Law and Medicine
· Six Commonly Accepted Principles for assessing bioethical issues:

· Autonomy

· Person has a right to be free from influence on matters concerning themselves

· Reflection in law – abortion and the right to choose – woman has the right to be free from outside influence in deciding whether or not to have an abortion

· Non-Maleficence 

· Do no harm

· Duty not to cause harm, evil, or risk of harm

· Reflection in law – physician assisted suicides

· Beneficence

· Have a duty to help others – affirmative duty

· Reflection in law – EMTALA – federal law requiring all hospitals to treat patients presenting themselves to the emergency room with an emergency need, regardless of ability to pay

· Confidentiality

· Duty not to divulge information about another person without that person’s consent

· Reflection in Law – Federal and state laws which prohibit insurers from disclosing personally identifiable health information without a patient’s consent

· Distributive justice

· Benefits and burdens ought to be distributed equitably

· No one should bear a disproportionate share of the burdens

· Scare resources allocated fairly

· Reflection in law – Medicare (elderly) and Medicaid (indigent) programs – funded based upon general tax revenues – thus becomes a balance of benefits and burdens

· Honesty and truth telling

· Duty to be forthright and disclose all relevant information in order for a patient to make an informed decision

· Reflection in law – informed consent doctrine – patients have a right to know the risks associated with the particular medical procedure recommended, and any alternatives

Utilitarianism

· Holds that the value (morality) of a practice resides in its tendency to maximize “happiness”

· Actions are right (moral) if they promote happiness and wrong if they minimize happiness

· Good – happiness

· Right – Promotion of happiness

· Described as “the greatest good for the greatest number” – greatest aggregate happiness

· Teleological theory – based upon the expected results
· Focuses on the end achieved

· Two types of utilitarianism

· Act Utilitarianism 

· Examine each individual instance – case-by-case

· Most common form – what action will maximize the happiness in this case

· Rule Utilitarianism

· Creates a general rule not to be diverged from

· Not what action will increase the happiness of these people in this situation – rather what general rule, if applied across society will tend to maximize happiness

· Kantianism (Immanuel Kant)

· Refers to n ethical theory that tries to establish a general, universally applicable principle of action – the categorical imperative
· Categorical Imperative

· “I ought never to act except in such a way that I can also will that my maxim should become a universal law”

· Translate that into – if everyone did what I am doing, what would the world be like

· Reiteration of the golden rule? – do unto others as you would have them do unto you

· Ultimate test of moral action

· Presumption underlying the categorical imperative?

· Moral Equality
· Two types of duties 

· Perfect

· A perfect duty can never be justifiably ignored (can never morally violate)

· Example – duty to refrain from unjustly harming others

· Imperfect

· Duties that we should follow, but there may be certain situations where it is permissible to not always follow

· Example – duty to contribute to the well-being of others

Natural Law

· Approach to ethics is that something is right if it fulfills its true purpose, and wrong if it goes against its true purpose

· “Do good and avoid evil”

· Dominated by reason
· Human reason reveals something’s true purpose, and knowing that true purpose helps us fulfill it

· Principle of Double Effect
· Three part test

· (1) Evil must not be the means of producing the good effect

· I.e. alleviation of pain is not produced by weakening the patient

· (2) Evil effect is not directly intended

· I.e. intent in administering the morphine is not to suppress respiration but rather to alleviate pain

· (3) Proportionate reason for performing the action, despite the evil consequences

· I.e. relief from pain is proportional to lowering life expectancy of someone who is already going to die shortly 

INFORMED CONSENT

· Evidence – what do you have to show?

· (1) What information has to be disclosed, and whether in fact it was disclosed

· (2) Had the disclosure been adequate and complete, the plaintiff would not have consented to the procedure (causation)

· Consequently the injury would not have resulted

· Modern Basis – Negligence (negligent non-disclosure)

· Not like medical malpractice

· Health care provider was negligent in failing to furnish the patient with an adequate level of information

· So modern courts are focused on the disclosure – consent is not sufficient, it has to be informed consent

· Risks, benefits, alternatives, etc

Disclosure Standards (3) – what information is required to be disclosed?

· Practitioner Standard – Original Standard – still used in some places

· What would a reasonable medical practitioner would disclose in similar circumstances

· Protects the physician more than the patient

· Prove adequate disclosure through the testimony of other physicians from the community, and they are likely going to say that they would have provided exactly the same level of disclosure

· This standard ignores all interests of the patient
· Canterbury Standard – Objective Patient Standard

· A risk is material when a reasonable person, in what the physician knows or should know to be the patient’s position would be likely to attach significance to the risk in deciding whether or not to forego the proposed therapy

· Subjective Standard

· Ask what is material to the patient involved in the case, not what some objectively reasonable person would find material

· Minimum Disclosures (4)

· Diagnosis

· Proposed Treatment

· Risks and Benefits of proposed treatment

· Available Alternatives 

Johnson v. Kokemoor (Wisc. 1996)

· Her claims

· He overstated his experience with this type of surgical procedure

· Comparative risk data – he failed to show how the success rate of other physicians with his lack of experience compared with the success rate of more highly trained and qualified physicians

· He should have referred her or recommended her to a tertiary care center where there were much more qualified physicians (i.e. the Mayo Clinic only 90 miles away)

· This court upheld her claims

Majority View – Disclosure of substance abuse is not required under informed consent

Ethical obligation not to engage in any procedure that has an identifiable risk of transmission of HIV without the consent of the patient

Arato v. Avedon (Cal. 1993)

· At issue was whether the duty to disclose included mortality statistics – also as a result, she claimed he would put his financial affairs in order

· What did the court conclude?

· Physician was under no obligation to provide mortality statistics, citing the inherent unreliability of such statistics

· Court + Financial affairs of the patient

· Plaintiffs said that the patient would have taken steps to protect his financial affairs

· Court said no, that is not the responsibility of the physician to be concerned with whether the patient was getting his financial affairs in order

Truman v. Thomas  - non-treatment

· Cervical cancer that could arguably been avoided through a pap smear

· Court’ response to doctor’s arguments

· (1) All material risks have to be disclosed

· Risks can be material even if they relate to non-performance of a procedure

·  (2) Physician could not reasonably have assumed that the decedent was mindful of the risks of non-treatment

Moore v. Regents
· (1) A physician must disclose personal interests unrelated to the patient’s health, whether research or economic, that may affect the physician’s professional judgment

· (2) Failing to disclose such information may give rise to a cause of action for breach of informed consent / fiduciary duty

Neade – HMOs + relationship 
· Distinguish Moore (CA) because in Moore the plaintiff had no way of discovering the physician’s research plan except through the physician, but here the patient could find out from his HMO

How do you assess causation?

· Objective – what would a reasonable person in the patient’s position have decided if they had been fully informed – majority view

· Subjective – what would this patient have decided if they had been fully informed

Damages

· Measure the damages by comparing 

· The injury resulting to the patient as a result of the physician failing to provide adequate disclosure against 

· The result that would have occurred if the patient had undergone an alternative treatment or no treatment at all

· Benefits doctrine – minority approach

· Created to help lower compensatory damages

· Where the procedure that was performed achieves its intended result and there is no alternative to the treatment, then any unintended result will be outweighed by the benefits of the procedure

Tisdale
· Here the conduct rose to the level of gross negligence, and thus it was fair to award punitive damages against the physicians

Exceptions – emergency, waiver, detrimental to patient

HUMAN REPRODUCTION AND BIRTH
Legal recognition of fetal rights – none in constitution, some in statutory and common law (i.e. feticide and wrongful death)

Remember Rademacher – makes a difference if fetus is viable for wrongful death

Contraception – Griswold, Eisenstadt, Carey

Roe – 

· What was the holding in Roe? Three main aspects

· Right to privacy is located in 14th amendment DP liberty and is a fundamental right

· Right to privacy includes the right of a woman to obtain an abortion 

· Right to have an abortion is not absolute, there are state interests in the life and health of the mother and the potential life of the fetus

· When do these state interests become compelling? – Trimester System
Casey

· What did the court in Casey hold?

· Retained and Reaffirmed the “central holding” of Roe

· But they establish a completely different standard from Roe – throw out the Trimester framework completely

· New standard

· Viability is still the line

· And the new test is not strict scrutiny but “undue burden”

· Before viability

· State may adopt regulation of abortion protecting the mother and the potential life of the fetus only if the regulation does not impose an undue burden

· Undue burden exists if its purpose or effect is to place a substantial obstacle in the path of a woman seeking an abortion 

· But the fact that a law which serves a valid purpose has the incidental effect of making it more difficult or more expensive to procure an abortion cannot be enough to invalidate it

Stenberg v. Carhart

· Court Invalidated

· No exception for the health of the mother

· Undue burden because the statute was overbroad

· Is the health exception requirement part of the undue burden standard?

· The basis for the health exception is that the state interest never has an interest that can overcome the woman’s interest in protecting her own life – doesn’t fall under the undue burden standard and applies throughout pregnancy

· Undue burden standard applies only prior to viability

IVF, AID, Assisted Reproduction Generally

· Artificial Insemination

· Placement of semen in the cervical canal by means other than sexual intercourse

· Two types – AIH (Homologous – the intended father is the provider) and AID (Donor – someone besides the intended father is the provider)

· Problem arising with AID is the question as to who is the father

· Law generally agrees that the father is the intended father and the donor has no rights – UPA 1973

In-Vitro Fertilization (IVF)

· Both sperm and egg (usually more than one) are removed and the fertilization takes place in the lab, then the fertilized zygote is implanted back in the woman and allowed to develop

Davis v. Davis – leftover embryos

· Person v. Property Dichotomy – what is the status of the embryos

· In the absence of a prior agreement, the principle to apply is that of “Procreative Autonomy” 

· Considered a fundamental right within the meaning of liberty

· Necessary to protect the procreative autonomy of both parties

· Balancing Test – Weigh the interests of the parties involved

· Generally

· Ordinarily the party wishing to avoid procreation should prevail, assuming that the other party has a reasonable possibility of achieving parenthood by means other than use of the pre-embryos in question 

Surrogacy
· Two Types

· Traditional

· Gestational

No Genetic connection to adoptive mother – traditional – genetic/birth mother contests:

Baby M

· Court

· Contract is void and unenforceable

· She does not have to automatically surrender her parental rights

· Notwithstanding the agreement, Mrs. Whitehead had a parental right in the child

· Basis for the holding of the court

· Conflict with statutory provisions
· (1) Laws prohibit the use of money in connection with adoptions

· Can pay for certain expenses, but not for the adoption

· And the court here felt that this was explicitly payment for the child – full payment was due on surrender of the child

· (2) Laws requiring proof of unfitness (gross neglect) or abandonment before termination of parental rights is ordered or an adoption is granted

· No evidence of unfitness here

· (3) Laws that make surrender of custody and consent to adoption revocable in private placement adoptions

· Conflict with public policy
· Premise of the contract that the natural parents can decide in advance of birth which one is to have custody of the child bears no relationship to the settled law that the child’s best interests shall determine custody

· Problems with baby-selling – economic exploitation of women

Gestational – genetic mother is not biological, but biological contests – wants baby:

Johnson v. Calvert

· Court

· Awarded mother status to Crispina Calvert over Anna Johnson

· Did not look at the adoption law – irrelevant, partly because gestational surrogacy is different from traditional 

· Looked first at the Uniform Parentage Act of 1973

· Mother-child relationship can be established in two ways

· Genetically

· Gestationally

· Also said a child can only have one mother

· Doesn’t resolve the question, because each of those components lay in a different person

· Then the court turned to Intent of the Parties as the “tiebreaker”

· Used an “intent” test – intended mother should be the legal mother, the child would not exist but for their desire to have a child and the combination of their genetic material

· It is the woman who intended to procreate and raise that child as her own that is the legal mother in California

No genetic or biological connection for either parent, donors make no claim, adoptive mother wants to be declared legal parents and wants child support from ex-husband

Buzzanca v. Buzzanca

· Court of Appeals

· The intended parents would be the legal parents

· Found Johnson to be controlling, and extended that reasoning to this case

· Since John and Luanne were the intended parents, they should be the legal parents

· Is this a proper application of Johnson?

· Not necessarily, because the first step in Johnson was to look to the UPA, which in that case was a tie – only then did they look at intent

· In Buzzanca, neither of these parties have a genetic or gestational claim – skipped the first part of the test?

· Could have looked at the test, and a literal reading wouldn’t preclude them from finding that the woman who intended to procreate does not have to be either the gestational or genetic mother – I.e. the UPA does not have to be exhaustive

· Maybe use adoption law in this context, but the contract is not being contested by a donor with a better claim of parentage or custody, so even though the court glossed Johnson, probably reached proper result

UPA Article 8 – surrogacy contracts made enforceable

· Must be a married couple, get judicial approval, etc

· Those opposed to surrogacy are offended by article 8 even existing

· Those who support surrogacy don’t like the requirement of judicial approval 

· Today about half the states have statutes recognizing surrogacy arrangements

· Other states prohibit outright, prohibit paid agreements, etc

Cloning and stem cells – p. 37 if necessary

Sterilization

· Eugenics – Buck v. Bell

· Punishment – Habitual Criminals - Skinner v. Oklahoma

· Overturned on EP grounds – arbitrary distinction

· Punishment – sex offenders

· Chemical castration in CA by statute as condition of probation

· Other purposes may not be ok – C&U punishment

· Courts increasingly hostile

· Protection for mentally incompetent – Conservatorship of Valerie N

· Mentally incompetent do have the right to get sterilized

· Most courts today in dealing with this issue do not place an absolute prohibition on sterilization of the mentally incompetent

· Rather they will have a presumption against sterilization and inquire for evidence to show that sterilization is really in the mentally incompetent person’s best interests – developed procedures like those in Hayes

· Hayes required a number of showings, including a determination that there are no alternative means of protecting the interest

· A very hard evidentiary standard to meet for anyone seeking to have a mentally incompetent individual sterilized

Wrongful birth, wrongful life, wrongful conception

· Wrongful birth is a cause of action brought by the parents

· Alleging that if they had known about a certain defect, they would not have gone through with the pregnancy – causation element

· Best public policy approach is to argue for a subjective standard – avoids broadly making value judgments on human life (i.e. a reasonable person would terminate a pregnancy involving a damaged child)

· The provider engaged in some negligence, usually the failure to use a certain diagnostic test that would have revealed some abnormality in the fetus

· Either didn’t perform the test, performed the test incorrectly, or failed to advise the parents of the result of the test

· Wrongful life is a cause of action brought by or on behalf of the child

· Alleging negligence for some variation of the failure to test

· Child is born with a defect

· Alleging that, had its parents been informed, they would have aborted the pregnancy and the child would never have been born

· The child’s life is the legal wrong – damage to the child is its birth

· Most states recognize wrongful birth, but not wrongful life

· May be problematic to recognize life as a legal injury

· What are the damages being sought?

· Typically all of the costs associated with raising the child

· Both ordinary child raising costs and extra-ordinary costs for the defect

· Theory being that they would have had no child otherwise

· Courts have limited recovery to extraordinary costs – to avoid windfalls to the parents 

· Wrongful Conception

· Some variation of a failed sterilization procedure resulting in the birth of a healthy child

· Brought by the parents

· Alleging some medical negligence against the physician in sterilization that ultimately led to the conception of a child the parents were not wishing to conceive

· This cause of action should be recognized as a form of negligence, and there could be a stronger argument for the ordinary costs of raising a child, but you still aren’t going to get all those damages

· Tort and contract notions of minimizing your expenses might suggest placing the child up for adoption or having an abortion, but those run counter to public policy

· In j/d that recognize this cause of action, the courts will limit damages to costs associated with the pregnancy
· Thus, those costs that flow directly from the negligence 

· Lost wages, loss of consortium, pain and suffering related to pregnancy and delivery

Smith v. Cote (NH)

· Wrongful birth, sure, but not wrongful life

· Damages are extraordinary costs

Conflicts in fetal/maternal decisionmaking

· When interests of fetus interfere with interests of mother

· Conflicts arise in two ways

· (1) During delivery – In Re AC

· I.e. the determination that a c-section is necessary for the life of the fetus and the woman refuses consent

· Usually the hospital seeks an emergency court order 

· Courts refuse to balance the state’s interest in protecting prenatal life against the woman’s interest to not have this invasive surgery

· Generally only look at the mother’s consent – no consent, no court order

· As long as the mother has decision making capacity

· (2) Conduct of the mother during the pregnancy

· (A) Is there an obligation to submit to diagnostic testing and treatment?
· Even if the treatment is completely non-invasive

· Arguments both ways

· Seems like autonomy cuts against it in the same way as the during delivery conflicts

· Generally, the state cannot force a woman to undergo any diagnostic treatment, even if it is for the good of the fetus

· (B) Behavior

· What obligation is the state under to try to control or punish the behavior of a woman if that behavior would have a detrimental effect on the fetus?

· It may be fair to punish a woman under criminal statutes for harm to her baby, if you can prove causation – not less fair than punishing someone who shoots her or does something else where the fetus is recognized as an independent victim of crime

· Proving causation may be difficult

· Many cases establish an exception for wrongful death or feticide causes of action against the mother for her conduct, as against a third person

· Have been some exceptions to that exception – some women have been prosecuted and pled guilty and sentenced in cases for drug use relating to the still birth of their fetuses 

· One of those cases is currently being appealed to the US Supreme Court – actually denied cert on 10/6/2003 – that case might have had some serious implications – might it prevent some women from getting prenatal treatment or treatment for their own addictions

· Generally, attempts to prosecute women for their drug use affecting their fetuses have not succeeded 

· Only place where efforts to protect the fetus really have succeeded is with protective custody and similar orders

· Women suffering from drug abuse or alcoholism – visible benefit is to protect the woman, and the obvious side benefit is to help protect the fetus

END OF LIFE DECISION-MAKING

· All states have adopted the whole brain definition of brain death

· No one has adopted higher brain death

· Definition for states has been established primarily by legislators – found in statutes – but there has been occasional common law decision as to definition of death

· Eulo case – defendant argued that he was not responsible for the death, because the state had a cardio-pulmonary death definition and the victim could have been kept on a respirator and ventilator for long enough to alleviate his responsibility – death was on the hospital

· Court didn’t buy it – guy was whole brain dead, so they changed the standard to include whole brain death 

Anencephalic Infants - And the definition of death
· Whether or when they should be considered “dead”

· One case for organ donation, the other for when medical care is needed

In Re T.A.C.P. (Florida, 1992)

· Parents knew they were going to have an anencephalic infant 

· Wanted to use it as an organ donor

· Florida Supreme Court dealing with their full brain death statute

· Court refused to read in an exception for anencephalic infants

· Noted that a previous session of the legislature had considered just this idea and rejected it

In the Matter of Baby K (4th Cir, 1994)

· Anencephalic infant in the context of what medical treatment she is entitled to

· Ruling of the 4th circuit

· Duty under Emergency Medical Treatment and Active Labor Act

· If someone comes to the emergency room, you have to screen them, and if they have an emergency medical condition, you have to stabilize them no matter what

· So the hospital has the duty to stabilize Baby K

Right to Die
NO DECISIONAL CAPACITY AND PVS (as opposed to conscious)
Cruzan v. Director, Missouri Department of Health (US, 1990)

· Supreme Court

· Affirmed the Missouri decision and upheld their use of the clear and convincing evidence standard

· Next – we assume that the US constitution would allow a competent adult person to refuse life sustaining treatment

· Court agreed with the state supreme court that it could adopt a heightened evidentiary standard for purposes of establishing that a person desired to have care withheld 

· An incompetent person has the right, but a state may impose heightened evidentiary requirements to demonstrate the intent of that incompetent person to have hydration and nutrition withheld

· Constitution does not prevent a state from requiring a clear and convincing level of evidence for determining the incompetent person’s intent or wishes as far as having care withheld

What happens where there are no advance directives?

· (1) Patient Intent: Try to determine if this patient already decided – did this patient express a clear intention about whether they would want care withheld in this situation (subjective)

· I.e. if there were reliable evidence to the effect that he said he didn’t want a tube if he were ever in this situation, then that evidence could hold a lot of weight

· But it is very rare, and unlikely that someone will have expressed their intent clearly about the exact situation at issue

· (2) Substituted Judgment – A surrogate decision maker attempts to establish, with as much accuracy as possible, what decision the patient would make if he were competent to do so (also subjective)

· (3) Best Interests – Try to act in the best interests of the patient – what would a reasonable patient do in this situation (objective)

In Re Eichner (NY Ct Apps, 1981)

· Court is applying the clear and convincing evidence of the patient’s actual intent
· Same standard they applied in Cruzan

· Works in NY for PVS – I think – not clear if he was conscious or not here

· Clear and convincing evidence inquiry alone is the minority standard

· Most jurisdictions will initially look for actual patient intent, but if they cannot find it, they will use a second standard – substitute judgment – Schaivo

Notes

· Any application of Conroy to PVS patients?

· NJ Supremes adopted a different standard for PVS patients than for conscious, highly incapacitated patients

· Applied a substituted judgment test which defers to the decision of the surrogate decision-maker

· Why do they apply that standard here, and not in Conroy?

· Court probably thought that the best interests standard was too difficult to apply for PVS patients

· Made it easier for care to be withdrawn

· Cannot really measure pain and suffering with these folks

· They have no consciousness and cannot experience any of the benefits of life

CA Supreme Court in dicta from Wendland

· With regard to comatose / PVS patients, the standard is the one from the appellate court here – all you need to show is clear and convincing evidence of good faith on the part of the conservator that they were acting either in accordance to the actual intent of the patient or in his best interests

· Similar to NJ choosing to use a substituted judgment standard that defers to the family / surrogate decision-maker

PATIENTS WITH CAPACITY
· Refusal of Treatment
· Patients with capacity

· Competent adult patients have the right to refuse any form of medical care

· Even if that refusal will lead to certain death

· Application in Bouvia 

· Bouvia 

· Court concluded that the patient’s right to self-determination and autonomy outweighed any state interest

· Patient who weighs the costs and benefits

· Medical care includes hydration and nourishment

· Can be exercised where the patient may not be go through a great deal of pain or where treatment would have a beneficial effect

· I.e. the case of Christian Scientists or Jehovah’s Witnesses – Like Georgetown College and Wons

· General conclusion is that competent adults can refuse medical treatment, even if that has negative effects on the support of third parties, such as children

PATIENTS WITHOUT CAPACITY WHO ARE NOT PVS – just incompetent

In Re Conroy (NJ, 1985)

· Nursing home patient who had numerous problems, but was not brain dead – she was fully conscious, though severely demented

· Her son wanted her feeding tube removed

· Court

· Adopted a best interests test

· Suggest a 3-part test – Eichner and 2 best interests tests

· (1) Clear and convincing evidence of actual intent?

· (2) Limited best interests (objective)

· Some trustworthy evidence of what the patient wants or would want, and

· Where the burdens of continued treatment outweigh the benefits of continued life

· Then care may be able to be withheld

· (3) Pure best interests (objective)

· Net burden of the patient’s life with treatment must clearly and markedly outweigh the benefits that the patient derives from life

In Re Westchester County Medical Center (O’Connor) (Court of Apps NY, 1988)

· Woman who suffered a series of strokes and was currently being fed and hydrated with an IV, and the hospital wants to insert a nasogastric tube

· She is incompetent but conscious

· Court

· In NY, so they follow the Eichner standard

· Found that there was not clear and convincing evidence that she would want care removed in this particular situation

Wendland v. Wendland (Cal Ct. Apps 3rd Cir, 2000)

· Guy was in a car accident

· Was conscious, but dependent on life sustaining nutrition

· Supreme Court of California (not an opinion we have in this book)

· Reversed this appellate court decision we read 

· Adopted the test that was applied by the trial court 

· Clear and convincing evidence of actual intent, or in the absence of such, clear and convincing evidence that the withdrawal of care was in the best interests of the patient

· Conservator cannot remove life support of a conscious, non-PVS patient absent clear and convincing evidence that it is in accordance with the intent of the patient, or in his best interests

NO PRIOR CAPACITY

Superintendent of Belchertown v. Saikewicz (MA, 1977)

· Applied a standard of substituted judgment

· Should attempt to ascertain the incompetent person’s actual interests and preferences, and the decision should reflect what the incompetent person would do if they were competent

· Very much the minority standard

In Re Storar (NY Ct. Apps, 1981)

· Court

· Unrealistic to apply substituted judgment because it is impossible to determine whether this person would want to continue with lifesaving treatment if competent

· So they use best interests and determine the transfusions should continue

CHILDREN

· What if the child is not emancipated or declared a “mature minor”

· Parents make the decisions regarding medical care

· When should courts not defer to the decisions of the parents regarding treatment of the children?

· Generally defer to the parents, but that presumption can be overcome if the child’s best interests would be served by taking a different course of action

Newmark v. Williams (Delaware, 1991)

· There is generally deference to the parent’s decision, and the court concluded that in this case the best interests of the child also lay in not having the treatment

· Success rate was low, debilitating side effects, treatment might kill him, etc – not in his best interests – better for him to live with his caring family

PHYSICIAN ASSISTED SUICIDE

· Prosecutors rarely bring charges against physicians for passive PAS – prosecution involves primarily active euthanasia

Washington v. Glucksburg (US, 1997)

· Facts

· Considering the constitutionality of a Washington statute banning assisted suicide – making it a crime to assist someone’s commission of suicide

· Court

· Not an interest protected under 14th amendment liberty, so rational basis applies as opposed to strict scrutiny

· The asserted state interests are sufficient to satisfy rational basis

· First examined the history, legal traditions and practices of the US with regards to suicide and PAS

· Historically prohibited, and very few have backed away from that prohibition

· Is not grounded in the history and traditions of the nation

· Next they look at Cruzan and Casey

· Cruzan – not merely deduced from concepts of autonomy – traditionally the forcing of medical treatment was common-law battery – very distinguishable from the right to commit suicide

· Casey – many protected rights and liberties involve the most intimate and personal choices a person may make

· Distinguish again because that statement does not warrant the conclusion that any and all important, intimate and personal decisions are so protected

· Not a fundamental liberty interest, so the law only has to survive rational basis

· Only has to be rationally related to legitimate government interests

· Purported State interests

· (1) unqualified interest in the preservation of human life

· (2) interest in preventing suicide, and in studying, identifying and treating its causes

· (3) protecting the integrity and ethics of the medical profession

· Incompatible with the physician’s role as healer

· (4) Interest in protecting vulnerable groups – poor, elderly, disabled, etc against the potential for abuse, neglect, mistakes

· Rationality review 

· The law is unquestionably important and legitimate and is at least reasonably related to their promotion and protection

· Law doesn’t violate 14th amendment liberty

Vacco v. Quill (US, 1997)

· Announced at the same time as Glucksburg

· Deals with EP and DP, but DP assessment and fundamental rights dealt w/ in Glucks

· Supreme Court reversed the second circuit

· NY law does not involves suspect classifications

· Based upon Glucksburg, the NY law did not restrict a fundamental liberty interest

· So the distinction drawn in the NY law would be upheld under EP so long as it was rationally related to legit state interests

· Court concluded that is was rationally related – had a rational basis and was thus a valid distinction

· Could determine that there was a valid basis for distinguishing between passive and active euthanasia

· Valid to distinguish between withholding care and letting someone die, and taking affirmative action to bring about a person’s death 

Oregon death with dignity act

HUMAN RESEARCH AND EXPERIMENTATION

· Three Documents

· Nuremburg

· Helsinki Declaration

· Belmont Report

· Don’t have force of law

Nuremburg Code (1947)

· Ten Principles / Standards that informed their verdict and could guide future decisions on permissible human experimentation

Helsinki Declaration (1964, amended 2000)

· Most significant principle remained that of informed consent

· Established a number of other important principles – about 32 principles actually

· Research population has to benefit from the research

· The famous principle 29!!! WOOOOO!!!

· If you are a participant in a research study, whatever is being tested on you must be evaluated against the best known treatment currently available

· Effectively says that placebo control studies are rarely permissible

· Only if there is not currently an effective treatment

· Then you can evaluate a placebo control group against a group receiving the new treatment, knowing that the placebo group is no worse off than the status quo

· Always two groups

· (1) New treatment

· (2) Best treatment currently available

FDA, in its regulations, would permit a placebo control only where there is no alternative therapy consistent with the standard of care in the community

The Belmont Report (1978)

· Three Principles

· (1) Respect for Persons
· Autonomy and informed consent

· Includes three of its own principles

· (a) Complete Information needs to be provided to the patient

· (b) Comprehension – not enough simply to get consent and explain risks and benefits, must make sure the participant comprehends that information

· (c) Participation must be voluntary – cannot be coerced or due to undue influence

· (2) Beneficence
· Generally – Duty to do good, help others

· In this context – means you maximize the benefits to the participants and you minimize the risks

· (3) Justice
· Goes to the selection of participants

· You cannot discriminate in terms of subject selection

· I.e. Cannot focus on vulnerable populations, particularly where those participants are not going to benefit from the research

· Benefits and burdens must be distributed evenly among populations

45 CFR 46

· Seek to protect subjects by creating institutional review boards

· Requirements apply to research conducted by a federal agency or funded by the federal government

· If the research is completely private, then these requirements do not necessarily apply

· Three points to stress based on the regulations and function of IRBs

· (1) IRB must be interdisciplinary

· Committee must be composed of people of different backgrounds, i.e. physicians, scientists, lawyers, theologians, etc

· (2) Role of the IRB in protocol approval – questions to consider – minimum requirements:

· Risks to participants minimized

· Risks reasonable in relation to anticipated benefits

· Selection of participants equitable based on principles of justice

· Has informed consent been obtained

· Has adequate provision been made to ensure the privacy of the patients

· (3) Role of IRB in ongoing monitoring of the research protocol

· Function does not cease at approval – responsibility to monitor

· Require researchers to submit annual or semi-annual reports setting forth

· Progress

· Any results

· Adverse consequences

· Etc

· Based upon those reports, the IRB decides whether the study should be terminated, continued, or modified...

Patient Privacy and Confidentiality

· Patient privacy laws 

· Relatively recent development in most states, but they often require physicians to get consent before disclosing any patient specific information – i.e. even before your doctor sends your blood to the lab he has to get your consent

· Not all states have them – Bobby says about ½ the states have them

· And many of them are quite broad – need consent prior to disclosing any health related info for any purposes

· Other states have condition-specific laws – only require provider to obtain consent prior to disclosing information if the info relates to a specific health care condition (i.e. HIV/AIDS) – Doe case

Humphers v. First Interstate Bank of Oregon (OR, 1985)

· Court 

· Accepted the breach of confidentiality between the patient and physician

· There was a certain level of confidentiality expected

· As a matter of professional ethics, physicians are supposed to maintain confidentiality between the doctor and the patient

Doe v. Marselle
· CT statute prohibited revealing HIV related info about a patient without the patient’s consent

· Statute imposed penalties and created a private right of action for willful violation – willful disclosure

· Court

· Intent to harm is not necessary for willful disclosure

· Only need to know that there is a prohibition against such disclosure and to disclose it anyways for it to be willful

State common law protections

· New tort cause of action for the unauthorized disclosure of non-public patient information

· Biddle

· Implied contract theory

· Where a health care provider discloses information without patient consent, that is the breach of an implied contract between the patient and physician, and under that contract the patient has an expectation of non-disclosure

· Privacy

· Some court recognize a cause of action based upon a right of privacy where there is a disclosure without patient consent

· Distinct from an action based on patient privacy laws – this is a common law tort based on a right of privacy

Federal Regulations
· HIPAA requirements

· Applies to covered entities 

· Health care providers and insurers

· Only applies to protected health information (PHI) – sets forth specific types of info that is considered PHI

· All the info discussed at the beginning of class, along with other info that is not identifying on its face but is still protected – basically as a general matter it will include anything on an insurance form

· Notice of privacy practices of the covered entity be furnished to the patient

· Has to describe the use and disclosure of PHI for treatment, payment, and health care operations (TPO)

· Treatment – Example: Disclosure to lab of your identity to get a test result is PHI

· Payment – Example: Physician performs a service and submits a claim form to insurer – form contains PHI for payment purposes

· Health Care Operations – broadly defined – includes for example: legal advice, quality assessment, accounting and auditing work, etc

· What if your physician wants to sell PHI to a pharmaceutical company?

· Not related to treatment or payment, and it is not really related to the health care operations of the physician’s practice

· In such a situation, notice cannot be enough – the physician is going to need consent from the patient 

· For disclosure of PHI for purposes not related to TPO, patient consent or authorization is necessary

· Specific as to whom the info is being released and the specific info being released

· Patient can revoke that consent at any time

· Penalties for violation of HIPAA

· Civil Monetary penalty up to $100 for each violation 

· Criminal penalties including fines up to $50,000 and imprisonment up to one year

· Limits of HIPAA

· HIPAA merely provides a floor of regulation, not a ceiling

· States are free to enact stricter regulations

· In the absence of any state regulation, HIPAA applies

· But where a state requires more, then the state law supercedes HIPAA

· Whatever provides more protection governs
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