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	Qui tam

	

	From Wikipedia, the free encyclopedia

	In common law, a writ of qui tam is a writ whereby a private individual who assists

	a prosecution can receive all or part of any penalty imposed. Its name is an abbreviation of the Latin phrase qui tam pro domino rege quam pro se ipso in hac parte sequitur, meaning "[he] who sues in this matter for the king as well as for himself."

	 

	Whistleblower

	

	From Wikipedia, the free encyclopedia

	A whistleblower (also written as whistle-blower or whistle blower) is a person who exposes any kind of information or activity that is deemed illegal, unethical, or not correct within an organization that is either private or public. The information of alleged wrongdoing can be classified in many ways: violation of company policy/rules, law, regulation, or threat to public interest/national security, as well as fraud, and corruption.

	 

	Relator (law)

	

	From Wikipedia, the free encyclopedia

	Relator /rᵻˈleɪtər/, female relatrix /rᵻˈleɪtrɪks/, (Latin for "narrator") is the legal term meaning a private person at whose relation or on whose behalf an application for a quo warranto or mandamus is filed. The relator appears as one beneficially interested, but the action is maintained on his behalf. The relator furnishes the knowledge or facts on which an information or a proceeding in quo warranto is based. Such a proceeding is usually in the name of the

	state, ex rel. (ex relatione = "[arising] out of the narration") of the relator, and so is called an "ex rel. action."
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	PREFACE

	 

	The United States 200th birthday was a gigantic celebration, overshadowing a GAO [Government Accountability Office] report, Fraud in Government Programs: –How Extensive Is It? – How Can It Be Controlled? exposing large frauds, and wasteful spending.

	 

	The report showed the twelve-year-old Medicare and Medicaid programs were 60% of the fraud, caused by unqualified people filing false entitlement applications and claims, which were kept hidden as "socialized medicine" was as politically divisive forty years ago as it remains today!

	 

	To stop fraud in healthcare, in 1977, Congress passed the Medicare–Medicaid Antifraud and Abuse Amendments to "strengthen the capability of the government to detect, prosecute and punish fraudulent activities under the Medicare and Medicaid programs," and in 1978, passed the Inspector General Act; creating inspectors general, which didn't exist before then, "to conduct and supervise audits and investigations relating to programs and operations of the twenty-one federal agencies requiring confirmation by the Senate."

	 

	Ten years later in 1986, seeing neither act had found, nor stopped any fraud, Congress amended The False Claims Act [FCA], the only successful fraud law, needed at the beginning of our Civil War when Abraham Lincoln was president, and his army was losing badly.

	 

	It took the Justice Department until 1993 to report any civil frauds, as they believe only criminal cases deserve their attention. The Clinton administration tried but failed to increase Medicare and Medicaid benefits. Then Attorney General Janet Reno, after consulting with Malcolm Sparrow, our national fraud expert, declared healthcare fraud "the number two crime problem in America, second only to violent crime."

	 

	It has only gotten worse since.

	 

	Government fraud expert Malcolm Sparrow wrote, "That was an extraordinary position for a white-collar crime to hold, and it reflected how seriously the Clinton administration viewed the problem."

	 

	Attorney General Reno wanted to understand the strengths and weaknesses of the fraud controls used within the healthcare system. Thanks to her, Sparrow subsequently received a National Institute of Justice research grant to study the state-of-the-art of fraud control within the health industry and, if possible, explain why healthcare fraud seemed so persistent and pervasive.

	 

	Our lives and happiness depend on our health and on just a few types of "professionals." We're taught early in life to trust them implicitly, as they all are "formally certified by a professional body belonging to a specific profession by having completed a required course of studies or practice; measured by an established set of standards": http://www.businessdictionary.com/definition/professional.html.

	 

	In 1996, after reviewing the causes of healthcare fraud from inside government, Malcolm Sparrow wrote: License to Steal: How Fraud Bleeds America's Healthcare System exposing why it is, and in 2000, wrote Licensed to Steal: Why Fraud Plagues America's Healthcare System, as "The units of

	 

	 

	 

	measure for losses due to healthcare fraud and abuse in this country are hundreds of billions of dollars per year. We just don't know the first digit. It might be as low as one hundred billion.

	More likely two or three: possibly four or five. But whatever that first digit is, it has eleven zeroes after    it":   https://www.judiciary.senate.gov/imo/media/doc/sparrow_testimony_05_20_09.pdf.

	 

	Since 1987, we've recovered $48 billion, $24 billion in Medicare and $24 billion in Medicaid – less than a half of one percent!

	 

	******
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	Are Your Drugs Safe? Where Are They Made?

	 

	In 1990, the General Accounting Office ended a ten-year FDA post-approval so manufacturers didn't have to update test results: http://archive.gao.gov/d24t8/141456.pdf.

	 

	The study showed that half the approved drugs had problems that did not match the patent information. The FDA concluded that this might be helpful for some drugs, especially within classes of previous drugs that were found to have problems. Information leaflets were required to be given with prescriptions. Test participants, screened prior to trials, had to name the slightest problem with the percentage of occurrence.

	 

	In 1998, the GAO [Government Accountability Office] conducted a study, FDA Improvements Needed in the Foreign Inspections Program: http://www.gao.gov/assets/230/225564.pdf.

	 

	The House Committee on Oversight and Investigations noted, "Reports of these tragic incidents and other problems raised concerns about the Food and Drug Administration's [FDA] ability to ensure the safety and quality of the increasing volume of foreign-produced drugs imported daily into the United States. According to FDA, up to 80 percent of the bulk pharmaceutical chemicals used by U.S. manufacturers to produce prescription drugs are imported. Moreover, the number of finished drugs manufactured abroad for the U.S. market is increasing. FDA inspects foreign manufacturers to ensure pharmaceuticals entering the U.S. are safe, pure, and high in quality."

	 

	In 2010, GAO 10-961, http://www.gao.gov/products/GAO-10-961, followed up their 1998 report, coming to the following conclusion, The FDA Has Conducted More Foreign Inspections And Begun To Improve Its Information On Foreign Establishments, But More Progress Is Needed. This report revealed:

	 

	"Concerns with FDA's foreign drug inspection program have been long-standing. Ten years ago, in 1998, we reported on weaknesses in FDA's foreign drug inspection program. Among other things, we noted that FDA had significant problems managing its foreign inspection data. We also found that FDA infrequently inspected foreign establishments to ensure the continued quality of drugs already on the market."

	 

	In that same year, FDA expressed concern that, despite recent increases, its inspections of foreign

	 

	 

	 

	drug establishments could not keep pace with the rapid growth of imported products.

	 

	A December 16, 2016 GAO reported, FDA Has Improved Its Foreign Drug Inspection Program, But Needs To Assess The Effectiveness And Staffing Of Its Foreign Office. The investigation revealed that of the 3,000 foreign sites registered, the FDA inspectors inspected only 1,000: https://www.gao.gov/products/GAO-17-143.

	 

	This includes a practice of putting U.S. labels on containers that are FDA registered as American products, so skillfully done, even pharmacists cannot tell the difference.

	 

	Today, the third leading cause of death is due to medical errors; cancer is now second, leaving heart disease the number one killer. How many medical errors are medicine errors is unknown. For example, in the critical drugs used in hospitals, some critical drugs hundreds of injectables and IV solutions are often unavailable causing dangerous situations in cancer patients and others. If unavailable, operations are postponed, and patients may die: https://hub.jhu.edu/2016/05/03/medical-errors-third-leading-cause-of-death/.
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	Identity Fraud – By Government Numbers

	 

	Technological advances are intrinsic to both medical progress and fraud. Today, smartphones are more powerful than the computers used by astronauts to land on the moon!

	 

	Our federal government's first use of computers was to pinpoint waste, fraud and abuse. Scandalous nightly news stories gave examples of military fraud. Senator William Proxmire (D- WI) focused on outrageous examples of these frauds calling them Golden Fleece Awards (http://www.taxpayer.net/user_uploads/file/Awards/GoldenFleece/fleeclst.pdf). These were precipitated by Lyndon Johnson’s appointed U.S. Comptroller General's three-volume fraud report: Fraud in Government Programs: –How Extensive Is It? –How Can It Be Controlled? http://www.gao.gov/products/AFMD-81-73.

	 

	Although the effort was noble, uncovering fraud within the government was never going to be a simple, direct process, for fraud generally implicates too many people. Cover-ups, both small and large ensued. The main failure then, as now, is the Justice Department refuses to track fraud and prosecute perpetrators. They simply believe they are not there for civil cases, only criminal ones.

	 

	Although there is hundreds of government "whistleblower candidates" (employees who know of  and could report frauds), they are as labeled disgruntled employees who are easily fired, and must  sue just to get their jobs back.

	 

	There is a history of "civilian relators" in the U.S. – people who filed federal qui tam cases during Presidents Lincoln and F.D. Roosevelt's presidencies, which continue today. But little was (and is) done, as the Justice Department's main purpose is to protect government agencies.

	 

	The Justice Department chooses not to prosecute government employee suits that defraud American taxpayers, as they are too busy defending their own departments and superiors!

	 

	Instead of recovering taxpayer funds and jailing those responsible, our leaders continually choose to "reorganize" and promise to reform entitlements and tax laws, rather than stopping fraud in government programs.

	 

	We know fraud in government programs is a major cause of our $20 trillion national debt:

	 

	 

	 

	https://www.justice.gov/dag/file/769036/download.

	 

	There has been some progress on this issue with legislation. The False Claims Act was amended by The False Claims Amendments Act of 1986, which requires the Justice Department to provide an annual statistical report on all frauds. However, this amendment excludes Medicaid, now our largest social entitlement program. Justice Department statistics do not show how much money was stolen, only how much was recovered, and Medicaid recoveries are not included. By viewing the years, more civilians successfully recover taxpayer fraud than all the government enforcement agents combined! Just look at the Department of Justice's fraud statistics from 1987 through 2015:    https://www.justice.gov/opa/press-release/file/918361/download.
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				Grand Total

				4,734
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				Total

				$73,826,900,000,000

				0.02%
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	As an easy way out, the excuse government agencies use, is that the amount of government fraud is unknown or less than 10%. However, the amounts recovered, as well as the taxpayer funds spent by the Department of Defense [DoD], HHS [Health and Human Services], and the seventy other agencies, have been known for decades. As a point of inquiry, I computerized the Justice Department's fraud files. Added together, they total $44 billion. This looks big, until you compare it to the $74 trillion spent:

	http://www.whistleblowersandrelators.com/wp-content/uploads/2017/08/JUSTICE-FRAUD- STATS_1987-TO-2015-1.xls.

	 

	Though reported in Justice Department press releases, by Taxpayers Against Fraud and a few law firms, the $27 billion in drug manufacturer recoveries aren't shown in these: http://www.whistleblowersandrelators.com/wp-content/uploads/2017/08/TAF-Crowell- Moring-Qui-Tam-cases.xls.

	 

	This data only shows recent years reports of Medicaid Fraud Control Units [MFCUs] recovering

	 

	 

	 

	on average $7 for each $1 they spend, compared to their budgets, which are comprised of 75% in federal grants and 25% from state taxpayer funds. But when you compare total recoveries by the total state Medicaid expenditures as done above, the results are much lower, less than one half of one percent on average for the past forty years: https://oig.hhs.gov/oei/reports/oei-09- 17-00210.asp.

	 

	Pharmaceutical fraud is the biggest fraud recovery area. Since the 1980s, frauds have been reported of Medicaid and Medicare funds and must be confronted, contained, reduced and ended. If not, it will soon consume both the federal budget and the U.S. economy, agency-by- agency, program-by-program and person-by-person.

	 

	So, who and where are America's fraud fighters and fraud experts?

	 

	Malcolm Sparrow, J.F.K School of Government at Harvard University, Cambridge, is the leading and only expert on healthcare fraud, of whom I know. Harvard's motto is VERITAS (Latin for "truth"). His works are available at https://www.hks.harvard.edu/fs/msparrow/.
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America's First Whistleblowers

	 

	After thirteen British colonies in the New World declared independence, a maritime suit was filed by a dozen sailors on the USS Warren, the flagship of thirteen frigates authorized by the Continental Congress on December 13, 1777, whose home port was Providence, Rhode Island: http://www.nytimes.com/2011/06/13/opinion/13kohn.html.

	 

	We were embroiled in a heated maritime battle with the world's most powerful navy, with only thirteen ships, none of which were fully manned or ready to battle the mighty British fleet of man of war battleships. Yet, on February 19, 1777, ten sailors aboard the U.S.S. Warren discussed the moral failings of the Navy's highest-ranking officer, Commodore Esek Hopkins. Even in a state of war with England, these sailors unanimously agreed Commodore Hopkins' waterboarding of captured British prisoners was inhuman and barbarous. They circulated a partition and obtained affidavits of eyewitnesses. Marine Captain John Grannis went AWOL to successfully deliver them to the Continental Congress.

	 

	The Continental Congress voted on March 23, 1777 to suspend Commodore Esek Hopkins. Ten ordinary seamen had brought down the career of the most powerful man in the U.S. Continental Navy.

	 

	Subsequently, Commodore Hopkins singled out 3rd Lieutenant Marven, as the sole instigator of the whistleblowing to Congress, indicting and terminating him from the Navy. But on January 2, 1778, Congress acted summarily, terminating Commodore Hopkins. The embittered former commodore retaliated, filing a criminal libel suit, demanding ten thousand pounds in damages from each of the ten sailors.

	 

	The sailors faced not only civil fines, but jail if found guilty. Of the ten, only two, Midshipman Samuel Shaw and Lt. Marven, were Rhode Island residents and subject to Rhode Island court jurisdiction. Neither Shaw nor Marven had bail money, and petitioned the Continental Congress to intervene on their behalf. On July 23, 1778, the Continental Congress read the petition of Shaw and Marven, who argued they were "arrested for doing what they then believed and still believe was their duty." A week later, the Continental Congress passed the first law, known now as The Whistleblower Law, declaring, "It is the duty of all persons in the service of the United States, as well as all other inhabitants thereof, to give the earliest information to Congress or any

	 

	 

	 

	other proper authority of any misconduct, frauds or misdemeanors committed by any officers or persons in the service of these states, which may come to their knowledge."

	 

	However, this law did nothing to stop powerful politicians from pressuring bureaucrats to fire government employees who "blew the whistle" on superiors or friends at agencies in every government  office  they  controlled: https://www.whistleblower.org/timeline-us-whistleblowers.

	 

	Congress passed The Whistleblower Act first as a protective act, when government was made up mainly of the military.

	 

	In pre-revolution days, militias policed towns and cities, protecting the public against intruders. Today, both State and National Guards function in this capacity.

	 

	When the Revolutionary War ended, our Continental Congress decided that a constitution was needed to replace the Articles of Confederation, and over the next decade agreed to a ten-point Bill of Rights of citizenship:

	
	
1) Freedom of religion, speech, press, assembly, and petition.


	
2) Right to keep and bear arms


	
3) Right to deny quarters to soldiers.


	
4) Freedom from unreasonable searches and seizures.


	
5) Right to due process of law, freedom from self-incrimination, double jeopardy.


	
6) Rights of accused persons, to a speedy and public trial.


	
7) Right of trial by jury in civil cases.


	
8) Freedom from excessive bail, cruel and unusual punishments.


	
9) Other rights not defined were left to the people, and


	
10) Powers not named to the federal government were reserved to the states.




	 

	The application of these laws required establishment of federal courts, separate and different from state courts.

	 

	The United States courts have judicial branches for federal and state governments, which are charged with both interpreting and applying the law. The system is divided into two systems, federal and states, independent of executive and legislative branches of government. By the time the U.S. Constitution was mandated in 1789, to establish our Federal Judiciary, all Thirteen Colonies used their own comprehensive court system based on the English model. Thus, the two systems grew side by side and came to exercise exclusive jurisdiction in some areas and overlapping, or concurrent, to jurisdictions in other states: https://www.britannica.com/topic/Judiciary-Act-of-1789.

	 

	 

	 

	The system of state courts is quite diverse; no two states have identical judiciaries. However, states, like the federal government, have a hierarchically organized system of general courts along with a group of special courts. The lowest level of state courts, often known generically as the inferior courts, may include any of the following: magistrate court, municipal court, justice of the peace court, police court, traffic court, and county court. Such tribunals, often quite informal, handle only minor civil and criminal cases. More serious offenses are heard in superior court, also known as state district court, circuit court, etc. The superior courts, organized by counties, hear appeals from the inferior courts and have original jurisdiction over major civil suits and serious crimes such as grand larceny. It is here that most of the nation's jury trials occur. The highest state court, usually called the appellate court, state court of appeals, or state supreme court, hears appeals from the state superior courts and, in some cases, has original jurisdiction over very important cases.

	 

	The federal court system is less complicated. According to Article III of the Constitution, "The judicial Power of the United States shall be vested in one supreme Court and in such inferior Courts as the Congress may from time to time ordain and establish." In accordance with this, the federal judiciary is divided into three main levels.

	 

	The highest court in the federal system is the Supreme Court, the only federal court explicitly mandated by the Constitution. Since 1869 it has been composed of one chief justice and eight associate justices. The Supreme Court [high court] sits in Washington D.C., and has final jurisdiction on all cases it hears. The high court may review decisions made by the U.S. courts of appeals, and it may also hear appeals from state appellate courts if a constitutional or federal issue is involved.

	 

	In a limited number of cases, the Supreme Court has original jurisdiction, including those that involve high-ranking diplomats of other nations or those between U.S. states.

	 

	The United States courts of appeals are superior to district courts, established by Congress in 1891, and comprised of eleven judicial circuits throughout the fifty states, plus one in the District of Columbia. There are from six to twenty-seven judges in each circuit court. In addition to hearing appeals from their respective district courts, the courts of appeals have original jurisdiction in cases involving a challenge to an order of a federal regulatory agency.

	 

	The lowest federal courts are the district courts, which have original jurisdiction in most cases of federal law. There are ninety-two districts, matching U.S. Attorney Offices, and have at least one bench in each of the fifty states, plus one each in the District of Columbia and Puerto Rico.

	There are from one to over twenty judges in each district and, as with most federal jurists, district court judges are appointed by the president and serve for life, with little or no oversight or control. Cases handled by the federal district courts include alleged violations of the Constitution or other federal laws, maritime disputes, cases directly involving a state or the federal government, and cases in which foreign governments, citizens of foreign countries, or citizens of two or more different states are involved.

	 

	In addition, the federal judiciary maintains a group of courts that handle limited types of disputes. Included among such special federal courts are the Court of Federal Claims, to adjudicate monetary claims against the U.S. and Tax Court. Special court judges do not serve

	 

	 

	for life. For cases involving military personnel, U.S. Armed Forces have courts martial. The 5th Amendment requires felonies be tried only upon indictment by a grand jury. The

	United States is one of only two nations, Liberia being the other, which continues to use the

	grand jury to screen criminal indictments. There are no grand juries in civil cases, regardless of amounts involved.

	 

	In the nineteenth century, as our population and territory increased, so did disputes. Rather than increase the number of court buildings and judges, lines of plaintiffs just got longer and longer.

	Divisiveness also increased amongst citizens. Most citizens looking for justice had no standing in government.

	 

	In 1862, to support the Union Civil War costs, Congress enacted the nation's first income tax, a forerunner of our current one, based on the principle of graduated or progressive taxation (and withholding income at the source). During the Civil War, a Northerner earning from $600 to

	$10,000 was taxed 3%, and those earning over $10,000 paid a higher rate. Additional sales and excise taxes were added, including an inheritance tax. By 1866, Internal Revenue collections had reached the highest point in history, more than $310 million, not reached again until 1911.

	 

	War is expensive and uncontrolled frauds add greatly to costs.

	 

	The Act of 1862 established the Office of Commissioner of Internal Revenue, with the power to assess, levy, and collect taxes. Additional powers included the right to enforce the tax laws through seizure of property and income, which could result in prosecution. The powers and authority of the IRS [Internal Revenue Service] remain the same today, with additional powers expanded to "hidden taxes": http://www.aicpa.org/Advocacy/Tax/DownloadableDocuments/AICPA-Written-Testimony- Senate-SBC-Hearing-on-Small-Business-Burden.pdf.
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	The False Claims Act

	 

	Eastern Civil War battles were inconclusive, even though by mid-1862, the Union had destroyed the Confederate Navy, and with it the CSA [Confederate States of America] western forces.

	With national carnage friends of both sides, leaders tried to arrange an armistice. The 1862 fall Confederate campaign into Maryland ended in Confederate retreat at the Battle of Antietam, dissuading British intervention. Lincoln's fabled Cabinet had grown to include Secretaries of War, State, Treasury, Interior, and the Navy, as many conflicts were poorly documented naval battles. There was now an Attorney General and Postmaster General, since war communications were vital. In 1862, President Lincoln appointed a chemist, Charles M. Wetherill, to serve in a new Department of Agriculture, which became the Bureau of Chemistry, forerunner to the FDA [Food and Drug Administration].

	 

	Union numbers were vastly superior, three to one, in troops and equipment, but things didn't go well early for the Union forces, which suffered defeat after bloody defeat from rebel forces as Congress received alarming reports of misappropriation of money and frauds.

	 

	Senator Henry Wilson of Massachusetts on January 16, 1863 introduced Senate Bill 467 "to prevent and punish frauds upon the Government of the United States." "This bill's purpose is to ferret out and punish these enormous frauds upon our Government. We have all of us seen enough, since this rebellion broke out, of frauds perpetrated upon the Government, and our soldiers in the field."

	 

	This act offered a reward of 50% of amounts recovered to any watchful civilian "relator," as a strong temptation to get conspirators to turn on each other. The bill rewards any informer who betrays his co-conspirator. Even the district attorney, who is required to be vigilant in the prosecution of such cases, may be also the informer. Congress held spirited debates on the issue, first making such conduct a crime. Additionally, Congress added qui tam provisions to a civil/criminal false claims act, while the 37th Congress rejected making such an offense a courts martial matter, except in the military.

	 

	The civil False Claims Act [Lincoln's Law] allows anyone, including U.S. Attorneys, to bring an action on behalf of the United States against a government contractor who knowingly submits false claims for payment to the Government. Back then, if the suit was successful, the offending

	 

	 

	 

	contractor was required to pay double damages plus a $2,000 per false claim penalty! This was a huge amount in 1863. The concept was to make the United States whole, even after the 50% reward was paid. But as U.S. Attorneys were government employees, if they reported fraud,    they'd just be "whistleblowers" and couldn't collect.

	 

	The Senate version passed and went to the House February 16, 1863. The House made a single amendment concerning the criminal penalty for fraud and returned it to the Senate where it was promptly passed. The False Claims Act was sent to President Lincoln who signed it the same day, March 2, 1863. The law combats fraud by military suppliers, by adding all citizens who report frauds and rewarding them for doing so, while encouraging government employees to become whistleblowers.

	 

	False Claims Act cases, then as now, can be filed in any federal court but historically are only filed in a few where U.S. Attorneys have interest.

	 

	******

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	Emerging  Modern Medicine

	 

	Medicine wagons traveled America with "Magic Elixirs and Formulations" in bottles which most often contained alcohol and forms of narcotics and were the "brand name drugs" of the day.

	Commonly prescribed over-the-counter medications like laudanum and paregoric, which were inexpensive opiates, could be ordered through the Sears or Montgomery Ward mail-order catalogs. These were very often diluted, counterfeited and mislabeled drugs, sold by charlatans masquerading as doctors who made false statements regarding their education, knowledge and training, similar to drug manufacturers and drug dealers today.

	 

	In general, these drugs had negative connotations from western states' Chinese opium den stories in newspapers, but their use then was as common as aspirin is today. Several surveys in the Midwest in the late 1800s found most opiate addicts were women who took drugs for neuralgia, morning sickness, or menstrual pain. In 1898, the Bayer Company marketed a cough suppressant featuring a new ingredient called heroin. One year later, they marketed aspirin in tablet form, the first pain tablet produced, followed by heroin tablets, which they produced in tablet form "for safety." Heroin did not produce the side effects morphine did, and was thought non-addictive. In the early 1900s, free samples of heroin were available by mail to aid recovering morphine addicts as a "step-down" cure.

	 

	John M. Woodworth had been appointed the first supervising surgeon of the Marine Hospital Service in a 1798 act of Congress "for the relief of sick and disabled seamen." The marine hospital fund was administered by the Treasury Department, financed by monthly deductions from seamen's wages – the first healthcare insurance. Medical care was provided through contracts with existing port marine hospitals and, as time went on, new hospitals were constructed for this purpose.

	 

	During the Civil War, both Union and the Confederate forces had commandeered marine hospitals, and after the Civil War, only eight of the twenty that were operating before the war, were still open. After the Civil War, the Secretary of the Treasury commissioned an extensive critical study of these hospitals, which led to reform legislation in 1870, reorganizing a network of these locally controlled hospitals into a central Marine Hospital Service, headquartered in Washington D.C. The supervising surgeon, renamed Surgeon General, was created to administer the public health service on a military model, placing Marine Hospital physicians in

	 

	 

	 

	military uniforms, no longer serving in single local Marine Hospitals, but in general service throughout all Marine Hospitals. This formed a cadre of mobile, career physicians assigned as needed to the marine network hospitals.

	 

	The National Quarantine Act of 1878 gave quarantine authority to Marine Hospital Services, to progressively take over quarantining from the states. The act also authorized the publication of Weekly Abstracts of Consular Sanitary Reports, the forerunner of Public Health Reports. Under Woodworth, the service moved into public health activities, paving the way for its later evolution into the Public Health Service. This was not to provide healthcare to citizens, but to protect citizens from diseases brought to our shores.

	 

	The 1882 Immigration Act declared certain classes of people unfit to become American citizens, including "idiots, the insane, and paupers." No immigrants with a contagious disease were allowed into the country, nor were those convicted of a felony, misdemeanor or any other crime.

	 

	America fought to exclude unhealthy immigrants to isolate disease, as other nations developed social insurance to treat all citizens. Some countries began compulsory sickness insurance, as Germany did in 1883. The others all followed suit and by 1912, Austria, Hungary, Norway, Britain, Russia, and the Netherlands all had this. Others, including Sweden, Denmark, France, and Switzerland, achieved this by subsidizing mutual benefit societies of self-insured or cooperative groups of workers formed for themselves.

	 

	The reason for these was not healthcare, but income stabilization and protection against wage loss because of sickness. These programs were not universal and were conceived as a means of maintaining incomes and buying political allegiance of workers. With the introduction of Socialism in 1917, opponents began calling all these programs "Socialized Medicine."

	 

	The turn of the twentieth century showed steady but slow progress of medical professions. Universities developed formal classes, confirming degrees upon successful completions of studies and passing exams. States started to license them as M.D.s [medical doctors], and standards varied state-to-state. However, universities did not have laboratories and few active communicable diseases outbreaks were available to study. Unable to study cadavers, a practice not then used, they could only physically study domestic animals, which differ greatly from humans. Most patients sought treatment for pain, in all parts of their bodies, and for little else. And treatment before and during the Civil War consisted of using the various forms of painkillers derived from opium poppies.

	 

	In 1900, at the First International Conference to revise The Bertillon Classification of Causes of Death, Florence Nightingale, the celebrated social reformer, statistician, and "Mother" of modern nursing, proposed to start collecting hospital data, thus creating population health studies.

	Nightingale named her data classification system the International Causes of Death [ICD], consisting of a few dozen "causes" to be updated each decade to improve accuracy. The purpose of the data was to learn to extend life expectancy by understanding what caused deaths and account for the causes. It has been used worldwide since.

	 

	President Theodore Roosevelt signed The Pure Food and Drug Act of 1906, a key part of Progressive Era legislation, into law the same day he signed The Federal Meat Inspection Act. The enforcement of

	 

	 

	 

	The Pure Food and Drug Act was assigned to the Bureau of Chemistry in the Department of Agriculture, renamed the U.S. Food and Drug Administration [FDA] in 1930.

	 

	The Pure Food and Drug Act prohibited false claims of purity and quality in interstate commerce of foodstuffs and drugs. There was no way to control this, and there were no requirements of safety testing before shipping food interstate or for most intrastate sales.

	 

	Two events then stirred the public to a boiling point: the discovery that American soldiers fighting the Spanish-American War were being served rotten canned meat, and repeated reports of injuries and sickness due to contaminated food products. False advertising of brews, potions, and concoctions exacerbated the problem. A few years later, Upton Sinclair's book, The Jungle, exposed the unsanitary practices of the U.S. meat industry

	 

	Some states had passed laws on food and drug quality requirements, but The Pure Food and Drug Act was the first federal law that defined "misbranding" and "adulteration" and prescribed penalties for each. The law recognized U.S. Pharmacopeia and the National Formulary as drug standards, but made no food standards. The law was a "truth-in-labeling" law designed to raise quality standards in food and drug industries and protect reputations and pocketbooks of honest businessmen. Drug labels had to list any of ten ingredients deemed "dangerous" if present, and could not list them if they were not. Alcohol, morphine, opium, and cannabis were all listed as dangerous drugs. The law also established a federal cadre of food and drug inspectors.

	 

	During the late nineteenth and early twentieth centuries, society viewed drug addiction in women and disabled war veterans sympathetically, as neither group presented major social problems. Doctors prescribed narcotics and established sanatoriums for wealthy addicts. The chronic nature of opioid addiction only became public as people who entered sanatoriums for a cure relapsed on discharge and were either addicted for life and/or suffered early death.

	 

	Deficiencies in The Pure Food and Drug Act statute were quickly noticed by states and within a year, thirty-nine states enacted prohibitions. Alcohol was considered sinful, while addictive drugs removed pain and were viewed positively. In 1912, the U.S. called for an international meeting at The Hague because of growing concerns of U.S. opium use. The Public Health and Marine Hospital Service expanded and was renamed the Public Health Service.

	 

	The American Association of Labor Legislation [AALL], started in 1905, was a progressive group whose mandate was to reform. They also campaigned for health insurance. In 1912, they created a social welfare committee, holding its first national conference in 1913. Despite a broad mandate, the committee focused on health insurance, with a 1915 model bill of limited coverage to the working class, defined as those with an annual income of $1,200 or less, and was the start of Medicaid. The services of physicians, nurses, and hospitals were included, as was sick pay, maternity benefits, and a death benefit of $50 for funeral expenses. Costs were to be shared between workers, employers, and states.

	 

	Reformers involved physicians in formulating the bill with the support of the American Medical Association [AMA]. AMA's House of Delegates favored compulsory health insurance, but many state medical societies opposed it, as national insurance threatened state medical associations.

	Unfortunately, there were disagreements on how to pay physicians and soon thereafter, AMA

	 

	 

	 

	leadership denied it had ever supported it.

	 

	Labor unions also fought health insurance. The president of the AFL [American Federation of Labor] fought compulsory health insurance, believing it an unnecessary paternalistic reform that would create a system of state supervision over people's health. Unions worried government- based insurance would weaken them by usurping their role in providing social benefits. Their main concern was maintaining union strength and unity in a time before collective bargaining was legal. Collective bargaining became legal in the United Kingdom when it passed The Trade Union Act 1871 and healthcare there became union-run mutuals to increase health benefits in lieu of and/or in addition to higher pay: https://en.wikipedia.org/wiki/Trade_Union_Act_1871.

	 

	Commercial insurers also opposed reformers' efforts, as there was fear in the working class of "pauper's burials," the backbone of the insurance business, sold to working class families in "paycheck payments" to pay death benefits and cover funeral expenses. As the reformer health insurance plans included funeral expenses, conflict ensued. The insurers’ main products were planned death benefits, paid by installment plans. Health insurance added to the death benefit plans and was too confusing to the army of insurance agents needed to market and collect on these additional policies the national health insurance proposed.

	 

	Congress enacted The Harrison Act in 1914 to deal only with narcotics. Under the act, physicians could "minister drugs to patients obtained by addicts through registered pharmacists." Now, addiction is legally a medical issue rather than a behavioral one. Coca and cocaine were inappropriately identified in The Harrison Act as narcotics.

	 

	By 1920, income tax rates ranged from 4% to 73% and produced $5.4 billion. Government was still relatively small and the tax money mostly went to the U.S. military, long a haven for fraud, with only two to three-year statutes of limitations under the False Claims Act.

	 

	In November 1921, Congress passed H.R. 8298, The War Statue of Limitations ACT [WSLA], providing prosecutors and False Claims Act "relators" an additional three years to build fraud cases after WWI ended. Six years later, the Department of Justice indicated that its time of need had passed, and Congress repealed the statute. Few fraud cases were ever filed, tried or settled.

	 

	The major treatment since the early 20th century was for pain, and the most common medical procedure was administrating short-acting opioids. By the 1920s, morphine was prescribed or dispensed in numerous municipal treatment programs. Addictive use of opium, cocaine, and heroin, along with drug-related crime, especially in poor urban communities, increasingly worried social, religious, and political leaders. Previously, main users of these drugs were Civil War veterans and menopausal women to whom tolerance and empathy were shown. This acceptance was quickly replaced by negative attitudes and discrimination against new immigrants and people of color, as views of addiction changed: http://www.huffingtonpost.com/entry/opioid-addiction- history_us_58f53979e4b0bb9638e5ca1d.

	 

	Society's response was to turn from rudimentary forms of treatment, to strict drug law enforcement, increasing pressure on alcohol, which, since 1914, was targeted as the "devil spirit" and drunken men the proof; narcotics were considered good.

	 

	 

	 

	 

	January 29, 1919, the 18th Amendment went into effect and was ratified in eleven months by no fewer than thirty-three states that already enacted their own prohibition legislation. In October 1919, Congress passed The National Prohibition Act. On August 26, 1920, women's right to vote, fought by suffrage groups for over decade, and achieved in many states by then, was ratified as the 19th Amendment to the Constitution.

	 

	In October 1921, five years after she and her sister Ethel Byrne opened a birth control clinic to provide birth control information and advice to women in Brownsville, Brooklyn, later renamed Planned Parenthood, Margaret Sanger, the renowned birth/population control, feminist and eugenics activist, published The Eugenic Value of Birth Control Propaganda. Eugenics meant "well born." "Positive" eugenics was supposed to "improve" the human population by encouraging "fit" people to reproduce. "Negative" eugenics was supposed to "improve" the human population by discouraging "unfit" people from reproducing. "Unfit" people, defined as poor, sick, disabled, "feeble-minded, idiots, morons, and insane" were "discouraged" from reproducing, including threat by use of government force.

	 

	The General Accounting Act of 1921 created the Government Accountability Office [GAO] to be independent of the executive departments, headed by a Comptroller General appointed by the President, to "…investigate, at the seat of government or elsewhere, all matters relating to the receipt, disbursement, and application of public funds, and shall make to the President if requested and Congress recommendations looking to greater economy or efficiency in public expenditures."

	 

	The emphasis of health reform shifted in the 1920s as medical care became better but costlier. Medical costs and access to care replaced wage support as reformers' primary concern. But reform leadership didn't change and health reformers continued to share the elite moral status of predecessors. The most prominent reform group was the Committee on the Costs of Medical Care [CCMC], financed by large foundations of physicians, economists, and representatives of private interest groups, and again based on research, not popular mobilization.

	 

	The CCMC's modest proposals for group medicine and voluntary insurance were denounced by the American Medical Association [AMA] as "socialized medicine," and fought in newspapers and academic journals, with no attempt to enlist ordinary people as advocates.

	 

	On December 5, 1933, Congress passed the 21st Amendment overturning the 18th Prohibition Amendment, and Congress refocused on drugs. Alcohol sales did not reach pre-prohibition levels until after WW II, while marijuana use became popular in large cities.

	 

	The 1933-1945 presidency of Franklin D. Roosevelt encompassed the Great Depression and the New Deal, including The Social Security Act. The first attempt at healthcare reform, The Social Security Bill of 1935 failed. History suggested the Great Depression would create the perfect conditions for passing compulsory health insurance in the US, but with millions out of work, employment insurance took priority over old age.

	 

	President Franklin D. Roosevelt charged CCMC leaders with creating proposals for healthcare to add to The Social Security Act. The New Deal committees worked mostly in secret, isolated from

	 

	 

	 

	public input and debate. Roosevelt so feared attacks by the AMA [American Medical Association] he dropped health coverage from his New Deal agenda. Because New Deal insiders did little to win grassroots support, their cautious and technical healthcare proposals for reform failed to capture the attention of most Americans. Without strong social movement for medical insurance, Roosevelt bowed to the AMA rather than to health reformers.

	 

	The Social Security Act was redrafted during the first term of President Franklin D. Roosevelt [FDR] by the President's Committee on Economic Security, and passed Congress as part of the Second New Deal. The act was an attempt to limit dangers of "modern American life" (old age, poverty, unemployment, and problems of both widows and fatherless children). Roosevelt was the first president advocating federal assistance for elderly. FDR signed this on August 14, 1935, which was the first time a president advocated federal assistance for the elderly, then with a lifespan of sixty years.

	 

	The act provided benefits to retirees, the unemployed, and a lump-sum death benefit, with payments to current retirees financed by payroll taxes on current workers' wages, half directly as a payroll tax and half paid by the employer. The act also gave money to states to provide assistance to aged individuals (Title I), for unemployment insurance (Title III), Aid to Families with Dependent Children (Title IV), Maternal and Child Welfare (Title V), Public Health Services (Title VI), and The Blind (Title X).

	 

	Legislation like The Lundeen Bill was offered as an alternative to The Social Security Act. It was drafted by Minnesota's Farmer-Labor Party [DFL], and outlined a program of social insurance for all workers, including wage replacement for those "unable to work because of sickness," but made no mention of medical care or health insurance. With unemployment crowding out healthcare as a social movement priority, the health reformers needed to make a concerted effort to persuade social activists to join their crusade.

	 

	The Great Depression was a time of extraordinary popular upheaval, as farmers, workers, the unemployed, veterans, elderly, Socialist and Communist Americans organized and marched in the streets and on Washington, protesting for relief and justice. The demands of the New Deal era social movements centered on economic security for workers and aged. At the height of the depression, ravages of unemployment and national economic collapse commanded more attention than medical care costs did.

	 

	The Pure Food and Drug Act had done little to curb marketing of unsafe cosmetic products, foods, or drugs. In the 1930s, numerous physicians, cosmetologists, and concerned citizens testified to Congress about the large cases of injury related to Lash-Lure, and other aniline-based hair dyes, used both by men and women, and many states began to ban the use of aniline dyes. The Food and Drug Administration in this case and many others was worthless, for supporting a ban didn't prevent manufacture, false advertising or sale of unsafe products, because The Pure Food and Drug Act did not cover cosmetics. And there were many of these products on the market causing injury: anti-mole, wart, freckle removers, teeth whiteners, and hair tonics to prevent itches used by both sexes and children.

	 

	Lash-Lure had already garnered the attention of women voters, and all that was needed to make drugs a main issue of this new voting bloc was a spark. It came in 1937 as S.E. Massengill Co., in

	 

	 

	 

	Bristol TN, dissolved sulfanilamide with diethylene glycol (a type of anti-freeze), to make a liquid cough syrup. The company tested their "Elixir Sulfanilamide" for flavor, appearance and fragrance, as food and drug laws at that time didn't require toxicological analysis. 105 children died in fifteen states in September and October of that same year. The cause? S.E. Massengill Company's Elixir Sulfanilamide. This led to quick passage of The Food, Drug, and Cosmetic Act, which became law in 1938. Amended over the years, this is the foundation of the Food and Drug Administration [FDA] regulatory authority today.

	 

	Injury to citizens was not the only factor that led to the final debate and passage of the Act. False and misleading advertising became one of the most hotly contested parts of the bill. Newspapers and magazines, for ad revenues, as well as product manufacturers, were strongly criticized and were opposed to any government control of their advertising clients. To assuage the special interests, Congress deleted control of advertising from the bill, and regulation of advertising was left in the hands of the newly formed Federal Trade Commission [FTC]. Specific control of drug labeling was assigned to the FDA, but labeling standards were established only as guidelines, which were never followed or reviewed in a timely manner by the FDA.

	 

	FDR's second pass at national healthcare was the Wagner Bill, The National Health Act of 1939, one last push for national health insurance during his administration. Though it never received FDR's full support, the proposal grew out of his Tactical Committee on Medical Care, established in 1937. The essential elements of the committee's reports were incorporated into Senator Wagner's bill, The National Health Act of 1939, which gave general support for a national health program to be funded by federal "block grants" administered by states and localities.

	However, the 1938 election had brought a conservative resurgence and any further innovations in social policy were unpopular, but never completely forgotten.

	 

	In March 1941, a Senate special committee to investigate the National Defense Program was formed, chaired by Senator Harry S. Truman to "find and correct waste, inefficiency, war profiteering or fraud." The Truman Committee proved one of the most successful investigative efforts ever mounted by government, starting with a small budget that was expanded over three years to $360,000, but saving an estimated $10 to $15 billion in military spending. Chairing the committee helped Truman make a name beyond his political machine origins, and was a major factor in FDR nominating him as vice president. From 1941 until its official end in 1948, the Truman Committee held 432 public hearings, listened to 1,798 witnesses and published almost 2,000 pages of reports. Every committee report was unanimous, with bipartisan support.

	 

	I was born on the morning of May 28, 1941 at Alleghany General Hospital, on the North Side of Pittsburgh PA. Later that same year, on December 7, 1941, Japan's surprise attack on Pearl Harbor in Hawaii led President Franklin D. Roosevelt to ask Congress to declare war on Japan, and two days later Germany, after Germany declared they were at war with the U.S. This was the last time the U.S. declared war on any nation.

	 

	******

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	 

	World War II - The False Claims Act Amendment 1943

	 

	Along with Truman Committee activities, a flurry of criminal cases of government contract procurement frauds were paralleled by False Claims Act civil cases that were filed and settled before the criminal cases were filed or investigated. One 1943 case questioned if qui tam cases based solely on information from government criminal indictments was lawful. The court decided it was, as qui tam cases quickly recovered government funds, while few criminal cases succeeded and even fewer calcitrants were tried, fined, jailed or punished at all. This embarrassed the U. S. Attorney General who requested "Lincoln's Law" be rescinded. After passing the House, the Senate chose to amend The False Claims Act by adding a few provisions, one of which limits court jurisdiction by barring qui tam suits based on information known to the government unless the relator was the "original source" of the information. The final bill dropped the original source wording, but left a jurisdictional bar if the government had prior knowledge. This deprived court of jurisdiction over qui tam actions ''based upon evidence or information in the possession of the United States, or any agency or officer or employee thereof, at the time such suit was brought," even if that government person chose not to act or report the alleged illegal activities.

	 

	The 1943 amendments also authorized the Justice Department to take over qui tam civil cases and settle them, even for little or nothing, and required relators submit all their evidence with complaints. The Justice Department was given sixty days to decide if they would intervene criminally and if they did, relators had no say in the final disposition. Most importantly, they limited relator's fees to ''fair and reasonable compensation,'' reducing the 50% fees from "Lincoln's Law" to 10% or less if the government prosecuted the suit, or 25% if they declined the case and relators pursued it on their own. These brought almost all False Claims Act [FCA] qui tam cases to a halt, as all fraud in government was now hidden: https://www.americanbar.org/content/dam/aba/administrative/litigation/materials/sac_2012

	/25-1_fca_101_presentation.authcheckdam.pdf.

	 

	During WWII, the U.S. Government was developing computers. Early digital ones used paper cards with holes punched in them by machines to input data. This greatly increased the amounts of public documents, which were recorded, filed and able to be retrieved quickly.

	 

	On June 25, 1948, Congress passed the War Suspension of Limitations Act [WSLA] that "tolled"

	 

	 

	 

	statutes of limitations in False Claims Act cases for an additional five-year period, when "America was at war," that ran out on June 24, 1953. Code § 3287, Wartime Suspension of Limitations Act: https://www.law.cornell.edu/uscode/text/18/3287.

	 

	At the time, drug wholesalers were the only competitive area in drug distribution, as drug patents were held by manufacturers who sold directly to all customers, while numerous drug wholesalers vied for about 20% of the many thousands of slow selling drugs manufacturers, which were often out of stock, as the Top 200 bestselling drugs that were 80% of sale were rarely "short or omitted."

	 

	My father worked for the drug company, McKesson, at their Pittsburgh Pennsylvania location and asked to be the warehouse manager, as it was the highest paid non-management "inside job." There were dozens of products made by many hundreds of manufacturers inventoried on shelves, either by the manufacturers name or by product name alphabetically. Warehouse managers didn't last long whether they stocked items either way, as order "pickers" and "checkers" weren't more accurate no matter which way the items were arranged!

	 

	My father had a better idea. He offered a nickel per order reward to every picker who picked accurately, reporting any products nearing "out of stock" or that were out of stock, and needed to be reordered. He gave a dime reward to the order checkers who found order errors.

	 

	Poor order accuracy, the bane of pharmacy owners, was eliminated overnight and pharmacies  were called to substitute another product, if what they ordered was out of stock. The warehouse worked eight to five, six days a week as most business did then, until the system allowed warehouse workers to be able to take off Saturday at noon - rare in all businesses.

	 

	This success enabled my father to get the highest paid job at McKesson at that time, as a salesman on straight commission. He had quit school after eighth grade to work to help his family during and after the Great Depression. He was assigned the smallest and hardest territory, farthest from Pittsburgh, with the fewest McKesson customers, but also got a company car, and ration tickets for gas and tires most citizens didn't have.

	 

	He found his memory skills worked just as well "at retail," enabling him to recall customers' inventories. This coupled with his knowledge of McKesson's inventories and order processing, earned him orders not based only on having the lowest price. The "Best Deal" most often then was the "get one free when you buy three" type, as everything came in the same size amber glass bottles of 100 units. His business grew as his reputation of supplying the goods as needed, regardless of problems, earned top salesman awards. He delivered pharmacy needs by memorizing all his customers' inventories, as they ordered, knowing whom to call when another customer needed a product, and borrowing it from another pharmacy, picking it up, hand delivering it, adding a sale for both pharmacies.

	 

	In 1949, the sixth International Code of Diseases version was published, the first suitable for morbidity reporting, and its name changed from Florence Nightingale's International Causes of Death, to The International Classification of Diseases. The combined code section for injuries and associated accidents was split in two, a chapter for injuries, and a chapter for their external causes. For the first time, a code was added for mental conditions to use for morbidity reporting.

	 

	 

	 

	 

	After WWII, numerous government offices required consolidation and reorganization as they overlapped with duplicated activities. By 1953, the Federal Security Agency's programs in Health, Education, and Social Security had grown to such importance, that its annual budget exceeded the combined budgets of the Departments of Commerce, Justice, Labor and Interior. Social Security by then affected millions of people's lives.

	 

	President Eisenhower submitted The Reorganization Act of 1949 to Congress on March 12, 1953, which dissolved the Federal Security Agency and replaced it with a new Department of Health, Education, and Welfare with Cabinet status, transferring all responsibilities and components to the Secretary of Health, Education, and Welfare [HEW]. The objective was to improve administration of these exploding new functions of government. The new department, approved April 1, 1953, became effective on April 11, 1953.

	 

	By 1954, the legal doctrine of "charitable immunity," which held that a charitable organization is not liable under tort law had been rescinded. Hospitals had developed as both public and private institutions. Cities, counties and states established public hospitals, while religious sects and university hospitals trained physicians, nurses and other medical professions in private ones. At public hospitals, they gained experience with experiments and trials on patients who were unable to pay. This was offset by treatments for the "upper classes." At first the wealthy were treated at their residences. However, patients in "charitable hospitals" had higher recovery and survival rates, so the wealthy switched to hospitals, the best of which were run by churches and physicians. This dual system of hospitals, the one for the poor supported by taxes and contributions, was to keep the diseased quarantined from the general population. However, the laws denied these patients the ability to sue hospitals or physicians who gave them "charitable care." About half the hospitals operated two separate facilities. The 1954 Supreme Court's ruling required these hospitals to revamp operations to remove any differences between their separate facilities, including giving charitable patients the right to file malpractice: https://en.wikipedia.org/wiki/Charitable_immunity.

	 

	In 1954 IMS Health [Intercontinental Marketing Services, now QuintilesIMS] was founded in the U.S. to collect "healthcare information, spanning sales, de-identified prescription data, medical claims, electronic medical records and social media." Prescription drugs since have been tracked by IMS from "birth to dispensed or returned," using wholesale inventory codes, starting years before the FDA adopted and renamed these in 1967 as National Drug Codes [NDCs].

	 

	One Sunday afternoon in 1958, after my father had been promoted to McKesson's Pittsburgh Branch Operations Manager, he was reviewing a three-inch pile of green striped eleven by seventeen-inch fan-folded papers with holes on both sides. He told me this was called "green tint" with columns of numbers, products, manufacturers names and prices in columns. The holes down each side he said were used to "feed" the paper through printers.

	 

	He asked me to look at the report, pointing out names and columns had not sorted correctly, showing at the end of the report that should have been at the top numerically and alphabetically. He asked me, "What's causing this?" I saw he was stressed and knew this was damaging his job.

	 

	Looking at the errors, I somehow knew it was because the information was not being entered

	 

	 

	 

	correctly. I suggested he check this. The next evening, he told me the problem was indeed caused by the card-punching machine not punching "holes" through the data entry cards completely, creating "hanging chads." Simply checking the cards and removing any chads solved the problems:    https://definitions.uslegal.com/h/hanging-chad/.

	 

	The numbering system the early computers used was created to standardize inventories in the drug industry: four digits for manufacturers, four digits for product and strength, and two digits for container size, which all tied to pricing. The ten-digit system, called the Drug Wholesaler Inventory System, was installed and used by all wholesalers. To appeal to all wholesalers, Hearst Publications surveyed wholesalers to gather their prices to determine the "average wholesale price," which they published for all to access, and called them AWP: https://oig.hhs.gov/oei/reports/oei-03-05-00200.pdf.

	 

	Four years later, the FDA announced the Drug Efficacy Study Implementation [DESI] to incorporate the recommendations from a National Academy of Sciences investigation of the effectiveness of previously marketed drugs into the FD&C [Food, Drug and Cosmetic] Act regulations. All drugs which had not gone through trials were marked "DESI" to show they had not been approved by the FDA.

	 

	In the 1950s, chain drug stores started opening in new shopping centers and strip malls near grocery stores where everybody went weekly. Rural independent pharmacies in particular were badly affected in 1962, when the Wal-Mart "big box" system opened pharmacies. Chain drugstores, like Wal-Mart, being computerized operations with exact drug utilization data, pressured brand name drug manufacturers to lower prices.

	 

	To appease chains, the manufacturers began producing bottles of 500s and 1,000's pills, the larger sizes averaging 10% to 20% lower "pill prices." Chains bought these larger sizes, selling them at the higher prices of lower sized pills, and made 10% to 20% higher profits. This took business away from independent drug stores, as wholesalers set up chains as "house accounts" while setting up their own distribution centers to buy and distribute the Top 200 bestselling drugs that were 80% of sales. These sizes were too large for most independent pharmacies to use, and they complained to the FTC [Federal Trade Commission], but the FTC didn't consider this an antitrust case, since the independents were free to buy these large sizes, too.

	 

	Chains buying at lower pricing direct from manufacturers decreased sales for independent drugstores to which my father sold. To make matters worse, McKesson gave "special deliveries" on any "shorts or omits" chains had with brand name drug manufacturers, bidding wholesalers against each other in yearly bids, eliminating wholesaler commissions for salesmen like my dad. This threatened my family's livelihood and the families and livelihoods of other drug wholesaler salesmen. So, my dad organized a cooperative scheme, buying "big chain-lot deals" for his independent retail customers paying through a central store, receiving some at our home and splitting the deals and savings from "best deals" between his participating customers.

	 

	Everything changed in pharmaceuticals after WWII from 1955 to 1968. The National Institute of Health [NIH] grew spectacularly in its early years. Many new drugs were researched and patented, after many new drugs ended major "plagues" of tuberculosis and polio, with patent protection lasting from 1975 to 1998. But the FDA didn't change with the times:

	 

	 

	 

	http://fortune.com/2016/02/09/ims-health-privacy-medical-data/.

	 

	Drug manufacturers and the FDA didn't consider differences between male and female patients in drug testing, until thalidomide sold to pregnant women for "morning sickness" in the 1950s and 1960s was found to cause deformities in newborns, 60% of whom were stillborn or died soon after. Drug manufacturers responded by curtailing use of women in drug trials and creating warnings on all literature that pregnant women should not take certain drugs. The introduction of antibiotics, new tableting and encapsulating equipment enabled pharmacists to buy and dispense "ready-to-use" drug products, by merely counting them into dispensing vials. This was true for all drug products, except pharmaceuticals made specifically and only for women.

	 

	This was as women's health advocates were pushing and helping development of birth control pills. Mike Wallace interviewed Margret Sanger, headlined as the Planned Parenthood founder on September 21, 1957. The interview showed that they received half a billion dollars in taxpayer grants and reimbursements annually. She believed the "greatest sin" was to bring children into the world who "have disease" passed on to them from their parents: https://www.c-span.org/video/?288555-1/mike-wallace-interview-margaret-sanger.

	 

	Five years after the "thalidomide disaster" caused thousands of newborn deaths and children with deformities, Congress passed The Kefauver-Harris Amendment, requiring drug makers to prove efficacy and safety prior to approval for marketing. Thalidomide had been marketed and used for morning sickness in pregnant women, but women weren't tested in the drug trails. Congress made new guidelines for animal studies in 1966. It was only then guidelines for reproduction and fetal malformation drug side effects were established. These excluded women in most drug trials except for "women's drug trials" of birth control pills, and estrogen replacements.

	 

	By far, our most ambitious national effort in healthcare was passage of Medicare and Medicaid in 1965 by amendment to The Social Security Act. Intended to provide healthcare for America's senior citizens and to "improve a wide range of health and medical services for Americans of all ages." HEW [Health, Education and Welfare] and states jointly funded the new program: https://www.cms.gov/About-CMS/Agency-Information/History/Downloads/Medicare-and- Medicaid-Milestones-1937-2015.pdf.

	 

	In 1964, half the seniors were retired or disabled, over 65 and on Social Security, but had no healthcare coverage. As medical bills increased with age, the bills pushed one in three seniors below the poverty line. Medicare was not seen as an important or big change, as it was funded by a small percentage added to The Federal Insurance Contributions Act [FICA] taxes used to fund Social Security. After the implementation of Medicaid, the poverty rate for the elderly fell to one in ten, which was lower than the larger general population, and included QMBs ("Quimbies") [Medicaid recipients over sixty-five, blind or disabled]. In addition, Medicaid established healthcare for the poor and also covered 10% of seniors, who were also poor and as such, were "dual eligible" for both Medicare and Medicaid ("Quimbies").

	 

	Pharmaceuticals dispensed in hospitals were included in Medicare, which couldn't be processed, as there were no government item or price codes for tens of thousands of pharmaceuticals and other disposables used in hospitals, which Medicare had to pay. Hospitals were computerized for billing at established prices that were billed to Medicare, as any other insurers and cash

	 

	 

	 

	customers were, at very high prices, adding service and labor charges averaging $5 for nurses taking drugs to patients. Hospitals charged various fees for everything provided to patients, such as emergency, operating and delivery room charges, with separate billings for materials and room charge rates higher than most elegant hotels ($500 to $800 a day for hospital stays averaging a week).

	 

	Hospitals in many metropolitan areas, such as Boston, Cleveland, Philadelphia, Pittsburgh and other cities, formed voluntary hospital councils. They all needed competitive prices to purchase supplies required to keep costs low, while it didn't seem to lower any charges. Soon thereafter, state hospital association and metropolitan councils in Connecticut, Rhode Island, New Jersey, Long Island, Delaware, Washington D.C. and Detroit replicated cooperative endeavors, while older metropolitan councils expanded their services areas, greatly reducing costs.

	 

	In May 1968, I was discharged from active Navy duty, and returned to Pittsburgh, Pennsylvania with my pregnant wife to interview for a job my longtime friend Barry Carr had lined up for me as assistant director of purchasing with John Nee at Mercy Hospital in Richmond Virginia. I thought this would be just a practice job interview, but afterwards was offered the position, and viewed it as an excellent starting point, for I knew all the products and subjects. I accepted and my wife and I moved to Williamsburg, Virginia, near Richmond.

	 

	My first task reunited me with the NDCs [National Drug Codes] my father had first shown me as an inventory listing when I was in high school. The FDA and HEW [Health, Education and Welfare] had adopted them to use for government pricing of drugs in hospitals: https://www.amazon.com/Red-Book-Pharmacys-%20Fundamental- Reference/dp/1563637065.

	 

	I priced hospital charges for the non-drug items such as unit dose aspirin, syringes, needles and other sundry goods that were priced at AWP [average wholesale price], which was not what Mercy paid, plus an "up-charge" to cover hospital costs in procuring and delivering these items to patients, including nursing costs.

	 

	John Nee's uncle was Monsignor Nee and six months after I started, John announced he was leaving to take an administration position at St. Joseph's Hospital in Pittsburgh, leaving the purchasing director's job open. I applied for the position with an administrator's letter congratulating me on saving $250,000, thinking I at least would be interviewed.

	 

	I wasn't interviewed, and a new director was named quickly from a position where he bought sixteen parts for jet engines. I couldn't understand how that related to buying thousands of hospital disposable products, until I was told his wife was a graduate of the Mercy School of Nursing, which evidently was more important than knowing about hospital products. I had read a lot of articles on purchasing and thought perhaps he might be able to teach me things important to my ultimate success. On his first day, he asked me to lunch and I confirmed he knew nothing on hospital products, asking to me to teach him. I gave him my two weeks’ notice.

	 

	His theories involved costs of purchase orders compared to costs of received goods, challenging me to "show me his plan always worked" so my leaving didn't matter. I chose the least expensive product, in the largest volume units (cotton balls) that had taken up more space than I wanted to

	 

	 

	 

	use. He didn't realize hospital supplies had all changed to be disposable and I spent more just to keep storage space at a minimum. I knew the usage was steady and had small weekly quantities delivered automatically every week. If any of these went out of stock before the next scheduled delivery, I could buy any amount needed at the nearby pharmacy. The process I used was called Just in Time [JIT] purchasing. After a truck arrived full of nothing but cotton balls, enough to last a year, Mercy's head receiver called and asked me where I thought he could put them. I told him, "Ask the boss!" They were put in a distant dirty space, a third of Mercy's Hospital entire inventory storage space. Mercy was an old hospital.

	 

	John Nee called me when he heard I quit and tried to convince me I was a natural at hospital purchasing, reminding me about the $250,000 savings commendation letter Mercy’s administrator, Sister Gregory, gave me. After arguing for an hour, John gave me the phone number of George Pettengill, Director of Materials Management at Western Pennsylvania Hospital, and asked me to call him. West Penn had a purchasing director position open for three years and John thought George would hire me on the spot if we met. I followed his advice, called the next day, had lunch with George the following day, and talked about purchasing until 7 P.M. I didn't go back to Mercy Hospital.

	 

	I found George Pettengill and the entire West Penn management efficient and effective. Management backed each other up, but not blindly. When supplies at nursing stations were disappearing, I gave each station a set amount I called "just enough" to last them a week and a half, and told the nursing director that her nursing stations would get no more each week. I provided all nursing stations with coin-operated pencil and pen dispensers in each waiting room, never knowing if nurses, doctors or visitors bought them. But they were low-priced, popular, made a profit and stopped minor nursing supply problems and complaints.
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