Health Law 1 Outline

1) Nature of medical practice
a) Background:  The Nature of Medical Practice
i) Acute care v. chronic care – acute care is what we typically think of; it is the type of care you seek when you have an immediate problem.  Chronic care is long-term care.

ii) Public v. Private – public hospitals are county hospitals that are government funded. Private hospitals are non-profit or for-profit.

iii) Non-profit v. For-profit – non-profits are run by religious organizations typically; academic health centers, and they receive tax exemptions.  For-profit hospitals are run like businesses.  There is generally no proof that non-profits give better care than for-profits.

iv) Teaching v. Community – teaching hospitals get interesting cases, they are less efficient and the patients are more expensive to treat.  Docs may be employees of the university and practice at the hospital.  Still not employees of hospital.

v) Rural v. Urban – rural hospitals may not be able to draw physicians, not as many specialists.  There is more selection with urban hospitals.  They have better technology, there is more competition among them, the people they treat are poorer, sicker.  There are more specialists in urban hospitals.
b) Organization
i) Board of Directors – doesn’t have direct authority over docs, but does have authority over administration.

Admin.

       

Medical Staff
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2) Insurance Concepts

a) Private health insurance pays for most in this country.  Sometimes, there is a co-pay.  Some groups pool the risks, meaning the more members there are to share the risk, the less cost for everyone.  Examples: student health insurance, union insurance. 

b) Adverse selection – insure sickest.  Favorable selection – insure only healthy people.  (Called cherry picking)

c) Cost v. chance of something happening.  The more likely something will happen, the greater the cost.

i) Patients’ concerns:  Patients want policies to cover surgery, expensive drugs.   However, you don’t necessarily want to pay for insurance for getting struck by lightning because the odds of it happening are so slim.  You can buy very specialized policies, but they may be extremely expensive.  The bottomline is that patients want the best policy for the least money.

ii) Insurance companies:  Only want healthy people.  Sick people cost money.  They create exclusions for pre-existing conditions because they can’t kick the insuree out entirely.  They are running a business.  Government is trying to restrict – for example you change job and new employer’s insurance won’t cover pre-existing.

d) Payment:

i) “Fee-for-Service” – people didn’t have health insurance until The Depression, which was the birth of insurance.  People paid out of pocket.  Everything doc does, he gets paid for.

ii) Commercial insurance – outside company will indemnify (reimburse) you for a premium.  “Experience rated” – rates set at how much money we had to pay out on you last year.  

iii) The Blues – providers said we think we can do this better.  Blue Cross is the hospital side and Blue Shield is the doctor side.  The Blues are a non-profit (not commercial), tax exempt entity.  They agreed with the government to insure anyone.  The trade off was their tax exempt status.  “Community rated” – one rate for entire community.  This costs more because they were getting the high risk people.  The healthier people went to commercial insurance, sickest to the Blues, therefore, higher premiums.

iv) In the 40s and 50s, employers insurance became popular.

v) In the 60s, you started to see deductibles, co-payments, co-insurance (%).  Blues realized what was happening and today Blues look like commercial insurance.  No real bargains today unless 1) work for big company, then you can spread the risk or 2) if you are young and healthy.

vi) In the 80s, the advent of managed care.  Response to high insurance premiums; provide less care, requires less money out of pocket. 

e) Models:  Traditional Insurance v. Managed Care

i) In a traditional insurance model, the insurance co. stayed out of the doc/patient relationship.
ii) In a managed care insurance model, at the very least, the insurance co. controls who is in the network, who the patients can see.  They also have control over what procedures they will pay for.  What it boils down to is that insurance co. control what care you get and who you get it from.

iii) Before, the patient had already received care, you were just fighting over money. Now, you may never get that care because insurance companies deny coverage.  The insurance co. determines what is necessary.  Bonuses to docs who are more cost effective.  Positive things – managed care promotes preventive care.  These people cost you less money later on.  Bad – see managed care as business getting in the way of doc/patient relationship.

3) Doctor-Patient Relationship

i) Professional Licensure
(1) Process of Becoming a Doctor
(a) Get a degree – 4-yr. medical degree.  Two years in the classroom and two years clinical training.  Have to take the boards.

(b) Complete a residency – state licensing only requires minimum of one year before getting a medical license. 

(c) Get licensed by the state  
(2) Licensure v. Certification
(a) Licensure – mandatory; can’t practice without it

(i) State

(ii) Agency – Department of Health

(iii) Board of Medical Examiners – made up of members of the profession

(b) Certification: Specialty boards (ex. American Board of Dermatology) – certifies you in that specialty.  This is not mandatory; however, there are advantages to being board certified.
(3) Why Have Licensure?
(a) It creates a minimum standard.  Minimum quality assurance for the public; however, it creates a monopoly for docs who are in.  

(b) Licensure for other health care professions depends on the state.  Society says some practitioners are legitimate and others are not.  The ones with licenses are considered legitimate.  The biggest problem has come with midwives.

(4) Unlicensed Practice of Medicine

(a) Rule:  It is a CRIME if you practice without a license.  Doesn’t matter if you have a license in another state.  If you move, must get licensed in new state as well.  If you help someone who is unlicense to practice, you have also committed a crime.  This often comes up with other health care professionals doing something beyond the scope of their licensure.  

(b) “Holding oneself out” as a doctor can get someone who is not a doctor in trouble for practicing medicine without a license.  So can “engaging in unprofessional conduct” even if you are a doctor.  Doctors are expected to practice at a level that meets the standard of care for what they are doing.

(c) What does it mean to “practice medicine”? Courts can take a very expansive view, depending on the statute

(i) In Texas, “practicing medicine” means the diagnosis, treatment, or offer to treat a mental or physical disease or disorder or a physical deformity or injury by any system or method, or the attempt to effect cures of those conditions, by a person who: publicly professes to be a physician or surgeon; or directly or indirectly charges money or other compensation for those services.  
(ii) State v. Miller: unlawful practice of medicine means holding one-s self out as being able to diagnose, treat or prescribe for any human disease, pain, injury, or condition, and who shall either offer or undertake by any means or methods, to diagnose, treat, or prescribe for any human disease, pain, injury or condition.

(d) Unlicensed people practicing medicine without a license are prosecuted by the state atty general, and licensed physicians who aid those unlicensed can be subject to prosecution as well as sanctions by the state licensing board.
(e) Process for Review of discipline of a licensed physician
(i) Generally, a complaint is filed with the board of medicine  

(ii) Then, a hearing is held

(iii) Followed by a decision and then a penalty  

(iv) What varies is who gets to make which decisions.  Options:

1. A hearing officer may make a recommendation to the board.  They are the fact-finder.

2. The board may do everything themselves and do initial fact-finding.

(v) Can appeal to state court (where court usually won’t review board decisions unless arbitrary or characterized by an abuse of discretion), state is preponderance of the evidence.

f.  The board must go through the proper steps and must explain their reasoning – most often overruled for failure to cite reasoning for decision, looks arbitrary

g.  It is difficult for the board to adjust to changes in standards of care (i.e. pain management) and this bias as to what the standard of care is often reflected in their decisions 

ii) Term of Doctor-Patient Relationship

(1) Is there a Doctor-Patient Relationship?

(a) Some Courts look at factors:

(i) Whether illness is chronic in nature or short term (maybe relationship extends from earlier treatment of chronic disease)

(ii) If there is a long term relationship (family doc)

(iii) # or proximity of doctors in area

(b) LOOK FOR:

(i) Consent of doctor and patient

(ii) Determined from patient’s point of view

(2) Doctors

(a) We traditionally view the doc/patient relationship as episodic.
(b) A doc-patient relationship begins when you are sick and ends when you are well.)

(3) Hospitals
(a) There is a limited obligation on hospitals to treat patients in need of emergency care.  

(b) Thus, if you have an emergency room, you have a duty to treat.  People rely on you.  

(c) As a general rule, state common law or EMTALA may require hospitals to treat patients in emergency situations.  

(4) States
(a) Can impose laws on docs and hospitals to make them treat Medicaid patients.  

(b) Federal law hasn’t done much in this area.  (But see EMTALA below)  

iii) Duty to Treat

(1) General Rules:  
(a) Doc has no legal obligation to provide care to anyone unless there is doc-patient relationship.  This is true even in emergency situation.  Some exceptions:  If they say “I will treat anyone in this population.”

(b) Once a relationship exists, doc has duty to treat with the reasonable skill and care of a similarly situated practitioner.  He has this duty until the relationship legally ends (see below).  Each relationship begins and ends with the episode (see below).  

(c) There must be a doctor-patient relationship to give rise to a duty for a malpractice claim.

(d) While docs are free to decline to enter into doc-patient relationship, they can’t do so for discriminatory reasons.  

(e) Now docs are discriminating on basis of not being able to pay and on disabilities.  Many times, discrimination hides behind pretextual reasons.

(f)  A doc who gives an informal opinion at the request of a treating physician does not owe a duty of care to the patient whose treatment was discussed, it would stifle communication, education and professional association to detriment of the patient

(g) If a doc has obligated himself to be “on call”, this establishes a doc-patient relationship because of the obligations attendant to being “on call”

(2) Statutory Protections- creating duty to treat

(a) Hill-Burton Act
(i) Requires hospitals who have received construction grants under the Act to provide 3% of their care to indigent patients for 20 years.  

(ii) Few hospitals have obligation anymore because construction funding has ceased.  It is also difficult for patients to enforce.

(b) EMTALA (Emergency Medical Treatment & Active Labor Act): EMTALA – rules against patient dumping
(i) Reason Behind It: came from problem in 70s and 80s that there was “patient dumping” of indigent and uninsured patients. Statute applies to all patients, not just those that can’t pay  

(ii) It only applies to hospitals that: 

1. Have an ER and 
2. Accept funding from Medicare program
(iii) Requirements:

1. Any patient must be given appropriate medical screening to determine whether there is a medical emergency.  
a. Appropriate screening means:
i. Screen similarly situated parties the same, as long as within capabilities of the facility
ii. No departure from standard screening procedure
iii. No disparate treatment
iv. Needs to be appropriate including ancillary services if within the hospital’s capabilities (i.e. take an x-ray if you have those services and its part of screening procedure)

2. If  there is an emergency medical condition, treatment must be provided to stabilize the patient.  

a. An emergency medical condition is a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain), such that the absence of immediate medical attention could reasonably be expected to result in: 
 Placing health of individual in serious jeopardy, Serious impairment to bodily functions, Serious dysfunction of any bodily organ or part, or pregnancy.

b. Stabilize means no material deterioration of condition will likely result from transfer of individual.  

c. Duty to stabilize only kicks in once they’ve found the problem through screening.  If they find no problem during screening, then no duty to stabilize.

3. Transfer requirements.  Transfer is permitted only if:

a. Patient requests transfer OR
b. Physician certifies in writing that the medical benefits of transfer outweigh the increased risks to the patient.  The receiving hospital must be capable of providing treatment and agree to accept such transfer.
(iv)  Causes of Action
1. If there is a violation, the Department of Health and Human Services can go after them.  

2. There is also a private right of action – only against hospital though.  Plaintiff must show that

a. They had an emergency condition

b. Hospital actually knew of the condition

c. Plaintiff was not properly stabilized (in light of info available from the screening) before transfer

d. No proper consent or certification in transfer procedures

3. Hospitals can sue each other.

4. Fines for violating EMTALA are not high.  Not bad for physicians, bad for hospitals because it affects Medicare money they receive.

(v) EMTALA NOT = Medical Malpractice
1. EMTALA is not medical malpractice law because EMTALA provides that the hospital provide equal care, not necessarily equal and non-negligent care.  

2. Therefore, if the patient is screened and misdiagnosed, it is not an EMTALA question because they were screened the way anyone else would be.  

3. The only guarantee is that you will get a screening, not that it will be correct.  This is the EMTALA loophole.  

iv) Wrongful reasons to reject patients

(1) Cannot use a valid reason as a pretext to discrimination

(2) CAN refuse relationship due to doc’s moral policy (sterilization case)

(3) AIDS discrimination:

(a) Doc can take into account the risks imposed on both the patient and themselves by the prospect of surgery on the HIV+ person

(b) If they properly conclude that there are risks, they must also consider whether it is possible to make reasonable accommodations to enable the patient to undergo surgery despite those risks.  

(c) But, if a pretextual basis is found for denying surgery, then physician may not refuse to treat

(4) Disabilities:

(a) A person “otherwise qualified” for benefit . . . cannot be denied benefit solely on the basis of his disability.  

(b) Must make reasonable accommodations to allow person with a disability to take advantage of the benefit.  (i.e. wheelchair accessibility, elevators, wider doors, bell on the door).  

(c) Arises under the Rehabilitation Act (federal programs), preceded ADA (applies to private and public employers).  Both HIV and AIDS are protected categories and are considered a disability.  

v) Forming Doc-Patient Relationship

(1) We tend to view the doc/patient relationship as a contract.  

(2) An established custom of past treatment does not oblige a doctor to treat a patient’s future illnesses; doctor/patient relationships are specific to a “spell of illness” and must be established, or renewed, accordingly (i.e. made a new appointment for a problem).

(3) When it isn’t clear whether a treatment relationship has been formed, one must look to the interaction between the patient and doc.

(a) A patient’s description of symptoms over the phone followed by a physician’s brief instructions, a telephone call to a physician’s office for the purpose of initiating treatment, or scheduling an appointment to treat a particular medical problem (see more detail below) have all sufficed to support a fact finder’s inference that a doctor or hospital had undertaken to provide care.  

(b) The dispositive factor in many cases is what was said during the conversation.  If doc says, I cannot treat you, go somewhere else for your care, clearly there is no relationship.  If doc offers advice (take your meds), it’s easier to say there is a relationship.

(4) Physicians’ informal “curbside” consultations with colleagues normally will not establish a relationship between the patient and the consultee-physician. Reynolds v. Decatur Hosp. Remember that a doc will usually bill when there’s a service. That helps to give you a sense of where the physician falls.
(5) Telephone Call Revisited

(a) Phone call, absent a duty on the physician to treat is not sufficient to form a relationship.

(b) Need evidence regarding the phone call that would find a “consensual transaction” – look for reliance here

(6) Consultation Between Physicians Revisited: Physician who gives opinion at request of treating physician does not owe a duty of care to patient.  

(7) Scheduling an Appointment Revisited: Court said that if an appointment was made AND patient showed some minimal reliance (going to doc for condition X) then a consensual transaction creates a physician patient relationship

vi) Terminating Doc-Patient Relationship

(1) What can cause the doctor/patient relationship to end?
(a) Illness ends, patient gets better

(b) Doctor retires

(c) Dissatisfaction

(d) Insurance plans change

(e) Physician retires: must transfer patients/records to someone else.

(2) General Rule: Once a patient/physician relationship is formed, the relationship continues as long as the patient needs treatment for the condition that brought the patient to the physician. (Ricks case)

(3) Patient Abandonment:  An improper termination of treatment that is intentional.  The law of abandonment requires that the physician provide all necessary care unless the relationship is terminated 

(a) By the patient or

(b) By the provider, after giving the patient (Ricks case)

(i) Proper notice and 

(ii) An opportunity to secure an alternate source of care (duty on part of physician to find another healthcare provider for the patient is only required in some jurisdictions).  Prudent physicians as a practice usually take affirmative steps themselves to arrange for substitute care. Often provide referrals to other doctors to try to help their former patients.

(iii) This even applies where the patient is uncooperative, as long as doc adequately takes steps to meet the requirements.

(iv) In the vast majority of cases, termination is obvious or the doctor has met the requirements.

(v) This obligations against patient abandonment applies where the patient has not paid the doctor- doc may withdraw, but only after meeting the requirements.

4) Confidentiality in Doc-Patient Relationship

i) Duty of Confidentiality

(1) Who wants your info? Insurance companies, Medical researchers, Employers, Marketing, Government Agencies, Law enforcement, Attorneys, The public, Organ transplant organizations, Family members, Someone you put at risk, Other medical professionals, The patient or patient’s representative

(2) Sources of Duty of Confidentiality

(a) Statutory

(b) Con Law (privacy rights?)

(c) Common law duties (for impermissible disclosures)

(d) Evidentiary rules (see TX rules)

(e) Licensing Requirements (Occupational Code for docs and Texas Health and safety code for hospitals) and Ethical Obligations (AMA Code or corresponding state ethics code)

(f) Fiduciary duty – ill patient seeks care from someone with more knowledge and expects to be able to confide in them.  Thus, the heightened relationship. Krause questions this and feels this justification doesn’t “fit” because you don’t think of doctors as handling patient’s money, which is the most common form of fiduciary duty (think lawyers, trustees, etc).

(3) In General
(a) Confidentiality may be waived either when the patient authorizes disclosure OR when disclosure is necessary to protect the health and safety of either the patient or third parties.

(b) Disclosure must be “willful,” meaning knowing or intentional regardless of motive (meaning a showing of malice is not required) 

(i) Example: The statute stating that liability could be based disclosure of HIV status was put in place because the legislature feared that if information was to be given out, then people won’t get tested.  

ii) TX law

(1) Occupations Code: 

(a) Chapter 159 deals with the physician-patient relationship – with some exceptions, “a communication between a physician and a patient, relative to or in connection with any professional services as a physician to the patient, is confidential and privileged and may not be disclosed.

(b) Chapter 160 deals with report and confidentiality requirements – incorporates Health Care Quality Improvement Act for medical peer review

(2) Texas Evidence Rule 509

(a) Texas evidentiary rule of confidentiality in medical setting

(b) The general rule is that confidential communications between physician and patient, relative to or in connection with any professional services rendered by a physician to the patient, are privileged and may not be disclosed.

(c) The privilege may be invoked by either the patient or the physician on behalf of the patient.

(3) Disclosure of Health Care Information (sec. 241)

(a) Info. may be disclosed without patient authorization in several situations (see statute for details)

iii) When there’s a Duty to breach confidentiality

(1) When does a physician have a duty to disclose confidential info?

(a) Contagious diseases (disclose to disease agencies, public health issues)

(b) When patient is a danger to himself or others (including commitment to an institution)

(c) Situations involving abuse (like CPS or Elder Abuse)

(d) If there’s an identifiable potential victim, some circumstances where you must disclose the danger to the victim (foreseeable v. identifiable potential victim, duty to warn 3rd party is highly related to the immediacy of the risk to that person).  If you disclose the info and save someone, but violate someone else’s privacy, a jury is probably going to be very forgiving.

(e) Situations differ based on the type of information to be disclosed: If there is some reason to support a special relationship giving rise to duty to control someone’s conduct for the benefit of a third party

(i) Family members exposed to contagious diseases:  Holds physicians liable for injuries to nonpatients caused by communicable diseases

1. Failure to warn others about risk of transmission (Bradshaw case)

2. Special statutes protect confidentiality of HIV-related information and may restrict the ability to disclose information even when others may be at risk

(ii) Mental illness – Duty to protect third parties from patient

1. Tarasoff – Psychotherapist liable for failure to exercise reasonable care to protect third parties where therapists know or should have known that patient presents serious danger of violence to another (the key here is that it was an IDENTIFIABLE third party)

2. Narrowing of Tarosoff – independent showing of ability to control patient’s conduct required before finding special relationship existed

(iii) Driving – Where a state statute requires physicians to report certain driving impairments, physicians can be liable for injuries to third person
1. In Texas: Doc could (not mandatory) report the patient with epilepsy to DPS or warn him directly.  Doc doesn’t have an obligation to third parties, though.

(2) Physicians are liable for harm to a third party if three conditions are met:

(a) There is a known or reasonably foreseeable hazard, arising in some way from the physician’s patient, which

(b) Places at risk one or more foreseeable (though not necessarily individually identifiable) third parties, of whom the plaintiff is one; and

(c) The provider failed to take a reasonable course of protective action.

(3) TX does not recognize a duty to warn, wary of imposing liability on doc when it is not clear that doc’s warning would or would not prevent harm.  However, statute allows doc to CHOOSE to disclose, just not mandatory.

(4) Where confidentiality should be breached, who should info be disclosed to:
(a) Perhaps to family member for communicable disease.  

(b) Sometimes must be disclosed to government agency.  

(c) Sometimes to criminal authority.  

(d) In general, if a statute says a doctor “must” report or “may” report, a doc that reports in good faith will be okay

iv) Standards for Privacy of Individually Identifiable Health Information, HIPAA

(1) Came out of the Clinton health care plan

(2) Privacy – requires development of standards to protect (specifically electronic means)

(3) Covered entities include:  health plans, health care clearinghouses, and health care providers who transmit health information in electronic form with a transaction.

(4) What does it try to do?

(a) Defined “protecting health information” (PHI).  Said that any health care providers or plans have to keep information confidential.  PHI means individually identifiable health information.  This does not include health information that has been properly de-identified.

(b) For treatment and payment purposes – allowed to divulge if have consent
(c) Codified things – you have right to access information

(d) Imposed civil and criminal penalties
(e) It pre-empts other laws.  Can exceed HIPAA, but can’t be lower.  Texas has done this and created a higher requirement of confidentiality.

(f) Cannot opt out of presumptively acceptable disclosures.

(5) Analysis of Disclosure under HIPAA
(a) Is the discloser a covered entity?

(b) Is the disclosed info protected health info?

(c) IS the health info individually identifiable?

(d) Is there an applicable exception?

(6) Problems with HIPAA:
(a) Problems:
(i) Forms – are not uniform so it’s hard to know which one you need, but does allow patient protection

(ii) What can you do with non-identification information?  HIPAA has few limits on this (protection does not cover this type of info)

(iii) Under a strict reading of this provision, it would be impermissible for a doctor to accept a referral of a new patient without first obtaining the patient’s written consent to share his/her PHI.

(iv) Also, a doctor’s office couldn’t schedule an initial appointment unless it had the patient’s written consent to inquire about the patient’s identity, insurance coverage, and health history.

(7) Proposed Changes to HIPAA  (Would make more lenient for healthcare providers)

(a) No need for written consent when scheduling an appointment

(b) No need for written consent to receive referrals

(c) No need for written consent when phoning in  a prescription

(d) No need for written consent when someone looks at your chart

(e) This would allow doctors/hospitals to share information to be functional
5) Informed Consent

a) Typically arises in conjunction with a med mal claim

b) Elements for a Cause of Action 
i) Duty:  Doctor/patient relationship.  Along with causation, duty is the most litigated.  

ii) Breach:  Medical procedure carried a specific risk that was not disclosed (using one of the three standards of disclosure).  A reasonably prudent physician would have disclosed the risk to the patient.

iii) Causation:  Had the doctor informed the patient, the patient would NOT have agreed to the procedure.  The undisclosed risk materialized.  Failure to disclose the information causes the patient’s injury. Pretty much you need to have physical injury/money damages before an award is given.
iv) Damages – anything arising from materialization of the risk that was not disclosed. 
v) Note:  This cause of action originally fell under battery.  It was initially viewed as an unconsented touching.  There are fewer defenses to battery than negligence.  Therefore, battery is more favorable to patients. An informed consent case may also be battery if the plaintiff has not consented at all, provider does a different procedure than what the plaintiff consented to, the procedure is done on the wrong area of the body, or a different provider performs the procedure than who the plaintiff consented to. You can get more punitives for battery.
c) What a Patient Must Show to Win on this Claim:
i) The course of treatment followed carried with it an undisclosed risk;

ii) The physician’s nondisclosure of that risk breached the applicable standard of care (see below STANDARD OF CARE) owed to the patient; and

iii) The undisclosed risk caused the patient’s injury, in both a physical sense (by materializing) and a behavioral sense (in that, with proper disclosure, the patient would have made a different treatment choice, thus avoiding the harm). (see below CAUSATION)

d) Standards of Care

i) Professional Standard (majority)- required to disclose what a reasonable practitioner would disclose under similar circumstances

ii) Patient Need/ Material Risk standard (minority)- physician required to disclose what risks a reasonable patient would consider material in making a medical treatment decision, including alternative treatments

iii) Subjective Patient Need (extreme minority) – required to disclose what that particular patient would have consider material in making the decision (Oklahoma is only jurisdiction with this standard)
e) Exceptions to the Duty to Disclose
i) Don’t need to tell them what they should already know (surgery requires breaking the skin); 

ii) Risks that are so small; 

iii) Therapeutic privilege – don’t have to let them know what presents a serious threat of psychological detriment to patient, could upset them, may pose a danger.  

iv) Emergency exception- no informed consent needed when patient is incapable of consenting and no family member is available to consent

f) Standard for Causation:
i) First, there are two dimensions of causation

(1) The patient must actually be harmed by the undisclosed risk.  Proof of this often requires expert testimony.

(2) The plaintiff must show that the risk’s disclosure would have led to a different medical decision, thereby avoiding the harm.

(3) Objective – most courts tend to use a reasonable patient standard, asking whether a “reasonable” patient would have made a different medical choice, rather than

(4) Subjective – an individual patient standard.  (Okla. courts have used.) 

g) MLIIA – TX standards of care on informed consent
i) In Texas (Medical Liability and Insurance Improvement Act, subchapter F)
(1) The Texas Medical Disclosure Panel is created to determine which risks and hazards related to medical care and surgical procedures must be disclosed by health care providers or physicians to their patients or persons authorized to consent for their patients and to establish the general form and substance of such disclosure. 

(2) The panel shall prepare separate lists of those medical treatments and surgical procedures that do and do not require disclosure and for those treatments and procedures that do require disclosure shall establish the degree of disclosure required and the form in which the disclosure will be made

(3) If doc adheres to what the panel tells him to do, there is a rebuttable presumption that the requirements have been complied with.

(4) Failure to disclose risk on list creates a rebuttable presumption of negligent failure to conform to the duty of disclosure.

(5) If panel’s list doesn’t provide instruction, apply the material risk standard, with objective patient.

h) Disclosure of non-traditional type of info to patient

i) Informed Refusal (at least in California): Inform patient of the material risks of refusing treatment, particularly when test has no real risks, but avoiding the test does have risks.  This type of refusal is generally limited to diagnostic tests.  (ex. woman who refused Pap smear)

ii) Doctor Information
(1) Information about the “doctor” is what the patient would want to know, i.e. his experience, how often he’s done the procedure, his success rate, if another facility might be better equipped, whether doc is board certified, etc.

(2) Credentialing issue as well – he should have been credentialed by a specialty group.  Also, how does he get experience if no one will let him perform it.

(3) Financial interest: Court says docs must tell patients about financial benefit to docs if patients consent to a treatment.  May also apply to financial interest doc has due to financial incentives provided by the HMO for referrals or preferences for certain treatments (gag clauses come in here: Situation where HMO is trying to restrict info. docs could tell patients because treatment is really expensive)
i) Informed Consent in Research Issues

i) Informed consent in research involves discussing what is being proposed; what it is doing; how it could benefit people; make sure study participants are well aware and not in any harm, details of the study (including whether its been done before or first run, adverse risks, whether there is a control group, and compensation)

ii) IRBs must approve studies on humans (usually associated with a hospital or research facility).  IRB looks at the merit of a study and at whether disclosure procedures are adequate.

iii) Government only regulates research that uses federal funding.  So, if in doc’s office and no government funding, then don’t have to comply with federal regulations.  Even if no federal funding, if they’ve agreed to have all research comply with federal standards, must do so.  However, if don’t, don’t have to comply.  Most of the time, people want to have some type of framework.

iv) Problems: IRBS are often inadequate to protect interests of people in studies

(1) Problems occur when physician leaves and new PI (principal investigator) comes on board.  

(2) Concern that IRBs (institutional review boards) don’t have time and resources to review everything.  Tempting to rubberstamp.  

(3) Prestige factor – big name doc wants to do study, you don’t tell him “no.”  He may go somewhere else.

(4) Informed consent forms aren’t very good (for example, in one case, fault was found with the description of the purpose of the trial, the scientific basis for the trial, and risks and side effects).  

(5) Outside funding – can that cause undue influence?

(6) Some on IRB may not have gone through training.

(7) Controversial – politics within institution.

(8) Hard to get qualified IRBs, could end up being a defendant in a lawsuit, so why become a member of an IRB. 

6) Medical Malpractice

a) Quality of Medical Care: 

i) Focus of Liang’s Presentation: Medical Errors – Institute of Medicine report “To Err is Human” (1999)

(1) Large number of medical errors.  Extent of that number is highly available.

(2) Tried to figure out why do these errors occur.  They found they are not occurring because we have lousy medical professionals.  Really a systemic problem – force people to make errors.  

(3) Culture of perfection in medicine – makes unacceptable to talk about it.  

(4) Fear of repercussions if admit blame – medical malpractice as well as sanctions within the institution.  

(5) To what extent does the malpractice system act as a quality tool.  Seems that there is a less abrasive system the hospital can put in place to make more difficult to make errors.  

b) Physician Liability- standard of care

i) Negligence
(1) Duty of care

(2) Breach of duty

(3) Causation 

(4) Damages/injury

(5) To survive a motion for directed verdict, the plaintiff must make a prima facie showing regarding each of the above elements.

ii) What is the standard of care?  

(1) Custom-based standard.  What would a reasonable physician have done in the same or similar circumstances.  In theory, this is suppose to be more protective of physicians.  (The rule used to be that of a reasonable physician in the same community – known as the locality rule.)

(a) Two interps: what other professionals would do (majority) v. what other professionals should do (minority)

(b) We (judge and jury) lack the expertise to set standard for them.  

(c) Battle of Experts: We can’t pick which doc is right.  They need to fight it out as to what reasonable physician would do because treatment can vary.  All docs would do X is not always true. 

(d) Need expert testimony to say, not only what they did was wrong, but a reasonable physician would have done X. Needed to prove causation and standard of care.  No expert needed if common knowledge covers it, or if you can make out res ipsa loquitur or per se negligence (jury can tell it doesn’t normally happen without someone screwing up)

(e) Standard of care as Quality control – physicians hold themselves out as knowing how to treat patients.  We are holding them accountable.

(f) What’s wrong with this?  Sometimes the entire medical profession may lag behind.  Self-protective culture, difficult to find experts.  What one physician may do, may not be what another would do.

(g) Either you breach standard of care or you don’t.  Jury can get confused if you say can’t find malpractice unless mistake done in bad faith.

(2) What standard are board certified specialists held to versus general practitioners?  

(a) For board certified specialists, you are held to standard of other board certified specialists around the country.  Why this change?  Same board for everybody, same test, no factual basis for saying their practice is different from one location to another.  

(b) For a non-board-certified general practitioner is held to the standard of care of a “reasonably competent general practitioner acting in the same or similar community in the United States in the same or similar circumstances.”  

(i) This expands the same locality rule (page 335 of text, only applied now in Idaho).  Still going to take into account rural versus urban.  

(ii) Opens up geographically those people who can testify, but hasn’t said that a generalist has to meet the same standard as a specialist.  

(iii) From patients’ perspective, this standard retains their access to care.  

(3) Causation: Loss of Chance of Survival or Recovery

(a) Loss of chance is not a theory of liability, but a theory of causation. Most courts agree that full damages should not be awarded under a loss-of-chance theory but should be discounted by the portion of the chance that was lost. Recovery is NOT available where the only injury is emotional.
(b) Herskovits v. Group Health Coop. Of Puget Sound (page 423): may be affected by loss in chance of survival ( once plaintiff has demonstrated that defendant’s act or omission (under par of standard of care) increased the risk of harm, this furnishes the basis for a jury to decide whether the increased risk was in turn a substantial factor in bringing about the resultant harm  Justification: no one can say that chance of prolonged life or decreased suffering is valueless
(c) Some courts say if % of survival was already less than 50%, then impossible to say “but for” defendant’s negligence, proof of decreased chance of survival is not enough

(4) Damages

(a) Punitive only for wanton gross negligence

(5) Defenses

(a) Covenants not to Sue: covenants not to sue are effective, but are construed narrowly as against the drafter, and are only effective if signed after care has already been provided and harm has already arisen. Where a patient voluntarily agrees to undergo an experimental and inherently dangerous surgical procedure, the parties may covenant to exempt the physician from liability for those injuries which are found to be the consequences of the non-negligent, proper performance of the procedure, wording must be clear and unequivocal.

(b) Other Tort Defenses- other tort defenses apply, such as assumption of risk, comparative and contributory negligence

(c) Two Schools of Thought Doctrine: Two schools of thought doctrine – show that there exists other physicians who agree with the questioned practice.  It is a complete defense to malpractice.
(i) What constitutes a “school of thought”?
1. Reputable and Respected Body Test (Minority) A physician will not be held liable to a plaintiff merely for exercising his judgment in applying the course of treatment supported by a reputable and respected body of medical experts, even if another body of medical experts’ opinion would favor a different course of treatment.  This is the “reputable and respected body” test and it is a qualitative standard.
2. Considerable Number Test (MAJORITY) Rather than a reputable body of docs, you need a considerable number of physicians, recognized and respected in their field, sufficient to create another “school of thought.”  This is a quantitative standard.

c) Physician Liability- alternative theories of liability

i) Ordinary Negligence
(1) Reasonable prudence : “What usually is done may be evidence of what ought to be done, but what ought to be done is fixed by a standard of reasonable prudence, whether it usually is complied with or not.”

(2) Courts shouldn’t mess with medical standards like the court in the Helling case did.

ii) Breach of K - 


(1) Advantages: Different statute of  limitations, easier proof (no standard of care), bad result even though doc wasn’t negligent.

(2) Courts have not been open to this idea because of the uncertain nature of medicine, and damages are either too speculative or of the sort not compensated by contract law

iii) Vicarious Liability – being responsible for negligence of someone who is your agent or employee.

(1) “Captain of the Ship” – someone has to be in charge.  Idea that surgeon is in charge of what goes on in the surgery suite.  Have to have actual evidence that surgeon was in control.  Nationally, courts are less willing to hold surgeon responsible.  Now going to have to look for actual control of surgeon over others.

d) Good Samaritan Laws: In Texas, the Good Samaritan Statute categories are different from highly trained medical professional to total lay person. Good Samaritan could be a defense to malpractice for a doctor.

i. Factors common to statutes

a. Identification of class of people protected
b. Person must act in good faith. Must be trying to help, but fails to do so. Cannot be someone who is trying to cause harm.
c. Care must be provided gratuitously
d. Must be an emergency situation
ii. NOTE: statutes are basically talking about negligence. You are not immunized for things that are reckless or intentional.
iii. There isn’t much evidence that says the existence of a statute is more likely to induce physicians to intervene or not.
e) TX Malpractice Law

i) In Texas, the standard of care is ordinary care.  If a bad outcome results, it is not necessarily negligence.

ii) Experts are used to define what “ordinary care” is in a particular situation for the factfinder.  Local docs don’t always like to testify against their colleagues.

iii) Texas – does not use the local rule for the standard of care.  Rather, Texas uses a national standard (i.e. What would a reasonably prudent physician do in same or similar situation.)

iv) Texas Medical Liability Insurance Improvements Act (4590i)
(1) There was an insurance crisis in 1970s and this Act put caps on awards.  

(2) What is a health care provider?

(3) See sec. 1.03(a).  A health care provider means any person, partnership, professional association, corporation, facility, or institution duly licensed or chartered by the State of Texas to provide health care as a registered nurse, hospital, dentists, podiatrist, pharmacist, or nursing home, or an officer, employee, or agent thereof acting in the course and scope of his employment.

(4) Health Care Liability definition has changed in new statute.
(5) Notice

(a) Shall give written notice to each physician or health care provider at least 60 days before the filing of a suit in any Texas court. Under new statute, you must send a signed authorization form to get medical records. Now, the defense can start discovery. Defendant can speak to a treating physician ex parte.
(b) Notice given shall toll the applicable statute of limitations to and including a period of 75 days following the giving of the notice. (statute of limitations extended by 75 days.)

(c) Some provisions have been struck down.  

(i) Minors have until 2 years after 18th birthday to file lawsuit.  With Open Court provision, this has been found unconstitutional by courts.  The Open Court provision of the Texas Constitution does not permit a well-established common law cause of action to be restricted by statute in a way that is unreasonable or arbitrary in view of the statute’s purpose. 

(ii) Now, minors under the age of 12 have until they’re 14 to file the claim.

(iii)  Now have 45 days to get medical records

(iv) The Texas Supreme Court has held that sec. 10.01 does not violate the Open Courts guarantee if a plaintiff has had a reasonable opportunity to discover the alleged wrong and bring suit before the limitations period expired.

(6) Caps on damages

(a) Only if wrongful death case do you have cap on damages and adjustment for consumer price index. (sec. 11.02(a))  

(b) Non-economic damages:  no cap on medical care, lost wages, loss of consortium and mental anguish

(c) Caveat – the cap only applies in wrongful death case.  

(d) There is a punitive damages cap on all cases; in medical malpractice cases, there’s a cap on non-economic damages in compensatory damages.  If grossly negligent – can go for punitive damages.  Jury doesn’t know about caps.  The cap is per defendant???

(7) Procedural Provisions

(a) Expert reports necessary - if expert report is not adequate, the court shall enter a dismissal with prejudice.

(b) In reporting, the expert must address standard of care, what he did wrong and what he did caused the outcome.

(c) Many judges don’t dismiss with prejudice because (1) the attorney can’t file again and she will get hit with a malpractice suit and (2) the court has the option to extend  the time period after a showing of good cause. 

(d) Case held that DTPA claims based on negligence are barred by 4590i.  

(e) Both cases address sec. 10.01, which states that:

(f) No health care liability claim may be commenced unless the action is filed within two years from the occurrence of the breach or tort or from the date the medical or health care treatment that is the subject of the claim or the hospitalization for which the claim is made is completed.

(g) New law: Statute of Repose. After 10 years, all claims are extinguished.
f) Hospital Liability: Hospitals are deep pockets.  Also, institutions are anonymous, so juries are more willing to assess judgment against them.

i) Vicarious liability on Hospital for actions of others

(1) Agency/Ostensible Agency

(a) Restatement Tort: Sec. 429 Tort View – also in Baptist Memorial
(i) Services accepted in a reasonable belief that they are provided by the hospital

(ii) Presumption is that patient assumes doctors are hospital employees

(iii) Easier to prove than agency test
(b) Restatement Agency: Sec. 267 Restatement Agency Test – Texas rule under Baptist Memorial
(i) Test: “One who represents that another is his servant or other agent and thereby causes a third person justifiably to rely upon the care or skill of such apparent agent is subject to liability to the third person for harm caused by the lack of care or skill of the one appearing to be a servant or other agent as if he were such.”  Principal made representation (hold healthcare provider as hospital employee)

(ii) Justifiably relied upon by the patient

(iii) Plaintiff must prove:

1. reasonable belief that doc was employee of the hospital

2. belief was created by affirmative act of the hospital or knowingly allowing doc to hold themselves out as such)

3. justifiable reliance on the belief

(iv) Agency theory occurs commonly in ER settings

(v) Proof needed:

1. What was hospital’s role in creating belief?

2. Was the belief reasonable?

3. Did the patient rely?

4. In Texas, having signs up and forms with hospital’s name was enough.

(c) Brown Test: (reaches some independent contractors) apply when lack of control

(i) The patient in the case sought treatment primarily from the hospital.

(ii) The hospital paid the doctor a salary.  

(iii) It is on the basis of the Brown formula that many courts now regularly hold hospitals liable for the negligence of their interns and resident physicians.

(d) Adamski – Facts & Circumstances: applied a “facts and circumstances” test to determine if the hospital and doctor enjoy such a “significant relationship” that the rule of respondeat superior ought to apply.  Most courts in recent years have held that ER physicians are subject to a jury finding of ostensible agency regardless of the specifics of the arrangement with the hospital.

(i) Within this consideration are:

1. Patient expectations: “We” have a great ER, Clothing, badge with hospital’s name

2. Business issues: Bills, Who owned medical equipment (courts always mention but doesn’t track reality), Who handles collections

3. Rules doc must follow to have privileges there: Hospital bylaws, Any policies that must abide by (weighs heavily in favor of non-traditional independent contractor relationship

4. Resources, policies (things that hospital must do) – find hospital liable when court focuses on this.

(e) Inherent Function: Test – Is the act of a doctor an inherent function of the hospital, a function without which the hospital could not properly achieve its purpose?  In other words, the hospital can’t exist without performing this function.  It is part of the core mission.

(i) May be an independent theory of recovery outside of Tx

(ii) Expand institutional liability beyond ER setting – example is when doc sends patient to hospital to get MRI (like airline liable for negligence of its pilots)

(f) Enterprise Liability (strict liability): holds hospitals automatically liable for all negligence within their walls.  (also known as non-delegable duty doctrine)

(i) Hospitals like this because it gives them more control; consequently, docs do not like this idea

(ii) How does this affect the corporate practice of medicine doctrine?  It holds that it is illegal for corporations to subject physicians to the control of lay management because this would constitute the unlicensed practice of medicine.

(iii) Texas courts have rejected this test.

ii) Direct Liability on Hospital (Also called Corporate Negligence)

(1) Holding corporate entity directly liable for its own negligence

(a) Equipment—Healthcare provider has obligation to have adequate equipment.  Maintaining safe premises also.

(b) Staffing—(Darling)  Healthcare institution has obligation to ensure adequate staff to treat patients (including policies and procedures)

(c) Credentialing—Duty to ensure provider should not be practicing at institution

(2) Holds hospital directly responsible for failing to monitor the delivery of health care within the institution.
(a) Non-delegable Duty – Example: duty to screen competent physicians—cannot delegate away the corporate negligence to someone else

(i) Johnson case—hospitals have duty to investigate credentials of physician and is imputed with such knowledge.  Most courts hold hospitals to a national standard of care in selecting medical staff members

(3) Darling and its progeny essentially identified two forms of hospital negligence with respect to physicians:  1) negligent selection and retention, and 2) negligent supervision.

(4) Informed Consent Liability on Hospital – courts are reluctant to place this responsibility with the hospital because it involves delicate considerations that only the doc can make about what to tell the patient and when matters are “particularly calling for the exercise of medical judgment.” Don’t want to get into the corporate practice of medicine.

iii) Defenses to Direct Liability on Hospital

(1) Corporate practice of medicine- liability on hospital instead of on doctors is inconsistent with the idea that a corporation cannot practice medicine ( reason to not hold hospitals liable

(2) Captain of the Ship Defense- physician, not hospital, should be held liable where exercising control over other hospital employees (example, surgeon over scrub nurse) where proof of actual control

g) Liang discussion of reducing medical error

7) Death & Dying

a) Three Traditional Principles of Medical Ethics:

i) Do no harm. (Nonmaleficence) – will come up in asking physicians to withdraw treatment.

ii) Do what is best for patient.  (Beneficence) – act in patient’s best interest, not in doctor’s own best interest.  Unless it’s checked, it could turn into paternalism – doc makes decision for the patient.

iii) Autonomy.  (Informed consent) – it is the patient’s right and responsibility to make decisions about his or her own care.  Help people express as much autonomy as possible, but don’t defer to them if incompetent (in a coma, for example).

iv) Justice – not only are we concerned about the other three, but that health care resources should be distributed fairly.  Implicated when any individual is going to consume resources that could go to others.  (continuing treatment, organ donation)

b) Defining Death – why the test is relevant? Determines when organs can be taken, defines when life support no longer can be provided

i) Heart-lung test- easy to determime, but life support has put a kink in this test since people can be maintained on machines for a long time. Once blood stops flowing, organs deteriorate to point where can’t be transplanted.  

ii) Brain Death- cessation of brain function.  Doesn’t seem to be end of life for cardiopulmonary function.  Docs can keep body going mechanically.  Here, blood is flowing and can still harvest for transplant.  Death by brain criteria is now accepted in all states as well as D.C.

iii) Uniform Determination of Death Act- uses either the heart-lung test or irreversible cessation of entire brain function

iv) TX Health and Safety §671.001- default is use the heart-lung function test, then apply brain death standard only for patients that are on life support

v) Integrative Capacity- death occurs when the body loses the capacity to function as an integrative whole

c) Refusal of Life-Sustaining Treatment: Competent Patient
i) Whose Interest is more Important?
ii) The State’s interests 

(1) If you have some disease that could pose a risk to others.  

(2) It is the State’s responsibility to preserve and protect you- strongest interest in prolonging life

(3) If you are becoming a burden on the State.  

(4) State has an interest in protecting you from yourself if you can’t make the decision.

(5) State has an interest in fostering medical ethics.

iii) The Patient’s interests 

(1) Autonomy- It’s my body and I should get to decide what happens to it.

(2) Liberty/privacy interest

(3) Informed consent concepts

iv) GENERALLY- a competent patient is entitled to choose when to accept or refuse medical treatment. This changes when your decision affects third-party or if you need doc’s help to do it (physician-assisted suicide).
v) Quinlan: Court goes on to say that the focal point of decision should be the prognosis as to the reasonable possibility of return to cognitive function versus the forced continuance of that biological vegetative state.  Basically, the less hope of recovering to live a normal life, the more weight given to the patient’s or guardian’s decision to terminate.
vi) From the Quinlan case, we learned that the state’s interest is outweighed by the individual’s right to privacy because that right grows as 

(1) the degree of bodily invasion increases and

(2) the prognosis dims.

vii) From the Cruzan case, the U.S. Supreme Court says informed consent is a “liberty interest.”  Court assumes that Constitution would grant a competent person the right to refuse treatment.

d) Refusal of Life-Sustaining Treatment: Incompetent Patients
i) Making decisions for incompetents

(1) Subjective Test– did patient express wishes about whether care should be withdrawn in these circumstances? (must be shown by clear & convincing evidence) deduced from past experiences, documents, etc, probative value based on remoteness in time, consistency, thoughtfulness of prior statements, and maturity of person when made

(2) Limited Objective Test – combines some trustworthy evidence of what the patient would have wanted and it is clear that the burden of patient’s continued life with treatment outweigh the benefit of life for that patient.

(3) Pure Objective Test- no evidence of subjective wishes, but continuing treatment would be inhumane, i.e. circumstances are such that a reasonable person would refuse treatment and let go.  This test as applied has expressly rejected the authorization of assessment of personal worth or social utility of another’s life or the value of life to others
ii) Emergency doctrine is for situations where it is an emergency and we don’t know what the patient’s wishes are.  Can’t use if the patient has already clearly expressed wishes.
iii) Factors to Consider:  Is this treatment painful?  Will it be disfiguring?  What is the likelihood of success?  What’s the basis and strength of patient’s opposition to the treatment?  What is the patient’s age and maturity?  Welfare of patient’s family?
iv) Substituted Judgment in TX: Surrogate Statutes

(1) Sec. 166.039 In Texas, if an adult qualified patient has not executed or issued a directive and is incompetent, attending physician and patient’s legal guardian under a medical power of attorney make the decision.

(2) If patient doesn’t have legal guardian or agent under a medical power of attorney, the attending and one person in the following order, makes the decision:

(a) Spouse

(b) Adult child

(c) Parent

(d) Nearest living relative

(3) How is the decision made?  It must be based on knowledge of what the patient would desire (as surrogate believes patient would have wanted it) If they don’t know your desires, they can go with what they believe to be in your best interest.
(4) In Texas, if the patient doesn’t have anyone on the list, the physician can consult with a second, uninvolved physician to make the decision.  Many states, say if no surrogate, go to court.  Also, in many states, can’t appoint the physician as agent.
(5) Who can be surrogate?
(a) Statute doesn’t recognize same-sex partners.

(b) How do you resolve all of this?  Appoint a medical power of attorney.
(6) Conflicts between surrogates: A person who wishes to challenge a treatment decision must apply for temporary guardianship under the Texas Probate Code.
(7) Conflicts between MD and surrogates: The matter goes to the hospital’s ethics committee for consult. Patient gets treatment during that time. If the doctor still won’t do it, you must find another doctor who will.
v) Advance planning for end-of-life decisions

(1) Advanced Directives – have both living will and durable/medical power of attorney in Texas

(2) Living Will (renamed a directive to physicians in Texas)

(a) Livings wills don’t solve many problems because they are limited documents.

(b) Basically, they say “if I am in this condition…do this”

(c) Patient who want to fight odds can also specify that

(d) Applies to patients in irreversible conditions.  Doctors disagree about what this means. But you can’t refuse palliative care.  

(e) Advantage is that you can spell out what you want.

(3) Durable/Medical Power of Attorney
(a) Designates a person who has power to pull the plug, but is a springing power because it doesn’t take effect until the patient becomes incompetent.

(b) In Texas, the language is broad because can make lots of decisions, not just those dealing with the withdrawal of life-sustaining measures.

(c) Statute suggests that by having a MPA, you waive your right not to have the physician disclose your medical history.
(4) DNR – alerts ER personnel to what patient’s preferences are.  Also applies to nursing homes.

(5) Same jurisdictions can have different approaches to handling the procedural aspects of these cases. 
(6) Patient Self-Determination Act
(a) Federal government says if you receive Medicaid/Medicare money, it’s your obligation to inform patients of their rights to self-determination under state law.
(b) Must explain how to go about advanced planning and making forms available. Must also document in the patient’s medical record. Major hospitals are pretty good at doing this.
vi) What happens when a doctor or hospital disregards patient’s wishes? 

(1) Maybe will be vindicated by court, but won’t mean much because damage has already been done.  Statutes don’t give you many rights if doc disregards your directives.

(2) Why would doc ignore a DNR or other directive?  Fear of civil liability or criminal prosecution, think the patient is weird, Patient might change their mind later and that’s a hard decision for the doc,  Faulty reasoning on the patient’s part, Patient lacks capacity to make such a decision, Goes against medical ethics.  Courts don’t want to have legal rules that conflict with medical ethics.  Grave concern for courts to be making quality of life decisions (saying that a life isn’t worth living).  
(3) NOTE: They must listen to you when you revoke an advanced directive no matter what your state of mind, etc.
vii) What happens when you don’t want to be resuscitated?
(1) Three Different Ways in Which You Could Be Damaged
(a) “Wrongful life” – is brought by a child seeking damages against a physician or hospital for negligently failing to properly sterilize the parent.  (Courts don’t want to see “I shouldn’t have been born” as a damage)

(b) “Wrongful living” – plaintiff is asserting a liberty interest in refusing unwanted medical treatment, courts not likely to recognize such an action

(c) “Wrongful resusciation” – plaintiff feels entitled to damages for the resulting damages done that were the foreseeable results of the unwanted resuscitation.  Court in Anderson said that resuscitation is not the proximate cause of your subsequent illness.  If injuries like broken bones, tissue burns result in wrongful resuscitation, then you can recover for resulting injuries from the process of resuscitation.

e) Physician-Assisted Suicide

i) Why would a patient want a doc’s assistance in committing suicide?
(1) Assurance that it’s going to work.

(2) A doc is with you to see you through this last milestone.

(3) Psychologically, may seem like justification of the decision to end own life.

(4) Insurance implications.

(5) Criteria for who you are allowed to assist.  Physician more likely to know who is eligible to do this and who isn’t.

ii) Reasons Why Inappropriate:

(1) Preservation of Life – inconsistent with doc’s ethical principles.

(2) Liability – concern that family member or licensing board will not like this.

(3) Docs have own incentives to do this.  May be financial incentives interfering with docs decision.

(4) Exploitation of vulnerable populations.

(5) Patient might get better.  Difficult to get life expectancy correct

(6) Address pain management concerns rather than allow them to die.

(7) Don’t teach docs about how to end people’s lives.

(8) People are concerned that docs will start doing calculations – it will be more expensive and painful to treat, better to see if they want to die

(9) Some in hospice industry think it’s a step back from making people more comfortable until they die naturally

iii) Circumstances to NOT allow Physician Assisted Suicide (if it were allowed)
(1) People who are incompetent to make decision – that’s not physician-assisted suicide, that’s murder.  

(2) This includes people who are clinically depressed, in a coma, etc. Treat depression instead

(3) There is a better way to control pain

(4) Person who may be under undue influence from family members
iv) Disagreement over when to do it.  Why?
(1) Pain management – don’t know because don’t have adequate pain management yet. 
(2) Euthanasia and how patient’s help.  Is it giving them pills to take?  Is it pushing a button or giving an injection?  Where is the line.  Patient who is paralyzed – are you going to allow someone to put pills in patient’s mouth?

(3) Line that seems to be drawn:  withdrawing life-sustaining treatment is okay; however, giving them something to kill them is on the other spectrum.  Intuitively appealing, but just doesn’t hold up.  From patient’s perspective, not much difference but medical and legal professions make this argument. 
v) Challenges to state law that prohibits physician-assisted suicide
(1) Washington v. Glucksberg: There is no societal consensus.  Therefore, it makes this issue a difficult one for the court to come down on.  

(a) Challengers try to argue a substantive due process right for assisted suicide

(b) S. Ct. says no historical right – states have always been against suicide; thus, no fundamental liberty interest
(c) Court framed the issue narrowly – whether the liberty protected by the due process clause includes “a right to commit suicide which itself includes a right to assistance in doing so” and the court answered “no.”




(d) Court found four good rationales for the prohibition

(i) State’s interest in preserving human life

(ii) State’s interest in protecting integrity of medical profession

(iii) State’s interest in protecting vulnerable populations

(iv) Concern over establishing a constitutional right to commit suicide will lead to a broader and even less acceptable practice of euthanasia

(v) While the S. Ct. found no fundamental right, it doesn’t ban states from coming up with their own criteria.  

(2) Quill case
(a) Focuses on equal protection argument that New York violates the Equal Protection Clause when it distinguishes between aiding another to commit suicide (which is a crime), and refusing medical treatment necessary to sustain one’s own life (which is allowed).

(b) Court doesn’t buy equal protection argument – everyone has right to refuse life-sustaining treatment, no one can get physician-assisted suicide.  Rule on its face doesn’t discriminate against a group.
(c) Again depends on how narrowly question is drawn and what is patient’s intent by making choice.
(3) Oregon 

1. Must be an Oregon citizen

2. Must be terminally ill likely to die within 6 months
3. 1 written request, two orals 15 days apart
4. 2 physicians to make decision. Must refer to second physician.
5. Must report prescriptions written to Oregon Health Commission
6. Depressed people – must get mandatory mental health counseling
7. If physician goes through all the right steps/patient meets criteria, physician is immune from civil liability and disciplinary action by state health organization.
8. Average age is 68, most common diagnosis is cancer.
8) Organ Donation

a) Organ Donors

i) Competent Donors

(1) In general, a competent patient has the right to donate or sell renewable tissue, sperm, eggs, blood.  

(2) Don’t allow people to donate or sell organs necessary for their own survival.  

(3) Between the two extremes are donations of organs where there may be a significant health risk to the donor (i.e. kidney donors).

(a) There is a potential health threat with organ donation.

(b) It is rare to know your donor.  

(c) Concerns about improper motives

(i) When the donation occurs within the family, there are concerns about coercion.

(ii) When the donation is extrafamilial, there are concerns about hidden payments.

(4) Uniform Anatomical Gift Act – allows you to express donation wishes.  If you are interested in being an organ donor, but don’t feel comfortable signing card, can donate with family member’s permission.

ii) Incompetent Donors: Living donors who don’t have the legal capacity to consent.

(1) There is no exact rule

(2) Consider best interests of donor (benefit to donor) v. what donor would have done if competent (like substituted judgment)

(3) Cases have had inconsistent results: Strunk v. Strunk allowed kidney transplant from incompetent brother since incompetent would have suffered psychological damage. Compare with In re Pescinski, where similar situation came out the opposite, incompetent brother was not only potential donor, another brother had just refused, evidence that incompetent wouldn’t have either if he had the choice

b) Organ Allocation Issues

i) The process is different for different organs
(1) Liver – if you have acute liver failure, you tend to do better because your need is sudden and more easily reversed

(2) Kidney – can use dialysis, so there is an alternative to transplant

(3) Cornea – won’t die without it, so it’s treated differently
ii) Organizations that oversee

(1)  NOTA National Organ Transplantation Act established the OPTA Organ Procurement Transplantation Network, a nonprofit organization to oversee everything

(2) UNOS United Network for Organ Sharing is made up of organ procurement organizations that each run the system in their own regions.

iii) Problems: UNOS under attack for the way organs were being allocated- ways people got moved up the list by doctors playing the system, and being too focused on geographical location when technically its not such an issue anymore

(1) Patients are given priority for organs based first on their geographic location instead of their medical need

(2) Inconsistent medical criteria are unfair to patients and fracture the transplant system

iv) Factors for getting on the list
(1) Medical need

(2) Family need

(3) Prognosis with treatment – won’t give to someone who is very sick from another condition.  Less likely to recover, long-term prognosis not good.

(4) Ability to pay

(5) Quality of life – how will you treat the new organ

(6) Personal responsbility – if you were an alcoholic before, how do we know you will take care of your new organ

v) How do you choose who gets an organ?
(1) Medical need

(2) Amount of time on the list

(3) Compatibility – how well you match affects success

(4) Quality, duration of life (prognosis)

(5) Where you are in the country (has traditional been a factor)

(6) Financial situation plays a role (i.e. when you get the call, can you pay)

vi) UNOS Solutions
(1) Medical need (priority) and time on list (tie-breaker)

(2) Residence – broader regions (sparsely populated states disagree with this because they feel their organs are going to more populated areas.  Arizona passed a law saying organs stay in the state.)

(3) Reinforce network of organ allocation

vii) Donation incentives

(1) Pushing people to agree to organ donation upon their death
(2) Federal law that prohibits selling organs says you can’t receive valuable consideration for your organs. But that doesn’t include travel, housing and lost wages.
(3) No money changes hands…there’s a trade. You have a family member who needs an organ and you donate an organ to a family that needs it and they donate to your family.

9) Reproductive Rights

a) Background- Roe and Casey pertaining to rights to reproduce
i) What rights does a pregnant woman have?
(1) Could say traditional autonomy perspective

(2) Could say unique situation where lives of mother and fetus are so intertwined

(a) Complicated by abortion debate

(b) Casey messed with Roe – as long as doesn’t put “undue burden” on mother, then a state can regulate abortion rather than using viability argument, which is easier for courts to use.

ii) Examples of States protecting fetal interests

(1) Example of father batters wife and she loses child.  Prosecute for death of fetus.  Most homicide statutes don’t recognize, some have though.

(2) Tort liability for harm to fetus.  Wrongful death – some jurisdictions allow these claims before the child is born

iii) Most courts refuse to address the fetus = person question and leave it for the legislature

iv) Pregnant Women and Refusing Medical Treatment: Casey implicates mother’s interest trumps the interest of the fetus up until the point of viability, after which apply a balancing test between mother and fetus (and state’s interests)

(1) Only in rare cases will court force mother to undergo medical treatment – but courts provide no direction for what “rare” is

(2) Don’t want to discourage people from seeking medical treatment by forcing unwanted treatment

v) Partial Birth Abortion

(1) The fetus doesn’t have the ability to live on its own and that is why this is usually performed.

(2) Statute has no exception for health of the mother. Court says there must be an exception for the life AND health of mother. State says medically, this procedure is never medically necessary to preserve the mother’s health.
(3) It was suggested that this procedure might be safer for the mother than some other procedures. There is no good evidence either way on this.

(4) Commerce Clause allows federal government to enact a law against partial birth abortion. PBA is tied into clause by affecting interstate commerce with physicians who are in or affecting interstate commerce.
(5) Causes of action permitted under statute: private right of action if the statute is violated. Certain people are allowed to sue. Physicians may be criminally liable. Privately, the husband is allowed to sue if there’s a valid marriage, maternal grandparents if the woman is under 18. Unmarried fathers have no standing under the statute.
vi) Pregnant Women and Drug Use
(1) No black letter law

(2) In South Carolina, the statute reading “child” as including a fetus.  Therefore, a mother was criminally prosecuted for having a crack baby.  This is the minority view of statutes. Some other states have tried prosecuting mothers for distribution to minors for using drugs while pregnant.

(3) When a hospital employees undertake to obtain evidence for purpose of incriminating a patient, they have an obligation to make sure the patient is aware of their constitutional rights (against search).  To have such a testing program and have it work, treatment of the patient must be central, and law enforcement must only be ancillary. Focus on preventing harms from happening in the first place will result in a treatment focus instead of a law enforcement focus.

b) Control of Procreation

i) Griswold case indicated that it is a fundamental constitutional right to control one’s own procreation

ii) Courts will not construe contracts in any way to force someone to become a parents or lose parental rights because of the fundamental right to have control over procreative issues

iii) Who has rights in a frozen embryo?  Usually a court will rule against forcing someone to become a parent against his or her will, and this default tends to result in destruction of embryos if either “parent” (genetic material provider) objects to use of the embryos to result in birth of a child.

(1) Usually, there’s a contract to figure out what to do in the case of divorce.

(2) Courts are reluctant to decide to let people do things by K, but they do tend to follow it anyway.

(3) Court won’t honor K if one of the parties later disagrees with it.
iv) What about surrogacy contracts?

(1) Forces us to consider what it means to be a parent – courts tend to the person who was part of procreation, not the person who nurtures the child.

(2) Surrogacy contracts are against public policy if forcing someone to give up parental rights to a child before the child is born

(3) Surrogacy contracts are also against public policy when it appears that a baby is being sold.

(4) Surrogacy contracts also do not look to protect the best interests of the child.

(5) In cases of gestational surrogates only, where the wife can’t carry a child so they have a procedure where you fertilize an egg and then implant in another woman, the surrogate is just the carrier for the couple’s baby.  One court looked to the intent of the parties at the time of the child’s conception and awarded the child to the intended parents, but both were also genetic parents of the child.

(6) Everyone psychologically evaluated, father’s wife incapable of bearing a child, intended parents are suitable for obtaining custody, everyone is represented by an attorney.
10) Public Health law – focusing more globally on how to protect health for the whole community.  

a) Sometimes conflict with rights of individual person.  

b) Many times, want to know about diseases people have for public health reasons and that conflicts with confidentiality.  

c) Maybe want them to get treatment and that conflicts with individual decision-making.
d) Traditional Public Health Strategies (trying to identify the problem)
i) Screening – id people who have the disease.  Lots of ways to screen – some have more or less potential to conflict with confidentiality. Interferes with individual control of bodily integrity and right to refuse medical treatment

(1) Purely voluntary

(2) Conditional screening test -- Blood test before marriage – only have to do it if you want to get married.  May be coercive.

(3) Mandatory testing – schools, camps
ii) Contact tracing: Once you’ve identified one person with the disease, will try to trace people with whom you have had contact.  Involves confidentiality of third-parties, interferes with individual privacy and confidentiality interests.
iii) Reporting
(1) Some diseases that must be reported.
(2) Child and elder abuse.  We want to know who they are and who is abusing.
iv) Isolation and Quarantine- have become less prominent since science has indicated how to prevent spread of disease, more knowledge about transmission, prevention, etc. Both were used historically, sometimes in discriminatory ways. Relevant for diseases such as Ebola and SARS
(1) Quarantine- individual is not sick yet, but may have been exposed, keep separate from population long enough to see if they turn up with the disease
(2) Isolation- individual does have the disease, keep apart to make sure they don’t spread the disease around
e) Authority to Regulate Public Health: Public health is first and foremost a state issue.  Comes from state’s police power.  Federal government does have authority to regulate interstate commerce and to promote the general welfare.  CDC – federal agency that gets a lot of info and compiles it.  Courts grant extremely broad deference to states re: public health.  Apply bare rational basis review.
i) Once we have decided that an agency can regulate a certain risk, where do courts draw the line for when the agency has to stop ( courts are extremely deferential, even when certain liberty interests of individuals are at stake.

ii) Risk Assessment and Regulatory Compliance

(1) Federal courts don’t want to interfere with what agency does.  (See American Dental Association v. Martin where court upheld decision to improve public health even where OSHA requirements to get protective equipment were not cost-effective and did not really stand to improve health all that much.  Court didn’t even care that it was the wrong agency.  Court said it only needs to be an agency that is tangentally related to health.

(2) When state tried to store info of all persons who have obtained certain drugs for which there is both a lawful and an unlawful market, court said the public health interest was enough to intrude on rights.  (Whalen v. Roe)  

f) Some public health law issues come down to fear: Fear is good when it motivates people to do right thing.  Fear is bad when people freak out and take extreme measures that won’t really help, i.e. try to get hands on prescription drug (anthrax drug).

g) Current Issues of Public Health Law- Bioterrorism Threats

i) Are we willing to forego certain civil liberties so government can protect us from bioterrorist attacks?

ii) Hodge Article brings up great questions:

(1) What is the extent of government’s duty to protect the public’s health in response to a bioterrorism event?

(2) When does a bioterrorism event justify the declaration of a public health emergency? (side note, what exactly is a public health emergency? Model State Emergency Health Powers Act defines bioterrorism as intentional use of a naturally occurring or biologically engineered product to cause death or disease to influence conduct of government or to intimidate or coerce civilian population; public health emergency may be defined overly inclusive or under inclusive, depending on what “widespread” or “large number” means

(3) What are the respective roles of federal, state, and local public health authorities?

(4) How should public health authorities coordinate with other governmental actors, specifically law enforcement authorities, to address criminal components of bioterrorism events?

(5) How can restrictive public health powers be balanced with individual civil liberties in responding to a public health emergency?

(6) How should scarce resources be allocated during a public health emergency?
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