugs may not be introduced into the market until they have been approved by the Secretary, under 21USC(9)VA§355 the application must include (A) full reports of investigations which have been made to show whether or not such drug is safe for use and whether such drug is effective in use; (B) a full list of the articles used as components of such drug; (C) a full statement of the composition of such drug; (D) a full description of the methods used in, and the facilities and controls used for, the manufacture, processing, and packing of such drug; (E) such samples of such drug and of the articles used as components thereof as the Secretary may require; and (F) specimens of the labeling proposed to be used for such drug.  The applicant shall file with the application the patent number and the expiration date of any patent.  

F. Under 21USC(9)VA§355b adverse events related to the consumption of prescription drugs should be reported using the toll-free telephone number that is required to be on prescription drug labels.  

§305a Drug Evaluation Agency
A.The Drug Enforcement Administration (DEA) was founded by Reorganization No. 2 signed by President Richard Nixon on 28 March 1973 ultra vires the Controlled Substances Act (CSA) of 1970 21USC Chapter 13 pursuant to 21CFR§1300-1399 and the appointment of the Attorney General.  The CSA is majorly flawed in that it grants all authority controlled substances to the Attorney General rather than the Secretary of Health and Human Services or Commissioner of the Food and Drug Administration despite the fact that drugs of all sorts are their professional responsibility.  

1. In Oregon v. Ashcroft No. 02-35587 of August 11, 2004, the 9th Circuit Court of Appeals ruled that the Attorney General may not define the scope of legitimate medical practice and requires an agency represented by Secretary of Health and Human Services "to determine the appropriate methods of professional practice".  In Gonzalez v. Oregon No. 04-623 (2006) the Supreme Court upheld the ruling in that the Attorney General did not have standing to prohibit doctors from prescribing drugs.  
2. The only legitimate and salvageable program that exists in the DEA is the Office of Diversion Control that registered 1,195,309 medical and pharmaceutical practitioners and corporations in 2004 for the; a. Import and Export of Controlled Substances, b. Registration of Pharmaceutical Drug Retailers. This comprehensive program must be transferred to the serve as a consumer protection arm of the Food and Drug Administration (FDA), where its mandate could be expanded under a revision of the CSA to prevent the abuse of pathogens used in biomedical research.
3. Furthermore, the name Drug Enforcement Administration (DEA) is offensive to the fundamental medical principle of informed consent and it must be changed to Drug Evaluation Agency (DEA) both to better serve the public as a watchdog for drugs of abuse and to imbue biomedical research with the impulse to produce medical goods and not devote their research to bad pathogens.

C. The CSA does provide for a comprehensive regulatory regime for drugs and controlled substances but is obstructed by a confused and unscientific drug schedule.  The regulation of medical and pharmaceutical retailers is founded upon a ``legitimate medical purpose'' within the meaning of 21CFR1306.04 (2001), and controlled whereas prescribing, dispensing, or administering federally controlled substances in violation to the Controlled Substances Act by a physician registered to dispense controlled substances may ``render his registration . . . inconsistent with the public interest'' and therefore subject to possible suspension or revocation under 21USC824(a)(4).  Under the CSA, it is unlawful to prescribe or dispense controlled substances without a federal registration. 21USC841(a)(1); 823(f), 822(a)(2).

1. The CSA makes it unlawful for any person to manufacture, distribute, or dispense any controlled substance "except as authorized by the CSA" 21USC841(a)(1). As pertinent in this case, physicians who prescribe controlled substances and pharmacists who fill the prescriptions are considered "practitioners" who "dispense" controlled substances 21USC802(10) and (21). To obtain authorization to do so, practitioners must register to obtain a Drug Enforcement Agency ("DEA") certificate of registration. 21USC822.  Under the CSA as originally enacted, state-licensed practitioners were entitled to be registered with the DEA as a matter of right 21USC823(f) (1983).  "Practitioners shall be registered to dispense controlled substances in schedule II, III, IV, or V if they are authorized to dispense under the law of the State in which they practice". The practitioner's registration only if the registrant (1) materially falsified an application; (2) was convicted of a felony relating to controlled substances; or (3) had his or her state license or registration suspended or revoked 21USC 824(a) (1983).  

D. Imports and exports must conform to the national laws of the countries concerned.  Any goods determined to potentially pose a threat to life may be quarantined in the port serving as a transshipment point.  Labeling and products must conform with the law of the nation where the product is to be marketed 21USC(9)VIII§381.  21 U.S.C. 952 makes it unlawful to import controlled substances in Schedule I or II into the United States of America except that "such amounts of crude opium, poppy straw, concentrate of poppy straw and coca leaves as the Attorney General finds to be necessary to provide for medical scientific or other legitimate purposes.''  United States policy prohibits the cultivation and production of narcotics in the United States in favor of imports.  

1. Federal law prohibits the cultivation of the opium poppy in the United States, and generally prohibits the importation of bulk narcotic alkaloids such as morphine and codeine. The NRMs raw opium and CPS therefore must be imported into the United States for purposes of extracting morphine and codeine for pharmaceutical use, in order to limit the potential diversion problems of domestic cultivation and production. Following the extraction of these alkaloids, the manufacturers convert them into active pharmaceutical ingredients (APIs), such as oxycodone and hydrocodone. These APIs are then sold to other manufacturers to produce either dosage formulations or other APIs. The formulated drugs are then sold to drug wholesalers or directly to health care entities. Opium derivatice alkaloids and their semi-synthetic derivatives such as a hydromorphone, hydrocodone, and oxycodone are critical therapeutic agents today. Morphine, codeine, hydromorphone, hydrocodone and oxycodone are considered necessary to the United States medical community. The Schedule I and II narcotic market in the US this 2004 is regulated by the DEA’s Established Initial Aggregate Production Quotas(2004).   

2. Under 21 U.S.C. 958a, and 823(a), the DEA, in representation of the Attorney General, shall grant import registration based upon the public interest and United States obligations under international treaties, conventions, or protocols for importers and manufacturers of Schedule I and II substance".  Under 21 C.F.R. 1301.34(b)(1)-(6)(i). the Administrator will first consider United States obligations under international treaties to maintain effective controls against diversion of particular controlled substances and any controlled substance in Schedule I or II compounded there from into other than legitimate medical, scientific research, or industrial channels, by limiting the importation and bulk manufacture of such controlled substances to a number of establishments which can produce an adequate and uninterrupted supply of these substances under adequately competitive conditions for legitimate medical, scientific, research, and industrial purposes.  The DEA has several forms of use to the National Opium Agency to adjust the procurement quota and formally contract with US importers under the Federal Register;

a. Yearly quotas may be adjusted with an Application for Procurement Quota for Controlled Substances.  

b. Importers of opium in the United States should apply to the Federal Register with an Application for Permit to Import Controlled Substances for Domestic and/or Scientific Purposes.  

c. Once registered importers and exporters should use an Import/Export Declaration for Customs.
§305b Substance Abuse Mental Health Services Administration
A. In 1992 the ADAMHA Reorganization Act transferred the Alcohol, Drug Abuse, Mental Health Administration (ADAMHA) programs to the new Substance Abuse Mental Health Service Administration (SAMHSA).  SAMHSA administrates substance abuse and mental health programs and facilities nationwide.  Mental illness and drug abuse are deeply related and addiction is best processed as a mental illness whereas withdrawal tends to produce serious mental illness as a temporary side effect and the addiction itself is far from rational behavior.  To direct the mentally ill, drug addicted and substance abused, as well as the government and collective consciousness, to appropriate professional care SAMHSA will change their name to Social Work Administration (SWA).  

B. Drug treatment is the socially responsible response to drug addiction and alcoholism.  There are a large number of Alcoholics Anonymous and support groups that give free meetings to provide drug addicts with the moral support they need to overcome their addiction.  Inpatient drug treatment, is the reasonable alternative to jail time for repeat offenders and seriously disabled addicts.  

1. The substance abuse treatment alternative was first legislated in the 1966 Narcotic Addict Rehabilitation Act 42USC(42) establishing civil commitment proceedings a 30 days of hospitalization and forty two months of aftercare of consensual and non-consensual narcotic addicts under the supervision of the Surgeon General.  The program enables the court to appoint each patient two physicians, one of whom must be a psychiatrist.  Forty-two months is a reasonable estimate for the average drug dealing or substance abusing offender to recover. 

C. Drug Treatment Facilities are licensed by the state.  More than 11,000 addiction treatment programs are listed in the SAMHSA Drug Treatment facility locator.  Under Title 45 Public Welfare and Human Services Block Grants Sec. 96.32  the State must repay to the Department amounts found to have been expended.  In the event that repayment is not made voluntarily, the Department will undertake recovery. 

1. Under Title 42 the Public Health and Welfare US Code Subpart II Block Grants for Prevention and Substance Abuse Treatment funds requested by Substance Abuse treatment facilities from the state must directly reflect the cost associated with treating substance abuse addicts and the Secretary of Health and Human services can cover any shortage in funds resulting from state budgetary concerns by the federal share of 75% of the cost under 42USC(46)XII-J§3796ii-4. 

D. SAMHSA block grants provide $1,753,932,000 for state substance abuse treatment, just enough money to afford 75% of the effort to release all 365,000 drug offenders from correctional facilities to substance abuse treatment programs under 42USC(46)XII-G§3796 ff.

E. Certain therapeutic principles need to be restored to the Narcotic Rehabilitation Act of 1966 at 42USC(42)§3401 that were corruptly repealed by the Children’s Health Act Pub. L. 106-310, Div. B, Title Xxxiv, Sec. 3405(B) of Oct. 17, 2000 and now improved upon, by appending the following:

There is a 30 day limit for court ordered substance abuse hospitalization which is intended for the elimination of high levels of toxicity from the body of the patient, and so that the patient can endure psychosis and intolerance to withdrawal in a controlled environment monitored by professionals.  A recovering addict is entitled to 42 month of aftercare, such as Alcoholic’s Anonymous meetings, counseling or drug free housing assistance, while the person overcomes chemical dependency.

F. There is a serious problem with methadone maintenance treatment for heroin addiction - methadone-related deaths rose nationwide from 786 in 1999 to 3,849 in 2004 - a 390 percent increase. By comparison, people who died from cocaine overdoses 

rose by 43 percent, from 3,822 to 5,461 over the five-year period, which reflects the latest statistics available.  About 20% of the estimated 810,000 heroin addicts in the United States receive methadone.  Every day some 115,000 Americans take the prescribed drug methadone, a synthetic opiate, used as maintenance treatment for heroin addiction.  There are approximately 737 active methadone clinic programs in the U.S.  The hypothetical problem is that methadone clinics are vulnerable to abuse because they serve their drugs in Socratic paper cups and it is therefore highly recommended that they switch their method of administration to tablet, pills or diskettes.    

§305c International Narcotics Control Board

A. The International Narcotics Control Board (INCB) is the independent and quasi-judicial monitoring body for the implementation of the United Nations international drug control conventions. It was established in 1968 in accordance with the Single Convention on Narcotic Drugs, 1961.  It had predecessors under the former drug control treaties as far back as the time of the League of Nations. The functions of INCB are laid down in the following treaties:  the Single Convention on Narcotic Drugs, 1961 associated “Yellow List” and forms; the Convention on Psychotropic Substances of 1971 associated “Green List” and forms; and the United Nations Convention against Illicit Traffic in Narcotic Drugs and Psychotropic Substances of 1988 associated “Red List” and forms.

B. The Commission on Narcotic Drugs (CND) of the Economic and Social Council is the central policy making organization as authorized by Article 8 of the Single Convention and the International Narcotics Control Board (INCB) that is governed by Articles 9-15 of the Single Convention that occupies the organization with the gathering of estimates and statistical reports as ordered by Art. 19.  

1. The UN Office of Drugs and Crime (UNODC) must be renamed to just the UN Office of Crime (UNOC) to eliminate this corruption from the UN criminal justice system.  

2. Art. 18(1)b of the Single Convention requires the Secretary General to be furnished with the texts of national laws regarding the regulation of licit and illicit drugs for compilation in the International Library of Drug Laws.    

C. INCB endeavours, in cooperation with Governments, to ensure that adequate supplies of drugs are available for medical and scientific uses and that the diversion of drugs from licit sources to illicit channels does not occur. INCB also monitors Governments’ control over chemicals used in the illicit manufacture of drugs and assists them in preventing the diversion of those chemicals into the illicit traffic.  

1. In the discharge of its responsibilities, INCB administers a system of estimates for narcotic drugs and a voluntary assessment system for psychotropic substances and monitors licit activities involving drugs through a statistical returns system, with a view to assisting Governments in achieving, inter alia, a balance between supply and demand.  

D.  INCB made considerable progress this 2006 on transforming from a quasi-judicial organization to a legitimate program focusing on the regulation of the drug trade and in precursor chemicals in cooperation with the World Health Organization.  The WHO and the INCB have been working together to ensure that internationally controlled drugs are available for medical purposes, while preventing the diversion of such drugs into illicit channels.  It is hoped that this joint activity by INCB and the WHO will identify factors that prevent patients from having access to their legitimate needs of opioid analgesics and so help put in place mechanisms to improve access of patients suffering from cancer or HIV/AIDS to essential medicines for the treatment of pain, while ensuring that they are not diverted for illicit use pursuant to the Statement by Dr. Phillip O. Emafo President of the INCB to the 59th World Health Assembly 22-27 May 2006.  

E. The Board also believes that with proper training the rational use of narcotic drugs and psychotropic substances will be promoted among health care professionals. It is for this reason that the Board wrote to all Governments in April 2006, requesting them to take measures to include the subject of the rational use of drugs for medical purposes and the risks associated with substance abuse and addiction to drugs in the curricula of the appropriate faculties in their universities according to the Statement by the President of INCB to the WHO 56th Regional Committee for Africa on Medicines regulatory authorities: current status and the way forward 28 August –1 September 2006. 

Art. 6 Illicit Drug Control Treaties 

§306 Illicit Drug Trade 

A. The illicit drug trade touches millions of lives in both developed and developing countries. The UN World Drug Report (2000) estimates that 180 million people worldwide - 4.2% of people aged 15 years and above - were consuming drugs in the late 1990s; this figure includes 144 million consuming cannabis, 29 million people consuming amphetamine type stimulants, 14 million people taking cocaine and 13 million people abusing opiates, 9 million of whom were addicted to heroin.  In 2000 the international trade in illicit drugs was estimated at $400 billion, 8% of all world trade.  

Fig. 8.3: Global Consumers of Illicit Drugs in million 1999
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B. The illicit international drug trade generally begins in third world nations in the Middle East and Orient that cultivate the opium poppy and Andean countries that cultivate the coca leaf.  The drugs are typically processed on or near where they are cultivated and then smuggled  to the high priced retail markets of the United States and Europe.  Local growers and chemists typically produce cannabis and synthetic drugs.  Profits are reported to be so inflated that profitability of the illicit drug trade would be affected only if 75% of such shipments were intercepted.  Current efforts only intercept an estimated 13% of heroin shipments and 28%-40% of cocaine shipments.  

1. A kilogram of heroin in Pakistan costs an average of $2,720, and sells for an average of $129,380 in the United States. A kilogram of coca base in Colombia cost an average of only $950 in 1997 and sells as a kilogram of cocaine for an average of just under $25,000, with a "street price" of $20-90 a gram.  
C. The UN Crop Monitoring Report warned that despite governments' counter-efforts, opium poppies and coca bush, the plants from which heroin and cocaine are produced, continue to be cultivated in Asia and Latin America, often in inaccessible areas. In 1999, the estimated worldwide production of opium reached a record of 5,778 metric tons derived from 217,000 hectares of poppy. Estimated global production of coca-leaf mounted to 290,000 metric tons from 183,000 hectares of coca.  In 1997 the UN Office of Drug Control and Crime Prevention estimated global production of cannabis was 30,000 metric tons.  These products are usually processed near the site of cultivation and then smuggled to 1st World markets.  

Fig. 8.4: US Expenditure on Illicit Drugs in billions 2000
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Source: National Office of Drug Control Policy 

D. The National Office of Drug Control Policy estimates that in 2000, U.S. citizens spent an estimated total of $64.8 billion - $36 billion on cocaine, $10 billion on heroin, $5.4 billion on methamphetamine, $11 billion on marijuana, and $2.4 billion on other substances. 

1. Projected estimates for 2003 indicate that approximately 11,000 metric tons of marijuana, 260 metric tons of cocaine and 13.3 metric tons of heroin were consumed by U.S. drug users during 2000. 

2. 15.9 million Americans ages 12 and older (7.1%) reported using an illicit drug in the month before the survey was conducted and 1% were reported as being dependent by the National Household Survey of Drug Abuse (1999).

§306a History of International Drug Control Treaties 

A. The current legal and administrative framework for international drug control is laid out in three international Conventions negotiated under the auspices of the United Nations (UN):

(a) Single Convention on Narcotic Drugs of 1961, as amended in the 1972 Protocol 

(b) the International Convention on Psychotropic Substances of 1971 and 

(c) the United Nations Convention Against the Illicit Traffic in Narcotic Drugs and Psychotropic Substances of 1988.  

B. The History and Development of Leading International Drug Control Conventions gives insight into the philosophical and practical underpinnings of the three drug Conventions. Beginning in an era of morally tainted racism and colonial trade wars, prohibition-based drug control grew to international proportions at the insistence of the United States. America and the colonial powers were confronted with the effects of drug addiction and abuse at home, but rather than address both demand – the socio-medical nature of such problems – and supply, they focused uniquely on the latter and attempted to stem the flow of drugs into their territories.

C. In 1906, a Liberal British government came to power that opposed the India-China forced opium trade, and the Chinese government simultaneously began an extensive campaign against domestic opium smoking and production. Britain agreed in 1907 to decrease Indian opium exports to China by ten per cent annually as long as China would allow independent British verification of domestic Chinese production reductions. In February 1909, the International Opium Commission met at the Shanghai Convention but because the participants did not have the necessary plenipotentiary powers to conclude a treaty, the result was simply fact-finding and a set of non-binding recommendations.  The agreement worked better than both countries expected, until the fall of the Manchu (Ch’ing) dynasty in 1911, following which Chinese warlords began encouraging widespread opium production to build military revenue. 
D. The International Opium Convention, signed at The Hague on 23 January 1912; recognized the U.S.-initiated principle of restricting opium use to medical and scientific purposes.  The creation of the League of Nations in 1919 following World War I presented the international community with a centralized body for the administration of drug control. 

1. In 1920, the League created the "Advisory Committee on the Traffic in Opium and other Dangerous Drugs" – commonly known as the Opium Advisory Committee (OAC), the precursor to the United Nations (UN) Commission on Narcotic Drugs. The League Health Committee – forerunner of the UN World Health Organization – was also formed. 

2. Administration of the 1912 Hague Convention had originally been the responsibility of the Netherlands, but was transferred to the Opium Control Board (OCB) created by the OAC. Enforcement of the Convention was weak as the countries on the OCB profited most from the drug trade.  The League began to consider demand-side, socio-medical issues such as why individuals use drugs, what constitutes drug abuse, and what social factors affect abuse. But prohibition and supply-side issues soon took precedence once again as preparations began for new, again U.S.-initiated, treaty talks in the mid-1920s. In general, the international regime has tended to separate the study of drug-related medical and social problems – including etiological questions – from those of drug control.

E. International Opium Convention” in Geneva on 11 February 1925, the “Agreement concerning the Manufacture of, Internal Trade in and Use of Prepared Opium” in Geneva on 19 February 1925 Between November 1924 and February 1925, two back-to-back conferences were held and two separate treaties concluded. 

1. The first Geneva Convention focused on opium-producing nations; signatories were permitted to sell opium only through government-run monopolies and were required to end the trade completely within 15 years. 

2. The second Geneva Convention, the International Opium Convention (1925 Geneva Convention), was intended to impose global controls over a wider range of drugs, including, for the first time, cannabis – described as "Indian hemp" in Article 11 of the Convention. Articles 21-23 required Parties to provide annual statistics on: drug stocks and consumption; the production of raw opium and coca; and the manufacture and distribution of heroin, morphine and cocaine. Chapter VI replaced the OCB with an eight-person Permanent Central Opium Board (PCOB). Chapter V of the second Convention set up a PCOB-monitored import certification system to control the international drug trade by limiting the amount that each country could legally import. The import control system put in place by the 1925 Geneva Convention was only partially effective because drugs were simply transshipped through non-signatory countries. 

F. In 1931, the League of Nations convened a further conference in Geneva to place limits on the manufacture of cocaine, heroin and morphine, and to control their distribution with the “Convention for Limiting the Manufacture and Regulating the Distribution of Narcotic Drugs” Geneva on 13 July 1931, and the “Agreement for the Control of Opium Smoking in the Far East” at Bangkok on 27 November 1931.  

1. The centerpiece of the 1931 Limitation Convention was the manufacturing limitation system set out in Chapters II and III. Parties were required to provide the PCOB with estimates of their national drug requirements – for domestic medical and scientific purposes – and based on these estimates the PCOB would calculate manufacturing limits for each signatory. 

2. A Drug Supervisory Body (DSB) was created to administer the system. Article 26 significantly decreased the effectiveness of the Convention: States did not assume any responsibilities under the Convention for their colonies. Article 15 required states to set up a national drug control "special administration," somewhat modeled on the U.S. domestic control apparatus. 

3. The Convention came into force quickly because various countries and the League of Nations thought it could provide a useful model for arms control negotiations. The League even prepared a report explaining how the principles set out in the 1925 Geneva Convention and the Limitation Convention could be applied to disarmament issues.

G. Based on initiatives of the International Police Commission – forerunner of the International Criminal Police Organization (INTERPOL) – negotiations had begun in 1930 to develop a treaty to stem the illicit drug traffic and harshly punish traffickers through criminal sanctions and ratified a Convention for the Suppression of the Illicit Traffic in Dangerous Drugs at Geneva on 26 June 1936. Despite its minimal overall effect, the 1936 Trafficking Convention represented a turning point: all the previous treaties had dealt primarily with the regulation of "legitimate" drug activities, whereas the 1936 Trafficking Convention now made such activities an international crime subject to penal sanctions.
H. The Protocol amending the Agreements, Conventions and Protocols on Narcotic Drugs was concluded at Signed at Lake Success, New York, on 11 December 1946.  Following the War, the drug control bodies and functions of the League of Nations were folded into the newly formed United Nations.  The UN Economic and Social Council (ECOSOC) took over primary responsibility through its Commission on Narcotic Drugs (CND), which replaced the OAC. Under the CND, the Division of Narcotic Drugs (DND) was charged with the preparatory work for conferences. The PCOB and the DSB continued under the CND in their respective roles of compiling statistics for national estimates and administering previous treaties. Canada’s Sharman became the first Chair of the CND and he also held a seat on the DSB.

I. The Protocol signed at Paris on 19 November 1948 Bringing under International Control Drugs outside the Scope of the Convention of 13 July 1931 for Limiting the Manufacture and Regulating the Distribution of Narcotic Drugs left drug control principally with ECOSOC, the World Health Organization (WHO) – in particular its Drug Dependence Expert Committee – became responsible for deciding what substances should be placed under control.  

1. Article 1 stated that if the WHO found a drug to be "capable of producing addiction or of conversion into a product capable of producing addiction," it would decide how to classify it within the international drug control structure. The Protocol also brought under international control specific synthetic opiates not covered by previous treaties.

J. The Protocol for Limiting and Regulating the Cultivation of the Poppy Plant, the Production of, International and Wholesale Trade in, and Use of Opium, signed at New York on 23 June 1953 bluntly stated in Article 2 that Parties were required to "limit the use of opium exclusively to medical and scientific needs." Various provisions were included to control the cultivation of the poppy as well as the production and distribution of opium. Article 6 restricted opium production to seven states: Parties could only import or export opium produced in one of these countries

§306b Single Convention on Narcotic Drugs

A. The Single Convention on Narcotic Drugs of 1961 has played a central formative role in the creation of the contemporary international drug control system. The treaty is a continuation and expansion of the legal infrastructure developed between 1909 and 1953.  

1. In the 1960s, following the signing of the Single Convention, drug use and abuse exploded around the world, most notably in developed Western nations. The increase was especially noticeable in the pervasive use and availability of synthetic, psychotropic substances created since World War II, such as amphetamines, barbiturates, and LSD. Certain substances became essentially consumer goods, resulting in many people becoming addicted. Most of these drugs were not subject to international control, and because national systems of regulation differed widely, trafficking and smuggling flourished. Article 3 of the Single Convention gives the WHO the key role in determining whether, based upon a medical/scientific analysis, a new drug should be added to a schedule and thus placed under international control. 

2. The WHO’s recommendation is presented to the CND, which makes the final decision. However, any Party may appeal the CND’s decision to ECOSOC within 90 days. The ECOSOC decision is final. While a decision is being appealed, the CND may still require Parties to place control measures on the substance in question.
B. The process of consolidation of the existing international drug control treaties into one instrument began in 1948, but it was 1961 before a workable third draft was ready to be presented for discussion at a plenipotentiary conference. The conference began on 24 January 1961 in New York and was attended by 73 countries, each "with an agenda based on its own domestic priorities."  

1. The preamble to the convention recognizes that the medical use of narcotic drugs continues to be indispensable for the relief of pain and suffering, that adequate provision must be made to ensure the availability of narcotic drugs for such purposes yet addiction to narcotic drugs constitutes a serious evil for the individual that is fraught with social and economic danger to mankind.  

2. The general obligations of the convention compel Parties to take those legislative and administrative measures necessary, “to limit exclusively to medical and scientific purposes the production, manufacture, export, import, distribution of, trade in, use and possession of drugs” Article 4(c).  

C. The principal foundations of the previous treaties remained in place in the Single Convention. Parties were still required to submit estimates of their drug requirements and statistical returns on the production, manufacture, use, consumption, import, export, and stock build-up of drugs. The import certification system created by the 1925 Geneva Convention continued, and Parties were required to license all manufacturers, traders and distributors – all transactions involving drugs had to be documented. 

1. The Single Convention built on the trend of requiring Parties to develop increasingly punitive domestic criminal legislation. Subject to their constitutional limitations, Parties were to adopt distinct criminal offences, punishable preferably by imprisonment, for each of the following drug-related activities in contravention of the Convention: cultivation, production, manufacture, extraction, preparation, possession, offering, offering for sale, distribution, purchase, sale, delivery on any terms whatsoever, brokerage, dispatch, dispatch in transit, transport, importation and exportation. 

D. The Convention classified substances within four schedules according to levels of control. Schedules I through V were the most stringent and covered primarily raw organic materials (opium, coca, cannabis) and their derivatives, such as heroin and cocaine. Schedules II and III were more lenient and contained primarily codeine-based manufactured drugs. At the U.S.’s insistence, cannabis was placed under the strictest control regime in the Convention: Schedule IV. This regime included drugs such as heroin, for which any medical use was considered "obsolete" by the WHO. The argument for placing cannabis in this category was that it was widely abused. The WHO later found that cannabis could have medical applications after all, but the structure was already in place and no international action has since been taken to alter this anomaly.                       

E. Article 22 (1) of the Single Convention grants nations the discretion to prohibit the cultivation of the opium poppy, the coca bush and cannabis plant if the prevailing opinion is that these plants are detrimental to the public health and welfare.  The Single Convention however recognizes that nations cultivate the opium poppy, cannabis plant and coca bush and makes provisions for National Opium Agencies to license cultivators and purchase all of their crops for regulated distribution and international trade as limited by Article 24. Article 23 (2)b recognizes that nations have the right to cultivate the opium poppy, article 26 the coca bush and article 28 the cannabis plant.  Procedure requires that cultivators be licensed by a National Opium Agency that purchases or licenses distributors for the drug crops as required in Article 23(2)d.
F. The Single Convention makes quite a few concessions for the prosecution of all levels of the drug trade. Article 33 prohibits the possession of drugs except under legal authority. Article 35 makes provisions for action against the traffic in illicit drugs by the establishment of national agencies and international co-operation for the prosecution of the drug trade.  Drugs may be subjected to seizure and confiscation under Article 37.  Article 36(1)a permits nations to make penal provisions for punishment of drug offences although Article 36(1)b encourages to nations to provide a treatment alternative to conviction or punishment or in addition to punishment that includes drug treatment, education, after-care, rehabilitation and social reintegration.  

§306c Convention on Psychotropic Substances

A. Throughout the 1960s, the Commission on Narcotic Drugs (CND) and the WHO debated the issue of control of psychotropic drugs at regular meetings and made various recommendations to member states concerning the national control of particular substances, including stimulants, sedatives and LSD. In January 1970, the CND discussed a draft treaty prepared by the UN Division of Narcotic Drugs on the international control of psychotropic drugs. Following some modifications by the CND, this document became the basis for negotiations at the plenipotentiary conference convened in Vienna on 11 July 1971 – the conference that resulted in the International Convention on Psychotropic Substances of 1971.

B. Under the Psychotropic Convention, the WHO continues to make control recommendations based upon medical and scientific criteria. However, Article 2(5) explicitly directs the CND to bear in mind "the economic, social, legal, administrative and other factors it may consider relevant" in coming to its decision. Furthermore, Article 17(2) states that the CND’s decision is subject to approval by a two-thirds majority of CND members. The CND decision may still be appealed to ECOSOC, although Parties have up to 180 days to bring the appeal. As well, the ECOSOC decision is not necessarily final – there is the possibility of continual appeals. Finally, while a decision is being appealed, Article 2(7) allows a Party to take "exceptional action" and exempt itself from certain control measures the CND may have ordered for the substance in question pending the outcome of the appeal. The cumulative effect of all of these additions to the Psychotropic Convention is that it can be much harder for the WHO to bring a new psychotropic drug within the control system than to add a new narcotic drug to the Single Convention.

C. The Psychotropic Convention also contains four schedules of control, although their nature and organization is substantively different from those of the Single Convention. For example, the most stringent schedule in the Single Convention is Schedule IV, which is equivalent to Schedule I in the Psychotropic Convention. In both cases, the drugs included are only available for limited use by authorized persons in government-operated medical/scientific institutions and their manufacture, import and export are strictly controlled. The weakest schedule in the Psychotropic Convention is Schedule IV, which contains tranquilizers. Certain manufacturing states tried to eliminate Schedule IV by arguing that such drugs were sufficiently regulated by national controls, rendering international control unnecessary. Schedule IV remained in the end, albeit with a much smaller number of drugs in it, but the underlying assumption used in 1961 regarding placement had been completely reversed, in particular by the U.S.: "unless there was substantial proof that a substance was harmful, it should remain uncontrolled."
D. The criteria for placing a new drug under control also differ between the two Conventions. According to Article 3 of the Single Convention, a narcotic drug will come within the control regime if it is "liable to similar abuse and productive of similar ill effects as the drugs" in the relevant schedule. The criteria required under Article 2(4) of the Psychotropic Convention are significantly and substantively more stringent. The WHO must find:
(a) that the substance has the capacity to produce

(i) a state of dependence, and central nervous system stimulation or depression, resulting in hallucinations or disturbances in motor function or thinking or behavior or perception or mood, or  similar abuse and similar ill effects as a substance in Schedule I, II, III or IV, and

(b) that there is sufficient evidence that the substance is being or is likely to be abused so as to constitute a public health and social problem warranting the placing of the substance under international control. 

E. In terms of addressing the demand side of drug problems, the Psychotropic Convention is far ahead of the Single Convention’s hollow Article 38 described above. Article 20 of the 1971 treaty is somewhat of a milestone as it introduced the concepts of public education and abuse prevention into the international drug control legal infrastructure. In particular, Parties are to "take all practical measures for the prevention of abuse of psychotropic substances and for the early identification, treatment, education, after-care, rehabilitation and social reintegration of the persons involved, and shall coordinate their efforts to these ends." Promoting the training of personnel to carry out these tasks is a requirement "as far as possible," and encouraging the study and public awareness of etiological issues related to abuse is also endorsed. Although the provisions leave considerable room for countries to avoid taking measures, they are a definite improvement over the Single Convention.

F. The penal provisions laid out in Article 22 of the Psychotropic Convention allow states to use treatment, education, after-care, rehabilitation and social reintegration instead of just conviction or punishment in dealing with abusers who commit offences under the Convention. While the acknowledgement of treatment and rehabilitation is an improvement over previous strictly penal provisions, it is intended to be used primarily in addition to, rather than as an alternative to, imprisonment. The overall outcome of the 1971 negotiations was a treaty that was significantly weaker than the Single Convention. Furthermore, any possibility of revisiting the provisions of the Psychotropic Convention was not realistic in the early 1970s as a new chapter in the U.S. "war on drugs" was beginning.

§306d 1972 Protocol to the Single Convention

A. The 1972 Protocol amended the abuse prevention provisions of the Single Convention so they now mirror those in Article 20 of the Psychotropic Convention. The amended Single Convention also echoes the Psychotropic Convention by now allowing countries to use "treatment, education, after-care, rehabilitation and social reintegration" either as an alternative to or in addition to conviction or punishment.

B. In the early 1970s, U.S. President Richard Nixon had officially declared "war on drugs" in response to the massive drug abuse in the U.S. and the social damage it was causing – the effects of this announcement were global. In 1971, as part of the Nixon administration’s international anti-narcotics campaign, U.S. officials suggested creating a government-funded, UN-administered anti-drug abuse fund. The United Nations Fund for Drug Abuse Control (UNFDAC) was created in 1971 and initiated with a $2 million donation from the U.S., although other governments were reluctant to contribute because of the motives behind the U.S.-based Fund. This reluctance was well founded as UNFDAC essentially became a U.S. tool. The emphasis was put on law enforcement and crop substitution – rather than abuse and demand-oriented strategies. Money went primarily to projects in which U.S. allies were involved and which focused on countries where the U.S. had been unable to stop opium production.

C. The Fund also received serious criticism for having been overcome by inefficient aspects of the UN bureaucratic machinery: "A large proportion of the money allocated to the Fund’s various programs is in fact spent on supporting an ever-expanding bureaucracy to administer the programs. Indeed many of the Programs appear to serve no purpose other than to provide occupation for the enlarged secretariats." It was also argued that the UNFDAC should be transferred from the drug bodies under ECOSOC to the United Nations Development Program – a body better able to assess the development and aid needs of recipient countries.

§308D Convention Against the Illicit Traffic in Narcotic Drugs and Psychotropic Substances

A. The United Nations Convention Against the Illicit Traffic in Narcotic Drugs and Psychotropic Substances 1988 is the most recent international treaty on drug abuse.  The core of the Convention is set forth in Article 3 (a)(i) encouraging state parties to establish as criminal offences when intentionally committed, the production, manufacture, extraction, preparation, offering, offering for sale, distribution, sale, delivery on any terms whatsoever, brokerage, dispatch, dispatch in transit, transport, importation or exportation of any narcotic drug or any psychotropic substance contrary to the provisions of the 1961 or the 1971 Convention.  

B. The Preamble describes illicit traffic as "an international criminal activity" and highlights the "links between illicit traffic and other related organized criminal activities which undermine the legitimate economies and threaten the stability, security and sovereignty of States." 

1. Emphasis is put on "the importance of strengthening and enhancing effective legal means for international co-operation in criminal matters for suppressing the international criminal activities of illicit traffic." Even the single reference in the Preamble to demand-side issues is couched in criminal law language: "Desiring to eliminate the root causes of the problem of abuse of narcotic drugs and psychotropic substances, including the illicit demand for such drugs and substances and the enormous profits derived from illicit traffic" (emphasis added). The implication is that drug users are also to be considered criminals. The Preamble clearly reflects its prohibitionist roots – even explicitly as it reaffirms "the guiding principles of existing treaties in the field of narcotic drugs and psychotropic substances and the system of control which they embody."

C. Article 3(5) encourages courts to consider these offences more serious when they are committed by (1) an organized criminal, (2) a known international criminal, (3) in conjunction with other illegal activities, (4) the use of violence or possession of arms, (5) whether an offender holds a public office and if that office was abused to commit the offense, (6) victimization of minors, (7) whether the offence was committed in a penal, education or social institution, (8) prior conviction.

D. Article 14 provides for measures for the control of the supply and demand for illicit psychotropic substances and encourages parties to eradicate plants containing narcotic or psychotropic substances, such as opium poppy, coca bush and cannabis plants, cultivated illicitly in its territory with respect for fundamental human rights and shall take due account of traditional licit uses, where there is historic evidence of such use and the protection of the environment.  

1. §3a promotes support for rural development leading to economic viable alternatives to the cultivation of illicit crops.  §4 supports programs intended to reduce the demand for illicit drugs through education, rehabilitation and drug treatment without the use of fear.  Like all previous international drug control treaties Article 30 provides parties with the power to denunciate the treaty and Article 31 the right for Parties to submit proposals for the amendment of the Treaty in writing to the Secretary-General.  

Art. 7 Marijuana 

§307 State Initiatives Regarding Marijuana 
A. When the legalization of cannabis for personal consumption was introduced to the international community in 1972 Nixon, at the behest of his Schaffer Commission on Drug Policy, recommended that marijuana be legalized for personal use as the “cure” of prison is far worse than the “ill” of marijuana consumption. Congress however did not ratify the bill.  Carter likewise attempted to legalize for personal use up to 1 ounce of marijuana, and failed.  The Dutch Commission, addressing the same issue in the 1970’s was successful and began permitting the sale of small quantities of marijuana for personal use at coffee shops.   

B. According to the U.S. Department of Justice in 1996 48.8% of the people in the U.S. favored the legalization of marijuana for medical use, 10.5% that marijuana should be entirely legal, 13.1% that it should be a violation like a ticket and 17.1% that those possessing marijuana should be jailed and 11.5% that felt all drugs should be legal.  

C. Since 1996 7 states, Alaska, Arizona, California, Oregon, Washington, Nevada, Maine and the District of Columbia have voted to legalize the use of marijuana with a medical prescription.  

1. California was the first state, in 1996, to pass a medical marijuana initiative with 55.6% to 44.4% of the vote.  

2. In Washington DC Medical Marijuana was legalized as Initiative 59 and passed with 69% in favor and 31% opposed in November 1998.  

3. Alaska Measure 8 passed 57.75% to 43.25% in 1998 legalizing marijuana for use and up to 6 plants of cultivation with a recommendation from a doctor and a receipt proving that the recommendation had been sent with ID to the Alaska Department of Health and Social Services for a license.  

4. Washington State Initiative 698 passed 58.76% to 41.34% in 1998. Oregon Measure 67 passed 54% to 46% in 1998 by 1999 over 200 people had paid $150 to get a permit.  Arizona Proposition 300 failed 43% to 57% successfully ruling that Arizona doctors did not need to adhere to federal standards to prescribe Schedule I narcotics and hallucinogens.  

5. Colorado Amendment 19 passed 57% to 43% promising to utilize drug assets seized by the police the issue however remains hotly contested and the 2000 initiative proposes to dispense with the need for a prescription for those who obviously suffer from medical conditions such as pain.  On Nov. 2 2005 Denver, Colorado a measure passed with 54% of the vote, with 46% of voters opposing the legalized possession of up to an ounce of marijuana.  In 2006 the issue regarding the decriminalization of the possession of marijuana is being brought before the entire state
6. 61% to 39% of the voters in Maine said yes to Question 2 legalizing Medical Marijuana in November 1999 making Maine 8th state to do so.   

7. Led by the Nevadans for Responsible Law Enforcement, Nevada, where the medical marijuana initiatives passed with 59% of the vote in 1998 and 65% of the vote in 2000, proposed to the public this 2002 in ballot initiative 9 to totally eliminate all fines for the possession of less than 3 ounces of marijuana the initiative lost 39% to 60.7%.

D. Many European nations are following the Dutch legalization model at the beginning of the 21st century. 

1. The United Kingdom consented to reduce Marijuana from a Class B drug to a Class C drugs that would be permissible to be smoked on the streets; the proposal to downgrade cocaine, heroin and ecstasy to a Class B drug, eliminating prison time, was however rejected.  
2. January 23, 2001 the Belgian Parliament followed the example of their neighbor the Netherlands and legalized the possession and personal use of cannabis by amending a 1921 law prohibiting its use.  While the law permits personal use and cultivation it does not permit the sale of cannabis in coffee shops like the Netherlands.  

3. On July 1, 2001 Portugal voted to legalize all drugs by removing them from criminal penal proceedings to administrative confiscation and fines.  Although many European nations continue to prohibit cannabis and other psychotropic substances the European Commission on Consumer Policy has been advocating for the legalization of all drugs to reduce crime and the burden of prison since 1996. 

4. The Swiss government has ordered health insurance companies to pay 75% of the price of heroin for addicts, so far 1,169 people receive assistance from the Heroin Assisted Treatment (HAT) program.  The HAT program administers heroin to addicts from 22 treatment centers either orally or intravenously for around 6 months after which time the addicts are permitted to take home their drugs.  Criminal activity is reported at 80% before treatment and 10% with treatment and the risk of AIDS and overdoses are also greatly reduced.   

§307a National Organization for the Reform of Marijuana Laws
A. Since its founding in 1970, NORML has provided a voice in the public policy debate for those Americans who oppose marijuana prohibition and favor an end to the practice of arresting marijuana smokers. A nonprofit public-interest advocacy group, NORML represents the interests of the tens of millions of Americans who smoke marijuana responsibly.  

1. NORML's mission is to move public opinion sufficiently to achieve the repeal of marijuana prohibition so that the responsible use of cannabis by adults is no longer subject to penalty.  

2. The oldest and largest marijuana legalization organization in the country, NORML maintains a professional staff in Washington, DC, and a network of volunteer state and local NORML Chapters across the country. 

B. The NORML Foundation is a non profit organization that sponsors public advertising campaigns to better educate the public about marijuana and alternatives to current marijuana policy; provides legal assistance and support to victims of the current laws; and undertakes relevant research.  

1. NORML serves as an informational resource to the national media on marijuana-related stories, providing a perspective to offset the anti-marijuana propaganda from the government; lobbies state and federal legislators in support of reform legislation; publishes a regular newsletter; hosts, along with the NORML Foundation, an informative web site and an annual conference; and serves as the umbrella group for a national network of citizen-activists committed to ending marijuana prohibition and legalizing marijuana.

C. The Principles of Responsible Cannabis Use promulgated by NORML begins, when marijuana is enjoyed responsibly, subjecting users to harsh criminal and civil penalties provides no public benefit and causes terrible injustices. For reasons of public safety, public health, economics and justice, the prohibition laws should be repealed to the extent that they criminalize responsible marijuana use.  Five principles follow as summarized.  

First, adults only, cannabis consumption is for adults only. It is irresponsible to provide cannabis to children. 

Second, no driving, the responsible cannabis consumer does not operate a motor vehicle or other dangerous machinery while impaired by cannabis, nor (like other responsible citizens) while impaired by any other substance or condition, including some medicines and fatigue.  

Third, set and setting, the responsible cannabis user will carefully consider his/her set and setting, regulating use accordingly.  

Fourth, resist abuse, use of cannabis, to the extent that it impairs health, personal development or achievement, is abuse, to be resisted by responsible cannabis users.  

Fifth, respect rights of others, the responsible cannabis user does not violate the rights of others, observes accepted standards of courtesy and public propriety, and respects the preferences of those who wish to avoid cannabis entirely.

§307b  Scientific Evidence Indicating that Marijuana is Harmless

A. Whereas there are no recorded fatalities directly as the result of the consumption or abuse of Marijuana the estimated 50 to 100 million global consumers of the drug require that any discussion of marijuana should begin with the fact that there have been numerous official reports and studies, every one of which has concluded that marijuana poses no great risk to society and should not be criminalized.  Most experts agree that occasional or moderate use of marijuana is innocuous, they also agree that excessive use can be harmful. Research shows that the two major risks of excessive marijuana use are: 

1. respiratory disease due to smoking and 

2. accidental injuries due to impairment. 

B. According to the Substance Abuse and Mental Health Services Administration (SAMHSA) 2001 National Household Survey on Drug Abuse, 15.9 million Americans ages 12 and older (7.1%) reported using an illicit drug in the month before the survey was conducted. More than 12% reported illicit drug use during the past year and 41.7% reported some use of an illicit drug at least once during their lifetimes.  According to the Office of National Drug Control Policy Data Summary 2003 the most common illicit drugs used by current users over the age of 12 were marijuana (12.1 million users, or 5.4% of the population), cocaine (1.7 million users, or 0.7% of the population), and hallucinogens, which include LSD, PCP, and MDMA (1.3 million users, or 0.6% of the population). Approximately 37% of those over the age of 12 reported lifetime use of marijuana, 12.3% reported lifetime use of cocaine, and 12.5% reported lifetime use of hallucinogens. 

C. Illicit Drugs in General show a low number of fatalities in the United States to warrant criminalization.  The fatality count, 3,000 due to overdoses of illicit drug abuse, remains miniscule in comparison with deaths resulting from prescription drugs that kill 109,000, tobacco that kills 350,000, alcohol 100,000 and obesity killing 320,000 yearly in the United States of America. In 2000, a total of 19,698 people died of both licit and illicit drug-induced causes in the United States, up from 19,102 in 1999 and 16,926 in 1998.

D. The latest treatment data provided by the National Institute on Drug Abuse (NIDA) indicate that, in 2000, marijuana was the primary drug of abuse in about 15 percent (236,638) of all admissions to treatment facilities in the United States. Marijuana admissions were primarily male (76 percent), White (57 percent), and young (46 percent under 20 years old). Those in treatment for primary marijuana use had begun use at an early age; 56 percent had used it by age 14 and 92 percent had used it by 18. 

E. Two major new studies by the National Highway Transportation Safety Administration have confirmed marijuana's relative safety compared to alcohol. The first, the most comprehensive drug accident study to date, surveyed blood samples from 1882 drivers killed in car, truck and motorcycle accidents in seven states during 1990-91.Alcohol was found in 51.5% of specimens, as against 17.8% for all other drugs combined. Marijuana, the second most common drug, appeared in just 6.7%. Two-thirds of the marijuana-using drivers also had alcohol. The report concluded that alcohol was by far the dominant drug-related problem in accidents. It went on to analyze the responsibility of drivers for the accidents they were involved in. It found that drivers who used alcohol were especially culpable in fatal accidents, and even more so when they combined it with marijuana or other drugs. 

F. The second NHTSA study, Marijuana and Actual Driving Performance, concluded that the adverse effects of cannabis on driving appear "relatively small" and are less than those of drunken driving.  The study, conducted in the Netherlands, examined the performance of drivers in actual freeway and urban driving situations at various doses of marijuana. It found that marijuana produces a moderate, dose-related decrement in road tracking ability, but is "not profoundly impairing" and "in no way unusual compared to many medicinal drugs." It found that marijuana's effects at the higher doses preferred by smokers never exceed those of alcohol at blood concentrations of .08%, the minimum level for legal intoxication in stricter states such as California. The study found that unlike alcohol, which encourages risky driving, marijuana appears to produce greater caution, apparently because users are more aware of their state and able to compensate for it (similar results have been reported by other researchers as well. The NHTSA study also warned that marijuana could also be quite dangerous in emergency situations that put high demands on driving skills.

G. There is no evidence that the prohibition of marijuana reduces the net social risk of accidents. On the contrary, recent studies suggest that marijuana may actually be beneficial in that it substitutes for alcohol and other, more dangerous drugs. Research by Karyn Model found that states with marijuana decriminalized had lower overall drug abuse rates than others; another study by Frank Chaloupka found decrimalized states have lower accident rates too.  In Alaska, accident rates held constant or declined following the legalization of personal use of marijuana. In Holland, authorities believe that cannabis has contributed to an overall decline in opiate abuse. Recent government statistics showed that the highest rates of cocaine abuse in the West were in Nevada and Arizona, the states with the toughest marijuana laws.

H. While experts generally recommend against any drug use during pregnancy, marijuana has little evidence implicating it in fetal harm, unlike alcohol, cocaine or tobacco. Epidemiological studies have found no evident link between prenatal use of marijuana and birth defects in humans. A recent study by Dr. Susan Astley at the University of Washington refuted an earlier work suggesting that cannabis might cause fetal alcohol syndrome. Although some research has found that prenatal cannabis use is associated with slightly reduced average birth weight and length, these studies have been open to methodological criticism. More recently, a well-controlled study found that cannabis use had a positive impact on birth weight during the third trimester of pregnancy with no adverse behavioral consequences. The same study found a slight reduction in birth length with pot use in the first two months of pregnancy. Another study of Jamaican women who had smoked pot throughout pregnancy found that their babies registered higher on developmental scores at the age of 30 days, while experiencing no significant effects on birth weight or length. While cannabis use is not recommended in pregnancy, it may be of medical value to some women in treating morning sickness or easing childbirth.

I. According to the NAS, the effects of marijuana on blood pressure are complex, depending on dose, administration, and posture. Marijuana often produces a temporary, moderate increase in blood pressure immediately after ingestion; however, heavy chronic doses may slightly depress blood pressure instead. One common reaction is to cause decreased blood pressure while standing and increased blood pressure while lying down, causing people to faint if they stand up too quickly. There is no evidence that pot use causes persisting hypertension or heart disease; some users even claim that it helps them control hypertension by reducing stress.  One thing THC does do is to increase pulse rates for about an hour. This is not generally harmful, since exercise does the same thing, but it may cause problems to people with pre-existing heart disease. Chronic users may develop a tolerance to this and other cardiovascular reactions. 

J. A variety of studies indicate that THC and other cannabinoids may exercise mild, reversible immuno-suppressive effects by inhibiting the activity of immune system cells know as lymphocytes (T- and B-cells) and macrophages. Many AIDS patients report that marijuana helps avert the deadly "wasting syndrome" by stimulating appetite and reducing nausea. Cannabinoids do not actually damage the T-cells, which are depleted in HIV patients: one study even found that marijuana exposure increased T-cell counts in subjects (not AIDS patients) whose T-cell counts had been low. Epidemiological studies have found no relation between use of marijuana or other drugs and development of AIDS. Evidence indicate that the effects of marijuana are beneficial for patients with auto-immune diseases such as multiple sclerosis or AIDS. 

K. A “Molecular Link Between the Active Component of Marijuana and Alzheimer’s Disease Pathology” reported in the 4 October 2006 issue of Molecular Pharmaceutics by the American Chemical Society indicates that marijuana is helpful in mitigating the disability of Alzheimer’s disease. Alzheimer's disease is the leading cause of dementia among the elderly, and with the ever-increasing size of this population, cases of Alzheimer's disease are expected to triple over the next 50 years. Consequently, the development of treatments that slow or halt the disease progression have become imperative to both improve the quality of life for patients and reduce the health care costs attributable to Alzheimer's disease. Here, we demonstrate that the active component of marijuana, [image: image4.png]


9-tetrahydrocannabinol (THC), competitively inhibits the enzyme acetylcholinesterase (AChE) as well as prevents AChE-induced amyloid [image: image5.png]
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) aggregation, the key pathological marker of Alzheimer's disease.  Compared to currently approved drugs prescribed for the treatment of Alzheimer's disease, THC is a considerably superior inhibitor of A[image: image7.png]


 aggregation, and this study provides a previously unrecognized molecular mechanism through which cannabinoid molecules may directly impact the progression of this debilitating disease.

L. There is no scientific evidence for the theory that marijuana is a "gateway" drug. The cannabis-using cultures in Asia, the Middle East, Africa and Latin America show no propensity for other drugs. The gateway theory took hold in the sixties, when marijuana became the leading new recreational drug. It was refuted by events in the eighties, when cocaine abuse exploded at the same time marijuana use declined. As we have seen, there is evidence that cannabis may substitute for alcohol and other "hard" drugs. A recent survey by Dr. Patricia Morgan of the University of California at Berekeley found that a significant number of pot smokers and dealers switched to methamphetamine "ice" when Hawaii's marijuana eradication program created a shortage of pot.  Dr. Morgan noted a similar phenomenon in California, where cocaine use soared in the wake of the CAMP helicopter eradication campaign. The one way in which marijuana does lead to other drugs is through its illegality: persons who deal in marijuana are likely to deal in other illicit drugs as well.  
§307c Reclassifying Marijuana 

A. Whereas there have been no known fatalities from marijuana and the therapeutic properties of the drug as a pain killer and immuno suppressant demand respect the World Health Organization is called upon to recommend the deletion of Marijuana from Schedule I, to de-penalize this harmless anti-depressant and pain killer.  It is recommended to reschedule this psychologically addictive drug to Schedule III so that, Marijuana, could be sold over the counter or by prescription, under international drug law, subject only to the Custom of individual States.

1. Arts. 2&3 of the Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol relating to Changes in the Scope of Control provide that Where a Party or the World Health Organization has information which in its opinion may require an amendment to any of the Schedules, it shall notify the Secretary-General and furnish him with the information in support of the notification. The Secretary-General shall transmit such notification, and any information which he considers relevant, to the Parties, to the Commission on Narcotic Drugs, and, where the notification is made by a Party, to the World Health Organization.
B. Scientific evidence fails to support any claims that marijuana is dangerous or highly addictive wherefore it appears to be in the best interest of the United Nations and United States to delete this drug from the Drug Schedule and member nations are recommended to amend their drug regulations in accordance.  Scientists and researchers from all States are recommended to subject the entire drug schedule to scientific review as scrutiny may reveal the entire Drug Schedule to be so lacking in scientific, medical and social validity that it should not be recommended for enforcement as law by international and national legislatures, as is.  In drafting a new list the common standards of alcohol and tobacco must be included to permit the layman to judge for themselves.
E. Under 21U.S. Code (13) § 811(s)(2)(a) whenever the Secretary of State receives notification from the Secretary-General of the United Nations that information has been transmitted by or to the World Health Organization, pursuant to article 2 (or 3) of the Convention on Psychotropic Substances, which may justify deleting a substance, marijuana in this case, from the schedules, the Secretary of State shall immediately transmit the notice to the Secretary of Health and Human Services who shall conference with the Attorney General and publish it in the Federal Register and provide opportunity to interested persons to submit to him comments respecting the scientific and medical evaluations.  Alternatively the US Attorney General with the advice of the Secretary of Health and Human Services may choose to reclassify the drug of their own accord.   

F. Local, state and federal governments may also choose to legalize marijuana in their jurisdiction and ballot initiatives have proven most effective in this.  The Canadian example has demonstrated that over the counter distribution of marijuana is a swift and effective method for legalizing, regulating and taxing the sale of marijuana that comes with the good counsel of the pharmacist who can easily print drug description labels.  Pharmacies and pharmacists are already licensed and the only change affected by the passage of this law would be that pharmacies would be permitted to vend up to 32 grams, one ounce, of marijuana to individual purchasers.  Prices should remain the same as current street value and it is appropriate to offer both generic (affordable commercial quality) and hybrid (expensive genetically engineered, “kind”, marijuana).  

G. Whereas the marijuana economy is exclusively reliant upon large numbers of small local cultivators meeting the demands of 12 million regular marijuana smokers in the USA licensing presents a large task that does not need to be accomplished by law enforcement.  Full faith and credit should be given to the judgment of pharmacists as to the quality and legality of the sale of the produce of marijuana cultivation; provided that monopolization of the peasant economy is prevented through quotas.  The $11 billion peasant economy founded upon the cultivation of marijuana is competitive with the auto industry in GDP, but with lower overhead.  

H. Pharmaceutical distribution would largely discourage the black market distribution of marijuana because 12 million users would be more inclined to regularly purchase their marijuana from safe, speedy and secure Pharmacies.  Street drug dealing of marijuana would be largely eradicated through this market reform.  Supply would come from cultivators with discreet greenhouses or fields.  It is important that the size of these operations are limited to encourage agricultural diversification but large enough to support a family farm.  Alternatively coffee shops could be licensed to sell marijuana as is done in the Netherlands where retail quantities are less than five grams.

I. To prevent monopolization corporate cultivators with multiple pharmacy contracts would be limited to 250-1,000 plants per crop.  They could conceivably grow as much as 3 crops a year. Cultivators must be careful that the plants are not considered a public nuisance by the neighbors.  The local police and neighbors would be permitted to order any cultivation of marijuana to halt if it were to become considered a nuisance. Pharmacies would be permitted to purchase as much marijuana as the local market demands.  

a. citizens would be considered permitted to cultivate up to five plants a year for personal consumption and distribution to their friends and family.  

b. cultivators would be licensed to grow up to 50 plants with the signature of a pharmaceutical distribution contract with any single local pharmacy.  

c. Corporate ventures of several pharmacies would be limited to 1,000 plants. 

J. The easiest method for legalizing the informal marijuana economy is of course to merely decriminalize the possession of small amounts of the drug.  Although this does not address all the issues of regulating the substance and including it in the sales and vice tax system it relieves the moral dilemma presented by prison.  It is high time that the US legalized the one-ounce demanded by President Jimmy Carter. 

Art. 8 Important Narcotic Agencies for Peace

§312 Afghan Opium Agency
A.Around 9,000,000 kg (9,000 metric tonnes) of opium were harvested worldwide in 2008, 7,000 tonnes were illicit and an estimated 2,000 tonnes were licensed.  In 2008 Afghanistan produced 96% of the world’s illicit opium, 6,500,000 kg.  A rough estimate would place the legitimate global demand for opium to be 2,500,000 kg, 2,000 metric tons.  The world’s two major opium and heroin producing regions are – the Golden Triangle of Burma, Laos and Thailand and the Golden Crescent of Afghanistan, Iran and Pakistan.  These remote mountainous regions of Southeast and Southwest Asia produce more than 90 percent of the world’s illicit opium. Illicit opium production thrives on the synergy between war economies and drug economies.   The steady increase in illicit opium production since the 1970s has occurred despite many efforts by the international community to suppress and reduce cultivation through forced erradication and many crop substitution and alternative development campaigns.   

1.As the result of their wide-scale smuggling, inept colonial prohibition and poor government Afghanistan does not have a National Opium Agency and has not quota for legal sales of its major product from whence is derived 25% of the national economy and employs 8% of the population, not including seasonal harvesters. As the result of the inept international prohibition when the DEA and International Convention on Psychotropic Substances corrupted the narc civil war broke out in both Afghanistan and Columbia.  Out of consideration for the obligation of the United Nations to support the Afghan economy the International Narcotics Control Board should promise to grant 75% of the global opium market to Afghanistan, and the United States 80% until such a time when the there is peace and the war economy has ceased to stress opium into production. 
1. There shall be inserted (8) Afghanistan and (9) Myanmar at 21CFR§1312.13(f)  pertaining to nations from whence the approved importation of narcotic raw material (opium, poppy straw, and concentrate of poppy straw) may have its source.   At §1312.13(g) the import requirement that at least 80% of the narcotic raw material in the United States shall have as its original source Indian and Turkey and, except in times of shortage, not more than 20% of raw material from Spain, France, Poland, Hungary and Australia shall be amended so that, “at least 80% of the narcotic raw material imported into the United States shall have as its original source in Afghanistan.  Except under conditions of insufficient supplies of narcotic raw materials, not more than 20% of narcotic raw materials imported into the United States annually shall have as its source, Turkey, India, Spain, France, Poland, Hungary, Australia and Myanmar.”  It is estimated that Afghanistan requires a quota of 1.5 million kg that could be purchased by the National Opium Agency for $500 a kg for $750,000,000 total.  The State would sell the opium at a 5 time mark up to the international medical, pharmaceutical and scientific research market-$2,500 a kg, $3.75 billion yearly total, $1.875 billion a harvest.  This would show a net profit of $3 billion for the State of Afghanistan in the first year of Afghan conscious opium quotas.  
2. Whereas the life expectancy of the Afghan citizen is 41 years for men and 42 years for women and the birth rate at 258 and 256 per 100,000 and death rate of 510 and 448 per 100,000 investment is necessary in the Department of Public Health who should establish and manage a National Opium Agency in cooperation with the Ministry of Agriculture.  
B. Domesticated in the eastern Mediterranean in ancient times, opium is one of the most venerable drugs in formal and folk pharmacopoeia. Opium's healing properties were detailed in the works of Hippocrates (466-377 BC) and the Roman physician Galen (130-200 AD.) Spreading across the Asian land mass, opium was described as an effective drug in China's Herbalist Treasure of 973 AD.  Opium continues to be the prime ingredient in many pharmaceutical pain medicines and there is constant demand for opium on the international market. 

1. In 1906 41,624 tonnes of opium were produced worldwide, 85 percent in China (35,364 tonnes) and 12 percent in Brittish India (5,177 tonnes). Opium had long been produced in Asia and its production, trade and consumption had been banned at different times and countries, especially in the Chinese empire, first in 1729.  In the mid-nineteenth century the Brittish imposed their trade in Indian Opium on China through two so called Opium Wars (1839-42 and 1856-60). This legalization of the opium trade imposed upon China by the British with the signing of the Treaty of Tianjin of 1858 greatly increase Chinese production.  
2.In 1906 the Qing government of China launched its first national anti-opium campaign and in one year the Brittish and Chinese agreed to schedule reductions in opium trade.  After the Communist government succeeded in eliminating opium production in China during the period of 1949-59, global illicit opium output fell dramatically to as little as 1,066 tonnes in 1970.  Areas of opium poppy cultivation shifted to mainland Southeast Asia’s so-called Golden Triangle.  By 1970, 67 percent of the world’s illicit opium was harvested in the Golden Triangle, with 23 percent in the other emerging area, the Golden crescent, Burma contributed 47 percent and Afghanistan a mere 10 percent.

2.Between the low of 1970 and the year 1989, illicit world-wide production of opium increased by 218 percent to 3,395 tonnes.  In 1989 Burma , whose many complex internal conflicts stimulated opium production, was still the world’s leading producer of opium, in fact Burma’s output in 1989 exceeded the total world output of 1970 at 1,544 tonnes or 45 percent of the total illicit output.  But a new challenger emerged.  Afghanistan’s opium output increased 800 percent in 30 years, from 130 tonnes in 1970 to 1,200 tonnes in 1989, representing 35 percent of world output, also more than global output in 1970.  At the close of the 1980s the Golden Triangle and Crescent supplied 96 percent of the world’s illicit opium, a statistics that remains unchanged.  

3.While Thailand, Vietnam and Pakistan dramatically reduced their opium output, production boomed in Burma and Afghanistan.  Burma remained the preeminent producer of opium until 1991 (1,778 tonnes) when Afghanistan’s output broke record, after record, 3,416 tonnes in 1994, 4,565 tonnes in 1999 and 6,100 tonnes in 2006 and in 2008 its huge 8,200 tonne crop was 93 percent of global output.  In 2007 Afghanistan produced more opium than the whole world had done in 2006 (6,6100 tonnes).

4.Afghanistan has been the world’s primary producing country of illicit opium since 1991, when it surpassed Burma (Myanmar) in total annual production. Both the Taliban regime (1996-2001) and the Karzai administrations (from 2001 on) inherited an illicit drug economy that has been stimulated by two decades of war but that also fuelled the country’s war economy. However, just as the Taliban regime successfully, but counterproductively, prohibited opium production in 2000, bringing opium production from  3,300 tonnes in 2000 to 185 tonnes in 2001, their regime was toppled by the U.S. military intervention in response to the September 11 terrorist attacks. Then, in a rather chaotic Afghanistan, opium production resumed and grew back to normal in a matter of only one year (3,400 tonnes in 2002). Since then, despite national and international pledges, eradication threats, bargain deals with opium farmers, and international development aid, Hamid Karzai’s new democratic Afghanistan has failed to curtail or even stabilize opium production. Much to the contrary, after six years of peace-building, state-building, and economic growth, Afghanistan broke two successive all-time records of opium production, in 2006 (6,100 tonnes) and again in 2007 (8,200 tonnes). 
5. In July 2000, the Taliban, citing Islamic principles, issued an edict outlawing poppy cultivation and imprisoned farmers who defied the ban. Afghanistan's production of raw opium fell by 96%, from over 250,000 kg in 1999 to just 20,000 kg before September 11, according to the United Nations Drug Control Program.  Drug control experts estimate that before the ban, the Taliban had made $10 to $50 million from taxing poppy farmers.  Over the 1994-2000 period, gross income from opium was about $150 million/year ($750/family). In 2001 following the Taliban ban, prices increased 10-fold. In 2002 gross income rose to $1.2 billion ($6,500/family). 

C.The licensing of the illicit opium supply is very unlikely to bring economic development to Afghanistan and its opium farmers. Firstly, it is important to understand that while legal opium poppy cultivation is undertaken for pharmaceutical use by at least nineteen countries in the world (Australia, Austria, China, the Czech Republic, Estonia, France, Germany, Hungary, Japan, India, the Netherlands, Poland, Romania, Slovakia, South Korea, Spain, Macedonia, Turkey, and the United Kingdom) only four of them produce opium: China, India, Japan and South Korea. Among these India is the only exporter of opium. The other countries actually grow opium poppies, harvest the poppies (“poppy straw”), and produce concentrate of poppy straw (CPS) in the context of a modern mechanised agriculture that resorts for the most part to combine harvesters on large tracts of cultivated land.

1.In Afghanistan, opium prices have varied greatly during the last decade, ranging from US$ 23 to US$ 350 per kilogram of fresh opium at harvest time. In 2005, the average farm-gate price of fresh opium at harvest time was US$ 102 per kilogram (average yield: 39 kg/ha) and 309,000 families, or about 2 million people (8.7 per cent of the population) were involved in opium poppy cultivation, itinerant workers not included. In Afghanistan the price of a kilogram of opium has risen ten-fold from $30 in 1997 to $300 per kg at harvest time in 2001 compared to a year earlier as a consequence of the Taliban opium ban, and some 20-fold ($700 kg) prior to September 11.  Despite a good harvest in 2002 – opium prices still amounted to around $350 at harvest time in 2002, and were about $450 at the end of the year.  

2.In the Afghan sharecropping system, opium poppy cultivators keep only a small share of the revenue generated by opium cropping: 30 per cent of the crop goes to the landowner, 10 per cent goes to the Islamic tithe (ushr), and 15 per cent to 25 per cent goes to seasonal harvesters that labour intensive opium harvesting requires to hire. Still, most of the poor opium poppy cultivators sell the crop in advance at prices that are often around half the harvest price. In such a case, a sharecropper typically ends up receiving only half of the third of the opium crop that is left after the aforementioned deductions have been made. Considering the average licit Indian prices and opium yields, and the fact that Afghan opium cultivators produce opium on average on only one fifth of a hectare, licit opium production is very unlikely to be a solution since it would basically require maintaining opium farmers into poverty to be economically viable. 
3. Licenses for small plots for opium cultivation have been granted to 170,000 families in India, in 6,900 villages.  To meet India’s share of anticipated world demand for licit opium in 2000 and rebuild domestic stockpiles toward an International Narcotics Control Board (INCB)-recommended level of about 750 metric tons the Indian government set a licit opium harvest target of 1,200 metric tons. 870 metric tons for export, 130 metric tons for domestic use and 200 metric tons for buffer stocks. 

4.Whereas Afghanistan is the world’s largest cultivator of opium and dramatic change is clearly needed to reign in ethnic violence. Afghanistan should follow the Indian example and license their farmers to sell and tax opium locally and for export as recommended by the International Narcotics Control Board and DEA quotas that must be adjusted to afford the nation of Afghanistan that has traditionally been the producer of 75% of the worlds opium a chance to earn more than $1.5 billion, yearly profit for the National Opium Agency selling a reasonable share of their opium legally demanded and in accordance with the quotas of the International Narcotics Control Board (INCB).  

D. The Afghan National Opium Agency must be recognized as the world’s largest exporter of opium by the DEA and INCB quotas granting Afghanistan a negotiable global export quota estimated at 1.5 million kg of opium and a US import quota of 750,000 kg.  At these international rates Afghanistan would be able to earn $1 billion within a month of having their quota approved by the INCB and/or DEA and an estimated $2-3 billion a year.  This would be enough for the nation to be self sufficient in health, education and sanitation although more revenues would be needed for satisfactory welfare programs.
1. Legitimate global demand for raw opium by international pharmaceutical companies and scientific researchers can be estimated by quadrupling US DEA Established Initial Aggregate Production Quotas for 2004 for opium and opium derivatives.  A rough estimate would place the legitimate global demand for opium to be 2,000,000 kg, 2,000 metric tons.  Out of consideration for the obligation of the United Nations to support the Afghan economy the International Narcotics Control Board should promise to grant 75% of the global opium market to Afghanistan, as the nation has traditionally been the producer of 75% of the global opium supply.  

2. The DEA quota lists India as producer of 80% of opium imports and Turkey as the other 20%.  Afghanistan requires a quota of 1.5 million kg that could be purchased by the National Opium Agency for $500 a kg for $750,000,000 total.  This is divided into two harvests with $375 million expenditure from the State of Afghanistan.  

3. Revenues from the National Opium Agency should be harmonized with the import quotas set forth by the International Narcotics Control Board World Pharmaceutical Needs to uphold Art. 24 of the Single Convention that places Limitation on production of opium for international trade and states, if any Party intends to initiate the production of opium or to increase existing production, it shall take account of the prevailing world need for opium in accordance with the estimates thereof published by the Board so that the production of opium by such Party does not result in over-production of opium in the world.  A Party shall not permit the production of opium or increase the existing production thereof if in its opinion such production or increased production in its territory may result in illicit traffic in opium. 

4. National opium agencies are recommended under Art. 23 and 24 by the Single Convention on Narcotic Drugs 1961 (as amended 1972), state, any Party that permits the cultivation of the opium shall maintain, one or more government agencies to apply the following provisions to the cultivation of the opium poppy for the production of opium and to opium: 

a. The Agency shall designate the areas in which, and the plots of land on which, cultivation of the opium poppy for the purpose of producing opium shall be permitted. 

b. Only cultivators licensed by the Agency shall be authorized to engage in such cultivation. 

c. Each license shall specify the extent of the land on which the cultivation is permitted. 

d. All cultivators of the opium poppy shall be required to deliver their total crops of opium to the Agency. The Agency shall purchase and take physical possession of such crops as soon as possible, but not later than four months after the end of the harvest. 

e. The Agency shall, in respect of opium, have the exclusive right of importing, exporting, wholesale trading and maintaining stocks other than those held by manufacturers of opium alkaloids, medicinal opium or opium preparations. Parties need not extend this exclusive right to medicinal opium and domestic opium preparations. 

E.Without an Afghan Opium Agency to license and tax the cultivation and export of opium, that constitutes 25% of the national economy, peace is probably not achievable.  By prohibiting opium, 25% of the national economy, the Afghan government is fighting something as large as they are, and losing revenues there from, and there to.  This is not winnable.  In the absence of a national tax administration Afghanistan has needed to turn to international armed forces to control their countryside.  A foreign military occupation is also not a practical way for the government to control their country, whose armed extortionists, the Taliban, can freely tax the opium farmers, to support themselves, and enjoy limitless propaganda against the foreign invaders.  A $20 billion loan was granted but violence escalated and the government still does not effectively govern more than the area immediately outside the capital city Kabul.  An Afghan Opium Agency is basically the pre-requisite for peace in this war ravaged country, it is highly unlikely that peace will be achieved unless the government stops fighting its equal in people and money.  To catch the heroin manufacturers and smuggling and make peace with the national customs pertaining to their drug of choice, opium must be legalized both for export under quotas and for personal consumption like the red light district in the Netherlands. By harnessing their own natural and human resources the government could afford to extend their civil administration to all corners of the nation and enjoy the loyalty of the people.     
§308a Andean Indigenous Coca Agency
A. The Andean Community is joined under this section to make two revolutionary changes to the regional organization in the spirit of democracy and nonviolent social change to bring the thirty eight year Columbian civil war to an end.  

1. To create a Conference on the Andean Indigenous Coca Agency upon the recommendation of the Commission at the General Secretariat’s proposal to create an appropriate body with which to meet the sub region’s development requirements and promote investment under Arts. 107, 129 and 130 of the Cartagena Agreement and the International Covenant on the Rights of Indigenous Nations 28 July 1994 

2.To create a Regional Coca Agency under Art. 24 and 26 of the Single Convention on Narcotic Drugs as amended by the 1972 Protocol in order to regulate and tax the national and international trade in coca and coca derivatives.  This would bring the traditional crop out of controversy and into the protection of the Andean Community pursuant to Art. 54(b), Art. 87 and Art. 88 of the Cartagena Agreement.  
B. Cocaine was first synthesized from the Peruvian coca leaf in 1844.  Coca and opium began to enter the U.S. via the largely over the counter patent medicine market for tonics and elixirs for pain relief and enjoyment.  Coca is now traded for the manufacture of primarily dental narcotics such as Novocain on the international market and is consumed by the local people to combat the debilitating effects of the altitude. Colombia produces 90% of the world’s supply of cocaine.
C. S.1161 Foreign Assistance Authorization Act §122 authorizes $985,000,000 for International Narcotics and Law Enforcement fiscal year 2004. $700,000,000 of which is appropriated for the Andean Counter Drug Initiative.  The DEA estimates that up to two-thirds of the heroin on the East Coast of the United States is Colombian.  After a steady decline in production during the 1990’s net coca cultivation began to increase 20% in 1999 and 11% in 2000.  With US counter-assistance beginning in 2000 Colombian authorities have increased coca and opium poppy aerial eradication. 

1. US assistance to Columbia must be eliminated.  According to the Office of Drug Control Policy under the Columbian Initiative of 2002 there is $106M earmarked to help Colombians in the drug-producing areas change from coca leaf to other cash-producing crops and to build roads and infrastructure to get those crops to market. The Government of Colombia will get over $100M to enhance its governing capacity by protecting human rights workers, training judges, establishing local judiciaries, reforming the criminal code and helping people internally displaced by the illegal armed groups and illegal coca growers. Over $100M of the U.S.-Colombia Initiative appropriation is dedicated to human rights and judicial reform in Colombia.  This program has been documented to hurt US commercial interests in the area and does little to disarm revolutionaries in Columbia as noted in Chiquita Brands International protection money case HA-23-3-07.
D. As the result of resistance the narcotics industry has relocated its operations to remoter areas, where well-armed guerrillas, paramilitaries, and narco-traffickers challenged the authority of Colombia's central government. Three major outlaw groups totaling over 30,000 armed combatants operating in Colombia with near impunity: the Colombian Revolutionary Armed Forces (FARC), the National Liberation Army (ELN) and the paramilitaries (United Self-Defense Forces of Colombia-AUC).  Negotiations have however been largely successful and the militants have stated that most of them would be happy to lay down their arms in exchange for the balance between clemency from criminal prosecution and legalization of coca.  These paramilitary organizations empowered by illicit drug finance play a large role in rural infrastructure and political endeavors as great or larger than the Columbian government.  The most effective strategy for curbing violence and paramilitary organizations is local democracy.

E. The Andean Counter-Drug Initiative is hereunder terminated.  To better regulate the cultivation of coca an Andean Indigenous Coca Agency is expected to be created to finance Andean Indigenous Democracy. Local and regional indigenous governments will be expected to publish and enforce laws upholding human rights and democratic elections.  They must take care to co-operate with the national and regional government in order to more fully participate in the administration of tax revenues as an autonomous political region similar to Iraqi Kurdistan whose council reviews the national laws for their applicability and also publishes and enforces their own laws at peace with their patron(s).  Indigenous independence would best be conducted as a regional venture to strengthen their common heritage and follow the leadership of indigenous people whose goal would be to found an autonomous political region that upholds the rights of the indigenous within the Andean Community.

§308b Religious Use of Peyote

A. Peyote gained protection from US law in the 20th Century but only for the religious purposes of the Native American Church. The Religious Freedom Restoration Act (RFRA) of 1978 published in Title 42USC(21)I §1996a protects the traditional Indian Use of Peyote because for many Indian people.  The traditional ceremonial use of the peyote cactus as a religious sacrament has for centuries been integral to a way of life, and significant in perpetuating Indian tribes and cultures.  The tradition has been protected by federal regulation since 1965 and has been ratified by 22 states and permits Indians to traffic in peyote for the purpose of administering the cactus in traditional Indian religious ceremonies. 

B. Employment Division v. Smith 494 U.S. 872 (1990) brought sacramental peyote use to light in the prohibited state of Oregon where two Native American Church goers were fired from their employment at a substance abuse treatment center after testing positive to having consumed peyote.  Although the Oregon Supreme Court upheld their petition for unemployment compensation the U.S. Supreme Court remanded the decision upon the demand of the Oregon Department of Human Resources in favor of Oregon statutes prohibiting the use of peyote regardless of the freedom of religion clause of the I Amendment.  The two native American defendants were denied unemployment compensation under 42USCIX§1101c with total disregard for the “compelling interest” to protect the traditional use of peyote provided by 42USC(21)I§1996a and prohibit the deprivation of relief benefits on the basis of race or religion under 18USC(13)§246.  The federal legislature, passed a new Religious Freedom Restoration Act shortly thereafter, in 1993 in 42USC(21B)§2000bb, to uphold the religious use of peyote.

C. In Gonzalez v. O Centro Espirita Beneficente Uniao Do Vegetal No. 04-1084 (2006) a religious sect with origins in the Amazon rainforest receives communications by drinking a sacramental tea brewed from plants unique to the region that contains DMT, a hallucinogen regulated under Schedule I of the Controlled Substances Act, see 21USC§812(c), Schedule I(c).  After U. S. Customs inspectors seized a hoasca shipment to the American UDV and threatened prosecution, the UDV filed suit for declaratory and injunctive relief, alleging, inter alia, that applying the Controlled Substances Act to the UDV's sacramental hoasca violates RFRA. At a hearing on the UDV's preliminary injunction motion, the Government conceded that the challenged application would substantially burden a sincere exercise of religion.  The District Court granted relief, concluding that, because the parties' evidence on health risks and diversion was equally balanced, the Government had failed to demonstrate a compelling interest justifying the substantial burden on the UDV. The court also held that the 1971 Convention does not apply to hoasca. The Tenth Circuit affirmed and the Supreme Court ruled that the Courts did not err in determining that the Government failed to demonstrate, at the preliminary injunction stage, a compelling interest in barring the UDV's sacramental use of hoasca. 

D. Native American practitioners are exempt from regular requirements for Schedule I drugs however they do need to annually register with the DEA under 21CFR§1307.31
Art. 9 Prohibition

§309 Evolution of US Drug Law

A. The 20th century saw a total role reversal in drug law from the federal government’s first attempts to regulate “controlled substances” with a $1 tax for the sale opium and heroin in the Harrison Tax Act of 1914 and a $1 tax for the sale of marijuana in the Marijuana Tax Act of 1937.  Inspired, or in withdrawal from the prohibition of alcohol, a drug regularly consumed by 60% of the population, that lasted from 1919-33, the prosecutor shifted focus upon narcotics, hallucinogens and stimulants commonly used for pleasure by only 4% of the population.  This small percentage of the population now consumes 60% of the beds in the federal penitentiary and 25% of state jails in the USA although they are mostly harmless.  USA v. Booker J. & Fanfan No. 04-104-105 (2005) provides for the wholesale acquittal of this class.
B. State and federal legislatures have wrestled with the Prohibition of psychotropic, mind altering, substances for most of the 20th Century.  Ethanol alcohol itself, a drug produced by the fermentation of organic material, that has been consumed by cultures around the world since before the development of civilization, was prohibited by the Volstead Act.  The Volstead Act was ratified by the 50 states as the XVIII Amendment to the U.S. Constitution in 1919. Alcohol consumption reached the lowest rates ever recorded in the United States however arrest rates for alcohol were so alarming that the legislature repealed the XVIII Amendment with the XXI Amendment in 1933.  

C. Colonial laws in the 1600’s required farmers to grow hemp as it was used in the production of ropes and sails on ships.  Both slaves and masters smoked the mildly hallucinogenic buds, called marijuana for pleasure.  Thomas Jefferson, drafter of the Constitution, is reported to have been a regular consumer of marijuana.  

D. Cocaine was first synthesized from the Peruvian coca leaf in 1844.  Coca and opium began to enter the U.S. via the largely over the counter patent medicine market for tonics and elixirs for pain relief and enjoyment.  The most well known of these patent medicines is Coca-Cola™, that became popular thanks to the addictive additive of cocaine that made pharmacy soda fountains popular watering holes in every community.  Coca is now traded for the manufacture of primarily dental narcotics such as novicaine. 

1. During the 1860’s opiates came into common usage as an anesthetic that relieved the pain of soldiers undergoing amputation and other painful and intrusive surgical procedure.  The federal legislature recognized these advances in the Pharmacy Act of 1868 drafted shortly after the civil war. Opiates were a common additive to patent medicines of the time.  In the 1870’s the patent medicine industry caused a great rise in the consumption and addiction to narcotic drugs. Chinese laborers working on the railroads brought with them their vice of opium smoking and gambling halls to the United States.  Opium Dens of the Orientals were however prohibited by several states while the patent medicine industry boomed.  

E. In 1906 the Pure Food and Drug Act PL-59-384 created the legal framework for the foundation the Food and Drug Administration (FDA) and required the labeling and government approval of all food and drugs.  The FDA led to the end of the patent medicine industry through government licensing, inspection and regulation.  The FDA greatly reduced addiction to poorly regulated medicines and elixirs sold over the counter in pharmacies by strictly regulating drug quality and originally fining dealers of shabby substances $500 the first offence, $1,000 the second offence.
F. Congress approved the Harrison Tax Act of 1914 only one year after the passage of the XVI Amendment in 1913 that gave Congress the power to lay and collect taxes on incomes.  The Tax Act attempted to tax opium and coca with a at a rate of $1 per capita per annum, with utmost consideration to the census, §1 of the Tax states,

On and after the first day of March, nineteen hundred and fifteen, every person who produces, imports, manufactures, compounds, deals in, dispenses, distributes, or gives away opium or coca leaves or any compound, manufacture, salt, derivative, or preparation thereof, shall register with the collector of internal revenue of the district, his name every person who produces, imports, manufactures, compounds, deals in, dispenses, distributes, or gives away any of the aforesaid drugs shall pay to the said collector a special tax at the rate of $1 per annum. 

1. Despite the Prohibition of Alcohol by the XVIII Amendment in 1919 and the denunciation of the opium and heroin trade in International Convention on Narcotics in the Hague of 1912 the U.S. Supreme Court upheld the regulatory provisions of the Harrison Act of 1914 in US v. Doremus (1919) 249 U.S. 86. Patients were required to obtain these drugs as a medicine from physicians, upon regular prescription. 

a. Doremus, a physician, was reported to sell 500 heroin tablets a time to Ameris, being as the indictment charges, an addict.  It was feared that he might not have used this great number of doses for himself. He might sell some to others without paying the tax. Congress deemed it wise to prevent such possible dealings because of their effect upon the collection of the revenue.  

G. The Narcotic Import and Export Act was passed with the intention of eliminating the use of all narcotics for anything other than legitimate medical use as determined by the FDA and medical doctors.  In 1924 the Heroin Act prohibited the manufacture of Heroin.  The 1929 Porter Narcotic Farm Act required the FDA to license Narcotic Farms and in 1930 the Federal Bureau of Narcotics was opened by the Federal Government to investigate the Trade in Narcotics.  
1.In 1933 the XXI Amendment ended the Prohibition in Alcohol giving rise to hysteria over the cultivation and sale of marijuana by bored police officers.  The New York Times, July17, 1935 reported that a large patch of marijuana weed found, growing wild, in the ground of the Welfare Island penitentiary, was promptly burned.  

H. To protect, understand and profit from the marijuana trade in 1937 the Marijuana Tax Act established fines for not reporting to the tax collector at $100 an ounce of marijuana without a receipt and $2,000 for repeat offenders.  §2a of the Marijuana Tax Act required the payment of taxes as follows…
1. Importers, manufacturers, and compounders of marihuana, $24 per year. 

2. Producers of marihuana (except those included within subdivision (4) of this subsection), $1 per year, or fraction thereof, during which they engage in such activity. 

3. Physicians, dentists, veterinary surgeons, and other practitioners who distribute, dispense, give away, administer, or prescribe marihuana to patients upon whom they in the course of their professional practice are in attendance, $1 per year or fraction thereof during which they engage in any of such activities. 

4. Any person not registered as an importer, manufacturer, producer, or compounder who obtains and uses marihuana in a laboratory for the purpose of research, instruction, or analysis, or who produces marihuana for any such purpose, $1 per year, or fraction thereof, during which he engages in such activities. 

5. Any person who is not a physician, dentist, veterinary surgeon, or other practitioner and who deals in, dispenses, or gives away marihuana, $3 per year: 

I. The 1938 Food, Drug and Cosmetic Act 21USC Chapter 9 improved the FDA’s control over drug safety by establishing classes of prescription drugs based upon the principle of  supply and demand with the intention of regulating cultivation, manufacture and distribution.  In 1942 the Opium Poppy Control Act prohibited the cultivation of the Opium Poppy without a license.  The 1951 Durham-Humphrey Act established more specific guidelines for the classification of prescription drugs with the criteria being the drugs’ habit forming, safety and evaluation of new drugs.  

J. In the 1950’s “drug control” entered the international vocabulary but was however misapplied to the criminal justice system and the regulatory framework was forsaken. The 1951 Boggs Amendment to the Harrison Act set forth mandatory sentences for narcotic violations regarding the unregulated trade in heroin that were echoed in the 1953 International Protocol for Limiting and Regulating the Cultivation of the Poppy Plant, the Production and Wholesale Trade in, and Use of Opium.  The 1956 Narcotics Control Act imposed more severe penalties for narcotics violations.  

K. By the 1960’s drug possession prisoners had become common and Congress began to wrestle the judicial struggle between jail time and rehabilitative treatment in accordance with the 1961 Single International Convention on Narcotic Drugs.  The 1965 Drug Abuse Control Amendments (DACA) extended the jurisdiction of the courts to issue strict penalties for amphetamines, barbiturates and LSD. 

L. In 1963 Community Mental Health Center Act first established federal grants for community centers treating the mentally ill and drug addicted.  In 1966 the Narcotic Addict Rehabilitation Act (NARA) recognized drug treatment as an alternative to jail time with up to one month of hospitalization and 42 months of outpatient treatment and is published in 42USC(42)§3401.  Growing recognition of the damages to the civil rights of the populace as the result of dug related criminal convictions inspired Congress to pass the 1968 Drug Abuse Control Amendment (DACA) permitting drug conviction records to be expunged after 1 year without relapse.   

M. The 1970 Comprehensive Controlled Substance Act or the Drug Abuse Prevention and Control Act, as it is alternately titled, is founded upon the classifications of the dangerousness of drugs established in 1971 by the 1st International Convention on Psychotropic Substances that is fatally flawed because it listed, and continues to list, Marijuana, a drug that has no recorded fatalities, as a Schedule I Narcotic (most addictive and dangerous).  The Comprehensive Controlled Substance Act replaced all previous laws regarding narcotics and dangerous drugs with an emphasis on law enforcement, fines and sentencing that is published as amended in Title 21 US Code Chapter 13.  

N. The Department of Health and Human Services (DHHS) sponsored the 1972 Drug Abuse Office and Treatment Act to establish federally funded programs for the prevention and treatment of drug addiction and in 1973 the Methadone Control Act regulated methadone licensing while the Department of Justice increased penalties for distribution in the Heroin Trafficking Act.  In recognition of their faculties the DHHS passed the 1973 Alcohol, Drug Abuse, Mental Health Administration Act consolidating the National Institute of Mental Health (NIMH), the National Institute of Drug Abuse (NIDA) and the National Institute of Alcoholism (NIA) into one umbrella organization titled the Alcohol, Drug Abuse, Mental Health Administration (ADAMHA).  

O. The 1973 Drug Enforcement Act (DEA) restructured the Bureau of Narcotics and Dangerous Drugs into the Drug Enforcement Administration (DEA).  The Drug Abuse Treatment and Control Amendments of the 1974 and 1978 extended the legislation of the 1972 Drug Abuse Office and Treatment Act.  The 1978 Alcohol and Drug Abuse Education Amendments established drug education programs within the Department of Education.  

P. Through the 1980s and 1990s mandatory minimum sentencing legislation increased criminal penalties for drug possession and trafficking and the prison population soared. The 1980 Drug Abuse Prevention, Treatment and Rehabilitation Amendments extended prevention education and treatment programs.   The 1984 Drug Offenders Act set up special program for offenders and organized treatment programs.  The 1986 Analog Designer Drug Act set forth sentences for designer drugs based upon their structural and effectual similarity to recognized controlled substances.  The 1988 Drug Abuse Act established the Office of National Drug Control Policy (ONDCP) to oversee drug abuse and prevention efforts from the Whitehouse.  

Q. In 1992 the ADAMHA Reorganization Act transferred the Alcohol, Drug Abuse, Mental Health Administration (ADAMHA) programs to the new Substance Abuse Mental Health System Administration (SAMHSA).  SAMHSA administrates substance abuse and mental health programs and facilities nationwide.  This reflects current approach to drug abuse whereas addiction is certainly a personal problem that leads to  social ills however incarceration for the possession and selling of drugs presents an unjustified burden on the justice system that is better born by substance abuse treatment programs that address the problem of addiction and unemployment.

§309a Downward Adjustment of Drug Sentencing
A. The United Nations Convention Against the Illicit Traffic in Narcotic Drugs and Psychotropic Substances 1988 is the most recent international treaty on drug abuse.  The core of the Convention is set forth in Article 3 (a)(i) encouraging state parties to consider drug offences criminal offences when intentionally committed, particularly in contravention to direct orders.  Article 3(5) encourages courts to consider these offences more serious when they are committed by (1) an organized criminal, (2) a known international criminal, (3) in conjunction with other illegal activities, (4) the use of violence or possession of arms, (5) whether an offender holds a public office and if that office was abused to commit the offense, (6) victimization of minors, (7) whether the offence was committed in a penal, education or social institution, (8) prior conviction.

B. Title 21 Food & Drug U.S. Code Chapter13 Drug Abuse Prevention and Control §841 Prohibited Acts A sets forth fines and times are based upon threshold weights.  Federal drug statues require large amounts of drugs and/or bodily injury to occur for the crime to be considered penal.  Simple possession of small quantities of controlled substances are subject to civil penalty of not more than $10,000 under 21USC(13)I-D§844(a) for the first two such drug offenses. On the third offense meeting the following threshold requirements the court would consider correctional care for large dealers 10-life with possibility of supervised release after 5 years or 5-40 for smaller dealers with possibility of supervised release after 2 years.  
C. The concept of mandatory minimum sentencing flies in the face traditional understanding of criminal law whereby the legislature sets the maximum sentence.  In the case of illicit it is far too easy to convict an otherwise innocent person, by the simplicity of proving the facts or by planting the drugs.  The mandatory minimum sentencing that began in the 1980s infringed on the independence of the judiciary and led to a quintupling of prison population, largely as the result of easy to convict and entrap drug offenders.  In Blakely v. Washington No. 02-1632 (2004) the US Supreme Court made it very clear that the mandatory minimum sentencing regime was unconstitutional and ordered legislative and litigative practice to adjust sentencing downward acquitting nearly every case.  Wherefore in cases where bodily harm or involuntary manslaughter or other aggravated felony did not occur,

1. First time bulk offenders would be referred to outpatient drug treatment and;

2. Second time bulk offenders would be hospitalized in a drug treatment program before being referred to outpatient drug treatment;

3. Third time bulk offenders would serve a significant portion of their sentence before they would be eligible for parole

4. Mandatory Minimum sentencing would be overturned in nearly every case

5. Cases involving simple possession are not federal and would either lead to small fines or dismissal of the case for the false gathering of evidence. 

6. Record of simple possession may be expunged after three years. 

D. USA v. Booker J. & Fanfan No. 04-104-105 (2005) moves for the acquittal of all drug offenders.  Whereas Justice Breyer only recommends up to 10 yrs for the armed crime of bank robbery a limit of 5 years for drug related offenses that cause serious bodily injury, including involuntary manslaughter should be set to keep the crime proportionate to the seriousness of the offense.  Prior convictions of course lead to longer sentences whereas the purpose of judicial proceedings is make it clear that the authorities are displeased with the business practice of the defendant and put it out of business.


Fig. 8.6 Federal Drug Sentencing Regime
	Offense
	Evidence
	Statutory Sentence
	Revised
	Fine

	21USC(13)841(b)1Ai
	1 kg heroin

	10 yrs – life with bodily injury or death 20 yrs to life
	0-1 yrs

1-5 with prior or injury or up to 10 for involuntary manslaughter 
	Or $4-10 million

	21USC(13)841(b)1AiiII
	5 kg cocaine
	10 yrs – life with bodily injury or death 20 yrs to life
	0-1 yrs 1-5 with prior or  injury or up to 5 for involuntary manslaughter
	Or $4 million

	21USC(13)841(b)1Aiv
	100 g PCP
	10 yrs –life with bodily injury or death 20 yrs to life
	0-1 yrs 1-5 with prior or injury or up to 5 for involuntary manslaughter
	Or $4 million

	21USC(13)841(b)1Av
	 10 g LSD
	10 yrs – life with bodily injury or death 20 yrs to life
	0-1 yrs 1-5 with prior or  injury or up to 5 for involuntary manslaughter
	Or $4 million

	21USC(13)841(b)1Avii
	 1000 kg Marijuana
	10 yrs – life with bodily injury or death 20 yrs to life
	0-1 yrs 1-5 with prior or injury or up to 5 for involuntary manslaughter
	Or $4 million

	21USC(13)841(b)1Aviii
	50 g Methamphetamine
	10 yrs –life with bodily injury or death 20 yrs to life
	0-1 yrs 1-5 with prior or injury or up to 5 for involuntary manslaughter
	Or $4 million

$10 million more than individual

	Supervised release of 5 years after jail time.  
	Has 1st prior felony drug conviction 
	
	$4 mill individual, $20 mill group
	2 priors after the  third penal conviction  5 yrs

	21USC(13)841(b)1Bi
	100 g heroin
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-1 yrs with bodily injury up to 5, injury or death record up to 10 yrs, 4 yr supervision after release, 8 yrs with prior
	Or $2 mill ind. $5 mill group. With prior $4 mil & $10 mil

	21USC(13)841(b)1BiiII
	     500 g cocaine
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-12 mo
	$2-$4 million

	21USC(13)841(b)1Biv
	         10 g PCP
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-12 mo
	$2-$4 million

	21USC(13)841(b)1Bv
	          1 g LSD
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-12 mo
	$2-$4 million

	21USC(13)841(b)1Bvii
	    100 kg Marijuana
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-12 mo
	$2-$4 million

	21USC(13)841(b)1Bviii
	 5 g Methamphetamine
	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	0-12 mo
	$2-$4 million

	21USC(13)841(b)1D
	 50 kg Marijuana


	5 yrs - 40 yrs or 20 yrs – life if bodily injury or death result
	Up to 1 month, with prior up to 1 yr and 4 yrs  supervision, 
	Up to $250,000 individual, $1,000,000 group

	21USC(13)I-D§844(a)
	Simple Possession
	
	Up to 1 day, 
	$10 min $100 max

	21USC(13)844A
	Civil Penalties

not more than 2 priors
	
	Up to $10,000
	Expungement after 3 years and negative drug test


E. Drug enforcement is an easy way for the armed forces to discredit and violently overthrow their political adversaries.  The primary example is that of Manuel Noriega.  On February 4, 1988, a grand jury in Miami, Florida, indicted General Noriega for crimes associated with drug trafficking. The Inter-American Commission on Human Rights received a number of complaints regarding the suspension of human rights and visited Panama between February 27 and March 3, 1989. On May 7, 1989 the Panamanian elections annulled by the Electoral Tribunal.  By the fall of 1989, the Noriega regime was barely clinging to power. Tensions increased when election results were voided and opposition leaders were physically beaten by Noriega's Dignity Battalions (DIGBATs).  

1. On 15 December 1989, the National Assembly of Panama declared that a state of war existed with the U.S. and adopted measures to confront foreign aggression. On 20 December 27,684 U.S. troops and over 300 aircraft confronted the 3,000 Panamanian Defense Force. On July 19, 1990 a group of 60 companies based in Panama filed a lawsuit against the United States Government in Federal District Court in New York City alleging that the U. S. action against Panama was "done in a tortious, careless and negligent manner with disregard for the property of innocent Panamanian residents".  

2. About 2,700 families that were displaced by the Chorrillo fire were each given $6,500 by the United States to build a new house or apartment in selected areas in or near the city.  In Operation Just Cause 23 US service members were killed, 18 from the Army one of whom lies in Arlington Cemetery, 4 from the Navy and one from the Marine Corp and 324 wounded in action there were an estimated 516 to 4,000 Panamanian casualties.  
3. Art. XI (2,4) Panama Canal Treaty of 1977 agrees that all jurisdiction of criminal justice functions regarding Panamanians belongs to Panama.  Former President of Panama Manuel Antonio Noriega ID 38699-079 was falsely convicted on Federal drug charges in a federal court and is sentenced to be released in 9/09/2007. US Department of Justice Bureau of Prisons addresses him at Miami FCI, 15801 S.W. 137th Ave., Miami, FL 33177 (305)259-2100.  

4. Manuel Noriega is entitled to be set free pursuant.  Mr. Noriega has never been alleged to have committed any terrorist acts against the United States or France and it is time that he was repatriated pursuant to the Amices brief HA-9-9-07 

F. All Americans who have been arrested on drug charges are entitled to be immediately released.  The United States prison system is too large and mandatory minimum sentencing laws go against all jurisprudence where the legislature sets the maximum sentence from which judges and parole boards negotiate downward.  Blakely v. Washington No. 02-1632 (2004) directs both legislature and judiciary to adjust sentencing downward rather than upward. USA v. Booker J. & Fanfan No. 04-104-105 (2005) specifically orders the acquittal and early release of all drug offenders.  

G. It is estimated that 246,100 US citizens were detained in state prisons, 33% of state prisoners and 87,000 were detained in federal prisons 55% of federal prisoners and 113,000 were jail inmates 25%.  Wherefore it can be estimated that 446,000 drug offenders in some form of penal institution  There should be little or no obstruction to the judicial remedy of family, friend and counseling oriented trials of drug courts whereas the US has a compelling interest to release their harmless prisoners to the community.
1. Ohio state drug penalization statutes sets forth specifically unethical behavior for major drug offenders that should be addressed in the same two strikes and your out of civil penalties policy set forth in 21USC(13)§844a.  

1. First time bulk offenders would be referred to outpatient drug treatment and;

      2. Second time bulk offenders would be hospitalized in a drug treatment program  

          before being referred to outpatient drug treatment;

      3. Third time bulk offenders would serve a significant portion of their sentence

          before they would be eligible for parole 

Fig. 8.7 State Sentencing Guidelines for Felonies

	1st Degree Felony
	   3-10 years
	< $10,000

	2nd Degree Felony 
	        2-8 years
	  < $10,000

	3rd Degree Felony
	         1-5 years
	  < $7,500

	4th Degree Felony 
	        6-18 months
	  <$7,500

	5th Degree Felony
	        1-12 months
	  <$5,000


Source: Ohio Revised Code Title 29 Crime §2929.24 Basic Sentencing

Fig. 8.8 State Sentencing of Drug Offenses 
	§2925.03C1a
	Schedule I or II

Excluding THC(3), Cocaine(4), LSD(5), Heroin(6), et seq
	Trafficking
	5th Degree Felony 

	§2925.03C1b
	Trafficking
	School Zone or near juveniles
	3rd Degree Felony

Mandatory Prison

	§2925.03C1c 
	Trafficking
	Greater than bulk
	3nd Degree Felony

Mandatory Prison

	§2925.03C1c 
	Trafficking

Greater than bulk
	School Zone or near Juvenile
	2nd Degree Felony

Mandatory Prison

	§2925.03C1d
	Trafficking 
	5-50 times bulk
	2nd Degree Felony

Mandatory Prison

	§2925.03C1d
	Trafficking

5-50 times bulk
	School Zone or near Juveniles
	1st Degree Felony

Mandatory Prison

	§2925.03C1e
	Trafficking
	50 – 100 times bulk
	1st Degree Felony

Mandatory Prison

	§2925.03C1f
	Trafficking
	Greater than 100 times bulk
	1st Degree Felony

Mandatory Max

2929.14 (D)(3)(b)

	§2925.11C3a
	Marijuana
	<100 g
	Minor Misdemeanor

	§2925.11C3b
	Marijuana
	100 g - 200 g
	4th Degree Misdemeanor

	§2925.11C3c
	Marijuana
	200g - 1,000 g
	5th Degree Felony

	§2925.11C3d
	Marijuana
	1,000 g - 5,000 g
	3rd Degree Felony

	§2925.11C3e
	Marijuana
	5,000 g - 20,000 g
	3rd Degree Felony  time presumed

	§2925.11C3f
	Marijuana
	>20,000 g
	2nd Degree Felony



	§2925.11C4a
	Cocaine

Crack
	<5 g

<1 g
	5th Degree Felony

	§2925.11C4b
	Cocaine

Crack
	5 g – 25 g 

1 g – 5 g
	4th Degree Felony 

	§2925.11C4c
	Cocaine

Crack
	25 g – 100 g

5 g – 10 g
	3rd Degree Felony

	§2925.11C4d
	Cocaine

Crack
	100 g - 500 g

10 g - 25 g
	2nd Degree Felony

Mandatory Prison

	§2925.11C4e
	Cocaine

Crack
	500 g - 1,000 g

25 g – 100 g
	1st Degree Felony

Mandatory Prison

	§2925.11C4f
	Cocaine

Crack
	>1,000 g

>100 g
	1st Degree Felony

Mandatory Prison

2929.14 (D)(3)(b)

	§2925.11C5a
	LSD

liquid
	>10 doses

>1 g 
	5th Degree Felony

	§2925.11C5b
	LSD

liquid
	10 – 50 doses

1 g – 5 g
	4th Degree Felony

	§2925.11C5c
	LSD

liquid
	50 - 250 doses

5 g - 25 g
	3rd Degree Felony

Time Presumed

	§2925.11C5d
	LSD

liquid
	  250 - 1,000 doses

25 g - 100 g
	2nd Degree Felony

Mandatory Prison

	§2925.11C5e
	LSD

liquid
	1,000 - 5,000 dos

100 g - 500 g
	1st Degree Felony

Mandatory Prison

	§2925.11C5f
	LSD

liquid
	>5,000 doses

>500 g
	1st Degree Felony

Mandatory Max

2929.14 (D)(3)(b)

	§2925.11C6a
	Heroin
	<10 doses

<1g
	5th Degree Felony

	§2925.11C6b
	Heroin
	10-50 doses

1g – 5g
	4th Degree Felony

	§2925.11C6c
	Heroin
	50-100 doses 

5-10g
	3rd Degree Felony

Time Presumed

	§2925.11C6d
	Heroin
	100-500 doses

10g-50g
	2nd Degree Felony

Mandatory Prison

	§2925.11C6e
	Heroin
	500-2,500 doses

50g-250g
	1st Degree Felony

Mandatory Prison

	§2925.11C6f
	Heroin
	>2,500 doses

>250g
	1st Degree Felony

Mandatory Max

2929.14 (D)(3)(b)


Source: Ohio Revised Code §2925 Drug Offenses

Art. 10 Criminal Justice

§310 Counterfeit and Substandard Drugs 

A. Counterfeit medicines are a major public health concern.  A product that is deliberately and fraudulently mislabeled in regards to its source or identity in counterfeit.  Counterfeiting can apply to both branded and generic products and counterfeit products may include products with the correct ingredients or with the wrong ingredients, without active ingredients, with insufficient active ingredients or with fake packaging.   A counterfeit product contaminated with bacteria or poison, containing little active ingredient, or made with the wrong chemicals can cause great harm, permanent injury or disability, and even death. This is why pharmacists have considered anti-counterfeit activities a core of pharmacy practice.

B. The main factors encouraging the global production of counterfeit medicines are a lack of government commitment to create strong drug regulation, weak legislation, and the presence of unregulated markets, manufacturing and distribution outlets.  Approximately 1/3 of WHO members states have strong regulatory mechanisms and another 1/3 have none. High prices and consumers looking for cheaper sources of drugs cause counterfeiting.  The scarcity and erratic supply of drugs in the developing world is also a factor. Lack of respect for trademark and international agreements as well as corruption are also factors encouraging the production of counterfeit medicines.  New trade agreements must be reviewed to ensure that they are not opening borders to counterfeit and substandard medicines. 

C. A February 2006 World Health Organization (WHO) report states that counterfeits are estimated to represent more than 10% of the global drug market — an estimated 25% of the medications consumed in developing countries. Furthermore, the Center for Medicine in the Public Interest predicts that counterfeit drug sales will reach $75 billion globally in 2010, an increase of more than 90% from 2005.  

1. 70% of counterfeit drugs reported to WHO were reported by developing countries.  Less than 30% of reports came from developed countries.  Less than 10-15% of WHO Member nations made reports.  

2. In making reports there is little distinction between counterfeit and substandard medicines.  Of reports on counterfeit medicines 24% are of poor quality, 5% have the wrong package, 43% have no active ingredient, 7% have the wrong ingredient and 21% have low content.  

3. The WHO estimates that 10-15% of all APIs and drugs sold worldwide are counterfeit, with estimates ranging as high as 50-70% of all drugs sold in some African countries being counterfeit. This is big business, which at 15% of worldwide drug sales comes to about US$ 40 billion.

D. WHO Good Manufacturing Practice for pharmaceutical products and starting ingredients and excipients sets standards for sterile pharmaceutical products, biological products, investigational pharmaceutical products, herbal medicines and radiopharmaceuticals as well as providing training manuals for inspectors. Pharmacists regularly notify the FDA and other appropriate agencies of suspected counterfeit drugs. According to the FDA’s 2004 Counterfeit Report, the number of counterfeit drug investigations increased four-fold from the late 1990s to 2004. 

E. As prudent purchasers, pharmacists limit their purchases to legitimate sources and carefully inspect the products they receive for tampering and damaging. Buying

only from licensed wholesalers is essential, and the quality of that licensure process must

be more than a simple administrative process.  As educators, pharmacists help patients understand the medications they take and what effects to expect.
E. In 2003 363 people were arrested in the US and an estimated $3.3 million in products seized.  53% of arrests were made at the point of sale, 13% at manufacturing sites and 5% at the border. 88% of parcels by postal mail containing drugs sent to the US were unapproved. A wide range of sanctions are used to prosecute the manufacture and distribution of counterfeit drugs including the revocation of license, confiscation of drugs, prison times ranging from 1 month to 7 years and financial sanctions.  
§310a Drug Arrests and Seizures in the US 

A.Many Federal agencies are involved in the removal of illicit drugs from the market. The Federal-Wide Drug Seizure System (FDSS) contains information about drug seizures made within the jurisdiction of the United States by the FBI, DEA, U.S. Customs Service (USCS), and U.S. Border Patrol as well as maritime seizures made by the U.S. Coast Guard. FDSS eliminates duplicate reporting of seizures involving more than one Federal agency. 

Fig. 8.8: Arrests per 100,000 1940-2001
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Source: Schaffer Drug Library

B. The Schaffer Library of Drug Policy reports that between 1940 and 1990 arrests for drug and alcohol offences rose from 250 per 100,000 to 275 in 1950, by 1960 that rate had risen to 1500 it went slightly down in 1970 and rose in the 1980’s to around 1750 arrests per 100,000 in 1990.  

1. Of the 115,589 offenders arrested by Federal law enforcement agencies in 2000, 28% were arrested for drug offenses. 

2. Of the 35,000 arrests made in 2001 by the U.S. Drug Enforcement Administration (DEA), 38.8% involved cocaine, 9.4% involved heroin, 19.7% involved marijuana, and 32.0% involved other drugs, including stimulants (e.g., methamphetamine), depressants (e.g., barbiturates), and hallucinogens (e.g., LSD and PCP). 

3. In 2001, the Federal Bureau of Investigation (FBI) reported 13,699,254 State and local arrests throughout the United States. 

a. There were 627,132 arrests for violent crimes (murder, forcible rape, robbery, and aggravated assault);

b. 1,618,465 arrests for property crimes (burglary, larceny/theft, motor vehicle theft, and arson). 

c. Arrests for drug abuse violations represented 11.6% of all State and local arrests reported to the FBI during 2001, with 1,586,902 drug arrests reported (600 per 100,000). The remaining arrests were for all other offenses, such as non-aggravated assaults, fraud, driving under the influence, and disorderly conduct. 

C. In 2001 asset seizures of the DEA were reported by the Computerized Asset Program with a grand total of 14,632 seizures valuing $425,556,211.  

1. There were 7,853 seizures of currency of $272,916,019 value.  428 seizures of other financial instruments totaling $15,138,133 in value.  

2. 360 seizures of real property valuing $55,702,937.  3,919 seizures of vehicles valuing $59,113,359,  102 seizures of vessels valuing $8,462,662.  10 seizures of aircrafts valuing $1,392,640.  1,920 other seizures valuing $12,830,425.  

3. Seizure and sale of forfeited property has become a major source of revenue for police departments across the nation.  Confiscations are a large source of revenue for the police, in 1996 the Department of Justice reported making $493 million by auctioning assets in drug raids and another $274 million seizing currency suspected of being earned from illicit drug revenues.

4. From 1975 to 2001, DEA seized 16,054 illegal drug laboratories, of which 13,931 were used to produce meth-amphetamine. Of the 1,490 illegal drug laboratories seized by DEA in 2001, 1,445 were meth-amphetamine labs. 

5. During 2000, DEA and State/local law enforcement agencies reported the seizure of 6,759 clandestine laboratories to the El Paso Intelligence Center (EPIC). 

a. Preliminary data reported to EPIC for January through August 2001 show that 3,321 labs were seized during this 8-month period. 

b. These numbers are up from the 912 seized labs that were reported to EPIC during 1995. 

6. DEA seized more than 3 million MDMA tablets during 2000, compared with 196 tablets in 1993. 

7. USCS also reported a large increase, seizing 3.5 million MDMA tablets in 1999 and 9.3 million tablets in 2000. 

8. As a result of drug-related investigations, DEA made 14,632 domestic seizures of non- drug property valued at approximately $425 million in FY 2001.

E. FBI data indicate that 51 Federal, State, and local law enforcement officers were killed in the line of duty during 2000. Of these 51 officers, only 3 were killed while investigating drug-related situations. From 1991 to 2000, a total of 33 law enforcement officers were killed as a result of drug-related matters. Only fifteen of the 65 people identified for killing law enforcement officers in 2000 had prior arrests for violating drug laws.  

F. Forfeiting assets to the police is a valid defense against conviction and the Drug Enforcement Agency announced in 1991 that 80% of those people whose assets were seized were not convicted.  

§310b Detention for Drugs in the US

A. The Bureau of Justice Statistics reports, on December 31, 2002, 2,033,331 prisoners were held in Federal or State prisons or in local jails -- the total increased 3.7% from year end 2001.  

1. Despite availability of free and affordable drug treatment the incarceration of drug offenders increased 1,322% from 19,000 in 1980 to 251,100 in 2000 and is attributed with more than half of the federal inmates and 27% of state inmates.  
2. Mandatory minimum sentencing changed the prison population and in 1990 violent offenders were receiving 99 months while drug offenders were receiving 88 months in U.S. District Courts.  By 1996 58.8% of federal prisoners and 25% of state prisoners were serving sentences for drug crimes.  Drug offenders are clearly being convicted quicker and serving longer sentences than violent offenders.  

B. From October 1, 1999, to September 30, 2000, of the 76,952 defendants in U.S. district courts, 27,274 (35.4%) had committed a drug offense. Most (93.8%) of these drug offenders had committed a trafficking offense, and 91.2% of all drug defendants were convicted. Of the 24,206 drug defendants convicted and sentenced in U.S. district courts,

1. 22,197 (91.7%) received a term of incarceration.                                                     

2. 155 (0.6%) received a mixed sentence. 

3. 1,130 (4.7%) received probation. 

4. 51 (0.2%) received a fine. 

5. 649 (2.7%) received another type of sentence.

6. During 2000, the average incarceration sentence length received by Federal drug offenders was 75.6 months.

7. A three strikes and your out policy clearly needs to be introduced.

8. The federal judiciary is not encouraged to criminally prosecute another drug offender, seemingly incorrigible cases should be referred to a specialized drug court.

C. According to the BJS National Judicial Reporting Program on Felony Sentences in States Courts a total of 314,626 people were taken into custody for drug trafficking and possession offenses 33.9% of the total number of offenders – 927,717.  

D. In 1998, 68% of the convicted drug offenders were sentenced to incarceration: 26% to jail and 42% to prison. Of the felons sent to State prison for drug offenses, the average sentence length was 47 months, with approximately 19 months actually served in prison. 

1. In 1990, the average sentence length imposed for drug traffickers was 74 months. In 1998, the average was 54 months for traffickers. About 95.2% (299,462) of the felony drug convictions in State courts resulted from guilty pleas entered by the defendant, and the remainder were the results of trials.
§310c Elimination of Drug Control Expenditure

A. In total, funding recommended for the Office of National Drug Control Policy FY 2005 is an estimated $12.6 billion, an increase of $566.3 million (+4.7 percent) over the FY 2004 enacted amount of $12.1 billion (Figure 1) roughly 0.5% of the federal budget. Analysis of the Drug Control expenditure shows a 45% split between drug control funding supply and demand.  In the U.S. the combined agency federal budget for drug control request for Fiscal Year 2002 was $18.8228 billion however only $10.891 billion were paid. 

1. The Economic and Social Council set the UN biannual budget for international drug control at $35,239,800, 0.35% of the UN budget 2001-2003.  The ONDP Budget shows a small growth in total drug control expenditure of National Drug Control Expenditure is clearly disproportionately invested in the disruption of the market by criminal justice ventures in all federal agencies particularly by the Department of Justice and the Department of State in a New Andean Counter drug venture.   
B. National Drug Control Expenditure clearly needs to be more focused upon drug treatment, education and market regulation.  The Office of National Drug Control Policy must make efforts to direct surplus funds from the Department of Justice and Homeland Security to the substance abuse treatment programs of the Substance Abuse Mental Health System Administration, Social Security Administration and USAID. 

C. Over the decade of the 1980’s the Federal Government spent $20 billion on drug control.  With the foundation of the Executive Office of National Drug Control Policy (ONDCP) in 1988 drug control spending greatly increased.  The 1990’s have seen even greater increases yet.  In 1995 alone the Clinton Administration spent $15 billion on drug enforcement.  An independent study reported that between 1981 and 1998 drug control expenditure rose from $745.3 million to $8.24 billion.  ONDC reports between 1996 and 2005 drug control expenditure has risen from $6.274 billion to $12.64 billion. 

D. Drug control expenditure must be eliminated under the UN Convention Against Corruption .  It is a corrupt misapplication of funds to finance the armed forces in their drug control efforts as it gives these officials an undue advantage that they abuse to maintain political dominance in contravention to Art. 17 and 18 of the Convention.  

1. Drug control should be self sufficient upon license fees and tariffs, not to mention the enormous amounts of seizures of cash and real property.  Law enforcement professionals are expected to already be sustained and furthermore they confiscate roughly $767 million annually in revenues from the drug trade and are not in need more funds.  It is corrupt to finance special law enforcement programs directed against the illicit drug trade.  This finance gives the police and unfair advantage and defies economic law costing $10 billion to make $0.75 billion.  Drug control spending must be eliminated, it is not the jurisdiction of law enforcement, it is the work of social workers and medical doctors licensed to administrate substance abuse treatment. 

Art. 11 Criminal Defense
§311 Drug Courts

A. A drug court can be defined as "a special court given the responsibility to handle cases involving drug-addicted offenders through an extensive supervision and treatment program. Title I, Subchapter XII-J of the Omnibus Crime Control and Safe Streets Act of 1994, as amended, 42USC(46)XII-J§3796ii, et. seq. authorizes the Attorney General to make grants to States, State courts, local courts, units of local government, and Indian tribal governments to establish mental health drug courts to direct substance-abusing adult and juvenile offenders and under 42USC(46)XII-G§3796 ff to release people in correctional facilities to residential treatment .  Unless specifically denied by the Attorney General all drug rehabilitation petitions to the Attorney General shall be considered approved by the Attorney General after 90 days 42USCXII-G§3796ff-2.  

B . The first drug court was implemented in 1989 in Miami, Florida when Judge Herbert M. Klein, troubled by the disabling effects that drug offenses were wreaking upon Dade County courts, became determined to "solve the problem of larger numbers of people on drugs." (Miami's Drug Court: A Different Approach, 1993) The court became a model program for the Nation.  On September 2004, there were 1,212 drug courts operating in all 50 States, the District of Columbia, Puerto Rico, Guam, and 2 Federal Districts. Another 476 drug court programs were in the planning stages. (Summary of Drug Court Activity by State and County, Office of Justice Programs Drug Court Clearinghouse and Technical Assistance Project, 2004). Drug courts vary somewhat from one jurisdiction to another in terms of structure, scope, and target populations, but they all share three primary goals: (1) to reduce recidivism, (2) to reduce substance abuse among participants, and (3) to rehabilitate participants. Achieving these goals requires a special organizational structure. Specifically, the drug court model includes the following key components: 

a. Incorporating drug testing into case processing. 

b. Creating a non-adversarial relationship between the defendant and the court. 

c. Identifying defendants in need of treatment and referring them to treatment as soon as possible after arrest. 

d. Providing access to a continuum of treatment and rehabilitation services. 

e. Monitoring abstinence through frequent, mandatory drug testing. 

f. Establishing a coordinated strategy to govern drug court responses to participants' compliance. 

g. Maintaining judicial interaction with each drug court participant. 

h. Monitoring and evaluating program goals and gauging their effectiveness. 

i. Continuing interdisciplinary education to promote effective drug court planning, implementation, and operations. 

j. Forging partnerships among drug courts, public agencies, and community-based organizations to generate local support and enhance drug court effectiveness. (Defining Drug Courts: The Key Components, National Association of Drug Court Professionals, 1997)

§312 Drug Testing

A. Pre-employment and on the job drug screening have become common procedure for most major employers.  There has never been a single, controlled scientific study showing drug urinalysis improves workplace safety. Claims that drug testing works are based on dubious anecdotal reports or the mere observation of a declining rate of drug positives in the working population, which has nothing to do with job performance. Such scientific studies as have been conducted have found little difference between the performance of drug-urine-positive workers and others. The largest survey to date, covering 4,396 postal workers nationwide, found no difference in accident records between workers who tested positive on pre-employment drug screens and those who did not. The study did find that drug-positive workers had a 50% higher rate of absenteeism and dismissals; put another way, however, drug users had a 93.4% attendance record (versus 95.8% for non-users) and fully 85% kept their jobs for a year (versus 89.5% for non-users)! An economic analysis of postal workers in Boston concluded that the net savings of drug testing were marginal, and that there could be many situations where it is not cost-effective. Another survey of health workers in Georgia found no difference in job performance between drug-positive and drug-negative workers.

B. The first controversy regarding urinalysis to be heard by the Supreme Court was Skinner vs. Railway Executives Association (1989) 489U.S.602.  In response to 21 train accidents where the rampant alcohol or drug abuse of personnel was determined to be a probable cause of 25 deaths, 65 wounded and $19 million in property damage the court concluded that “individualized suspicion” and random tests were unwarranted but that probable cause under the IV Amendment was established when train wrecks or property damage occurred and urine, blood and breath testing was a required part of the post accident investigation.  The very same day the Court decided in National Treasury Employees Union vs. Von Raob (1989) 489 U.S. 656 that Customs officials that wear weapons, confiscate drugs or handle classified material need to pass pre-employment and random drug screening as the balance of IV Amendment privacy for these employees is overruled by the need to prevent diversion of drugs by law enforcement officials and ensure that these officers are physically fit and possessing of good judgment.  In both of these cases it was Federal Employees in positions that are critical to national safety and security who were restricted to mandatory drug testing.  

C. During the late 1980’s and early 1990’s many junior-high and high school athletic programs began to drug test underage athletes.  In Veronia School District vs. Acton 515 U.S. 646 (1995) the U.S. Supreme Court decided to that drug screening was reasonable because it was not a “suspicion based search” and established a reasonable regime for processing positive and negative drug test results.  If a sample tests positive, a second test is administered as soon as possible to confirm the result. If the second test is negative, no further action is taken. If the second test is positive, the athlete's parents are notified, and the school principal convenes a meeting with the student and his parents, at which the student is given the option of (1) participating for six weeks in an assistance program that includes weekly urinalysis, or (2) suffering suspension from athletics for the remainder of the current season and the next athletic season. The student is then retested prior to the start of the next athletic season for which he or she is eligible. 

D. In Chandler vs. Miller No. 96-126 (1997) the Supreme Court found the unique Georgia. Code Ann. §21-2140 that required elected officials submit to a drug test within a month of being elected to be unconstitutional as the drug test was not part of a greater general health examination nor was there any evidence that drug abuse was a problem affecting legislatures nor was there any evidence that drug abuse would affect the performance of elected officials.  

§313 Privacy Protection
A. First Amendment Privacy Protection at 42USC(21A) IA §2000aa(b)(2) protects people from unreasonable search and seizure unless, there is reason to believe that the immediate seizure of such materials is necessary to prevent the death of, or serious bodily injury to, a human being.  The mere possession of, even large quantities of, controlled substances does not qualify as a reasonable justification for search and seizure.  LaComb v. Warren County Police HA-09-01-02 demonstrated that police respect privacy protection to such an extent that within 48 hours they offered to return the “2 joints, pills of ecstasy and photograph of bong smoking”, and consented not to charge.   

B. The IV Amendment protects the rights of the people to property and privacy from unwarranted police “search and seizure”.  The “exclusionary” rule is the most effective defense by preventing evidence gathered without a warrant issued with probable cause from being used in court.  Thus a police officer must have a warrant issued with probable cause before he enters a person’s home or gathers information by intruding upon a person’s domain that will be used in court.  Recent rulings have expanded the scope of “probable cause”.  When on a warranted search of a home the police may confiscate anything in sight that is suspicious whether it is mentioned in the warrant or not due to the “plain view doctrine”.  Smells and sounds can also give rise to probable cause. 

C. Jones v. United States (1960) 362 U.S. 257 does not prohibit the plain view confiscation of contraband as long as it abides by Rule 41 (e) of the Federal Rules of Criminal Procedure that disqualifies evidence when, (1) the property was illegally seized without warrant, (2) the warrant is insufficient on its face, (3) the property seized is not that described in the warrant, (4) there was not probable cause for believing the existence of the grounds on which the warrant was issued, (5) the warrant was illegally executed.

D. Rakas v. Illinois (1978) 439U.S.128 determined that to accurately gauge probable cause required by the Fourth Amendment against an individuals right to privacy officers must not “violate a persons legitimate interest to privacy”.  The warrant requirement is no mere formality, it is a crucial safeguard against abuses by executive officers explained in McDonald v. United States, 335 U.S. 451 (1948). Electronic eavesdropping was found by its very nature to involve an intrusion on privacy that is broad in scope, thus bears a dangerous similarity to the general warrants out of which our Revolution sprang in Berger v. New York, 388 U.S. 41 (1967).  Any search conducted without a warrant is presumptively unreasonable.  Probable cause is the standard by which a particular decision to search is tested against the constitutional mandate of reasonableness pursuant to Camara v. Municipal Court, 387 U.S. 523 (1967).  Individuals are found to have a constitutionally protected privacy interest in the content of their telephone calls in Katz v. United States, 389 U.S. 347 (1967). The warrant requirement was found to be a constitutionally mandated safeguard even for wiretaps intended to protect domestic national security in United States v. U.S. Dist. Ct., 407 U.S. 297 (1972).  Emergency does not create power. Emergency does not increase granted power or remove or diminish the restrictions imposed upon power granted or reserved. The Constitution was adopted in a period of grave emergency. Its grants of power to the federal government and its limitations of the power of the States were determined in the light of emergency, and they are not altered by emergency.  Even the war power does not remove constitutional limitations safeguarding essential liberties.

E. In the Motion for Partial Summary Judgment the ACLU found that the NSA Program violates the Administrative Procedures Act because it authorizes warrant less electronic surveillance, violates the separation of powers, is in excess of executive authority and by seriously compromising the free speech and privacy rights of the plaintiffs and others the Program violates the First and Fourth Amendments of the United States Constitution wherefore it is declared that the Program is unlawful and a permanent injunction is sought against its use.  Relying on NSA shift supervisors to safeguard the privacy rights of Americans resurrects the precise evil against which the Fourth Amendment was directed, by “placing the liberty of every man in the hands of every petty officer.” Boyd v. United States, 116 U.S. 616 (1886) The Fourth Amendment protection against unrestricted searches and the First Amendment guarantee of freedom of speech are closely linked. The right to speak freely without government intrusion lies at the core of First Amendment protection. Indeed, “our founders believed that freedom to think as you will and to speak as you think are means indispensable to the discovery and spread of political truth.” Whitney v. California, 274 U.S. 357 (1927)
Art. 12 Poison Control

§314 Prohibition of Poison
A.The fundamental issue, of particular concern to the pharmaceutical and health industry, and of life and death importance to the general public, is that international treaties and national law are failing to redress, through their persecution of addictive pleasure producing drugs and their consumers, the all important prohibition of poison and the slow and torturous death by “natural causes” that we shall instead call substance abuse or alma mater.   In fact, the enforcement of the law against relatively harmless illicit drug users is a malevolent and important partner in the crime of genocide generally perpetrated by the malevolent delivery of the secret and mysterious toxic chemicals and disease pathogens used to produce diseases in laboratory animals, while the scientists, doctors and socio-paths involved enjoy the complete impunity of a law enforcement absolutely corrupted by a slave trade in illicit drug scapegoats, to make hundreds of billions of dollars treating chronic diseases that millions of people needless die from annually.        

1.Drugs and alcohol are often called poison.  Although that is not their intention, it is an important philosophy for the prudent consumption of drugs.  Harm is usually caused by blind faith, resulting from either excessive or chronic consumption or an adverse reaction with another chemical in the body.  In 1997 3,000 people were reported to have died from illicit drug overdoses.  Although the authorities sometimes claim as many as 30,000 people die from illicit drug overdoses, it is alarming that methadone has come to kill more consumer than heroin since 1999, with a death toll rising from 600 in 1999 to 3,500 in 2006, possibly more than all the illicit drugs combines. Over 100,000 people annually from adverse drug reactions to prescription drugs.  Around 5,000 of these deaths from prescription drugs were adjudicated to be the result of medication errors and the other 95,000 from non-error adverse drug reactions.  Psychiatric drug abuse and exploitation is sometimes judicially enforced and has become rampant in schools and in foster care.  
2.A distinction must however be made between drugs and poison.  In 2005, 23,618 (72%) of the 32,691 official poisoning deaths in the United States were ruled unintentional, and 3,240 (10%) were of undetermined intent, of the 5,833 (18%) deaths that were intentional; 5,744 were suicides and 89 were homicides.  These statistics are however woefully inadequate, they indicate that a person died as the result of a poison that is detectable by contemporary forensic toxicology or a drug clearly administered in a lethal dose for the purpose of ending life.  Were the substances of abuse, that cause atherosclerosis, cancer, COPD, diabetes and the other chronic diseases, in laboratory animals, and the majority of so called “natural deaths”, identified in the literature and detected by forensic tests, intentional poisoning would very likely be the absolute leading cause of death taking more than 1 million of the 2.4 annual death in the United States.  Not to mention the 150 million Americans who are overweight, 100 million suffering some kind of long term chronic illness, and 15 million close to death.  

B. Through effective legislation, inspection, and enforcement of the law, poisons, toxins and pathogens can be controlled and eliminated and the people could expect to live significantly healthier and longer lives.  In the beginning of the 20th century great §advances in medical science were made eliminating smallpox, polio and plague as well as eliminating the threat from diarrheal diseases and many infections, as well as many other formerly fatal diseases.  An estimated 40% of this improvement is estimated to be the result of pharmaceutical advances.  The rest is the result of improvements in sanitation, water purity and the elimination of disease vectors, although there is not much more than obscure references and allusions in some of the better literature about this all important aspect of public health.  This medical progress has however stalled and there has been a dramatic increase in cancer since carcinogens were fist identified and weaponized in laboratories in the 1920s and in heart disease and other chronic diseases hypothetically caused only, or mostly, by secret laboratory toxins and pathogens.  In the 21st century progress in public health and longevity will primarily result from, at least at the beginning, redressing the myopia regarding the control of pathogenic substances.  Better investigation of theoretical pathogens must be allowed and laboratory security of bio-hazardous materials not officially registered in government lists must be enhanced to the point where bio-medical research laboratories no longer leak for the benefit of health care establishments and political criminals. 
C. Poisoning is a crime.  Federal murder statute at 18USCI(51)§1111(a) defines: Murder is the unlawful killing of a human being with malice aforethought. Every murder perpetrated by poison, lying in wait, or any other kind of willful, deliberate, malicious, and premeditated killing; or committed in the perpetration of, or attempt to perpetrate, any arson, escape, murder, kidnapping, treason, espionage, sabotage, aggravated sexual abuse or sexual abuse, child abuse, burglary, or robbery; or perpetrated as part of a pattern or practice of assault or torture against a child or children; or perpetrated from a premeditated design unlawfully and maliciously to effect the death of any human being other than him who is killed, is murder in the first degree (punishable by death or imprisonment for life). Any other murder is murder in the second degree (punishable by any term of years or life).  
1.As defined in 18USCI(51)§1112 Manslaughter is the unlawful killing of a human being without malice. It is of two kinds: (1) Voluntary—Upon a sudden quarrel or heat of passion (punishable with fine and/or up to 15 years imprisonment). (2) Involuntary—In the commission of an unlawful act not amounting to a felony, or in the commission in an unlawful manner, or without due caution and circumspection, of a lawful act which might produce death (punishable with fine and/or up to 8 years imprisonment). 
2.While health care practitioners and inheritors enjoy a great deal of immunity from the criminal liability that would normally result from a wrongful death they must not abuse their privileged relationship with the disabled or deceased victim.  Doctors, who deviate from standard procedures, though omission or commission of an act, are often held civilly liable for the wrongful death of their patient.  Beneficiaries of wills are often disinherited as the result of actions they commit or estrangement.  When it comes to malicious poisonings with toxins and pathogens, health care professionals are even more criminally liable, for reason of the relatively large size of the vulnerable population they have taken advantage of, than ordinary citizens, who also face criminal penalties, or at the very least conspiracy with a corrupt law enforcement agency.  Many prolific medical killers and torturous poisoners have been caught and sentenced to lengthy prison terms.  There is however an enormous loophole in regards to the secret toxins and poisons publicly used, without reference to the poison, in bio-medical animal laboratory research, because the toxins are not public knowledge and are undetectable by contemporary forensic tests.  Health care corporations must therefore not discredit allegations of poisonings and be liberal with the civil remedy of firing workers halfway credibly accused of poisoning and make it very clear that poisoning is not acceptable behavior of a health professional or of anyone else.  Recovery and survival rates will improve especially if the patients are fully informed of the hazard of laboratory toxins and the social methods of how to protect themselves there from.  
D. Federal torture statute seems to have attempted to prohibit the torturous poisoning that causes the vast majority of disease and death, with particular concern for the subversive activity of psychiatric mind altering substances, however the civil and criminal penalties have been removed from the statute ultra vires Arts. 2, 4 and 14 of the Convention against Torture (CAT).  Torture statute is the fundamental principle of the legal system.  As the result of this derogation torture victims who call 911 are often arrested and detained in psychiatric hospitals or penal institutions without a fair trial or compensation due.  The general trend is that people with valid claims of injury are ignored while the convicted torturers are politically empowered.     
E.  Under 18USC Chapter 11B, just after Child Support (11A), §229 it shall be unlawful for any person knowingly— to develop, produce, otherwise acquire, transfer directly or indirectly, receive, stockpile, retain, own, possess, or use, or threaten to use, any chemical weapon; or  to assist or induce, or conspire, in any way, with any person to commit such violation…Shall be fined under this title, or imprisoned for any term of years, or both and by whose action the death of another person is the result shall be punished by death or imprisoned for life and/or the Attorney General may impose a civil fine of $100,000 under 18USC(11B)§229A
1.The definition of biological weapons is set forth in 18USC(10)§178 as follows: the term ''biological agent'' means any microorganism (including, but not limited to, bacteria, viruses, fungi, rickettsiae or protozoa), or infectious substance, or any naturally occurring, bioengineered or synthesized component of any such microorganism or infectious substance, capable of causing -
a. death, disease, or other biological malfunction in a human, an animal, a plant, or another living organism;

b. deterioration of food, water, equipment, supplies, or material of any kind; or

c. deleterious alteration of the environment; 

2. the term ''toxin'' means the toxic material or product of plants, animals, microorganisms (including, but not limited to, bacteria, viruses, fungi, rickettsiae or protozoa), or infectious substances, or a recombinant or synthesized molecule, whatever

their origin and method of production, and includes -

a. any poisonous substance or biological product that may be engineered as a result of biotechnology produced by a living organism; or

b. any poisonous isomer or biological product, homolog, or derivative of such a substance;

3. the term ''delivery system'' means -

a. any apparatus, equipment, device, or means of delivery specifically designed to deliver or disseminate a biological agent, toxin, or vector; or

b. any vector;

c. the term ''vector'' means a living organism, or molecule, including a recombinant or synthesized molecule, capable of carrying a biological agent or toxin to a host; 

3. Prohibitions with respect to biological weapons at 18USC(10)I§175, states;

a. In General. - Whoever knowingly develops, produces, stockpiles, transfers, acquires, retains, or possesses any biological agent, toxin, or delivery system for use as a weapon, or knowingly assists a foreign state or any organization to do so, or attempts, threatens, or conspires to do the same, shall be fined under this title or imprisoned for life or any term of years, or both.  There is extraterritorial Federal jurisdiction over an offense under this section committed by or against a national of the United States.

b. Additional Offense. - Whoever knowingly possesses any biological agent, toxin, or delivery system of a type or in a quantity that, under the circumstances, is not reasonably justified by a prophylactic, protective, bona fide research, or other peaceful purpose, shall be fined under this title, imprisoned not more than 10 years, or both.  In this subsection, the terms ''biological agent'' and ''toxin'' do not encompass any biological agent or toxin that is in its naturally occurring environment, if the biological agent or toxin has not been cultivated, collected, or otherwise extracted from its natural source.

c. Definition. - For purposes of this section, the term ''for use as a weapon'' includes the development, production, transfer, acquisition, retention, or possession of any biological agent, toxin, or delivery system for other than prophylactic, protective, bona fide research, or other peaceful purposes.

3. To resolve a situation civilly 18USCI(10)176 provides for seizure, forfeiture, and destruction of biological agents and directs the Attorney General to consider as not bona fide any research that involves development, production, transfer, acquisition, retention, or possession of any biological agent, toxin, or delivery system for other than prophylactic, protective, bona fide research, or other peaceful purposes.  

F. The first international treaty to prohibit poison weapons was the Strasbourg Agreement of 1675, between the France and the Holy Roman Empire, that was later mocked by the omission of specific reference to chemical weapons in the Strasbourg Agreement on the International Patent Classification system of 1970.  The first widely respected multilateral treaty prohibiting the use of poison was the Hague Conventions.  The First Peace Conference in the Hague in 1899 produced the Declaration on the Use of Projectiles the Object of Which is the Diffusion of Asphyxiating or Deleterious Gases; July 29, 1899 whereby Contracting Parties agreed to abstain from the use of projectiles that diffuse asphyxiating or deleterious gases so long as their opponents did not and denunciation of the Declaration took one year.  The Second Peace Conference in The Hague in 1907 extended the prohibition under Art. 22 of the Convention IV Respecting the Laws and Customs of War on Land the right of belligerents to adopt means of injuring the enemy is not unlimited, and under Art. 23 it is especially prohibited to employ poison or poisoned weapons.   Shortly after WWI when chemical weapons wee widely used, the Protocol for the Prohibition of the Use in War of Asphyxiating, Poisonous or other Gases, and of Bacteriological Methods of Warfare was signed at Geneva, June 17, 1925. The Nuremburg Code of 1949 provides the voluntary consent of the human subject is absolutely essential.
1. In response to the omission of the Strasbourg Agreement of 1970 the BWC, Convention on the Prohibition of the Development, Production and Stockpiling of Bacteriological (Biological) and Toxin Weapons and on their Destruction that was opened in 1972 and entered into force in 1975 recognizes that an agreement on the prohibition of bacteriological (biological) and toxin weapons represents a first possible step towards the achievement of agreement on effective measures also for the prohibition of the development, production and stockpiling of chemical weapons, and determined to continue negotiations to that end, determined for the sake of all mankind, to exclude completely the possibility of bacteriological (biological) agents and toxins being used as weapons, to mitigate the horrors of war.  
2. The Convention on the Prohibition of the Development, Production, Stockpiling, and Use of Chemical Weapons and on their Destruction CWC was opened in Paris in 1993 and entered into force in 1997 is more exhaustive and prohibits all development, production, acquisition, stockpiling, transfer, and use of chemical weapons. It establishes an Organization for the Prohibition of Chemical Weapons (OPCW) in the Hague.  
3. The CWC requires each State Party to destroy chemical weapons and chemical weapons production facilities it possesses, as well as any chemical weapons it may have abandoned on the territory of another State Party. The verification provisions of the CWC not only affect the military sector but also the civilian chemical industry, world-wide, through certain restrictions and obligations regarding the production, processing and consumption of pre-cursor chemicals.  
G. The scientific inspection regime for toxic substances of abuse is primarily composed of three primary laws.  (1) the CSA licenses chemical handles for the possession, use and transfer of controlled substances, (2) requirements for possession, use, and transfer for select agents and toxins were published by the National Select Agent Registry HHS (42 CFR part 73) and by USDA (9 CFR part 121 and 7 CFR part 331)  and (3) the US Chemical Weapons Convention Implementation Assistance Program (CWCIAP) maintains a list of military and industrial chemicals that are toxic, sets quotas and regulates their use under 22USC(75)I§6711.
1. While scientific inspection regimes represent progress they have a tendency to regulate only those toxic chemicals whose users are generally responsible and the omission of other dangerous substances only serves to empower those abusers to discredit their critics.  The international Office for the Prohibition of Chemical Weapons is opening up to the toxic agents of concern pharmaceutical and biotechnology corporation, who are relatively safe to deal with, and ostensibly knowledgeable of the poisons of abuse in animal laboratory research.  To prohibit the most prevalent form of bio-terrorism the CWC must insert the word “disease” into their condemnation of devices and toxic substances causing death or other harm or incapacity, and be integrated into the international system of patent protection as the Search Office for toxins, viruses and pathogens, to really reduce human suffering on the planet.  For this reason a Pathogen Patent Protection Protocol is drafted for incorporation into the CWC, PCT and USPTO in section 316 of this Chapter.
§315 Field of Toxicology
A.Toxicology is defined as the study of poisons, or toxins, from the standpoint of detection, isolation, identification, and determination of their effects on the human body. Toxicology may be considered the branch of pharmacology devoted to the study of the poisonous effects of drugs. It is also a division of forensic medicine concerned with the detection of the criminal use of poisons.
1.Mathieu Orfila is considered to be the modern father of toxicology, having given the subject its first formal treatment in 1813 in his Traité des poisons, also called Toxicologie générale.  Theophrastus Phillipus Auroleus Bombastus von Hohenheim (1493–1541) is also considered "the father" of toxicology. He is credited with the classic toxicology maxim, "Alle Dinge sind Gift und nichts ist ohne Gift; allein die Dosis macht, dass ein Ding kein Gift ist." which translates as, "All things are poison and nothing is without poison; only the dose makes a thing not a poison." This is often condensed to: "The dose makes the poison".
B. Toxicology is an inter-disciplinary science that integrates the principles and methods of many fields: chemistry, biology, pharmacology, molecular biology, physiology and medicine. For example, by combining the study of the physiological effects of certain chemical structures and the molecular biological mechanisms that explain those effects, the toxicology can provide better understanding of the actions of a class of chemical substances, a finding of value to the chemist.
1.The scientific pursuit of toxicology is typically divided between observational studies—looking at what effects result from exposure to a particular substance—and mechanistic studies, which attempt to understand and explain the basis for such effects. These two activities form the basis of toxicology as an experimental science, that is, that which takes place in the lab or occasionally in the field, as one usually thinks of science.

2. Regulatory toxicology relies on risk assessment and experimental data to determine the risk and benefits, or the costs and benefits of exposure to certain chemicals, to determine whether such chemical will be allowed in the public sphere and to what extent its use and exposure will be regulated. This field of toxicology probably has the greatest effect on our daily lives of all the different fields of toxicology.
3.Forensic toxicology focuses on medical-legal aspects of chemical exposure and toxic injury. Evaluation of analytical chemistry techniques and measurements, and testimony of conclusions and opinions in courts of law encompass the activity of this specialized field of toxicology.
C. The most comprehensive practical protection against poisoning by professional toxicologists is provided by the American Association of Poison Control Centers (AAPCC) is a non-profit, national organization founded in 1958.  AAPCC represents the 60 poison control centers of the United States offering 24 hour assistance, and the interests of poison prevention and treatment of poisoning. AAPCC certifies poison center personnel, owns and maintains the National Poison Data System (NPDS), provides toxico-surveillance in collaboration with federal agencies, provides annual reports on poison statistics, and provides custom reports from NPDS data and co-hosts the North American Congress of Clinical Toxicology- the leading international event on toxicological matters.  Annually, more than 70 percent of calls are managed on site, outside of a healthcare facility, most of the remaining 30 percent of potential poisoning calls each year are calls from a healthcare facility. The toll free national number to reach a local poison control center is 1-800-222-1222.
1.The 25th Annual Report of American Association of Poison Control Center’s National Poison Data System (NPDS) of 2007 found that over 4.2 million calls were captured by NPDS in 2007: 2,482,041 human exposure calls, 1,602,489 information requests, and 131,744 nonhuman exposure calls. Substances involved most frequently in all human exposures were analgesics (12.5% of all exposures). The most common exposures in children less than age 6 were cosmetics/personal care products (10.7% of pediatric exposures). Drug identification requests comprised 66.8%.

D. There are a number of federal agencies charged with responsibility for the science of toxicology - the Environmental Protection Agency, the Food and Drug Agency, the Department of Agriculture, the Chemical Weapons Convention Implementation Assistance Program, the Centers for Disease Control, the Drug Enforcement Administration etc.  The Agency for Toxic Substances and Disease Registry (ATSDR) is the lead public health agency responsible for representing the study of toxicology and implementing the health-related provisions of Superfund (the Comprehensive Environmental Response, Compensation and Liability Act of 1980).  ATSDR is charged with assessing health hazards at specific hazardous waste sites, helping to prevent or reduce exposure and the illnesses that result, and increasing knowledge and understanding of the health effects that may result from exposure to hazardous substances.  The ATSDR has an Environmental Division (ED).  
1.There is also the Society of Toxicology (SoT) and numerous university toxicology programs and journals. The ATSDR is however extremely important because the science of toxicology has made great inroads against environmental toxins in the 20th century but must definitively prohibit the toxins used in mostly academic animal laboratory and bio-medical research, that hypothetically cause the vast majority of contemporary disease and death. After 30 yeas the Department of Health and Human Services (DHHS) is poised to graduate from the Department of Health, Education and Welfare (HEW) primarily on the that they establish a meaningful Education Division (ED) to the ATSDR in order to catalogue and prohibit the abuse of bio medical research and greatly improve national and international understanding and enjoyment of public health. 

E. The lists of controlled substances maintained under law, that delineate the full extent of contemporary public knowledge of toxicology, fail to prohibit the toxic laboratory supplies whose malevolent leakage from animal and bio-medical research laboratories hypothetically cause the vast majority of disease and death in contemporary society. 
1. The National Select Agent Registry of HHS (42 CFR part 73) and the USDA (9 CFR part 121 and 7 CFR part 331)  lists only a few mostly naturally occurring bacteriological pathogens that have been or could be abused.  

2. The US Chemical Weapons Convention Implementation Assistance Program (CWCIAP) maintains a list of chemicals used to manufacture chemical weapons by the military and other common industrial chemicals, it sets quotas and regulates their use under 22USC(75)I§6711.
3. The Controlled Substance Act (CSA) maintains an exhaustive Schedule of dangerous and addictive drugs, chemicals and substances under 21USC(I)(B)§812.  However, with Marijuana a Schedule I drug, and misplaced in the Department of Justice, these schedules are not very credible.  While the DEA might be licensing, authorizing and even doing the illegal distribution  of toxic chemicals, the list of chemicals they maintain does not explain what disease they cause and the list does not impart any knowledge to the layperson regarding the danger of the unnamed chemicals and pathogens used to cause diseases in animal and bio-medical laboratory research.
4. National and international understanding of the field of toxicology must be extended under law to prohibit toxic chemicals used primarily academic biomedical research.  The Office for the Prohibition of Chemical Weapons is currently entertaining pharmaceutical and biotechnology firms who wish to turn in the secret catalogues and recipe books for disease pathogens.  Academic and government toxicologists are not specifically invited, ostensibly because they are too dangerous.  The secret catalogues and recipe books for disease pathogens must be publicly catalogued, for identification and detection purposes, and prohibited by law, for the benefit of the billions of people who fall victim to them.  In the meanwhile, and in possible retaliation for taking away the medical establishment’s toxic weapons, theories of toxic exposures can neither be proven nor disproven in Courts of law, without scientific evidence, and victims of diagnosable chronic illnesses are generally entitled to the opportunity to recover and social insurance.  

5. Poison control centers shall be required hereunder to assist the federal government in the geographic monitoring and control of all animal and bio-medical research laboratory toxins.  
a. Laboratory scientists will be required to have all experiments and acquisitions involving toxic chemicals to be approved by their respective Institutional Ethics Committees.  
b. The Institutional Ethics Committees shall send all information regarding legitimate purchases, manufacturing and possession of toxic substances, particularly those that cause diagnosable disease, by specific laboratories under their supervision, to the Poison Control Center.  

c.  The Poison Control Center shall verify this information against the national database documenting the transfer and possession of controlled substances created under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Public Law 107-188; June 12, 2002).  Dangerous substances that are not monitored, but the Poison Control Center feels they should be monitored shall be given due process by the owners of the database. 

d. The Poison Control Centers shall be sent copies of all catalogues selling toxic substances or their precursors and/or recipes for disease pathogens used in experiments by the Institutional Ethics Committee authorizing them.  The Poison Control Center shall disseminate this information for their own records, the Agency for Toxic Substances and Disease Registry (ATSDR) and the public (who must be warned of biohazards but not authorized to order the substances themselves or be victimized by a third party order).  
e. The Poison Control Center shall periodically investigate the laboratories within their jurisdiction to monitor the documentation, consumption of toxins and legitimacy of the research being conducted.  
f. The Poison Control Center shall have the authority to order the destruction of toxic laboratory supplies and to revoke licenses for the possession of such substances, at either the local laboratory or the supplier thereto, if there appears to be breach of security, documentation or ethics.     
Art. 13 Controlled Substances Amendments
§316 Pathogen Patent Protocol
A.In their attempt to patent influenza HA and NA genes and gene products that specifically claim or may encompass H5N1 bird the WHO Working Paper on Patent Issues related to Influenza Viruses and their Genes and Annex on November 17, 2007, reveals they were forced to choose from 6 patent families, vectors or cells containing influenza genes and vaccines containing influenza products 18 patent families and siRNA and antisense directed to H5N1, also oligonucelotides having H5N1 sequence 12 patent families.  
1.There is clearly no isolation of bio-hazardous disease pathogens in either the International or National Patent Classification Systems.  This omission is itself a bio-hazard whereas disease pathogens are bio-hazardous and must be subjected to isolation, regulation, control and prohibition to prevent them from wreaking havoc on the public health.  This section sets forth a protocol to supplement, upon ratification, both the US patent statute in Title 35 of the United States Code and the Strasbourg Agreement Concerning International Patent Classification of March 24, 1971 as it pertains to the Patent Cooperation Treaty (PCT) Done at Washington on June 19, 1970, amended on September 28, 1979, when the PCT went into effect, modified on February 3, 1984, and October 3, 2001, in force from April 1, 2002 and the Strasbourg Agreement of 1675 that was the first international treaty to ban the use of poison and poison weapons.
2.The debate centers primarily upon 35USC§101 that provides for the issuance of a patent to a person who invents or discovers "any" new and useful "manufacture" or "composition of matter."  Thomas Jefferson, who authored the Patent Act of Feb. 21, 1793, 1, 1 Stat. 319, held to the philosophy that "ingenuity should receive liberal encouragement."  Patents are generally circulated to secure for a time the exclusive rights of inventors to their inventions, in order to promote economic development while rewarding ingenious scientists for their useful inventions.  Pathogens certainly fail to have any legitimate, medical or prophylactic useful purpose.  Knowledge pertaining to pathogens and the precursors used in their manufacture is however indispensible to the science of toxicology, medical diagnostics and the general public, who wish to be protected against the mass production and distribution of such bio-hazardous substances.  
3.Because protection against pathogens is so fundamental to human, animal and plant health and life they pose a fundamental issue to the patent system – the classification of pathogen patents should be granted not because pathogens are useful, but because patents are useful for eliminating them.  Patents should be used to identify, classify, isolate, regulate, prohibit and eliminate toxic substances and pathogens that cause diseases.  The dissemination of this information is important to the public and also for scientists to develop credible methods of detection and anti-dotes to pathogens.  Liberal economic theory, upon which the patent system is based, has a dark underside, a negative power called liberty, whereby liberty from oppression, such as disease pathogens or the totalitarian governments who deliver these secret substances while espousing to care for people’s health, is a human necessity, greater in many cases, than the need for a medicine, nine times out of ten freedom from disease is the cure.  

4.While there is a general consensus that the patent classification system must isolate disease pathogens through classification, great care must be taken so as not to inspire “liberal encouragement” of the development of new diseases and pathogens but instead to catalogue those that exist and the diseases they cause and develop technologies to detect, control and neutralize them, for the benefit of the health and longevity of all people, human or otherwise.  A pathogen patent protocol must be a vehicle for the exchange of information regarding threats to public health with the public and relevant government agencies responsible for the regulation, control and prohibition of toxic substances and must limit the rights of inventors to the control, regulation, prohibition and elimination of such bio-hazardous substances, under law.  A pathogen patent protocol would essentially be the criminal division, or more specifically the “criminal isolation”, of patent law whereas biological and chemical weapons are completely prohibited and there is no legitimate use for pathogens but bio-medical research into toxicology, pathology and pharmacy, that must be discouraged by strict licensing, inspection and a bio-security regime with civil penalties, namely debarment, for unintentional leaks and criminal penalties for abuse and conspiracy, such as the conspiracy of silence this law defeats.    

B. The US pathogen patent protocol would be inserted in Section 266 of Chapter 27 on Government Interest in Patents of Part III Patents and Protection of Patent Rights of Title 35 of the United States Code pertaining to Patents.  It will state,
Sec. 266 Pathogen Protocol

(a)Scientists studying or manufacturing original pathogens and toxic substances, that cause diagnosable disease in humans or animals, that have not previously been patented,  or otherwise adequately controlled and licensed under federal statute, are required under this law to file for a patent and pay the fees under 35USC(I)(4)§41.   
(b) The application must include the name of the pathogen; the chemical formula or material composition of the pathogen; the disease or pathogenesis it causes; the threat it poses to public health; method of manufacture, acquisition or purchase (mail order catalogues and formulary books of pathogens should be attached), method of control and containment, method of destruction, neutralization or disposal; plan for the elimination, control or limitation on the legitimate medical research uses of the pathogen; and any confidentiality or security concerns the scientists wishes the Patent Office to honor.   

(c) Upon receipt of an application and filing fee the US Patent and Trademark Office shall make an electronic copy of the filing, attach a bio-hazard designation, and forward to the following government agencies that serve as the national search offices:
(i)Agency for Toxic Substances and Disease Registry (ATSDR)

(ii) National Select Agent Registry 

(iii)  Drug Enforcement Administration Office of Diversion Control
(d) The bio-hazard designation shall state,

Bio-hazard: This is a pathogen patent application under 35USC(III)(27)§266 due process for the Prohibition with Respect to Biological Weapons pursuant to 18USC(10)I§175 by the Agency for Toxic Substances and Disease Registry (ATSDR), National Select Agent Registry, Secretary of HHS under 42 CFR part 73, Administrator of the USDA under  9 CFR part 121 and 7 CFR part 331, and Administrator, DEA Office of Diversion Control under 21USC(13)(I)(B)§811 and 21CFR§1308.43. 

(e) The applicant will be informed of any scheduling decisions in regards to the pathogen patent application.  Whereas biological and chemical weapons are prohibited, in no case shall the federal government determine that they are important to the armament or defense of the United States, nor shall a decision be delayed more than three years under 35USCIII(27)§267.  If a novel substance is determined to be of such potential for abuse that it is entered into the schedules of federal control, by an agency decision, the discoverer shall retain limited rights to be informed of government efforts and be compensated for contributing to the control and elimination of the substance, a privilege revocable by either the government or discoverer.

C. Pathogens of abuse are of international concern, however there is currently no scientific regime to isolate and regulate them.  The Organization for the Prohibition of Chemical Weapons (OPCW) has solicited for the review of agents of concern to pharmaceutical and biotechnology companies.  Agents that cause “disease” are however not specifically mentioned in the Convention on the Prohibition of the Development, Production, Stockpiling, and Use of Chemical Weapons and on their Destruction CWC was opened in Paris in 1993 and entered into force in 1997.  The Patent Cooperation Treaty (PCT) of 1970 and Strasbourg Agreement Concerning International Patent Classification of March 24, 1971 likewise do not isolate disease pathogens.  Although the US Patent and Trademark Office is party to the PCT and the OPCW can serve as the Intergovernmental Search Office under 35USC(IV)(35)§351(g) without a protocol isolating and governing the transfer of scientific information pertaining to disease pathogens such international exchange of scientific information would not be advisable.  A Protocol to both the Strasbourg Agreement Concerning International Patent Classification and Convention on the Prohibition of the Development, Production, Stockpiling, and Use of Chemical Weapons and on their Destruction is therefore proposed.  It is would read something to the effect of:
Protocol to both the Strasbourg Agreement Concerning International Patent Classification and the Convention on the Prohibition of the Development, Production, Stockpiling, and Use of Chemical Weapons and on their Destruction; for the Elimination of Pathogens
Preamble
The Organization for the Prohibition of Chemical Weapons, the Patent Cooperation Union and States Party to this Protocol

Agree that all people must cooperate to identify, isolate, regulate, prohibit and progressively eliminate pathogens from circulation and existence.

Recognize that pathogens cause illness in billions and death in tens of millions annually and laboratories must be responsible for their possession of bio-hazardous substances.
Recalling the Strasbourg Agreement Concerning International Patent Classification of 1971 and the Strasbourg Agreement between France and the Holy Roman of 1675, that was the first treaty ban poison weapons, do not agree on this all important issue.

Intrigued that the World Health Organization Draft Working Paper on Patent Issues related to Influenza Viruses and their Genes of 2007 reported that they were forced to select from 6 to 18 different patent families to isolate a particular pathogen.
Vociferous in our support for a civilization that completely upholds the obligations assumed under the Geneva Protocol of 1925, the Convention on the Prohibition of the Development, Production and Stockpiling of Bacteriological (Biological) and Toxin Weapons and on their Destruction signed at London, Moscow and Washington on 10 April 1972 and the Convention on the Prohibition of the Development, Production, Stockpiling, and Use of Chemical Weapons and on their Destruction CWC was opened in Paris in 1993 and entered into force in 1997.
Establish an international patent classification for isolating, identifying and  prohibiting pathogens and a system of licensing and inspecting bio-medical research laboratories lawfully possessing those dangerous substances.

Set forth as follows

Art. 1 Agreement

The Organization for the Prohibition of Chemical Weapons, hereinafter, the Organization, is the only International Search Authority with whom the Patent Cooperation Union, hereinafter, the Union, consults on the issue of pathogens pursuant to Art. 16 of the Patent Cooperation Treaty.

Art. 2 Isolation

1.The Union shall designate a single code for all pathogens inferior to A(61) Human Necessities: Medical or Veterinary Science, Hygiene; pursuant to Art. 5(3) of the Strasbourg Agreement of 1971.

2.The Organization shall separate work on this Protocol and the Convention and shall classify pathogens according to a new schedule set forth in Art. 4 of this Protocol. 

Art. 3 Definition
For the purposes of this protocol 

1.the term “pathogen” means the following, together or separately:

a.any micro-organism or substance that can cause a diagnosable disease in animals or humans.  
b.a micro-organism or toxic substance that poses a high risk of abuse if leaked from a laboratory licensed to use it, for reason of its prevalence or the prevalence of the disease it causes or the danger to health and life posed. 

2.the term “risk of abuse” means:

a.the potential a pathogen has for damaging the health if circulated.
b.the potential a pathogen has for damaging health and evading detection.

c. there is a credible hypothesis that a pathogen is being malevolently distributed to the detriment of public health. 

3. the term “licensed laboratory” means:

a.a bio-medical research facility that is licensed pursuant to this Protocol to handle dangerous pathogens listed, or due consideration for listing, by the Organization.

b.a bio-medical research facility that is certified by their national government, to agree to allow the Organization to inspect its documentation and premises. 

4.the term “bio-security” means:
a.methods by which laboratories and dangerous products are licensed by the government, secured against break in, theft, tampering, espionage, and sabotage.

b. methods by which laboratories limit their possession of bio-hazardous materials to fulfill the needs of certain experiments, after which the pathogens are destroyed.

5.the term “pathogen manufacturer or supplier” means:

a.a laboratory that is licensed to manufacture or supply pathogens for legitimate biological experiments, by means of a mail order catalogue.

b.a laboratory that manufactures or supplies pathogens that are diverted to illegal biological experiments.

Art. 4 Schedule 
The following criteria shall be taken into account when determining whether to place a pathogen in Schedule I, II, III, IV or V
I . A pathogen or dose of a pathogen that would be expected to cause instant death in an adult human.

II. A pathogen that causes a painful and deadly torture such as heart disease, stroke, cancer or diabetes etc.

III. A pathogen that causes a painful and disabling condition such back pain, arthritis, migraines. 

IV. A precursor to a pathogen in Schedules I-III 

V. A delivery device that facilitates the weaponization of a pathogen. 

§317 Human Research Amendment

A.The National Research Act of July 12, 1974. Title II, Public Law 93-348 regulates the Protection of Human Research Subjects 45 CFR 46.  Under the National Research Act; the Office for Human Research Protection (OHRP) provides leadership in the protection of the rights, welfare, and wellbeing of subjects involved in research conducted or supported by the U.S. Department of Health and Human Services (HHS). OHRP helps ensure this by providing clarification and guidance, developing educational programs and materials, maintaining regulatory oversight, and providing advice on ethical and regulatory issues in biomedical and behavioral research. 

1.There are a number of flaws in this statute arising from the same hypocrisy that undermined the CSA and Drug Enforcement Administration (DEA) in the 1970s under the informed consent requirements of Nuremburg Code.  First, the law does isolate bio-medical and behavioral research, it instead exempts social research.  Second, the term Institutional Review Board (IRB) is hypocritical and in the long run promotes the persecution of innocent civilians engaged in innocent behavior such as marijuana consumption, instead of the university bio-medical researchers leaking large quantities of pathogens into the community for the financial gain of the medical establishment, estate lawyers and the political security of the corrupt regime.  Third, there is absolutely no recognition or prohibition of the pathogens and poisons, that give rise to genuine concern for the human research subject.  Fourth, by myopically reviewing informed consent used in legitimate research the ethical review boards fails to recognize, prevent, prohibit and punish the leaking of pathogens and poisons from animal laboratories into circulation in the human population.  Fifth, the attitude of the law is very permissive and there need to be civil and criminal penalties and a geographic inspection regime for pathogens that compliments the protection of human research subjects.  Sixth, analysis of long run policy ramifications is derogated from preventing and punishing the crime of genocide.    
B.   The first section §46.101, to what does this policy apply, must be amended to that the first phrase in paragraph (a) “Except as provided in paragraph (b) of this section” is repealed and “bio-medical and behavioral” inserted before the orphan word “research” so that the first sentence reads, “This policy applies to all bio-medical and behavioral research involving human subjects conducted, supported or otherwise subject to regulation by any federal department or agency which takes appropriate administrative action to make the policy applicable to such research”.  The second and third sentences in (a) and (a)(1&2) are also so amended to isolate bio-medical and behavioral research. 

1.§46.101(b) pertaining to exemptions is repealed in its entirety and the subsequent paragraphs (c-i) are re-lettered (b-h) and the footnote at the end is stricken whereas the exemptions no longer apply.  Whereas this Act extends the application of this policy to legislate cooperation, knowledge exchange, discipline and separation to prevent cross-contamination and conflict of interest between Institutional Ethics Committee (IEC) research and the geographic regulation and inspection of bio-medical research laboratories, primarily animal laboratories, licensed to possess and use pathogens that produce diagnosable diseases in humans, particularly those bio-hazardous laboratories in the same institution; a new paragraph (i) shall state:

(i)Bio-hazardous research involving pathogenic substances, including animal laboratory research, shall be subjected to cross-examination by institutional ethics committees for the Protection of Human Research Subjects to prevent conflict of interest and the cross-contamination of human research programs and to punish accidental and malevolent leaks of dangerous substances into the community brought to their attention.  To improve the geographic control of bio-hazardous materials in biomedical research laboratories, and to protect the population against being involuntary research subjects thereto, the national network of Poison Control Centers shall assist the federal government to monitor and periodically inspect all possession and use of pathogenic substances in licensed bio-medical research laboratories in their jurisdiction and make this information available to institutional ethics committees, public health authorities and general public. 
2.§46.102 (e) Research subject to regulation must isolate bio-medical research and replace federal department and agency with the Office for Human Research Protection so,   “Research subject to regulation, and similar terms are intended to encompass those bio-medical and behavioral research activities for which the Office for Human Research Protection has specific responsibility for regulating as a research activity”.  Paragraphs (g-h &j) must be changed so IRB reads “Institutional Ethics Committee (IEC)”.  Colloquially ethics is the key word and may be termed ethical review board, institutional ethics committee or other title designating responsibility for Ethics. A paragraph (k) must be added pertaining to bio-hazardous materials, so: (k) Bio-hazardous materials means any toxic substance, bacteria, virus or disease pathogen capable of causing illness or death in humans, animals or plants, particularly those possessed for use in bio-medical and toxicology laboratory research, that are not intended for human use. §46.103 (b) IRB is changed to IEC. The final sentence at (b)(1) is repealed. Reference to IRBs in (b)(2-5) and (d) are changed to IECs.  The first sentence in (f) ends at agency to repeal reference to exempted research.  Reference to IRBs in (f) are changed to IECs.

3.§46.104-106 are reserved and to extend human research protection to involuntary research subjects they are amended at 104 to recognize the Nuremburg Code that is fundamental to the regulation of biological experimentation, 105 Poison Control Center bio-hazardous research monitoring and incident reporting, 106 responsibilities of the IEC for animal laboratory and bio-hazardous research at their institutions, as follows:
§46.104 The Nuremburg Code

The Nuremburg Code as reprinted from Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law No. 10, Vol. 2, pp. 181-182.. Washington, D.C.: U.S. Government Printing Office, 1949, provides:

(a).The voluntary consent of the human subject is absolutely essential. This means that the person involved should have legal capacity to give consent; should be so situated as to be able to exercise free power of choice, without the intervention of any element of force, fraud, deceit, duress, over-reaching, or other ulterior form of constraint or coercion; and should have sufficient knowledge and comprehension of the elements of the subject matter involved as to enable him to make an understanding and enlightened decision. This latter element requires that before the acceptance of an affirmative decision by the experimental subject there should be made known to him the nature, duration, and purpose of the experiment; the method and means by which it is to be conducted; all inconveniences and hazards reasonable to be expected; and the effects upon his health or person which may possibly come from his participation in the experiment. 

(b) The duty and responsibility for ascertaining the quality of the consent rests upon each individual who initiates, directs or engages in the experiment. It is a personal duty and responsibility which may not be delegated to another with impunity. 

(c) The experiment should be such as to yield fruitful results for the good of society, unprocurable by other methods or means of study, and not random and unnecessary in nature. 

(d) The experiment should be so designed and based on the results of animal experimentation and a knowledge of the natural history of the disease or other problem under study that the anticipated results will justify the performance of the experiment. 

(e) The experiment should be so conducted as to avoid all unnecessary physical and mental suffering and injury. 

(f) No experiment should be conducted where there is an a priori reason to believe that death or disabling injury will occur; except, perhaps, in those experiments where the experimental physicians also serve as subjects. 

(g) The degree of risk to be taken should never exceed that determined by the humanitarian importance of the problem to be solved by the experiment. 

(h) Proper preparations should be made and adequate facilities provided to protect the experimental subject against even remote possibilities of injury, disability, or death. 

(i) The experiment should be conducted only by scientifically qualified persons. The highest degree of skill and care should be required through all stages of the experiment of those who conduct or engage in the experiment. 

(j) During the course of the experiment the human subject should be at liberty to bring the experiment to an end if he has reached the physical or mental state where continuation of the experiment seems to him to be impossible. 

(k) During the course of the experiment the scientist in charge must be prepared to terminate the experiment at any stage, if he or she has probable cause to believe, in the exercise of the good faith, superior skill and careful judgment required of him or her that a continuation of the experiment is likely to result in injury, disability, or death to the experimental subject. 
4.§46.105 Poison Control Center bio-hazardous research monitoring and incident reporting

(a)Each laboratory engaged in bio-medical research involving the possession and use of  bio-hazardous substances or pathogens, intended for, or suspected of, producing diagnosable disease in animals or humans shall, on top of all existing obligations under local, state and federal law, report their possession and planned use of licensed or uncontrolled toxic substances or pathogens, to the regional Poison Control Center.

(1) The Poison Control Center shall require all bio-hazardous research conducted in an institution with a bio-medical IEC to be certified by the IEC and to verify compliance with pertinent local, state and federal regulations pertaining to hazardous material handling and laboratory security.

(2)  Poison Control Centers shall periodically inspect the documentation and security of all laboratories licensed to possess and use bio-hazardous substances and pathogens.  In their inspections they shall make a determination as to whether or not the usage of the bio-hazardous material or pathogen is suspicious.      
(b) Poison Control Centers shall be knowledgeable of the diseases that can be caused by the bio-hazardous research supplies or pathogens under their supervision, facilitate statistical reporting, inform the public that they are now taking reports from people who suspect they are being sickened by the malevolent release of pathogens from bio-medical research laboratories and take incident and death reports from the public.

(1)Poison Control Centers shall detect biological experiments using toxic substances and pathogens without any informed consent.  Poison Control Centers shall link reports of illnesses and death suspected to be the result of laboratory leaks to the possessors of the pathogens that could cause such illness, to formulate a credible hypothesis from which laboratory(ies) the pathogen is leaking from, and conduct an investigation of the facility(ies) and their suppliers in co-operation with the IEC.
(c) Upon probable cause the Poison Control Center may order the revocation of any license to possess or use any bio-hazardous substances, and order the destruction of any pathogen possessed by a licensed bio-medical or toxicology research laboratory.  Such an order must be reported to the IEC.  The Poison Control Center may authorize further administrative, civil and criminal investigation and/or penalties, as needed
5. §46.108 IEC responsibility for bio-hazardous and animal laboratory research 
(a)The IEC shall certify all bio-medical and chemical laboratories in their institution possessing bio-hazardous materials and/or conducting toxic animal laboratory research.

(1)IEC certification shall be in addition to any other approval system for bio-hazardous or animal laboratory research in effect in the institution, local, state or federal law.  

(2) IEC certification is intended to serve as an extra ethical safeguard against the risk of grave violations of informed consent requirements posed by bio-hazardous and animal laboratory research.  
(b) The IEC shall inform toxic researchers: 
(1)There is an ethical responsibility to prevent the harmful leaking of bio-hazardous substances and pathogens, no informed person would consent to be exposed to, from containment within their approved experimental research laboratories.

(2) They are obligated under this policy to have all possession and use of bio-hazardous substances and pathogens certified by the IEC for the benefit of the Poison Control Center. 

(3) That other human research monitored by the IEC must not be cross-contaminated and that the IEC has an isolated responsibility to be fully informed of institutional bio-hazards posed by toxic and animal laboratory research and may occasionally take formal action to eliminate a perceived threat.

(4) That the IEC is available for consultation on ethical issues.
(c) The IEC shall render advisory opinions when: 
(1) The IEC finds animal cruelty is not justified by medical need. 

(2) The possession of bio-hazardous or pathogenic substances is not justified by experimental needs and can be easily replaced if needed or there is an ethical concern with the supplier. 
(3) There is an irregularity in the documentation or bio-hazardous materials are unaccounted for.  

(4) If the laboratory or staff are subjected to administrative or legal proceedings.  

(d) Of their own accord, upon probable cause, an IEC may refuse to certify the purchase or acquisition of bio-hazardous or pathogenic materials for an experiment.  The IEC may also order a laboratory to destroy their stockpiles of a bio-hazardous substance or pathogen and/or terminate an ongoing experiment.

6.§46.107 IRB Membership is amended so it read, “IEC Membership”.  Reference to IRBs in paragraphs (a-f) are amended to IEC.§46.108 IRB Functions and Operations is amended to “IEC Functions and Operations” both references to IRB are changed to IEC.§46.109 IRB review of research is changed to “IEC review of research”.  All references to IRBs in (a-e) are changed to IEC.  §46.110 must be amended at (a) so after HHS, it is inserted “or successor organization,” all subsequent reference to IRBs in (b-d) must be changed to IEC.
7.§46.111 Criteria for IRB approval of research is amended so it reads, “Criteria for IEC approval of research”.  References to IRB in (a)(2&3) shall be changed to IEC.  At (a)(2) the final sentence whereby, “the IEC should not consider the possible long-range effects of applying knowledge gained in research (for example the possible effects of the research on public policy) as among the research risks that all within the purvey of its responsibility” should be amended so, “the IEC should not consider the possible long-range effects of applying knowledge gained in research (for example the possible effects of the research on public policy) in any light but whether the effects of the research might derogate obligations under the Convention on the Prevention and Punishment of the Crime of Genocide of 9 December 1948 in contravention to Art. 6(3) of the International Covenant on Civil and Political Rights of 16 December 1966” .  At (a)(3) the term cognizant of should be changed to “concerned for” and after the list of vulnerable people insert, “prepared to discipline researchers for discrimination and abuse”. At the end of (b) insert “and prevent and punish the misconduct of researchers”.

8.§46.112 both references to IRBs are changed to IECs.  §46.113 Suspension or termination of IRB approval of research is amended to “Suspension or termination of IEC approval of research” and all three references to IRBs are changed to IECs.  §46.114 reference to IRB is changed to IEC and at the end of the second sentence is inserted, “and all applicable laws”/.  §46.115 IRB records is changed to “IEC Records”, reference to IRBs in (a)(2)(4-6) is changed to IEC. §46.116 reference to IRB at (c&d) is changed to IEC.   §46.117 reference to IRB in (a)(b)(2) and (c) is changed to IEC.  §46.118 Applications and proposals lacking definitive plans for the involvement of human subjects is amended to repeal everything after sentence two and append in its stead, “These application must be reviewed by an IEC before an award may be made”. §46.119 IRB is changed to IEC.
9. §46.201 the first phrase in (a) is repealed and bio-medical is inserted so (a) begins, “This subpart applies to all bio-medical research involving pregnant women, human fetuses and neonates of uncertain viability, or nonviable neonates…”. (b) is repealed and (c) and (d) are relettered (b) and (c) respectively. (c) now (b) is amended and the provisions of §46.101(b-i) are applicable, the reference in the second sentence is change to §46.101(e). The title of §46.203 is changed so it reads, “Duties of IECs in connection with research involving pregnant women, fetuses, and neonates” and the two references to IRBs are changed to IEC.  §46.205 at (b)(1) IRB is changed to IEC. §46.207 and (a) IRB is changed to IEC.
10. §46.304 Composition of Institutional Review Boards where prisoners are involved is amended to “Composition of IECs where prisoners are involved” and other reference is changed to IEC.  §46.305 Additional duties of the Institutional Review Boards where prisoners are involved is changed to “Additional duties of the IECs where prisoners are involved” and reference at (a) is changed to IEC. §46.306 at both (a)(1) and (2)(iv) Institutional Review Board is changed to IEC.  §46.401(a)(2) that allows the Secretary to waive requirement or research involving children is repealed (b) and (c) pertaining to exemptions are also repealed, bio-medical and behavioral research is inserted in (a) so it reads, “This subpart applies to all bio-medical and behavioral research involving children as subjects, conducted or supported by the Department of Health and Human Services”.
§46.403 IRB duties is changed to IEC duties and both references to IRB are changed to IEC.   §46.404 two reference to IRB are changed to IEC.  §46.405 two references to IRB are changed to IEC. §46.406 two references to IRB are changed to IEC. §46.407 reference to IRB in beginning and at (a) are changed to IEC. §46.408 7 references to IRB in (a) 2 in (b) 1 in (c) 1 in (e) are changed to IEC. §46.409 two references to IRB at (b) are changed to IEC.
C. While there continue to be ethical concerns regarding the wisdom of human research protection policy these amendments greatly improve human research protection in the United States.  The continuing concerns are: (1) Should behavioral research continue to be exposed to the danger of cross-contamination with bio-medical research? (2) Is the language too permissive of research, harmful to the patient, that might benefit medical science? (3) Are the informed consent loopholes in research involving children abused?  (4)  Is additional protection needed on animal laboratory and bio-hazardous research?      

§318 DEA Reform

I.Controlled Substance Act
1.The Comprehensive Drug Abuse Prevention and Control Act, now known as the Controlled Substances Act (CSA), was signed by President Richard Nixon October 27, 1970, it is codified in two subchapters at Title 21 of the United States Code Chapter 13 §801-971.  Shortly thereafter the International Convention on Psychotropic Substances signed in Vienna on 11 July 1971 that at the urging of the United States put Marijuana in Schedule I with other narcotic and psychotropic drugs with a high risk of abuse and no medical use.  The Drug Enforcement Administration (DEA) was founded by Reorganization No. 2 signed by President Richard Nixon on 28 March 1973, codified at 21CFR§1300-1399.  
2. Being the only drug consumers able to tolerate the abuse of power narcotic drugs have been subjected to the jurisdiction of international regulation and prohibition of the torturer, justice, during the 20th century.  Unfortunately after consuming a number of mind expanding hallucinogenic psychotropic substances during the 1960s in the 1970s the oppressive drug regulatory regime, particularly that of the United States, rhetorically expanded their control to all controlled substances, but in fact only breached the confidentiality of medical practice and the pharmaceutical industry, at the expense of an addicted jurisdiction that tolerates abuse.  Infringing on the free market the United States immediately began to show an international trade deficit and suffered an oil embargo from hashish smoking countries, while civil war broke out in Columbia and Afghanistan.  Seeking refuge from justice the US medical establishment underwent several decades of privatization while the rest of the industrialized world progressed towards a national health service.  The perversion of the Customs Court Act of 1980 infected southern Africa, the IV drug and gay communities with HIV and the prison population quintupled primarily as the result of mandatory minimum sentencing of drug offenders.  Since 2001, after the Taliban had successfully prohibited opium poppy cultivation in 2000 and the subsequent 9-11 attacks, the United States and NATO have been involved in just military operations in Afghanistan, where opium production is higher than ever.
3. To begin to redress three decades of drug slavery, disease and widening income inequality, now a global economic depression, it is proposed to enact a Drug Evaluation Agency reform of the Controlled Substances Act to correct this fatal flaw that has undermined socio-economic progress over the past three decades.  After years hallucinating about slavery and then pharmacy the truth has been tortured out of me – drugs and disease are poison (doughnut anyone?) and no comprehensive controlled substance regulatory system can omit the pathogens used to cause diagnosable disease in laboratory animals and hypothetically cause the vast majority of disease and death in the 21st century.  Thus the philosophical principles of pharmacologic jurisprudence are that pharmacy is a health profession, toxicology is an understudy of pharmacology and that drug regulation should foster the free trade in therapeutic drugs and prohibit poison for benefit of public health.  To foster the development of a rational institutional ideology after such a long, strange and delusional trip, the following reforms are tried, to change the name of the Drug Enforcement Administration (DEA) to Drug Evaluation Agency (DEA), to transfer the DEA to the Food and Drug Administration (FDA) and to lead the Customs of the United Nations to set the Type for a whole new comprehensive method to control and prohibit bio-medical substances. In Oregon v. Ashcroft No. 02-35587 of August 11, 2004, the 9th Circuit Court of Appeals ruled that the Attorney General may not define the scope of legitimate medical practice and requires an agency represented by Secretary of Health and Human Services "to determine the appropriate methods of professional practice".  Gonzalez v. Oregon No. 04-623 (2006) upheld the ruling in that the Attorney General did not have standing to prohibit doctors from prescribing drugs for physician assisted suicide.  

II. Diplomatic Conference 
4.In reward for this dissertation of Congress and the transfer of all her mandatory benefit programs to the supervision of the Social Security Administration, the Secretary of Health and Human Services, shall be readmitted to the academic freedom of the Department of Health, Education and Welfare from whence she was expelled for unspeakable things in 1979, a Secretary of Public Health entitled to all the privileges and immunities of the Secretary of the United Nations and Socio-Economic Administration, provided she amend the Public Health Service statute to accept this change in political status from whence she shall graduate upon the restitution of Chapter 6A to Chapter 1 of the Title 42 of the United States Code repealed of all corpses from WWI.   For their part the DEA shall be transferred to the Public Health Service, respect the authority of the Commissioner of the FDA and control the pathogens used in bio-medical research.  Chapter 13 of Title 21 of the United States Code is amended so that the phrase “Drug Abuse Prevention and Control” is changed to “Substance Abuse Prevention and Customs” and Subchapter I on Control and Enforcement is changed to “Control and Prohibition”. Secretary of Health and Human Services is amended to “Secretary of Public Health” at 21USC(13)§801a (3)(C).  21USC(13)§802  is amended at (4) is amended so that the term “Drug Evaluation Agency” means the Drug Evaluation Agency in the Food and Drug Administration.  At (6) after Schedule I-V “ or Type I-VII” is inserted and the second sentence pertaining to the exclusion of alcoholic beverages and tobacco is repealed. At (32) is added ‘A “poison” is a controlled substance that causes death in humans or animals listed as a Type I.  A “pathogen” is a controlled substance, whether it be a toxic substance, bacteria, virus or gene, that causes a diagnosable disease or torturous condition in humans or animals and is catalogued with the disease it causes under Type II or III of part B of this subchapter ’.  At 32  At (9, B, iii & D) and at (34, 35 & 36) and at (39, A, iii & iv, II and vi) and at (conclusion of 41, A)  the Attorney General is stricken and replaced with Secretary of the Public Health Department.  At (4,1 B) Secretary of Health and Human Services is stricken and replaced with Administrator of the United States Department of Agriculture.  At (44) “or medicinal” before substances.  
5.21USC(13)§811 is amended at (a) four times from Attorney General to “Secretary of Public Health” the first and “Secretary” thereafter.  At (b) the first sentence is amended so, “The Secretary shall, before initiating proceedings under subsection (a) of this section to control a drug or other substance or to remove a drug or other substance entirely from the schedules or Types, and after gathering the necessary data, request a scientific and medical evaluation, as to whether such drug or other substance should be so controlled or removed as a controlled substance.” Sentences three, four and five are repealed and the final sentence is amended so Attorney General reads, “Secretary”. At (c &  d, 1) Attorney General is amended to “Secretary”.  At (d, 2, A & B) Secretary of Health and Human Services is twice changed to, “Secretary of Public Health” in both subsections.  At (d, 3) Secretary of Health and Human Services is changed to Secretary of Public Health.  At both (d, 3, A & B) Secretary of Health and Human Services is changed to “Attorney General”, Secretary to “Attorney General” and Attorney General to “Secretary of Public Health” and “or she” is appended to he.  At (d, 3, C) Secretary of Health and Human Services is changed to “Attorney General”, Secretary to “Attorney General” and at (i) Attorney General is changed to “Secretary of Public Health” and “or she” appended to he.  At (d, 4, A) Attorney General is changed to “Secretary of Public Health”, Secretary of Health and Human Services to “Attorney General” thrice.  At (d, 4, B) “the Attorney General, after consultation with the Secretary of Health and Human Services” is stricken and replaced with “Secretary of Public Health” where after Attorney General is twice changed to “Secretary” where after “after consultation with the Secretary” is repealed and “or she” appended to he.  At (d, 5) Secretary of Health and Human Services is changed to “Secretary of Public Health”. At (e) Attorney General is once changed to “Secretary of Public Health” and once to “Secretary”.  At (f) “or toxic” is inserted before stimulant.  At (g, 1 & 3) Attorney General is changed to “Secretary of Public Health” and at (g, 3, C) “Upon the recommendation of the Secretary of Health and Human Services” is repealed.  At (h) Attorney General is changed to “Secretary” “or she” is added after he; “by order and without regard to the requirements of subsection (b) of this section relating to the Secretary of Health and Human Services”, is repealed.  Attorney General is changed to “Secretary” in (h, 1A, 1B, 2, 3, and twice in 4).  –General is repealed from Secretary of the United Nations at (d, 2, A & 3, C, ii & 4, A & B).  Economic and Social Council is changed to Socio-Economic Administration at (d, 3, iii).       
III. Schedules of Psychotropic Substances
6. It was attempted to reschedule the psychotropic drug schedules to incorporate everything but it was previously noted that Schedule is not really as funny with torturous tinctures as it is with narcotic addiction and after discovering the List Chemicals decided it would be simpler and of less impact upon the existing laws to write a whole new list classifying bio-medical substances without poisoning the entire class.  The Title of Part B is amended so it reads, “Authority to Control, Standards, Schedules and Types” The caption of Schedules of Controlled Substances at 21USC(13)§812 is amended so it reads “Schedules of Psychotropic Substances” in (a) controlled is changed to “psychotropic”.  Under the scheduling authority of the Administrator in consultation with the Secretary at 21CFR§1308.43(d) at Schedule I (c, 10) and at 21CFR§1308.11(d, 22 ) Marihuana (DEA # 7360) is removed and subsequent numbering is changed correspondingly and Marihuana is inserted at Schedule III at §812(f) and in the reservation at 21CFR§1308.13(g, 2).  
At 21USC(13)§813 the fist reference to controlled is changed to “psychotropic”.  At 21USC(13)§814 Attorney General is changed to “Secretary of Public Health” once at (a) and a second time to “Secretary” and to “Secretary” in (b, c. d, 1, 2, & 3).  At 21USC(13)§821 Attorney General is changed to “Secretary of Public Health”.  Attorney General is changed to “Secretary of Public Health at 21USC(13)§822  and to “Secretary” at (b, d & f) and at (c, 1 & 2) controlled is changed to “psychotropic”. Attorney General is changed to “Secretary” at 21USC(13)§823(a) and at (b, d, e, f, g, 1, A, B, 2, D, ii, iii, E, i, g, 1, C & g, 2, C, ii).  (after consultation with the Attorney General) is repealed, at (g, 2, ii, I), “both the Secretary and the Attorney General are” is repealed and replaced with “the Secretary is”.   At (g, 2, H, i & ii) Drug Enforcement Administration is changed to “Drug Evaluation Agency” and Substance Abuse Mental Health Services Administration to Social Work Administration.  At (J) (i & ii) are repealed and (I & II) are changed to (i & ii). At (h) Attorney General is changed thrice to Secretary.  
5.Attorney General is changed to “Secretary of Public Health” at 21USC(13)§824(a) and thereafter to “Secretary” at (a, b, c, d, f, g).  At (f & g) controlled substances is changed to “psychotropic”.  There is appended (h) Destruction of Type II & III Pathogens in Controversy.  When the possession of Type II or III chemical is determined to be suspicious by the regional Poison Control Center, Institutional Ethics Committee, local, state or federal law enforcement those pathogenic substances shall be promptly destroyed or properly disposed of and this destruction or disposal shall be documented and witnessed.  (1) Courts and law enforcement officers shall never possess Type I, II or III controlled substances and if the registered chemical analysts are not themselves able to document the destruction of the substance, or it is seized from an unregistered possessor, licensed hazardous material handlers shall be summoned to document the seizure and destruction of the substance(s).   (2) If the registered chemical analysts wish to defend their possession and use of the Type II or III substance(s) in question they shall be subjected to prosecution therefore by the Secretary and the substances themselves shall be impounded by a hazardous material handler under the authority of the Secretary at (f & g).  (3) Type I poisons that are experimental in nature are subject to the same treatment as (h, 1 & 2) above, and those properly packaged and sealed poisons with legitimate use shall be accounted for under the procedure in (f & g) of this section.  (4) Complaints and suspicions regarding type I, II, and III substances shall be given due process by the Secretary regarding revocation, suspension of their license(s) and bio-security.
6. Attorney General is changed to “Secretary of Public Health” at 21USC(13)§825 (a) and to “Secretary at (b & d) and it is inserted (d) Type I, II, or III controlled substances. Attorney General is changed to “Secretary of Public Health” at 21USC(13)§826 (a) and to “Secretary” at (b-f).  There shall be appended (h) Quotas for Type I, II and III Substances: The Secretary shall determine the total quantity and establish production quotas for estimated legitimate registered research, veterinary and lethal injection needs to be manufactured each year. Production quotas shall be exactly sufficient to meet legitimate demand of the prior year.  For good reason the Secretary may increase or reduce the production for a specific substances or eliminate the legitimate production of a substance completely.  Attorney General is changed to “Secretary of Public Health” at 21USC(13)§827(b) and thereafter to “Secretary” at (b, c, 3, d, e, f, g & h) at (f) after consultation with the Attorney General, is repealed.  Attorney General is changed to “Secretary of Public Health” at 21USC(13)§828(a) and to “Secretary” at (c, 1, 2, d, 1 & 2) and at (a) it is inserted “Type I, II, III or IV” before controlled substance and after is inserted “or”. At the end of (b, 1), “it is forbidden to export Type II or III controlled substances.  Attorney General is changed to “Secretary of Public Health” at 21USC(13)§829(a) and to “Secretary” at (b & d). Attorney General is changed to “Secretary” at 21USC(13)§830 (a, 2, 3, b, 1, B, 2, 3, B, D, v, E, c, 3, e, 1, A, iii, v, vii, B, i, ii, iii, iv, C, F, 2, A, 3) 
IV. Prohibition 
7. The hypocrisy regarding the up to five years sentence for poisoning and mandatory sentences for popular illicit drugs is resolved pursuant to Blakely v. Washington No. 02-1632 (2004).  Attorney General is changed to “Secretary” at 21USC(13)§841(g, 2 & 3).  The sentences at (b) are changed to, “up to 10 years or up to 20 years where corruption of a minor, bodily injury, involuntary manslaughter occurred through the negligence of the dealer, or up to life where there were many preventable deaths”, at least is changed to “up to” twice and the last two sentences are repealed At (b,1 B) sentencing is changed to up to five years and up to 20 years where corruption of a minor, serious bodily injury or involuntary manslaughter occurs as the result of the negligence of the dealer or up to life where there were many preventable deaths, at least is changed to “up to” twice, and the last two sentences are repealed.  At (b, 1, C) sentencing is changed to up to 20 years and where death resulted, up to life.  At (b, 6) “on Federal lands” is repealed, so that the sentence for hazardous poisoning is increased to a fine under Title 18 to cover the cost of cleanup, damages and the courts and up to 5 years if causing only minor accidental bodily injury to a human or death to a few animals, or up to 10 if involuntary manslaughter occurred or if a participant in organized torture caused serious bodily injury and up to 20 for the mastermind of an organized torture operation that didn’t kill but seriously injured many people and up to life imprisonment if death was the result of an intentional act of criminal mischief.  After 21USC(13)§841(a, 14  & 4, A) Attorney General is changed to “Secretary”. At 21USC(13)§848 (a) the penalty for continuing criminal enterprise shall be up to 20 years, at (b) insert “up to” to at (d) “under this section, imposition or execution of such sentence shall not be suspended, probation shall not be granted, and…not” are repealed (e) is repealed (s) is repealed.  At 21USC(13)§859 (a, 2) “a term of imprisonment under this subsection shall be not less than one year. The mandatory minimum” is repealed” and at (b, 2) except and the two sentences following are repealed. At 21USC(13)§860  “(b)(6)” is added after (a)(1) and at (a, 2) “ . Except to the extent a greater minimum sentence is otherwise provided by section 841 (b) of this title, a person shall be sentenced under this subsection to a term of imprisonment of not less than one year. The mandatory minimum” is repealed and at (b, 2) ‘Except to the extent a greater minimum sentence is otherwise provided by section 841 (b) of this title, a person shall be sentenced under this subsection to a term of imprisonment of not less than three years.” is repealed, subpart (d) is repealed and (e) is relettered (d).  At 21USC(13)§861(b) the second sentence and the second sentence at (c) shall be repealed and (e) is repealed and (f) relettered (e).  Secretary of Health and Human Services is changed to Secretary at 21USC(13)§862 (a, 2 & b, 2).  At 21USC(13)§862a (a) after eligible shall be inserted “while in prison”. 
8. A new section, “Torture 21USC(13)§866” shall be inserted whereby,

(a)Torture or conspiracy to intentionally torture people using Type II or III controlled substances or a medically unnecessary combination of prescription drugs, whose labels warn of serious adverse reaction or to without informed consent dose a person with a schedule I hallucinogen to induce mental illness, is a felony for which a perpetrator faces fines and up to life in prison, if death or mass murder results from their abuse of a Type I, II or III controlled substance.  
(1)Registrants convicted of torturing people generally shall be disbarred for up to ten years.  Employees, particularly those caring for vulnerable people, are usually dismissed.  Law enforcement officers are routinely dismissed from the evidence and employment.  A judge or lawyer negligently acquitting a torturer shall face malpractice proceedings for negligence and those found conspiring to torture and issuing orders to torture people shall be disbarred and punished as if they had committed the offense themselves.  
(2) Although civil and criminal penalties for torture are required of statute under Arts. 2 & 4 of the Convention against Torture, Cruel, Inhuman and Degrading Punishment or Treatment of 1986 as the result of the frequency with which the crime of torture occurs, it is far more important, than torturing the perpetrator with legal sanctions in revenge, for the victim, or the family of the deceased, to be compensated and provided for as complete a recovery as possible under Art. 14.  No criminal investigation is justified without having paid the victim/witness/researcher compensation, purchased rights.     
(3) Properly performed, in writing, the civil tort should be sufficient to correct the offender, the ailment of the victim and any systemic abuse.  Proceedings are confidential.  The civil conviction must be sent to the professional license board, DEA, employer and any research grants the registrant is participating in, for the registrant’s record, keeping the victim’s identifying information confidential, and outlining the particulars of the offense.   
V. Administrative and Enforcement Cooperation
9.The Administrative and Enforcement Provisions transfer significant authority to Secretary of Public but retain the cooperation of the Attorney General for the regulation of arresting law enforcement officers with firearms employed by the Secretary and court proceedings involving the District Attorney.  The Attorney General essentially has power of attorney for the Secretary in whose name proceedings are undertaken and who is informed of case proceedings and statistics.  Attorney General is changed to “Secretary of Public Health” at 21USC(13)§871 and to “Secretary” at (a, b, and c); Department of Justice is changed to “Drug Evaluation Agency” at (a) and “or she” is inserted after he at (b & c).  Attorney General is changed to “Secretary” at 21USC(13)§871a, at (a, 1) Drug Enforcement Administration is changed to “Drug Evaluation Agency” and the phrase “involving methamphetamine” is repealed.  At (a, 2, A) “of methamphetamine or scheduled listed chemicals (as defined pursuant to the amendment made by section 711 (a)(1)” is repealed and “controlled substances” inserted and at (a, 2, A, 1) methamphetamine is changed to “controlled substances”.  Attorney General is changed to “Secretary of Public Health” at 21USC(13)§872  and to “Secretary at (a, b, c, e & f), 21USC(13)§872a.(a & b).  At 21USC(13)§873 after agencies is inserted “Secretary of Public Health”.  Attorney General is changed to “Secretary” at 21USC(13)§874, §875(a), §876(a & c), §877,  Drug Enforcement Administration is changed to “Drug Evaluation Agency” and after Attorney General is inserted “to be employed by the Secretary of Public Health” at 21USC(13)878(a) and after designate at (a, 5) is inserted “within the discretion of Secretary”.  Attorney General is changed to “Secretary” at 21USC(13)§880(a, 2, b, 1, 2) At  21USC(13)§881(f, 1 & 2)  before schedule I and II is inserted “Type I, II or III or”  and at (g, 1) after schedule I or II is inserted “or type I, II, or III” and Attorney General is changed to “Secretary” at (b, c, d, e, 1, D, 2, A, B, 3, 4, A, B, f, 2, g, 2, 3 and l).  The Drug Enforcement Administration is changed to Drug Evaluation Agency at 21USC(13)§883 and §886(a & b) where. Attorney General is changed to “Secretary” at (a & c).  Drug Enforcement Administration is changed to “Drug Evaluation Agency” at 21USC(13)§886a (1, a, b & c) and Attorney General to “Secretary” at (1, D).  Attorney General is changed to “Secretary” at 21USC(13)§887. Drug Enforcement Administration is changed to Drug Evaluation Agency at 21USC(13)§890.  Attorney General is changed to “Secretary” and Department of Justice to “Drug Evaluation Agency” at 21USC(13)§904.
VI. Import and Export
10.Attorney General is changed to “Secretary of Public Health” at 21USC(13)§952(a, 1) and to “Secretary” at( 2, A, B, C, b, 2, c, d, 1, 2, B, C).  A new paragraph “(f) Importation of Type II and III Pathogens are Prohibited”, is added that states, “Type I poisons and Type II and III pathogens may not be imported into the United States.  The Secretary of Public Health may apply to the Secretary of State for an exception, that will be made available to the public.  (1) In the annual application for Type I poisons he or she must explain the legitimate commercial applications of the poison, market analysis, quota and safety measures thereto.  (2) In the special application for Type II or III pathogens he or she must name the pathogen, explain the disease caused by the pathogen, the public health threat posed by the pathogen, where the disease is endemic, why US scientists want to study the pathogen, why US scientists don’t go to where the disease is endemic and could quarantine and prohibit the pathogen scientifically, what laboratories have approved applications to study the pathogen, what safety and containment methods they have in place, exactly how much of the pathogen they expect to need for their chemical analysis and what detection, anti-toxin, safety or regulatory technology of legitimate, prophylactic or medicinal merit they hope to develop.”  
11. Attorney General is changed to “Secretary of Public Health” at 21USC(13)§953 (a, 2) and “Secretary” at (1, 4, b, c, 1, 3, 4, e, 1, 2, 3, f, 2, 4, 6, 7).  A new paragraph “(g) Exports of Type II and III Pathogens Prohibited” is added that states, “The export of Type I poisons without legitimate commercial applications and Type II and III pathogens from the United States is prohibited.  The Secretary of Public Health may apply to the President of the United States for an exception, that will be made available to the public.  (1) In the case of Type I poisons the Secretary shall annually report on those poisons legitimately manufactured in the United States for export, the purchasing nations, the purchasing corporations, whether the purchasers have adequate safeguards in place, set quotas.  (A) Individuals, who have not been licensed in both the sending and receiving country for possession and legitimate use of a poison are not be permitted to cross the border in possession of poison or to use the Postal Service for the shipping of poisons.  (2) In the case of Type II and III Pathogens the Secretary shall make a special application when he or she approves of a plan to export pathogens to foreign scientists, other than the World Health Organization, for analysis.  In the application the Secretary shall name the pathogen, explain the disease caused by the pathogen, why foreign scientists want to study the pathogen, why the foreign scientists don’t come to the United States to study the pathogen where it is quarantined and prohibited against export and malevolent distribution, what nations and laboratories have approved applications to receive the pathogen, what safety and containment methods they have in place, exactly how much of the pathogen they want for the chemical analysis and what detection, anti-toxin, safety or regulatory technology of legitimate, prophylactic or medicinal merit they hope to develop.  (A) In regards to the export of pathogens to the World Health Organization, or other approved receivers, the Secretary shall annually, or when suspicions pertaining to the export of pathogens exist but are not sufficiently substantiated to justify individual prohibitive action on the part of the Secretary, report to the Secretary of State.”
           
12. Controlled is changed “psychotropic” and Attorney General is changed to “Secretary of Public Health” at 21USC(13)§954(1&2).  “Type I, II or III or” is inserted before schedule at 21USC(13)§955.  Attorney General is changed to “Secretary” in 21USC(13)§956 (a & b) and controlled is changed to “psychotropic” at (a, 1 & 2).  Attorney General is changed to “Secretary” at 21USC(13)§975 (a & b, 2), §958 (a, c, 1, 2, A, B, d, 1-6, e, f, g & i).  “Type I, II, or III or” is inserted at §959 (a).  At 21USC(13)§960 (b, 1 & 2) not less than is changed to “up to” thrice and at least to “up to” twice and the last two sentences are repealed in both; at (3) at least changed to “up to” twice and the last two sentences are repealed, at (4, A & B) not less than is changed to “up to” in both; at (d, 5) Attorney General is changed to “Secretary”.  At §960a(a) not less than twice the minimum is changed to “up to twice the” and at least to “up to”.   Attorney General is changed to “Secretary” at 21USC(13)§961. “Secretary and” is twice inserted before Attorney General at §965.  Attorney General is changed to “Secretary” at 21USC(13)§971(a, b, 1, 2, c, 1, 2, d, 1, B, C, D, 2, A, i, B, f, 1, 2, 3, g, h, 2, 3).

VII. Change of Address
13. The Drug Enforcement Administration and references to the Department of Justice shall be repealed in the indexing of Title 21 of the Code of Federal Regulations to read Drug Evaluation Agency.  In both 21CFR§1300.01 and §1300.02 (b)(2) the term Drug Enforcement Administration is changed to Drug Evaluation Agency (DEA) and at (b)(3) the term Administrator means Administrator of the Drug Evaluation Agency and the second sentence pertaining to the delegation of authority is repealed. §1301.03 requests for information on rules and §1301.13 (2) requests for forms §1301.14  applications §1301.18(c) research protocol increase requests §1301.51 modification of registration §1301.52(c)   termination of registration §1309.32  application should be sent to Registration Unit, strike - Drug Enforcement Administration, Department of Justice, Post Office – insert - Drug Evaluation Agency - Box 28083, Central Station, Washington, DC 20005.  Department of Justice repealed from the mailing addresses at §1301.52(b), §1301.71(d ), §1303.12(b&d), §1303.22.   Drug Enforcement Administration repealed from mailing address in §1304.31(a) and §1304.32(a) . Administrator, Drug Enforcement Administration, Department of Justice changed to Administrator, Drug Evaluation Agency §1301.17, §1307.03, §1307.22, §1308.25.  §1308.24 (d), §1308.32, §1308.34, §1308.43 repeal Drug Enforcement Administration, Department of Justice and insert Drug Evaluation Agency. Drug Enforcement Administration changed to Drug Evaluation Agency at 28 CFR 0.100, §1306.03(d), §1309.12(b), §1309.33(a), §1309.61, §130971(c), §1310.05 (e,2), §1310.06(d & g), §1310.21(b), §1311.08(c), §1312.13, §1312.18(b), §1312.19(b), §1312.22(a & d, 8), §1312.27(a & b, 5, iv), §1312.28(d), §1312.30, §1312.31(b), §1312.32(a), §1313.12(b, d & e), §1313.14(b), §1313.21 (b, d & e), §1313.22(e), §1313.23(b), §1313.24 conclusion, §1313.31(b), §1313.32(b), §1313.34(b), 

§1314.110(a, 1 & 2), §1316.02(b),  §1316.21(a & b),  §1316.22(b), §1316.23(a & b), §1316.24(a, b), §1316.31, §1316.45, §1316.46(a), §1316.47(a), §1316.48, §1316.72, §1316.77(a).  
VIII. Probable Cause of PTSD
14. In Title 21 of the Code of Federal Regulations §1305.13(f)  Procedure for filling DEA Forms 222 for Schedule I controlled substances states,  “(f) DEA Forms 222 submitted by registered procurement officers of the Defense Supply Center of the Defense Logistics Agency for delivery to armed services establishments within the United States may be shipped to locations other than the location printed on the DEA Form 222, and in partial shipments at different times not to exceed six months from the date of the order, as designated by the procurement officer when submitting the order.” It goes on in §1305.22 Procedure for Filling Electronic Order so that at (f) A supplier must ship the controlled substances to the registered location associated with the digital certificate used to sign the order, except as specified in paragraph (h) of this section. (h) Registered procurement officers of the Defense Supply Center of the Defense Logistics Agency may order controlled substances for delivery to armed services establishments within the United States.  These orders may be shipped to locations other than the registered location, and in partial shipments at different times not to exceed six months from the date of the order, as designated by the procurement officer when submitting the order.” Schedule I substances include a number of hallucinogens, not popular on the street, that could be responsible for the spike in suicide rates among deployed troops, as well as the mental illness aspects of Post Traumatic Stress Disorder.  Also of concern to Gulf War 

Illness sufferers are substances causing sciatica and neuromuscular pain and dysfunction as well deadly Lou Gehrig’s disease and also lock picks.  §1305.13(f) and the exception clause ending §1305.22(f) that states, “Except as specified in paragraph (h) of this section” and (h) need to be repealed.  All contracts there-under need to be terminated under 41USC(2)§101(f) to prevent improper payments and to detect and prosecute fraud and under 21CFR§1308.43.    
15.There shall be inserted (8) Afghanistan and (9) Myanmar at §1312.13(f)  pertaining to nations from whence the approved importation of narcotic raw material (opium, poppy straw, and concentrate of poppy straw) may have its source.   At §1312.13(g) the import requirement that at least 80% of the narcotic raw material in the United States shall have as its original source Indian and Turkey and, except in times of shortage, not more than 20% of raw material from Spain, France, Poland, Hungary and Australia shall be amended so that, “at least 80% of the narcotic raw material imported into the United States shall have as its original source in Afghanistan.  Except under conditions of insufficient supplies of narcotic raw materials, not more than 20% of narcotic raw materials imported into the United States annually shall have as its source, Turkey, India, Spain, France, Poland, Hungary, Australia and Myanmar.”  96% of the world’s illicit opium supply is produced in Afghanistan, three times the world’s licit demand.  Whereas the United States and the international community have invested so heavily in Afghanistan they must arrange with the Afghan government to purchase a quota of opium legitimately from the Afghan Opium Agency.  To consume the rest of the Afghan opium 

production without much trouble with the law scholars in the field of Asian opium trade recommend turning Afghanistan into something of a red light district for tourists the population, 8% of whom are involved in the opium trade, would support, to arrest the manufacturers of heroin and smugglers, like they do in the Netherlands, more than in the rest of Europe.

§319 Typesetting Toxic Substance and Drug Regulation

To extend the registration and prohibition of controlled substances by the DEA to all pathogens causing diagnosable disease used in laboratories, so that the criminal malevolence of the DEA would be directed against society’s real organized criminals from whence the high levels of vehemence against substance abuse have been diverted to the slavery of relatively harmless narcotic addicts, a new Part of DEA statute in the CFR and Type setting of substances controlled by drug regulation are drafted for both the CFR and CSA to set forth a rational regime for the registration of the possession, transfer and use of named pathogens to facilitate the control, inspection, prohibition and destruction of poisons and disease pathogens.  The new Part 1317 is as follows:

§1317.01 Scope of Part 1317

(a)Procedure for the registration, inspection and prosecution of all laboratories possessing, using, transferring, distributing and manufacturing Type II and III pathogens and for their destruction, pursuant the definitions in §1317.12 & 13 and 21USC(13)(I)(B)§815 (as amended by this Act) and the Prohibitions with Respect to Biological Weapons under 18USC(10)§175 and their Destruction under §176 of Title 18 .

(b) To put drug and disease control in perspective Typesetting extends farther than the responsibility of the DEA to cover all substances with medicinal or toxic qualities for the benefit of pharmacology and the understudy of toxicology, but the new authority of the DEA extends only to Type II and III pathogens, without further statutory authorization.       
(c) Cooperative arrangements are established with the Food and Drug Administration (FDA) under §1317.03, the Center for Disease Prevention and Control (CDC) and Agency for Toxic Substances and Disease Registry (ATSDR) under §1317.02(c), and US Patent and Trademark Office under §1317.08, to name and classify Type II and III laboratory pathogens in need of control and prohibition.  

(d) Cooperative arrangements are established with the American Association of Poison Control Centers and Office of Human Research Protection to process complaints from the public regarding exposure to laboratory pathogens in the community under §1317.04. 

§1317.02 Epidemiologic Statistical Studies

(a)The existing system of control of laboratory pathogens is reliant entirely upon epidemiologic statistics pertaining to the incidence of disease under geographic or institutional control.  The theory is that disease is caused by exposure to a pathogen.  When there is a statistically rise or disparity in the rates of a diagnosable disease the epidemiologist seeks to eliminate the source of the pathogen.  In contemporary society, where there is adequate control of environmental toxins, the source of deadly and disabling disease are usually leaks from animal laboratories.  The names of the pathogens of most concern are however protected by a conspiracy of silence in the peer reviewed literature that is hereby classified as conspiracy in violation of 21USC(13)(ID)§846 and 841(b, 6), as amended.  

(b) The confidentiality of statistical research must be enforced. The commonly used term “epidemiologic surveillance” is easily abused to finance the malevolent distribution of pathogens.  Whereby the DEA and registrants shall assure the confidentiality of patients, human research subjects and the personally identifying information of all humans vulnerable to victimization by biological experimentation pursuant to the discretion of the Secretary under 21USC(13)IE§872(c) to pay witnesses, condone the use of the term “epidemiologic statistical study” and suspect the term “epidemiologic surveillance” of abuse of power. 

(c) When registering any new pathogen under §1317.05 the DEA will commission an epidemiologic statistical study of the incidence of the disease, disorder or condition caused by the pathogen from the ATSDR.  The report from ATSDR shall show, 

(1) Contemporary understanding of the toxicology of the pathogen.

(2) National associations specializing in the treatment of the disease, disorder or condition caused by the pathogen. 

(3) Total number of reported incidences of the disease, disorder or condition in the United States over time.

(4) Regional disparities in the incidence of the disease, disorder or condition, particularly in the jurisdiction of the registrant.   

(d) When inspecting a registrant under §1317.06 the DEA shall commission an epidemiologic statistical study on the local and institutional incidence of the disease. 

(e) The first report shall be a thorough statistical analysis of the incidences of mental illness that could be caused by involuntary exposure or overexposure to Schedule I hallucinogens for which the Administrator sets production quotas.  The more malevolent hallucinogens are due consideration for Typesetting and control as Type III pathogens under §1317.13.  

(f) In producing their epidemiologic reports the Administration shall not perform or authorize any human or animal toxicological experimentation but shall instead solicit for toxicological and statistical information and the voluntary testimony of people regarding their written accounts of exposure to toxic substances and any documented forensic evidence or discriminatory lack thereof. 

(g) After dissemination pursuant to §1317.10 research on the DEA website, shall link the name of diseases to the name of the pathogens that cause it and the name of the pathogens to registered manufacturers, distributors, possessors and users.  

§1317.03 DEA Arm of the Food and Drug Administration

(a)The DEA shall be responsible to the Commissioner of the Food and Drug Administration (FDA), the Food, Drug and Cosmetic Act and Title 21 of the Code of Federal Regulations.  The Commissioner shall recommend the Administrator and senior officials of the DEA for the nomination of the President.  The Commissioner of the FDA or Secretary may dismiss an Administrator or any DEA agent for probable cause. 

(b) The DEA shall continue to be co-operate with the Attorney General in regards to their certification to carry firearms, make arrests and prosecute felonies under 21USC(13)IE§878.  Although DEA Agents are employees of the Secretary they shall not fail to prosecute organized crime, fraud and abuse of power concerning controlled substances or the laws of the United States or nations, within either Department.  The most desirable trait in DEA agents shall be their prosecution of violations under Title 21 of the Code of Federal Regulations and United States Code in the best interest of the public health of the United States and United Nations.

(c) Although the DEA is charged with registering the possession, transfer and use of all pathogens within the Public Health Service, their approved programs, all laboratories licensed in the United States, or licensed to do business with the United States, the DEA shall never possess any pathogens.

(d) All pathogens or other bio-hazardous materials subjected forfeiture to the United States under 21USC(13)IE§881(a) by order of the DEA, or any other federal, state or local law enforcement officer or Court, shall be seized by a hazardous material handler licensed by the Department of Public Health.  The DEA shall witness and document the secure storage of the controlled substances during proceedings, if any, and destruction of such controlled substances under 18USC(10)§176 and 21USC(13)IE§881(f).  

(e) The DEA Controlled Substance Code Number system may be adapted by statute to any type of controlled substance.  Under existing law cooperation between the DEA and the FDA is exclusively along the lines of registering the manufacturers and distributors of all narcotic and hallucinogenic drugs under the Schedules I-V adapted at 21USC(13)IB§812 and Part 1308 of Title 21 of the Code of Federal Regulations from the International Convention on Psychotropic Substances of 1971.  Under this law the DEA Controlled Substance Code number system shall be adapted to regulate the manufacture, distribution, possession and destruction of Type I and II pathogens defined at 21USC(13)IB§815 and in this Part.  

(1)The FDA shall cooperate with the DEA by requiring all bio-medical research laboratories possessing pathogens within the United States to annually register their entire inventories of pathogens with the DEA under 21USC(13)IC§822 thereafter all new manufacture, acquisition, transfer, use and destruction of pathogens must be registered with the DEA.

§1317.04 Human Research Protection of the Poison Control Centers

(a)To better protect the population against being involuntarily subjected to biomedical research pathogens diverted from their intended for use in animal toxicology studies, or adapted for use there from, or other laboratory pathogen, the American Association and regional Poison Control Centers shall be informed by the DEA of all manufacture, distribution, possession and use of investigational pathogens in laboratories in their respective jurisdictions.  

(1)The Poison Control Centers shall have observational access to the registration database and shall receive a 33% share of all license fees under §1317.05(d)

(2) The Poison Control Centers shall personally inspect the documentation and security of all laboratories manufacturing, distributing, possessing and using pathogens registered with the DEA pursuant to 21USC(13)IE§880.

(3) The Poison Control Center shall send one copy of their inspection report to the Institutional Ethics Committee of the laboratory, if any, and one copy of their inspection report to the office of the DEA that registered the manufacture, possession or use of the controlled substance(s). 

(4)If consent to inspect the laboratory is denied, the Poison Control Center shall inform the Institutional Ethics Committee, if any, and the DEA of probable cause for an inspection warrant under 21ISC(13)IE§880(d).  

(b) Institutional Ethics Committees authorized under Title 45 of the Code of Federal Regulations Part 46 shall not be subjected to any regulation by the DEA whereas their independent judgment pertaining to the ethics of human research projects undertaken by the institution or institutions that employs them, must be protected.  Under this section however Institutional Ethics Committees shall take responsibility for the mockery of the IRB in their authorizing statute and shall inventory all pathogens in their institutions in cooperation with the regional Poison Control Centers in accordance with (a)(3) above.  This section shall help Institutional Ethics Committees to prevent grave breaches of human research protection involving leaks of hazardous pathogens from laboratories in their institution, where there is no informed consent.    

(1)In reward for materially complying with their Institutional Ethics Committee and Poison Control Centers in regards to their inventories of pathogens institutional laboratories will be annually entitled to a highly reduced “institutional” license fee.  For the purpose of granting an institutional discount the DEA shall verify that the Institutional Ethics Committee is authorized by the Office of Human Research Protection (OHRP). 

(c) Once inspection has confirmed the control of DEA registered laboratories, and the American Association is statistically prepared, the regional Poison Control Centers shall take calls from the public in regards to their suspected exposure to laboratory pathogens and investigate those reports.

(1)Registrants shall respect the order of the Poison Control Center or Institutional Ethics Committees, to destroy their stockpiles of any pathogen and document their compliance to the DEA.

(2) If the laboratory wishes to contest the order to destroy a pathogen the pathogen or other bio-hazardous materials shall be considered subjected to the forfeiture to the United States under 21USC(13)IE§881(a) by order of the DEA, and shall be seized by a hazardous material handler licensed by the Department of Public Health.  The DEA shall witness and document the secure storage of the controlled substances during proceedings, if any, and destruction of such controlled substances under 18USC(10)§176 and 21USC(13)IE§881(f).  The DEA shall never possess any pathogens. 

§1317.05 New Registration and Annual Renewal

(a)Every laboratory who manufactures, distributes, possesses or uses any Type II or III controlled substance or who proposes to engage in the manufacture, distribute, possess or use of any controlled substance shall obtain a registration from the DEA.  If an institution or corporation has more than one laboratory each laboratory must register, but they shall be filed together under the name of the institution or corporation, and provided they have an Institutional Ethics Committee approved by the Office of Human Research Protection (OHRP) shall be entitled to a discount institutional rate.

(b) To protect DEA staff against exposure all registration and orders shall be done electronically, over a secure Internet connection.  Digital signatures shall be required.  After a form is filled out the computer shall generate an easily printable receipt of all the information in the form.  Payment will also be taken online.  An application will not be processed without payment.  The registrant is required to print out at least one copy for their records.  Not to burden the proof with tampered evidence DEA records should be particularly secure.  The DEA is liable to ensure that all their law enforcement activities are lawful and that the premises and people and computers of the laboratory and central DEA computer program are free of malevolent searches and tampering under 21USC(13)§885(d).

(c) The initial application for DEA registration account must include: 

(1)Investigator: 

(i)Name, address of laboratory, and DEA registration number; if any.

(ii) Email address, telephone number

(iii) Institutional affiliation.

(iv) Qualifications, including a curriculum vitae and an appropriate bibliography (list of publications).
(2) Research project:

(i) Title of project.

(ii) Statement of the purpose.

(iii) Name of the controlled substance or substances involved, whether they manufacture it on site, and the amount of each needed.

(iv) Disease, disorder or condition caused by the pathogen.

(v) Description of the research to be conducted, including the number and species of research subjects, the dosage to be administered, the route and method of administration, and

the duration of the project.

(vi) Location where the research will be conducted.

(vii) Statement of the security provisions for storing the controlled substances (in accordance with §1301.75) and for dispensing the controlled substances in order to prevent diversion.

(3) Authority:

(i)Institutional approval.

(ii) Applicable federal, state and local laws and licenses.

(ii) Approval of a Human Research Committee for human studies and certification in research not intended for humans.

(iii) Indication of an approved active Notice of Claimed Investigational Exemption for a New Drug (number).

(iv) Indication of an approved funded grant (number), if any.

(v) If the investigator desires to manufacture, export or import any Type II or III controlled substance for distribution a statement of the quantity to be manufactured or imported and the sources of the chemicals to be used or the substance to be imported the investigator may pay for the registration but must be approved by both the Secretary of Public Health and Secretary of State before beginning to engage in the activity.

(d) Prohibitive Cost

(1) Each registration for authorization to acquire, manufacture or purchase to possess and use a justified quantity of one Type III pathogen, for one year, costs $5,000

(2) Each registration for authorization to acquire, manufacture or purchase to possess and use a justified quantity of one Type II pathogen, for one year, costs $10,000

(3) Each registration for authorization to distribute a justified quantity of one Type III pathogen, for one year, costs $25,000

(4) Each registration for authorization to distribute a justified quantity of one Type II pathogen, for one year, costs $50,000

(5) Each registration for authorization to manufacture and distribute a justified quantity of one Type III pathogen, for one year, costs $50,000

(6) Each registration for authorization to manufacture and distribute a justified quantity of one Type II pathogen, for one year, costs $100,000    

(7) Each registration for an institution with an OHRP approved Human Research Board, other than for manufacture and distribution, shall be half the price.

(i) 33% of filing fees go to the regional Poison Control Center who shall also inspect the facility.

(ii) 33% of filing fees shall be put in a victim/witness/independent prohibition authors and hazardous material destruction fund. 

(iii) 33% of filing fees shall go to finance the diversion control operations of DEA. 

(e) Applications submitted for filing are dated upon receipt. Applications failing to comply with the requirements will not generally be accepted for filing. In the case of minor defects as to completeness, the Administrator may accept the application for filing with a request to the applicant for additional information. A defective application will be returned to the applicant within 10 days following its receipt with a statement of the reason for not accepting the application for filing.  If found to be complete, the application will be filed with the ATSDR for toxicological and epidemiologic analysis.  Provided these are not novel substances, when the DEA possesses official government toxicological and epidemiologic information regarding all the pathogens in question an inspector shall be dispatched.  If they are novel substances the laboratory will also be required to pay for a patent pursuant to §1317.08 and the DEA shall issue the substance a DEA Controlled Substance Number when the substance is sufficiently understood.  Once background information is found to be complete and filed the DEA inspector shall call upon the laboratory to conduct an inspection.  Registration will not be granted unless the DEA inspector feels the documentation and security of the laboratory are sufficient to contain the pathogen and the proposed research is morally justified.  The DEA inspector will not accept any bribes or gifts. 

§1317.06 Inspection

(a)The inspector shall be a salaried employee of the DEA.  The inspector shall have a post-graduate degree in toxicology, pharmacy, chemistry, public health, or medicine and laboratory experience sufficient to verify the veracity of normal scientific inventory claims.  The inspector shall be versed in medical ethics, human rights, federal, state and local law pertaining bio-medical research laboratories and bio-hazardous material in his or her jurisdiction.  The inspector shall be trained and certified by the Attorney General to make arrests and to bear firearms.  During the course of a normal inspection the inspector shall not bear firearms or handcuffs.  Authority to inspect controlled premises of laboratories comes from the Secretary of Public Health (formerly the Secretary of Health and Human Services) under 21USC(13)IE§880

(1)It is forbidden to give a DEA inspector any bribes or gifts or to intimidate them or their family or commit acts of violence against them.

(2) The inspector shall be in perfect health, entitled to up to 20 sick days a year, eligible for transfer to another position or disability or retirement benefits.  

(3) Should the inspector fall ill the laboratories inspected over the past two or three days will be re-inspected.

(4)The inspector shall be clean and polite.

(b) The inspector must be permitted, upon furnishing appropriate credentials and a written notice of inspection to enter the controlled premises of the laboratory for the purposes of: 

(1)Inspecting, copying, and verifying the correctness of records, reports, or other documents required to be kept.

(2) Inspecting, within reasonable limits and in a reasonable manner prescribed by guided tour of the principal investigator or knowledgeable staff, the controlled premises and all 

pertinent equipment, finished and unfinished pathogens, finished or unfinished drugs, listed chemicals, and other substances or materials, containers, and labeling found therein and the wellbeing and treatment of any animal laboratory animals.

(3) Questioning knowledgeable staff regarding the operations of the laboratory, the records, equipment, treatment and inventory.

(4)In most circumstances the inspector will call to schedule an appointment.  Usually the inspector wishes to interview the principal investigator or staff or for their guided tour, in 

which case he or she shall call before he comes. Inspections are however at the leisure of the inspector, on the receipt of a confidential complaint, or on a semi-annual basis.     

(c) Within a reasonable time after the inspection has been complete, not to exceed one week, the inspector shall prepare an inspection report.  If the inspector finds the stockpile of pathogens is too large or all or part of the experiment is unethical or otherwise unjustified or makes any other finding with which the laboratory must materially comply, the laboratory shall have to comply with the directives to limit their use of pathogens, for the continuing approval of their registration.  The inspector shall return after a reasonable time to verify compliance with the order.  If the inspector decides to deny or revoke an authorization for the possession of pathogens the laboratory must request hearing within 20 days under §1316.47.  If the registrant decides to withdraw their application and is verified to have destroyed their pathogens, the initial filing fee or remainder of the year’s registration shall be returned.  If the registrant decides to appeal they shall be responsible for the cost of the entire of the year if they must be ordered to destroy their stockpiles.  If the registrant wishes to contest a negative decision of the DEA in Court the pathogens shall be seized by a licensed a hazardous materials handler employed at the expense of the DEA, for the duration of Court proceedings.  If the Court decides against the Registrant they shall be liable for $25,000 court costs.

(d) If the inspector determines that the laboratory is involved in grave violations of the Controlled Substances Act, the Registrants shall be tried for felony upon conviction of which will warrant their suspension under 21USC(13)IC§824 and prosecution under Prohibitions with Respect to Biological Weapons under 18USC(10)§175 and their Destruction under §176 of Title 18.

§1317.07 Initial Inventory

(a)The initial inventory filings to the DEA will be voluminous.  Within three months from the passage of this Act all licensed bio-medical research laboratories possessing pathogens capable of causing deadly or disabling disease shall either destroy their pathogens or be required to file for and pay the registration fees for their entire inventories.  Failure to either destroy their pathogens or pay the filing fee for pathogens within their possession or control, after three months will result in a reasonable fine not to exceed $250,000 for simple possession under Prohibitions with Respect to Biological Weapons under 18USC(10)§175 to pay for their Destruction under §176 of Title 18.

(b) To process the applications the first thing that must be developed in cooperation with ATSDR and the FDA is a computer program to accept applications and payment under 

§1317.05 and to monitor all subsequent transfers of pathogens between Registrants.

(c) The initial workload will be divided geographically and into months.  Application fees will provide money to hire new toxicologists and will provide technical and within one 

year all Registrants should be inspected and those Registrants who are approved authorized.  Stockpiles of deadly and disabling pathogens in the United States should be dramatically depleted.  The DEA Diversion Control website should have a fairly comprehensive list of pathogens with DEA Controlled Substance Numbers indexed to the disease they cause and Registrants manufacturing, distributing and possessing those pathogens searchable by pathogen, geographic area, name of Registrant and . 

(c) The DEA will be required to report on their operations and prosecutions lowering national and regional levels of laboratory pathogens and corresponding impact on epidemiology, as available, under this Part one year after the implementation of this program and every year thereafter, when it should be possible to gauge epidemiologic progress under the existing two year delay on mortality statistics.   

§1317.08 Patent Cooperation

(a)The DEA shall cooperate with the US Patent and Trademark Office (USPTO) to inform the scientific community and public of the names, and chemical formulas or physical composition of pathogens, to facilitate their control and the development of detection, anti-dote, prohibition and elimination technology.  

(1)The application must include the name of the pathogen; the chemical formula or material composition of the pathogen; the disease or pathogenesis it causes; the threat it poses to public health; method of manufacture, acquisition or purchase (mail order catalogues and formulary books of pathogens should be attached), method of control and containment, method of destruction, neutralization or disposal; plan for the elimination, control or limitation on the legitimate medical research uses of the pathogen; and any confidentiality or security concerns the scientists wishes the Patent Office to honor.   

(b)The DEA shall receive pathogen patent applications under §1308.43 as they pertain to Typesetting decisions under §1317.10 and mostly to the granting of DEA Controlled Substance Numbers to pathogens being put under control.  

(1) The USPTO shall devise a special patent classification number for pathogens 

(c) Designation as a weapon by the government under 35USCIII(27)§267 is insufficient whereas biological weapons are prohibited pursuant to 18USC(10)I§175.  In regards to pathogens it is not the substance that is useful but the patent, in eliminating the substance. The DEA Controlled Substances Number and registration system promises to give pathogens the process of control and prohibition they are due.  The patent system offers to promote the development of detection, containment and anti-toxin technology for a reasonable fee under 35USC(I)(4)§41.  

(c) When the DEA receives patent applications from Registrants or non registrants with novel pathogens the first thing the DEA shall do is request the Registrant to either destroy the pathogen or pay a registration fee for its possession under §1317.05.  Regardless of whether or not applicant pays the registration fee the DEA shall consult with the toxicologists of the ATSDR and Secretary of Public Health (HHS) for corroborating toxicology and epidemiologic reports.  Within three months, but not longer than three years, the DEA will determine whether of not to grant the pathogen a DEA Controlled Substances Number.  The applicant will be informed of the decision and consulted in regards to future control efforts, if this is agreeable. 

§1317.10 Type Setting

Also published at 21USC(13)IB§815

(a)When determining whether or not to grant a DEA Controlled Substances Number under §1308.43 the Administrator of the DEA, in consultation with the Secretary, shall primarily decide whether the risk of abuse posed by a laboratory pathogen qualifies as a Type II deadly pathogen or III disabling pathogen.  The Administrator shall also make decisions under §1308.43 whether commonly prescribed drugs, such as chemotherapy, qualify as Type IV hard “drugs” and whether certain hallucinogens in Schedule I qualify as Type III for their particularly high risk of mental illness and should be prohibited from circulation by Registrants under the Convention on Psychotropic Convention.

(b) When the Administrator receives an application for a novel controlled substance whether by patent application or Registrant the Administrator shall send the information with a Request for Toxicology and Epidemiology Corroboration to the FDA who may consult with the Chemical Weapons Convention Implementation Assistance Program, ATSDR or National Select Agent Registry of the Secretary of Public Health (HHS) and Secretary of State.

(1)The FDA shall respond to the DEA with either a Response Corroborating the Toxicity and Theoretical Epidemiology of a Pathogen and Directives on Typesetting and Control, 

within one month, or a Request for Extension of Time. 

(c) The FDA shall set the Type for a pathogen in accordance with the decision of the FDA and report the decision for publication in the Federal Register.  

(1)All federal bio-medical research grantees shall be notified of the Type setting for a particular pathogen and within three months all manufacturers, distributors, possessors and users shall be expected to either destroy the pathogens within their possession and control or file and pay for Registration.  

Type I Poison 
§1317.11 Type I Poisons
(a) All poisons and compounds deadly to human and animals shall be listed in Type I.  
(b) Type I shall consist of those poisons, or deadly compounds, by whatever official name, common or usual name and brand name designated.  The list shall be compiled by credible science in cooperation with the Chemical Weapons Convention Implementation Program as follows:
Type II Deadly Pathogens

§1317.12 Type II Deadly Pathogens
(a)Each controlled substance is assigned the DEA Controlled Substances Code Number set forth opposite it.  All toxins, bacteria, viruses and pathogens known to toxicology to cause a diagnosable, deadly, disease, such as AIDS, atherosclerosis, Alzheimer’s, cancer, diabetes, etc., in humans or animals shall be listed in Type II.

(1)Permits for Type II pathogens shall be issued only to authorized chemical analysts for developing detection, anti-dote or safety technology and all applicable local, state and federal law. 
(b) Type II shall consist of those toxins, bacteria, viruses and pathogens, known to toxicology to cause deadly disease in humans or animals, by whatever official name, common or usual name or brand name designated and the disease or condition they cause.  The list shall be compiled by credible science in cooperation with the Agency for Toxic Substances and Disease Registry with particular attention to the pathogens used in academic animal toxicology studies, as follows: 
(1)HIV Human Immunodeficiency Virus causes AIDS Acquired Immunodeficiency Syndrome.   
(2)H(1-16)N(1-8) cause Influenza A
Type III Disabling Pathogens
§1317.13 Type III Disabling Pathogens
(a)Each controlled substance is assigned the DEA Controlled Substances Code Number set forth opposite it.  All toxins, bacteria, viruses and pathogens known to toxicology to cause a diagnosable, painful and/or debilitating, disease or disability, other than deadly, such back pain, knee pain, irritable bowel syndrome, migraines, paranoid schizophrenia, depression, arthritis, etc., shall be listed in Type III.
(1)Permits for Type III pathogens shall be issued only to authorized chemical analysts for developing detection, anti-dote or safety technology in accordance with all applicable local, state and federal law.
 
(b) Type III shall consist of those toxins, bacteria, viruses and pathogens, known to toxicology to cause painful and/or debilitating disease or disability in humans or animals, by whatever official name, common or usual name or brand name designated and the disease or condition they cause.  The list shall be compiled by credible science in cooperation with the Agency for Toxic Substances and Disease Registry, Secretary of HHS and Administrator of the UDSA, with particular attention to the pathogens used in academic animal and human toxicology studies, as follows:   
Type IV Chemotherapy and Hard Drugs
§1317.14 Type IV Chemotherapy and Hard Drugs
(a)Each controlled substance is assigned the DEA Controlled Substances Code Number and an FDA National Drug Code (NDC) set forth opposite it.  All controlled substances 

considered to be therapeutic “drugs” but known to pharmacology for their particularly high potential for abuse as the result of dangerous or debilitating side effects or addiction or otherwise subjected to heightened regulation shall be listed in Schedule IV.
(1)Quotas for Schedule IV drugs shall be set in accordance with the Controlled Substances Act and projected legitimate demand.
(2) A prescription for a controlled substance must be issued for a legitimate medical purpose by an individual practitioner acting in the usual course of his professional practice under §1306.04 or is specially registered to administer narcotic maintenance of detoxification treatment under §1306.07 or to administer chemo-therapy that should be subjected to extra regulation.  
(b) Type IV shall consist of therapeutic “drugs” with a high potential for abuse as the result of harmful side-effects, mental illness, or addiction such as chemotherapy, heroin, 

cocaine, crack cocaine, methamphetamine, LSD, gamma-hydroxybutyric acid etc. by whatever official name, common or usual name or brand name designated, that are for good reason or government inability to remove, in circulation and consumed as drugs.  The list shall be compiled by credible science in cooperation with the Food and Drugs Administration, as follows:
Type V Prescription Drugs
§1308.08 Type V Prescription Drugs
(a)Each controlled substance is assigned a DEA Controlled Substances Code Number and a  FDA National Drug Code (NDC).  All controlled substances considered to be prescription drugs shall not have any special hazards, such as extraordinarily debilitating or dangerous side effects or a high risk of dependency, or otherwise not subjected to extra regulation or prohibition shall be listed in Type V.
(1)A prescription for a controlled substance may be issued only by an individual practitioner authorized to dispense controlled substances in the jurisdiction in which they practice under §1306.03.  
(2) A prescription for a controlled substance to be effective must be issued for a legitimate medical purpose by an individual practitioner acting in the usual course of his professional practice under §1306.04.  
(3) A prescription for a controlled substance may only be filled by a pharmacist, acting in the usual course of his professional practice and either registered individually or employed in a registered pharmacy, a registered central fill pharmacy, or registered institutional practitioner under §1306.06.
(b) Type V shall consist of all prescription drugs listed in the FDA National Drug Code (NCD) without a particularly high risk of abuse.  There are too many to list herein.  Due 

process is for the patient, physician and pharmacist to evaluate them with particular concern for potential adverse drug reactions warned about in the warning label or in combination with other drugs being taken or particular to that person.  
(1)When drugs are found to be particularly dangerous the policy is to recall them, or if the therapeutic benefits cannot be found in other safer drugs or consumer demand is too strong, to move them to Schedule IV for heightened regulation and when drugs are found to be particularly useful and harmless to move them to Schedule VI so they can be sold over the counter.

(c) In 2003 there were 17 therapeutic classes of prescription drugs.  These classes in order of sales are (1) Antidepressants (SSRIs, SNRIs) (2) Anti-hyperlipidemics (Statins) (3) 

Anti-ulcerants (Proton-pump inhibitors) (4) Anti-hypertensives (ARBs, ACE inhibitors) (5) Antibiotics (Broad- and medium-spectrum) (6) Diabetes Therapies (Oral, injectible) 

(8)Anti-arthritics (COX-2 inhibitors) (8) Antipsychotics (9) Antihistamines (Oral) (10) Neurological Drugs (For seizures or pain) (11) Other Vascular Drugs (Calcium- or beta-

blockers) (12) Anti-asthmatics (13) Aalgesics (Non-narcotic) (14) Bone Density Regulators (15) Oral Contraceptives (16) Anti-allergy Drugs (Nasal steroids) (17) Analeptics (ADHD treatments)

Type VI Over-the-Counter Drugs
§1308.09 Type VI Over-the-Counter Drugs
(a)Type VI shall consist of the over-the-counter drugs and other substances, by whatever official name, common or usual name, chemical name, or brand name designated to be safe for use without a prescription.
(1)Regulations on the format and content requirements for nonprescription drug product labeling are contained in 21 CFR 201.66.
(b) Type VI shall consist of all drugs and controlled substances approve for over-the-counter including those listed in §1308.15 that has contain trace amounts of drugs controlled under the International Convention on Psychotropic Substances. There are too many for any but the FDA to list.
Type VII Alcohol, Tobacco, Marijuana and Opium
§1308.10 Type VII Alcohol, Tobacco, Marijuana, Coca and Opium





(a)Type VII is for popular recreational drugs sold to adults legally although they are highly addictive in the case of tobacco and impairing and sometimes addictive in the case of alcohol, or are cultivated plants with mildly hallucinogenic or analgesic properties from whence a large number of pharmaceutical drugs are manufactured.  They are all mildly addictive and are sold illegally, although several states have passed medical marijuana laws.  Marijuana, coca and opium have DEA Controlled Substances Code Numbers.
(1)Alcohol has been brewed for thousands of years and in the United States it is legally sold only to people over the age of 21 in most counties.  Tobacco was smoked by native 

Americans and today around 25% of the world population smokes, in the United States it is legally only to people over the age of 18.
(2)Although there are no known fatalities from marijuana and it is attributed with a number of medicinal qualities, for which reason many states have legalized medical marijuana and have considered.  In defiance of common sense marijuana is considered a Schedule I Substance for the purpose of import and export under the International Convention on Psychotropic Substances at §1308.11
(3) Coca leaf and Opium are plant products listed as Schedule II Substance for the purpose of import and export under the International Convention on Psychotropic Substances at §1308.12.  Coca and opium grow primarily in the Andes and the so-called Golden Triangle and Golden Crescent in Asia, respectively.  An extensive pharmacopeia of narcotic analgesic and anesthetic drugs of varying strength are manufactured from coca leaves and opium poppy straw or opium gum, including several illicit hard drugs – heroin, cocaine and crack.  Coca leaf is a mild stimulant and opium a mild analgesic.  The natural forms might be more therapeutic and cost effective than their derivatives, but are not traditional to American culture, and are prohibited.   
Type VIII Tea, Coffee and Stimulating Beverages (reserved)
Type IX Endangered Species, Toxic Plants and Animals (reserved)
Type X Medicinal Herbs, Dietary Supplements, Vitamins & Minerals (reserved)
Art. 14 Drug Policy

§320 Comprehensive Drug Policy 

A. The general obligation of drug policy is to limit exclusively to medical and scientific purposes the production, manufacture, export, import, distribution of, trade in, use and possession of drugs.  The goal is simple: Inspire informed conversations between patients and physicians about healthcare, disease prevention and the medicines that might help treat or cure illness.  Unless there was substantial proof that a substance was harmful, it should remain uncontrolled.  Parties are to take all practical measures for the prevention of abuse of psychotropic substances and for the early identification, treatment, education, after-care, rehabilitation and social reintegration of the persons involved.

B. The pharmacist is a health professional who is the expert on medicines.  Pharmacists are also given the responsibility to help people to maintain good health, to avoid ill health and, where medication is appropriate, to promote the rational use of medicines and to assist patients to acquire, and gain maximum therapeutic benefit from, their medicines. Pharmacists are responsible for maintaining vigilance that the supply of medicines and medical devices for patient self-care is sufficient and are that drugs are not counterfeit or substandard and that prescriptions are not given in error by a physician, causing an adverse reaction with other medication, in excess, or causing the individual side effects. 

C. Physicians have recognized for years that individuals respond differently to medicines. may have to try several different products before finding the right treatment. In providing high quality medical care, safety monitoring of personalized medicine is essential to the ongoing effective use of medicines.  Pharmacovigilance is the science and activities relating to the detection, assessment, understanding and prevention of adverse affects or any other possible drug-related problems. In 2003 it was estimated that in the United States the number of people having in-hospital, adverse drug reactions (ADR) to prescribed medicine was 2.2 million of which 106,000 are fatal.

D. During the 20th century average life expectancy in developed countries increased by over 20 years. A significant part of this improvement can be attributed to pharmaceutical innovation. Life expectancy in the United States hit an all-time high this 2006 at 77.6 years.  New medicines are attributed to have generated 40 percent of the two-year gain in life expectancy achieved in 52 countries between 1986 and 2000.  This increase in life expectancy has however made little progress in Sub-Saharan Africa and Afghanistan. The HIV/AIDS crisis and many wars have caused life expectancy to go down in the past 50 years in these least developed nations.  It has become a primary objective of the pharmaceutical industry to reverse these downward trends by ensuring that everyone is entitled to life saving treatment regardless of if they can pay or where they live.   

E. A total of 3.6 billion prescriptions were filled in the United States between October 2004 and September 2005.  Total US pharmaceutical sales in 2005 were estimated at $250 billion.  66.4% of these sales were domestic.  It can be estimated that the gross aggregate global sale of pharmaceutical drugs is probably greater than $500 billion from 10 billion prescriptions.  In 2003 the US biopharmaceutical sector was responsible for $63.9 billion in direct output, $38.8 billion of which was for research and development in 2004, and employed over 450,000 people across the U.S, 82,000 in research and development.  $23.6 billion in taxes are attributed to the pharmaceutical industry, $6.4 billion of which were corporate taxes.  In July 2005, the ratio of generic/brand share of market by volume (weighted average) was 54/46. In 2006, it is estimated to be 58/42. 

F. The medical use of narcotic drugs continues to be indispensable for the relief of pain and suffering, adequate provision must be made to ensure the availability of narcotic drugs for such purposes yet addiction to narcotic drugs constitutes a serious evil for the mental health of the individual that is fraught with social and economic danger to mankind.  In general psychotropic drugs abuse tends to cause a state of dependence, and central nervous system stimulation or depression, resulting in hallucinations or disturbances in motor function or thinking or behavior or perception or mood. Addicts have a tendency to become psychotic when they quit their drug and should be made aware of the symptoms of mental illness and the danger of drug addiction, before they suffer the withdrawal.  Furthermore the forced deprivation of addictive drugs constitutes a mild form of torture, hypothetically in the best interest of the patient. The Schedules of Psychotropic Substances however need to be reviewed for the recall and punishment of the torturers abusing the pathogen(s) intentionally causing serious mental illness.  
G. In 2000 180 million people worldwide - 4.2% of people aged 15 years and above - were consuming illicit drugs in the late 1990s; this figure includes 144 million consuming cannabis, 29 million people consuming amphetamine type stimulants, 14 million people taking cocaine and 13 million people abusing opiates, 9 million of whom were addicted to heroin.  In 2000 the international trade in illicit drugs was estimated at $400 billion.  .  Profits are reported to be so inflated that profitability of the illicit drug trade would be affected only if 75% of such shipments were intercepted.  Current efforts only intercept an estimated 13% of heroin shipments and 28%-40% of cocaine shipments.  In 1999, the estimated worldwide production of opium reached a record of 5,778 metric tons derived from 217,000 hectares of poppy. Estimated global production of coca-leaf mounted to 290,000 metric tons from 183,000 hectares of coca.    

H. In 2000, U.S. citizens are consistently the largest consumers spending an estimated total of $64.8 billion of illicit drugs - $36 billion on cocaine, $10 billion on heroin, $5.4 billion on methamphetamine, $11 billion on marijuana, and $2.4 billion on other substances.  Estimating 20 million monthly drug users. This means that the average user spent $3,240 on illicit drugs annually, $270 a month.  However as a per capita expense drug consumption costs only $216 annually, $18 a month. Approximately 260 metric tons of cocaine and 13.3 metric tons of heroin were consumed by U.S. drug users during 2000.  An estimated 3,000 people died from overdoses of illicit drugs, other than marijuana.   Taking into consideration that the “cure” of prison is far worse than the “ill” of psychotropic drug addiction one must take steps to safeguard the rights and freedoms of responsible drug consumers and suppliers.

I. In 1981 there were only 503,586 prisoners in the United States. As the result of mandatory minimum sentencing legislation in the 1980s and 90s, that forced the judiciary to unfairly target drug offenders, the US prison population increased 357.9% between 1980 and 2002 at an average annual growth rate of 3.6%, in 2004 it was estimated that there were more than 2.1 million people were behind bars.  It can be estimated that there are now 500,000 drug offenders in some form of penal institution who are entitled to release.  Drug courts are an innovative approach to helping drug offenders achieve a drug- and crime-free life.  Drug courts have been developed to use the power of the courts and the support of family, friends, and counselors to bring people from prison to the path of recovery and to help them achieve drug free lives.  People are encouraged to use the mental institution relative release order request (MIRROR) form, or a derivative, to contract from a penal institution to a non-profit agency specialized in substances abuse treatment, probation and parole, in the community. 

J. Total Andean cocaine production (currently estimated at 640 metric tons) has dropped nearly 30 percent (260 metric tons) since its peak of 900 metric tons in 2001. To end 30 years of civil and foreign military intervention the Andean Community must establish a Regional Narcotic Agency under Art. 23&24 of the Single Convention on Narcotic Drugs to regulate the cultivation and distribution of coca and opium to supply the quotas of international and national pharmaceutical markets.  Taxes levied with respect to domestic sales and import export income would fund Andean Indigenous Democracy.  The US to stop their Aerial eradication efforts that sprayed more than 130,000 hectares of coca in Columbia, more than was actually cultivated.  Between 2003 and 2004, seizures of cocaine in the Andean region increased by 28 percent to reach 157 metric tons. 95 percent of the Andean cocaine seizures took place in Colombia. In 2004 the Andes produced $860 million in farm value coca.  The US spent an equivalent amount on eradication programs.  There is clearly a legitimate international demand for coca for such drugs as Novocain.  National governments can legalize drugs that are culturally normal and it is important that these Andean nations regulate the cultivation of coca for the benefit of the health and welfare of the people in these high altitude countries and capitalize upon the legitimate pharmaceutical market, to invest in the indigenous.
K. Afghanistan must make peace with the legitimate opium trade of the pharmaceutical industry and open up a red light district in their nation for the legal consumption of opium under Arts 23&24 of the Single Convention on Narcotic Drugs so that the International Narcotics Control Board would grant the nation 75% of the global opium market demand.  Nearly 7,000 tonnes of opium are harvested annually worldwide, 6,500 in Afghanistan. Legitimate global demand for opium, poppy straw and concentrate can be estimated at 3,000 tonnes.  In 2000 the Taliban prohibited opium and production went down from 5,000 tonnes to 500.  Since the suicide attacks of 9-11 and NATO invasion opium production has increased to 6,5000 tonnes, 96% of illicit cultivation.  To make peace reduce opium dependency gradually and peacefully the United States should eliminate their embargo of Afghan opium and grant the nation a 80% share of the import quota an estimated 1.5 million kg that could be purchased from local growers by the National Opium Agency for $500 a kg for $750,000,000 total.  Afghanistan would sell the opium at a 5 time mark up to the international medical, pharmaceutical and scientific research market-$2,500 a kg, $3.75 billion yearly total, $1.875 billion a harvest.  This would show a net profit of $3 billion for the State of Afghanistan in the first year.  The life expectancy of the Afghan citizen is 41 years for men and 42 years for women and the birth rate at 258 and 256 per 100,000 and death rate of 510 and 448 per 100,000.  The investment of the Ministry of Agriculture would be securely invested in the Ministry of Public health and there would be peace.
Fig. 8.9 Trillion Dollar Global Market for Pharmaceutical and Illicit Drugs 2000
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L. It can be estimated that the global market for drugs is roughly $1 trillion with $600 billion in global pharmaceutical drug sales and $400 billion in illicit global drug sales.  Global per capita expenditure for both pharmaceutical and illicit drugs is $150.  There were an estimated 180 million consumers of illicit drugs.  In the US, with a population of 300 million and estimated pharmaceutical consumption of $160 and $65 billion of illicit drug consumption, the annual per capita expenditure on drugs can be estimated at $750.  An estimated 10 billion prescriptions filled every year globally, 3.6 billion in the United States.  To ensure the legitimate medical purpose of drug regulation protects consumers of both pharmaceutical and illicit drugs the drug regulatory agencies of the International Narcotics Control Board and Drug Enforcement Agency must be adopted by their respective health agency, the WHO and DHHS.  A public health understanding of all the aspects of the drug trade, drug use and addiction will make the world population healthier, wealthier and wiser in their pursuit of happiness.

Fig. 8.10 US Market for Pharmaceutical and Illicit Drugs 2000
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M. The primary concern with drugs is not the drugs themselves but the toxicology of the pathogen causing the ailment the drugs are supposed to cure.  The prohibition of narcotic drugs covers up the wide-scale torture to which justice is addicted and the interests of pharmaceutical companies to prohibit the opium and coca patent remedies of the 19th century so they can sell their derivatives.  The expansion of judicial prohibition to mind expanding drugs in the 1970s failed to do justice to the torturer, negligently authorizing the dispensing of the pathogen(s) causing serious mental illness, causing long term social inequality in the United States and around the world.   To gain control of controlled substances in the 21st century, both drugs in need of control and pathogens in need of prohibition, the government, from within the Public Health Department, with the support of the armed forces, law enforcement and customs officers, who shall never possess biological weapons or pathogens, shall prosecute their abuse, shall break their vow of silence and prohibit the torturous laboratory pathogens causing the vast majority of illness and death in contemporary society.  Pharmacology is subject to control as a health profession whereas it has an understudy called toxicology due the process of prohibition.  
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