TITLE:

PATIENTS RIGHTS AND ACCOUNTABILITY:  

CAN THERE EXIST RIGHTS WITHOUT

REMEDIES IN A U.S.A. LEGISLATIVE FRAMEWORK?

by

Miles J. Zaremski, Esq.

Kamensky & Rubinstein

7250 N. Cicero Avenue

Lincolnwood, Illinois 60712

U.S.A.

(847) 568-5602

e-mail: mzaremski@kr-law.com
President, American College of Legal Medicine

Presented Before:

14th World Congress on Medical Law

Maastricht, The Netherlands

August 14, 2002

PATIENT RIGHTS AND ACCOUNTABILITY:  

CAN THERE EXIST RIGHTS WITHOUT REMEDIES IN A

U.S.A. LEGISLATIVE FRAMEWORK

by

Miles J. Zaremski
I.

Introduction and Overview Outside

the United States
The past decade has shown an increased awareness for patients’ rights on an international level.  Patients have become more responsible for and involved in making health care choices;  as a result of this increased responsibility, many countries have responded by developing more balanced partnerships between health care providers and patients.  International treatment of patients’ rights parallels the rights of patients with social and individual rights; that is, the rights of the patient are fundamental.  The international community, led by efforts of the World Health Organization (“WHO”), dedicated itself to reaffirming basic principles related to rights of the patient.  In response to this action, several leading international documents have been issued which address patients’ rights and now serve as a foundation for patients’ rights legislation in Europe and abroad.

In 1994, members of WHO met in Amsterdam and drafted the Declaration on the Promotion of Patients’ Rights in Europe (“the Declaration”)
.  The purpose of the document was to “reflect and express people’s aspirations not only for improvements in their health care but also for fuller recognition of their rights as patients.”
  Conceptual foundations for the Declaration were extracted from prominent intergovernmental instruments, including the Universal Declaration of Human Rights (1948), the International Covenant on Civil and Political Rights (1966), the International Covenant on Economic, Social and Cultural Rights (1966), the European Convention for the Protection of Human Rights and Fundamental Freedoms (1950), and the European Social Charter (1961).  The Declaration, relying on already established human rights, addressed human rights and values in health care, access to information, consent, confidentiality and privacy, and care and treatment.  Since the Declaration’s endorsement by thirty-four (34) WHO member states of the European region, at least eight (8) countries, including Denmark, Finland, Georgia, Greece, Iceland, Israel, Lithuania, and the Netherlands, have enacted laws on the rights of patients and several other countries, including France, Ireland, Portugal, and the United Kingdom, have used “Patients’ Charters” as a tool to promote patients’ rights.
  

In 1995, the World Medical Association (“WMA”) met in Bali, Indonesia to amend the Declaration of Lisbon on the Rights of the Patient.
  This document recognized that the relationship between physicians and their patients had “undergone significant changes in recent times” and set forth some of the “principal rights of the patient which the medical profession endorses and promotes.”
  The issues addressed by the 47th General Assembly of the WMA included a patient’s right to medical care of good quality, freedom of choice, self-determination, information, confidentiality, health education, dignity and religious assistance, and also distinguished rights of the “unconscious” patient and the “legally incompetent patient.”

In 1996, WHO met once more, this time in Ljubljana, Slovenia, to reaffirm what had been set forth in Amsterdam only two (2) years earlier.  The Conference drafted the Ljubljana Charter on Reforming Health Care, an instrument which addressed patients’ rights in further detail by focusing on values, health, people, quality, sound financing, primary health care, development of health policy, significance of the “citizen’s voice and choice”, reshaping health care delivery, reorienting human resources for health care, strengthening management, and learning from experience.
  After the introduction of this Charter, as well as those Declarations discussed earlier, member states took action to implement those principles related to patients’ rights which echoed throughout each subsequent document.

The universality of patients’ rights allows each member state to examine key issues and mold an effective plan to protect and enforce patients’ rights.  In creating legislation on patients’ rights, countries tend to use three (3) strategies: 1) enacting no legislation, but relying on the law of precedent created by rulings of the courts; 2) democratically creating patients’ rights legislation through parliamentary and legislative procedures; and, 3) using “non-parliamentary” means (such as drafting and adopting “Patients’ Rights Charters”).
  Countries which have already enacted laws include: Denmark, Finland, Greece, Iceland, Israel, Lithuania, and the Netherlands.
  Belarus, Estonia, Georgia, Norway, the Russian Federation, and Turkey are in the process of preparing patients’ rights laws.
  Many countries have opted to incorporate patients’ rights into legal acts, including Austria, Bulgaria, the Czech Republic, France, Germany, Hungary, Poland, Slovakia, Slovenia, Spain, Sweden, and Uzbekistan.
  France, Ireland, Portugal, the UK and several other countries have drafted and adopted a “Patients’ Charter.”

Specifically, the treatment of physician accountability and/or tort liability has been addressed in many countries with respect to a patient’s right to complain.  For example, in Austria, patients are granted the right to complain through mediation boards, or, in cases of injuries and damages, in civil courts.
  In Finland, and entire chapter is dedicated to complaints of the patient and the patient ombudsman, providing complaints channels and introducing an ombudsman for each health care establishment/unit.
  Similarly, a chapter has been included in Iceland’s laws which sets forth a patient’s right to complain.
  Ireland, Israel and the Netherlands also explicitly provide an avenue of complaint for patients.
  Patients are entitled to compensation for damage to health and for moral damages under the laws of the Russian Federation; Uzbekistan’s laws provide that patients will have access to lawyers or other legal representatives for defense of their rights.

II.

The United States Experience
It is somewhat difficult to compare all that has been presented in Section I with that which follows, principally due the very nature of the health care delivery and legal justice systems within the U.S.A. and in other countries.  In other words, an “apple to apple” comparison regarding accountability may be, pragmatically, hard to achieve.

The enrolled versions (passed but not yet enacted into American law) of patient bills of rights (“PBOR”), crafted in the United States Congress last year as S.1052 and H.R. 2653, has been punched, diced, sliced and shredded about as much as any one politician can do with legislation in the five plus years such legislation and its various versions have been floating through the halls of Congress; yet, none has been enacted into law, notably because of disagreements in the Remedies Section of this proposed legislation. 
Regardless, the reader of this writing, both here and abroad, must realize fact from political rhetoric.  That means reading the legislation to see just what it states and does not state.  If the reader is relying upon an American politician to tell him or her what is in the legislation and they have the background and experience to do so, they are doing a grave disservice to themselves; read and decide yourself!
  Much rhetoric has focused on a PBOR expanding the remedies for patients.  Not true.  Why?  Because of the following points. 

a)
ERISA [Employee Retirement Income Security Act passed by the U.S. Congress in 1974, as amended] has nothing in its history or language that bars consumers-patients from pursuing accountability for a health plan’s decision on medical treatment, or treatment-like decisions, affecting the quality of care and treatment rendered or the timing for allowing for that treatment.  The bar, or “shield,” that was created (in the early 1990s for the most part) was Court created:  quality versus quantity of care was the distinction made by Courts.  The former belongs in state court according to state law; the latter remains in federal court, as it has been and will continue to be.  But what is quality versus quantity is decided on a case-by-case basis depending upon the facts.

b)
Nothing in what is pending precludes an enrollee of a health plan from seeking the cost of the benefit denied for a wrongful determination by a plan of coverage benefits.  ERISA, as it was drafted and interpreted, and still reads, allows for the same.  The pending legislation does not change this.

c)
The big focus is upon what to do with those plan decisions that are clearly  not eligibility based and not solely treatment based, i.e., the mixed eligibility-treatment-decisions, as is part of the trichotomy set forth in Pegram.
  But to answer what seemingly is an easy question (absent clarity in federal legislation) here requires the following:

1.
Does a health plan, through its medical director doctor with the background, expertise and knowledge to synthesize medical care and treatment in order to come up with a judgment and then a decision, make a medical treatment decision?  If it does not, then what is it, as exemplified with a case such as Cicio.
  Are any such decisions converted to solely administrative ones because the decisions are made in a health plan business office, rather than in a doctor’s office or in a hospital corridor?

2.
Just how does one classify a decision, e.g., quality versus quantity of care; is it a “medically reviewable” event?; is it only one administrative in nature, where, although some medical judgment is involved, it is one not based on purely eligibility or standards within plan documents?

3.
Is a decision made by the medical director, like in Cicio, considered to be the practice of medicine, and thus the outcome of which can be regulated and sanctioned by state medical boards of conduct? (The American Medical Association (“AMA”) certainly would think so, as contained in its amicus brief filed in Cicio.

Questions, commentary, debate and analyses have gone on long enough.  The discussion and rhetoric for public consumption will only continue to be “jelloesque@ C a whole lot of wiggling and no movement C if enactment of a PBOR does not occur.

In relation to the remedy provisions within the House and Senate bills, a comparison of them is outlined here.  

Comparison of House and Senate Liability Provisions
	Provision
	Senate
	House

	ERISA Preemption/Access to State Law Remedies
	Amends ERISA to allow state law causes of action and to expand federal law causes of action for denials of benefits.
	Amends ERISA to expand federal law causes of action; allows state courts to have concurrent jurisdiction over health care-related claims.   

	Federal Law Claims
	New federal cause of action against ERISA fiduciary who fails to exercise ordinary care in making an administrative coverage determination.
	New federal cause of action against health plan=s designated decision maker who fails to exercise ordinary care in denying the initial claim for benefits or denying the claim during the internal review process, or fails to comply with the external reviewer=s decision to reverse the claim denial, if that failure is the proximate cause of personal injury or death.

	State Law Claims
	Amends ERISA to allow medically reviewable decisions to be adjudicated in state court.
	Allows state courts to hear cases involving new federal cause of action against designated decision maker, but does not allow state law claims based on benefit of denials.

	Damages - Federal Claims
	Defendant is liable for economic and non-economic damages but not exemplary or punitive damages, if it failed to exercise ordinary care causing personal injury or death.
	Allows additional assessment, not to exceed $5,000,000, if claimant can establish by C&C evidence doctor=s conduct demonstrated bad faith and was a proximate cause of the personal injury or death that is the subject of the claim.  Designated decision maker is liable for economic and non-economic damages.  Non-economic damages may not exceed $1,500,000; punitive damages may not exceed $1,500,000.

	Damages - State Law Claims
	State economic, non-economic and punitive damages are allowed.
	If new federal cause of action is tried in state courts, a state may further limit damages than the amounts listed above.

	Severability
	None
	If one provision is unconstitutional, all remedy provisions are unconstitutional.

	Standard of Proof
	Preponderance of the evidence.
	Clear and convincing evidence in court if administrative decision upholds decision of plan.


III.

Blueprint to Eliminate Confusion and Promote Fairness with Remedies

in a PBOR

The President of the United States wants to establish some sort of federal standard to be applied to only health plans within a PBOR Remedies Section.  He has also indicated a willingness to have cases based upon medical decision-making, now called, to reiterate, medically-reviewable events, or quality of care decisions per Court decisions, adjudicated in state court.  Remember, concomitantly, that while all this is going on, doctors and hospitals (more often than not “joined” with health plans here) are still subject to being in malpractice suits in state courts according to state laws.  How to meld all this together?

It is suggested to those in the White House that a federal standard can be established; just ensure that the federal standard follows state procedural law.  Why?  The reality here is that one cannot have litigated and tried to verdict a case against a health plan for medical decision-making combined with decisions made on coverage/benefits according to some as yet undefined federal law in the same courtroom as the same case against a doctor or hospital subjected to state law for the same or similar acts.  What law should be applied to pleadings, discovery, statute of limitations evidence and burdens of proof?  State rules and procedures?  A new federal standard as yet created (remember, ERISA is not a federal medical malpractice law?); a hybrid of state and yet to be developed federal law?  Stop trying to put a square peg in a round hole:  use state procedural law to be applied to all here in state court.  Parenthetically, this shows some ludicrousy in wanting to create a federal law to be applied solely to health plans in state court C but let’s work with what the White House thinks it wants here.

Next, decisions made to determine medical necessity, i. e., to determine whether a proposed treatment is investigational or experimental, must be made by medical doctors.  The standards to be used should be medical standards.  Let Courts determine, as a matter of law in states that have not already done so, whether such decision-making here constitutes medical malpractice.

Punitive damages.  Democrats, this is a ‘throw away’; concede it to the White House.  Ask anyone from the American Trial Lawyers Association how many times punitive damages are awarded in a medical malpractice case C none to minimal.

Caps on non-economic damages.  This is problematic.  How can caps on damages be placed on health plans for the same acts or omissions as offending doctors or hospitals who or that are subjected to state law with differing ceilings than what is proposed in either PBOR bill, if any?  There cannot be any absent a claim of denial of equal protection.  However, both sides can set the bar on damages high enough that it will not matter to any Constitutional scholar asked to look into this provision.

Severability.  In the House version, there is a clause that states if one provision of the Remedies Section is declared unconstitutional, the entire Remedies Section is unconstitutional.  In most federal legislation centering on remedies, typically if one provision or section is declared unconstitutional, all others survive.  That needs to be done here.

Burden of proof and relationship between administrative decisions made by internal/external decisions of a health plan and legal action:  consider them, if they are not, procedural rules of the state in the state court in which the case is being litigated.

Create an external review process of internal review decisions made by a plan where those who compose the external review panels are independent of the plan and its administration.  And in cases where a reviewer sides with the health plan, don’t make the plan enrollee have to show in a Court of law that that decision was erroneous by “clear and convincing” evidence (the House bill provides for this standard in this circumstance).  American jurisprudence uses the “preponderance of the evidence” rule in proving the wrongdoing in medical professional liability cases.  Again, such rules of evidence should be based upon state law.

Cases against a health plan based, in whole or in part, on medical decision-making, are not preempted by ERISA, and cannot be removed to federal court for adjudication.

Claims based solely on a coverage decision or benefit determination will remain venued, as they are now, under ERISA and remain, again as they are now, in federal court.  The damages for such actions are limited presently to the loss of the benefit denied, though the PBOR bills increase those ceilings.  Why change this aspect of ERISA?  As one politician is said to have stated many years ago, “If it ain’t broke, don’t fix it.”  It seems this aspect of ERISA has never been broken.

Federal court is not the venue to try medical malpractice cases against health plans.  Besides some of the nation’s best and brightest health care law scholars, attorneys, physicians and jurists all saying so, envision, if you will, suing a health plan in federal court for, to put it simply, a medical malpractice (forget those pithy phrases of quality of care decisions, for ‘medically reviewable’ events), and then having to file a second suit against a doctor/hospital/nurse in state court who is/are involved in the same circumstances giving rise to a claim against a health plan.  Maximizing judicial economy and taxpayer expense, huh?”  Not really, of course.

Employers.  It is a business force whose pleas need to be recognized.  In general, and for the most part, they are not sued for medical malpractice.  At least this author could not find any such reported cases involving an employer.  Yes, a small percentage of employers (typically, very large ones) do administer plans and make decisions like a health plan, i.e., like of a physician.  Here is a solution:  before any such entity can be joined as a party defendant in any case, require a hearing with proofs (according to state law, do not forget).  Based upon a determination of the Court, an employer will, or will not, be so joined.
IV.

Conclusion

There are many legal cases in the United States that have had to address, and then decide, but only on an ad hoc basis, whether a cause of action should exist in state court.  To do this means, of course, deciding what is a quality of care/a medically reviewable event/a medical decision with or without a coverage determination.  Confusion will remain by having to answer these questions on a case-by-case basis.  This is why a legislative clarification of ERISA is needed. 

ERISA was created by legislators, and legislators, including those backing the House bill,  can make clear that the Congress which passed ERISA in 1974 did not with any stretch of the imagination intend to preclude a health plan which makes a medical decision regarding care and treatment from being held accountable.  And for legislators in support of the Remedies Section of  House bill to advocate to their Member brethren that a medical doctor does not make any medical decision in a health plan business office, even in conjunction with a benefits determination regarding medical necessity, is to elevate disingenuousness to a new zenith.  Let us prevent this from occurring, as we remember that accountability must be the watchword for all who treat and provide care to (all of us as) patients here. . .or in countries beyond U.S. borders.  

Simply put, rights without fair and just remedies is the sine qua non of no accountability within any patient rights initiatives at all.
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In recent years, policymakers have recognized that utilization review constitutes medical decision-making.  For example, the AMA=s current policy on the topic is Athat utilization review decisions to deny payment for medically necessary care constitute the practice of medicine.@


State regulators are increasingly in accord.  For example, in 1997, the Texas State Board of Medical Examiners decided that Athe determination of medical necessity or appropriateness of proposed care so as to effect the diagnosis or treatment of a patient is the practice of medicine@ In 1998, the California State Medical Board passed a resolution that Athe making of a decision regarding the medical necessity. . .of any treatment constitutes the practice of medicine.@


In 1999, the Louisiana State Board of Medical Examiners held that Athe requirement that the act of determining medical necessity or appropriateness of proposed medical care so as to effect the diagnosis or treatment of a patient in Louisiana is the practice of medicine.@  Also, in 2001, the South Carolina Board of Medical Examiners declared that Athe act of determining medical necessity or appropriateness of proposed medical care, so as to affect the diagnosis or treatment of a patient located in South Carolina, is the practice of medicine.@





More regulation of this type is likely, as such regulation is expressly advocated by the Federation of State Medical Boards of the United States, Inc.  In 1998, this entity advised its membership, which includes the medical boards of all states and the District of Columbia, that A[s]tate medical boards, through legislative or regulatory process, should amend their medical practice acts or appropriate statutes to include the determination of medical necessity or decisions affecting the diagnosis and/or treatment of a patient as the practice of medicine.@


New York has considered the passage of legislation that would increase the accountability of managed care organizations.  Its only affirmative action thus far, however, has been an announcement in 1998 that the Office of Professional Medical Conduct will investigate complaints regarding denials of care made by medical directors of managed care organizations.


Other states have taken this approach.  For example, last year, Minnesota passed a law establishing that its Board of Medical Practice has jurisdiction to take action against utilization review physicians whose judgments violate the standard of care.  And, in 1995, the Florida Agency for Health Care Administration issued a cease and desist order against Roger Strube, a medical director in a Florida-based managed care organization.  It alleged that he practiced medicine without a license in Florida by making utilization review decisions.


Some courts have addressed cases arising from such laws, and allowed them to proceed.  For example, in Murphy v. Board of Medical Examiners, 949 P.2d 530 (Ariz. App. 1997), the Arizona Court of Appeals ruled that the State Board of Medical Examiners had jurisdiction over a state-licensed physician who denied pre-certification for a gallbladder surgery, on behalf of a managed care organization.  Similarly, in State Board v. Fallon, 41 S.W.3d 474 (2001), the Missouri Supreme Court cited Murphy with approval in evaluating the state medical board=s jurisdiction over a medical director who propounded pre-certification decisions.  That Court expressly found that jurisdiction was proper because the medical director=s decisions were not administrative but medical:


The determinations at issue in this case fall outside the scope of plan administration.  Dr. Fallon did not simply look to a predetermined list of covered procedures to arrive at this conclusions.  He used medical training and judgment to make a decision about the Amedical necessity@ of surgical treatment for a particular patient.


In addition, a majority of states, including New York, have passed legislation requiring medical directors of managed care organizations to be licensed as physicians.  Such legislation is significant because it puts the lie to the contention that utilization review regards coverage alone.  If that were true, then there would be no need for the Autilization reviewers” to be licensed physicians.  Thus, the Medical State Society of New York and other organizations call for regulations that:





. . .will declare that any person making decisions on the medical necessity or appropriateness of care affecting the diagnosis or treatment of a patient in New York must have a license to practice medicine in New York; and that a physician make decisions on the medical necessity or appropriateness of care affecting the diagnosis or treatment of a patient in New York without a valid New York license, as well as the company that employs him/her, will be subject to investigation, criminal prosecution and possible fines.


Other than New York, states with such laws include Alabama, Arizona, Arkansas, California, Delaware, Florida, Hawaii, Illinois, Indiana, Kentucky, Louisiana, Maine, Maryland, Missouri, Nevada, New Hampshire, New Jersey, New Mexico, North Carolina, North Dakota, Oklahoma, Rhode Island, South Carolina, South Dakota, Texas, Vermont and Wisconsin.





