GENETICS & THE LAW OUTLINE
· Course components (keep in mind all 3 aspects while reading assignments!)

· Ethics

· Law – should there even be legislation? 
· Role for the law?
· When should the law step in?

· What form should it take? (Statute, case law, administrative rulings)

· Policy

· Other themes in the course

· Nature vs. nurture

· Science shaping society vs. society (personal viewpoint) shaping science

· Relationship btw science and law. What is driving what?

· Imagery of the power/force of genetics

· Model to use in analyzing genetics

· Medical model

· Public health model (social good)

· Individual rights model (liberty)

· What is disease? What is a trait? What is normalcy? 

· Is genetics our best hope for curing disease and improving society, or would our $$ be better spent on universal healthcare or education?

· Every U.S. citizen has been 

· Newborn screening – heel prick, blood on paper, and then tested. Not tested only for genetic diseases, but one widespread test is for PKU (leads to mental retardation if diet not altered).

· In some states, also cystic fibrosis (something else) and other diseases that cannot be treated!
· Every one of us has some genetic information on public health records.

HISTORY & BACKGROUND OF GENETICS (necessary for exam?)

· Brief history of genetics
· Gregor Mendel – 1865 fundamental insight that the heredity traits of a pea plant could be explained and predicted by “factors” (later called genes). Father of modern genetics. 
· Francis Crick & James Watson – 1950s discovered the double helix structure of DNA
· Morgan (U.S.). Centimorgan – a marker and a gene that are 1 centimorgan apart = 1% chance that that particular gene will not be inherited along with the marker.

· Future of genetics

· (See book). 

· Present state (and recent past) of genetics

· Human Genome Project (HGP)
· Started in mid-80s. Charles Delissy: Department of Energy! Why DOE? Due to effects of radiation on human genes and its implication

· NIH became interested only after politicians pushed them to take interest! Politics pushing science.

· 1990 – National Center of Genome Research. Led by Watson of double helix fame.

· 1997 – Became a full-fledged institute. Emphasizes the growing importance of the project. 
· Original budget and prognosis: 15 years and $1 per base pair

· But finished ahead of schedule! And under cost!

· Sequencing became automated and the cost dropped precipitously

· Supercomputers were key in speeding up the process

· Celera Genomics

· Private initiative headed by a maverick – Craig Venter. 

· Shotgun sequencing. Employed supercomputers to put it all back together again.

· Caused conflict with HGP, but also significantly sped up the project.  

· Scandal: Charge for the information and limit access

· Different types of mapping of the human genome

· Genetic or genetic linkage mapping: Based on probabilities, likelihood that a particular gene will be inherited along with a certain marker. 

· Physical mapping: actual distances between particular stretches of DNA, varying “resolution.”

· Sequencing: the ultimate physical map – the actual sequence of base pairs of the entire genome. 
· Both actors completed the sequencing of the genome in 2003 – pretty much simultaneously.
· Medical significance of the HGP

· Potential for individualized medicine, increased effectiveness of drugs that a pre-screened to be compatible with a person’s genetic make-up, predictive clinical tests and nutragenetics. 

· But others discount such views. Say environmental factors are much stronger than the proponents of genetic medicine think. Only small proportion of population suffer from genetic disease. 

· New initiative is Hapmap Project
· Single Nucleotide Polymorphism (SNP) – one base pair that differs significantly from the rest of the population. 
· Find as many SNPs as possible (if make up at least 1% of population). Goal: 1M by 2005. New goal: 2.25M. Use these as markers. Then test the population and determine whether certain SNPs are associated to diseases. 

· Genomics – Look to full genomes, compare between species.

· Upshot: Still in the infancy of genetics. 

EUGENICS
· Eugenics (1870 – 1950) was a large social movement that located the source of social problems in the genes of individuals and sought to alter the pattern by which these genes would be transmitted to future generations.

· Began in Great Britain, but spread worldwide.

· Founder: Francis Galton, cousin of Charles Darwin. Began by studying the inheritance of talent among the eminent British families of the time. 

· Positive: Was the motivation for much of the early scientific research in the field of genetics.

· Negative: Ultimately discarded in dishonor because was marked by:

· Shoddy science

· Blatant race and class biases of leading advocates

· Segregation and sterilization of those judged to have substandard genes

· Formed part of the core of the Nazi doctrine and provided a first step toward the extermination camps

· What do we mean by eugenics?

· Literal meaning is “well born” in Latin. Term is relatively neutral. The negative connotations arose due to how it was implemented. 

· Study of how to improve breeding

· Negative eugenics: decrease bad births

· Positive eugenics: increase good births

· Social control

· Not just a science, but taking social structures to implement the findings of this science (sometimes poorly done). 

· This is the most troubling aspect. Obviously, the state permitting only some persons to reproduce is the most direct example. But often more subtle way to effect the same goal:

· Restrictions on marriage

· Immigration quotas

· Funding of birth control for welfare recipients
· Capital punishment & life imprisonment

· Sickle cell screening programs – Legislation advocated by African-Americans and passed in the 1970s. Tested for this recessive trait w/ a high prevalence of this disease among AA to find out if one of the parents were carriers (1 in 8 carry). Confusion of carrier as opposed to infected status, so some discrimination effects.

· Resulted in strong psychological discouragement for a large percentage of the AA population from procreating. 
· Strong stigma and unwarranted discrimination by potential partners.

· Eventually viewed as a bad thing and the program was discontinued.  

· How broad to view eugenics? Level of eugenic social control where the government is trying to improve or alter reproduction. 
· Extreme forms

· Involuntary sterilization

· Euthanasia of unfit persons (primarily in Nazi Germany)

· Mandated testing for prevalent genetic disease (Sickle cell program)

· Mandated offering or subsidizing prenatal testing

· Pressures to take or push tests because of threats of liability. Best proof that a doctor offered the test is proof the test was taken. (Wrongful life/birth claims.)

· Providing information to permit informed decisions and take control of reproductive autonomy. 

· Private individualized neo-eugenics: Today, the decision and control over reproducing is in an individual’s control. Genetic testing can be informed, and the government may encourage the testing, but the ultimate decision rests with the individual, so not as morally problematic. Also usually involves positive, not negative eugenics.  
· Testing for Down’s Syndrome and increased termination of pregnancies
· Marginalizes the population by making the condition rarer, more exotic.

· Aren’t worthy of existence (birth).
· Other prenatal or pre-implantation diagnosis and selection. 
· Eugenics in the US

· Following a study and book on the institutions housing the mentally retarded, Richard Dugdale championed two ideas that came to become core beliefs in the US:
· 1. Feeblemindedness, epilepsy, drunkenness, criminality, and insanity had strong hereditary influences

· 2. Affected individuals tended to produce larger than average # of offspring

· Majority of the population supported eugenic theory. What made it so powerful?
· Urbanization: new frustrations arising from the migration to densely packed cities. 
· Immigration: threat to the majority/power base from massive immigration from Southern Italy and Eastern Europe.

· Rise of nationalism: newcomers were a threat to the national identity. 
· Science understanding: legitimized and connected the dots, and reinforced the division of race and ethnicity. Validated the claim that the turf of N. European.

· Scientific solution: more humane techniques for sterilization, euthanasia, etc. 
· Public health goals

· Belief in genetic determinism

· Rediscovery of Mendel’s laws of inheritance further stoked the flames of eugenics.

· Eugenics Record Office

· Founded by an eminent biologist who tied eugenics to the science of genetics

· Hired Laughlin, a former schoolteacher, who became the primary advocate and strategist of the eugenics movement in the US.

· Sent out female field workers who gathered information concerning family pedigree and gathered raw data for sociobiological studies. 

· Eugenicists used this raw data to publish a number of lengthy monographs on the subject, reinforcing the two beliefs above. 

· Supported federal laws limiting immigration from racially inferior stock. ERO studies showed that immigrants from Southern Europe & Russia were more likely to need public assistance. 

· Lobbied for enactment of laws permitting sterilization of retarded persons w/o consent.

· Marriage restrictions in several states applied to the retarded, drunks, epileptic or even poor! But not really enforced and upon legal challenge were struck as unconstitutional. 

· Sterilization Laws

· Vasectomy: The advent of vasectomy in 1899 made the sterilization of undesirables (previously only by castration) much more palatable to lawmakers. 1907 Indiana became the first j/d in the world to enact a eugenic-based sterilization law. 

· Other j/d followed, with CA having the most active and nuanced program. 3-tiered approach: insane/mania/dementia must be sterilized to release, hardened criminals w/ 2 of 3 officials agree, and state-funded sterilization for mentally retarded w/ consent of parent or guardian.

· Where the laws were challenged as unconstitutional, the courts invalidated as against DP or, for prisoners, 8th Amend Cruel & Unusual Punishment. 

· Prior to WWI w/ a sharp decline in immigration, the eugenics movement lost steam.

· Resurgence in the 1920s

· Eugenic organizations lobbied against bills they considered “dysgenic,” or tending to support the promulgation of unfit genes. Ex. financial assistance to poor women w/ school age children).

· Beginning in 1923, state legislatures again began adopting sterilization laws. Michigan Supreme Court upheld one as based on biological science and a “proper and reasonable exercise of the police power of the state.” Emboldened, pro-sterilization forces decided to take their fight to the Supreme Court.
· Buck v. Bell (1927) – Feebleminded and institutionalized woman selected for sterilization challenged the law on the grounds of Due Process. (Law was based on the model sterilization law promulgated by Laughlin.) Carrie was born of another mentally handicapped woman and had given birth to a child who was also impaired. 
· J. Holmes: Rejected her argument and upheld the VA courts affirmances of the procedure. 

· Reviewed procedure offered prior to sterilization, which in fact, involved several elaborate levels of review and sufficient notice, and found it satisfied procedural due process.

· But missing: cross-examination, call own witnesses, no lawyer

· On substantive DP challenge, pointed to the great benefit to society, benefit to the patient (release from the institution), and compared the loss of fertility to the far greater sacrifice made by able-bodied citizens in war. Applies only a rational basis test. 
· Maximizes the state interest by comparing the sacrifice to war and pointing out the great boon to society in reducing the number of handicapped persons born. 
· Minimizes the individual interest comparing it to a vaccination. Minimal threat to her life. 

· But smallpox is horizontal transmission and genetic inheritance is vertical transmission

· Points out the benefit of the freedom that she will be granted following the operation. 

· Accepts the categorizations of the scientists without doubt. 

· Famous quote: “Three generations of imbeciles are enough.”

· Lombardo article on Buck v. Bell 

· Total failure of Carrie’s counsel to offer countervailing evidence and entirely ineffective cross-examination suggest he was not even trying to defend! In fact, he was one of the persons seeking her sterilization and had a building named for him at the institution.
· Carrie was condemned not only for feeblemindedness, but for immoral character. 

· Many of the charges about her background were simply wrong. Substantial evidence that she wasn’t mentally deficient at all. Was not born illegitimate (for what that’s worth). 

· But even her pregnancy with an illegitimate child may have not been her fault. Author points to facts that suggest she was raped and then institutionalized to hide that fact!

· Following sterilization, Carrie married, rejoined the church she had attended prior, and never showed any indication of being an imbecile. Her daughter (also proof of defective genes) was a good student and even made the honor roll. 

· Outcome in Buck was considered progressive and was supported by many highly respected Americans.

· Planned Parenthood was started as a pro-eugenics organization

· Discrediting eugenics: the Nazi eugenic program

· Nazis first took to purifying the German race before its assault on the Jews and other racial minorities. Sterilization and euthanasia laws for deficient children were enacted in 1933.

· Scale of eugenic sterilization in Germany dwarfed all other countries. 

· American eugenics movement was a strong influence on the Nazis. Hitler read about the VA sterilization law while in prison, and was one of the first laws adopted when he took power. 

· Originally he wanted to use sterilization to wipe out inferior populations. But once the hospital beds were needed for wounded soldiers in the war, he moved to executing patients (and Jews).

· US eugenics movement dropped precipitously following the war, but still some sterilizations were carried out.

· Repercussions from the eugenics sterilization programs
· Poe (1981) – Plaintiffs represented a class of persons who were allegedly sterilized w/o the notification required by statute and subsequently could not figure out why they could not conceive. Secret sterilizations! 

· Court refuses to make a declaratory judgment concerning the constitutionality of sterilization b/c the VA statute had already been appealed. 

· But the statute that was procedurally adequate that was upheld by Buck v. Bell
· Demonstrates another way that even the robust process offered on paper by this law can run afoul.
· Sterilization and federal welfare benefits 

· Relf v. Weinberger (1977) – Challenge brought against federal health regulations that permit minors and representatives of mentally incompetent persons receiving welfare benefits to consent to permanent sterilization. Court strikes the application of federal funds to sterilizations of minors or mentally incompetent on statutory grounds b/c they cannot evince the required consent for such a procedure. Also demands greater indica of consent by adults voluntarily agreeing to the procedure in light of recent abuses (threats of denial of any federal welfare if not sterilized).
· Closest to overruling Buck v. Bell.  
· Long-lasting surgically implanted contraception like Norplant has also been considered for association with the receipt of welfare benefits. But so far, it hasn’t been adopted. 
· Constitutionality of compulsory sterilization as punishment for crime

· Skinner (1942) – SCOTUS invalidates a criminal sterilization law that calls for sterilization of 3-time repeat felons but excludes 3-time white collar felons on equal protection grounds. 
· Seems to suggest that if the law were re-written to include embezzlement it would be ok. But on the other hand, seem to suggest that the right to procreate may be a fundamental right.
· But concurring opinions seem to respect the Buck opinion. Here they found not that the idea of sterilization was unacceptable, but that the process (which allowed the prisoner only to argue that the vasectomy was harmful to his health, not that it was unnecessary, was insufficient. 

· More doubt about the ability of genetic science to actually show the traits of criminality are inherited: Both concurring opinions also expressed doubt as to whether and which criminal traits were inheritable and believed that the legislature had jumped ahead of science. 
· Sterilization may also be used to prevent the commission of future crimes. CA 1996 adopted a chemical sterilization law for sex offenders. This involves giving them female hormones that reduce their sex drive and pedophilic fantasies. 

· Modern sterilization – Continued debate regarding the authority of legal guardians to consent to sterilization on behalf of their mentally handicapped wards. Controversy surrounding proposed sterilization of Kristin Johnson. See newspaper articles in supplement.
· Suffered brain damage and was permanently mentally impaired. Decided that she wanted to have children and get off of birth control. Her arguments?

· Autonomy – limited

· But not able to legally enter contracts, cannot make medical decisions.

· Bodily integrity

· Line drawing (how disabled do you have to be?)
· Guardian wanted her sterilized. What are the guardian’s arguments?

· Protect the future child from an incompetent parent.

· Real effect of permanent mandatory birth control administration is the same as sterilization.

· Burden on the guardian.

· Societal costs

· In the end, an obstetrician found that birth-control pills were an option, court ordered administration. 
· Problem that with regard to reproduction, the interests of the ward and guardian often conflict. The guardian is likely to be the one saddled w/ the burden of taking care of the child and the mentally handicapped mother/father will play an uncertain role.

· Generally permit long-term but reversible birth control (involuntarily administered?). But what’s the difference with sterilization so long as there is no lapse? If no hope for recovery, why go through all the effort and expense if the end result is to permanently block contraception?
· In re: Edith Hayes (1980) – Mother sought a court order authorizing the sterilization of her mentally retarded daughter. 16-year old capable of bearing children who functioned at the level of a 4 or 5 year old. 

· Court did not rule out the possibility that “in the rare case sterilization may indeed be in the best interests of the retarded person.” But this fact must be show by “clear, cogent and convincing evidence.”

· Essentially established a strong presumption in favor of not employing sterilization. 

· Procedural standards to follow in review a petition for sterilization:

· Incompetent is represented by disinterested party
· Received independent advice based upon comprehensive eval (medical, psychological, social)

· Take into account view of incompetent to the extent possible

· Then prove by clear and cogent evidence that order is needed because:

· Individual is (1) incapable of making own decision about sterilization, and (2) unlikely to develop this capacity in the future, (3) is physically capable of procreation, (4) likely to engage in sexual activity, (5) condition renders the person permanently incapable of caring for a child, even w/ reasonable assistance.

· Then prove by clear and cogent evidence that there are not alternatives to sterilization:

· Must find that (1) all other forms of contraception have proved unworkable, (2) proposed method involves the least invasion of the body, (3) current state of medical science does not suggest:

· That a reversible sterilization procedure or less drastic contraceptive method will shortly be available, or

· That science is on the threshold of an advance in the treatment of the individual’s disability.

· Amounts to a very severe form of strict scrutiny! Very unlikely for many cases to meet this high burden.
Positive eugenics

· Positive eugenics is the use of state power to encourage the birth of children with desirable traits. 

· Father of positive eugenics: Francis Galton (above) was appalled by his observation that “inferior” people were reproducing at great rates while the best and brightest had small families. (View is still held by many today.)
· Nazi “Lebensborn” Program – Selected Aryan woman were paired w/ SS officers in an attempt to create highly intelligent and desirable Fuhrer-youth.

· Positive eugenics today

· Genius sperm bank (diversifying into Olympian athletes!)

· But aren’t we all programmed in some way to perform positive eugenics? Seeking the strongest and most capable mate?

· ELSI Program

· A special program within the Human Genome Project which has the task of focusing on the ethical, legal, and social implications of genetic research.

· Designed as a preemptive strike against those critics who would compare the HGP to the notorious Eugenics Record Office. (I like the way Watson thinks!)
· Some pro-genetics critics argued that it was a waste of money and foolish to design and fund an entity to criticize one’s own program. 

· Anti-geneticists feared it was a way to placate and buy off the critics while work went on unimpeded behind the scenes. 

· Division of labor:

· DOE: Privacy and use of genetic information

· NIH: Research & health care issues

· Eugenics today

· Not as bad as the eugenic age

· One defense of pre-natal testing today, is the right to person autonomy

· Fundamental right under 14th Amendment

· Bioethics has shifted to protecting patient autonomy in response to (among others) Nazi doctor abuses.

· Attempt to distinguish the science of genetics from eugenics

· Keeping it strictly in the realm of medicine, science and healthcare.

· Prevent affiliation with social reform

· More nuanced familiarity of the limited role of genetics

· Genetic determinism has a somewhat weaker hold

· Attempts at genetic treatment, not just 

· But some dangers remain?

· Limits on autonomous decisionmaking. How much do people really have autonomy once they are aware of the defects in their unborn child?

· Cost to the public motivation for encouraging pre-natal testing 

· Upshot: World is not so far distant from the eugenics movement as many think. Certain forces could tip the balance and send the world back down that path.

PRENATAL TESTING
· Prenatal methods for testing for abnormalities 

· Invasive procedures (risky)

· Amniocentesis

· Chorionic Villi Sampling (CVS)
· Fetal blood sampling (most risky)

· Noninvasive procedures

· X-rays (not used anymore)

· Ultrasound

· Fetal cell sorting (rare and still in 

· Screening tests – blood tests taken on the mother that looks for elevated levels of certain chemicals that are associated with certain genetic defects. Only raise red flags, do not diagnose for the condition. 
· Alpha fetal fluid – fluid gets into mothers blood stream. 

· Elevated levels of this fluid = Chance of anencephaly (no brain)
· Low levels of AFP, related to Down’s, but results in very high false positives (1/300)

· Folic acid supplements prior to pregnancy significantly reduces the chance of this…?
· Triple screen

· Looked to a combination of 3 groups of hormones and chemicals in mother’s blood

· Much more effective at detecting Down’s Syndrome. False positive “only” 1/54.
· Quadruple screening. 

· Nucle-translucency (ultrasound, not blood test)

· Measures the thickness of the neck at the end of the 1st trimester. (12 weeks)

· Catches Down’s Syndrome and other chromosomal abnormalities. 

· Advantage of earlier use. Permits the use of CVS test rather than amniocentesis
· What is the advantage? Higher risk and less information, only chromosomal, not the AFP stuff.

· Can be done earlier which can make abortion easier. Less fetal bonding. Pregnancy not showing so much – no public knowledge. 

· Difference between the screening test and diagnostic
· Screening: 

· Offer to general population

· Positive means that they in a higher risk category, NOT that the condition actually exists.

· Diagnostic: 

· Offered to those at risk.

· Determines the existence of the medical condition.

· Nondisjunction – Where meiosis does not divide the chromosomes properly. Can happen to any chromosomes, but usually only viable if the extra or deficient chromosome was one of the little ones. Results in too few chromosomes in one gamete, and too many in the other. 

· Reasons for asking for diagnostic testing

· Family history

· Age of the mother

· 35 is the cutoff. Why?

· Risk of the abnormality is higher than the risk of termination of the pregnancy. 

· Somewhat arbitrary cutoff. Does not take into account the magnitude of harm. One mother may want information despite the risk. Another might not want to risk her pregnancy under any circumstances. 

· Abnormal screening test result

· Ethnicity-concentrated genetic abnormalities

· Radiation exposure

· Genetic counseling

· Initial interview, ask questions about the pregnancy, own medical history of the mother & father, and a family history.

· Based on this information, especially family history, tries to determine what genetic testing would be most useful. Talk about what testing options are available, what the risks are of the testing procedure. 
· If the testing results are bad, then discuss how to deal with that. 
· Problems with prenatal testing
· Societal pressure: Availability of tests puts societal pressure on women to have them done, even among those who do not particularly want to take the tests. Feeling of guilt or irresponsibility for not taking test. 

· Grief over abortion: Often the decision to abort a wanted fetus due to its genetic profile causes grief, sorrow, and guilt. Difficult to incorporate the “information” about oneself that profile provides. 

· Health risks to the fetus: Some of the procedures carry substantial risks of termination or harm to fetus.

· But the reduction of risk in the new techniques has resulted in more pressure to take the tests!
Liability for Malpractice in Prenatal Screening & Genetic Testing
· Wrongful birth

· Cause of action exists where physicians fail to warn prospective parents that they are at risk of conceiving or giving birth to a child with a serious genetic disorder. 

· Was not a viable cause of action for negligence involving prenatal tests before Roe, because there was no legal alternative to take upon diagnosis. But even before Roe, was open to couples not provided sufficient information before conception.

· Majority of jurisdictions permit some form of wrongful birth action. 
· Keel v. Banach (1993) – Small town obstetrician did a couple sonograms missed very serious genetic abnormalities. Parents even claimed that they had told the doctor about a prior stillborn with anencephaly. (Doctor disputed this.) The baby was born with massive defects and died after a couple of years. 
· Duty? After some difficulty, Court decided to find a duty. 
· Seems be straightforward special relationship: Doctor-patient.

· Court found the duty issue was problematic b/c of policy concerns. Concern that imposing a duty may lead to doctor’s recommending abortion more often, greater healthcare costs, and the marginalization (emotional bastard) of the deficient child. Cause of action the basis of which is parents’ claim that their own child should never have been born! Harsh.
· Breach? Look to the standard for reasonable medical care for this type of work.
· Medical community should be the one setting the standard of reasonable medical care, based on their expertise and medical judgment. 
· BUT in reality, the legal community (lawyers of doctor’s associations) often feel pressure to up the standard of care in order to avoid liability down the road for failing to administer the test. Ex. Recommending the AFP test. 
· Causation?
· Some concern over fraudulent claims—claimed in retrospect that they would have aborted when that is not really the case.

· Doctor claimed that they did not cause the congenital abnormalities. This went nowhere. He caused the lost opportunity to prevent the birth. 
· But some courts have looked to probabilities to determine that the failure to offer a test could not meet causation. Simmons (rejecting claim b/c early test for Down’s syndrome was accurate in 20% of the time). 

· This case was criticized as overlooking the law of “loss of chance” claims. 
· Damages?
· Rejected damages that include all expenses associated with having and raising the child. (Those would have been present in any case, even if the child were healthy.)

· But permitted (1) the extraordinary costs associated with being born with the genetic abnormalities, (2) emotional distress, (3) pain & suffering during the pregnancy, and (4) loss of consortium for the husband. 
· Suggests that the damages are for the disease not for the lost chance of terminating the pregnancy. 
· Benefits rule: still get some of the benefits of being a parent – the cost of raising a normal child was expected. 
· Existence of this legal action inevitably places increased pressure upon physicians to take the legally “safe” course by recommending abortion. 
· Wrongful life

· In a wrongful life action, the child argues that but for the inadequate advice, it would not have been born to experience the pain and suffering attributable to the deformity. 

· Only 3 jurisdictions allow wrongful life causes of action. 
· Curlender v. Bio-Science (1980) – Parents brought a claim on behalf of their child who was born with Tay-Sachs. Child claimed (via parents) that the misdiagnosis resulted in more pain than life was worth, and thus a “wrongful life.”
· Concerns with this cause of action

· Calculation of damages: Calculating damages based on a comparison of the state of nonexistent and severely deformed is a mind-boggling prospect.
· Sanctity of life: Difficulty with the philosophical idea that being born with the congenital defects is worse than nonexistence. 

· Specter of double recovery for the extraordinary medical expenses. 

· Opens the door to suits against the parents, especially for a conscious choice

· In favor of wrongful life actions

· Compensates the baby who feels tremendous pain and suffers even more than the parents.

· Specter of both of these claims being used against inability to screen for less serious diseases

· Action has been brought against doctors for being born deaf.

· Extremely difficult to determine what is so radical a departure from normal that it can support a wrongful birth/death. 

· Wrongful abortion

· Martinez (1987) – Deeply religious woman had genetic testing and received results that indicated multiple abnormalities and that her fetus was severely impaired. The test results turned out to be mistaken. Woman brought the action alleging that the misdiagnosis and subsequent wrongful abortion in contravention with deeply held religious beliefs cased mental anguish and emotional damage. 
· What if she worked for Planned Parenthood? What if she did not hold these deep religious views that abortion was very wrong except in extenuating circumstances.

· Strange thing about the opinion is that it gave great weight to the fact that the plaintiff believes that the abortion was morally wrong/religious beliefs. Suggests that a non-religious person who had a “wrongful” abortion would not be able to recover. 
· Heavy physical contact. Could have gone with the old fashioned negligent infliction of emotional distress. But didn’t, presumably to keep the holding very narrow. 
· But did the deeply religious convictions make Martinez an eggshell plaintiff? 

· Policy reason for making this narrow exception from non-liability:
· Imposing liability for all wrongful abortions will chill the practice even more. Availability already under siege in many places. 
· But allowing wrongful birth, but rarely permit wrongful abortions, provides strange incentives in this area.
· Push genetic testing. Legal incentives to really make sure no liability will arise fro
· Likely increase in false positive.

· But this may result in more abortions 

The Routinization of Prenatal Testing
· Trends raised in article that are leading to greater and more routine testing.

· Genetic counselors – policy of nondirectiveness

· OB nurses/doctors – tend to act more direct in “requiring” 

· Societal views – knowledge is power.

· Legal incentives – doctors not at risk for too much testing, but at risk for too little testing. 

· Claim # 1: As testing becomes more routine, the choice becomes illusory.

· Some testing is even done w/o knowledge, especially blood testing.

· Problem that many people believe that the testing is for things people can do nothing about. 

· BUT takes too much time, stress out a lot of people to prepare the few that receive positive results. 

· Claim # 2: As it becomes more widespread, the level and quality of counseling drops.

· Feminist viewpoint: 

· Nothing wrong here. Women are empowered, can control their reproduction/future. 

· Skeptical view: Women as vessels for men to control. Creating disease that did not previously exist. Culture of testing, making women feel they need testing.

· Disrupts the pregnancy: Women are less willing to embrace the pregnancy until the 

· Disability viewpoint:

· Pushing for testing is a rejection of certain kinds of traits. Fragile X and Down’s are life not worth supporting. Based on untested assumptions on quality of life. 

· Many presumptions among able-bodied about quality of life. Unclear how damaging a handicapped child is to the family unit. 

· Reinforces notion of perfection. 

· Prenatally Diagnosed Disability Bill (unenacted) – designed to prevent all negative discussions about raising a disabled child. 
· Possible constitutional protections against mandatory prenatal testing: 

· Informational Privacy – Would violate the mother’s right to not know medical information about herself and right to refuse treatment as part of informed consent.  

· Fourth Amendment – Considered a search and seizure, must balance the nature and quality of the intrusion against the strength of a given state interest. 

· Bodily Integrity/Reproductive Autonomy – Based on CL protection of bodily integrity or the Roe/Casey constitutional right to reproductive autonomy. 

· Woman has no duty to guarantee the physical & mental health of her child and may refuse forced interventions even where it harms the fetus. 
Genetic Counseling
The Policy of Non-Directiveness
· Basic understanding: Cannot tell the patient how deal with a genetic test results, non-prescriptive, no recommendations for further action. 

· Nuanced understanding: Strive for a value neutral and balanced delivery of information in aspects. Attempt to not tip had in tone of voice, gestures, and other nonverbal conduct. 

· Characteristics of ND

· Nonprescriptive

· Avoid influencing

· Value neutral

· Nonjudgmental

· Supportive

· Dialogue

· Rationales/Goals

· Autonomous decisionmaking

· Consistent with one’s values (very value-laden choices)

· Forces patients to explore values that perhaps they have avoided confronting

· Distanced from eugenics

· Professional autonomy: Generally women, tendency to carve out turf vis a vis the male doctors. Their responsibility to protect patients from the directive doctors. 

· Avoid liability??? (but can cut the other way, as the counselor fails to employ expertise to help the patient make an informed decision)
· No other area of medicine that is as deeply committed to this policy of nondirectiveness as genetic counselors. 

· Problems with nondirectiveness

· Is it possible to actually be nondirective? 

· Information disclosed and not disclosed

· Tone of voice

· But can be more value neutral and less value neutral.

· Dodging the responsibility of making a professional opinion

· But how can the counselor make that decision after knowing a person for only one day? Cannot know the basic values of these people. 

· Frustrates patients who are looking for expertise.

· Just being hit with medical information and then the counselor backing away can cause more harm than good. Need to have a dialogue and develop the persons views in many 

· Overstates the effect of directiveness

· People do not always succumb to the recommendation  

· Underestimates the effect on the patient of the role of value neutrality.

· Some people interpret the neutrality as meaning the 

· Some extreme examples of nondirective counselors give the impression that one must decide ALL by oneself, devoid of asking advice from family, clergy, psychiatrists etc.

· In the end, it is the extremes: doctor demanding testing and counselor providing no advice at all that both impoverish decisionmaking. 

Duties of Health Care Professionals
· Three categories of genetic conditions related to a defective gene.
· Predictive – Have the gene and that means you will get the disease. No chance of escape. Example: Huntington’s disease

· Susceptibility – Predictive increased risk of a particular disease developing where a gene. Example: BRCA 1 – 82% risk of breast cancer, BRCA 2 – lower numbers

· Carrier - Presence of gene and possibility of passing the gene to offspring, but the actual carrier is not afflicted. Many examples. 
· Major problem in this area is that even genes that seem straightforward can often result in difficult expressions or penetrance. 
· Rarely full penetrance = whether the gene will lead to the disease or trait.

· Even cystic fibrosis gene has been found in individuals that have few of the symptoms, perhaps just asthma or other milder symptoms. 
· Expression

· Multifactorial

· Other genes moderate or enhance the expression of the gene

· Environmental influences

· Findings from the Huntington disease gene testing in Canada

· Much lower uptake. Only 10% of people at risk wanted the testing. 90% preferred the uncertainty. 

· Survivor guilt: Population that got favorable test results felt guilty that other family members had to suffer, but not them. M

· More surprising were the difficulty of incorporating the information into 

· People sure of getting the disease: Risk-taking, no relationship, 
· Loss of purpose: Husband of at-risk woman assumed he would be her caretaker after retirement, lost purpose after retirement.

· Protective steps prior to testing

· Having someone near

· Psychological testing

· Post-test protocol.

· Misattributed non-paternity

· Can reveal that children are not related to their father. Can be revealed incidentally. Often in the course of testing high-risk parents with child. 

· What do you say?

· Tell the truth? Full disclosure. 

· Say nothing to not disrupt family dynamics, but then threat of affecting later reproductive decisionmaking. 

· Partial disclosure to mother that the truth is known.

· Tell people upfront that one of the risks of genetic testing is discovery of parentage! But then if wife decides not to take the 

· Confidentiality with genetics. What to do where people refuse to disclose information important to their relatives?
· Three views on how to deal with confidential genetic information

· Genetics exceptionalism view (heightened protection)

· Nothing exceptional about genetic (usual standard of confidentiality)

· Familial information (lowered protection)

· Usually not a problem. Most people do disclose to affected family members, despite the embarrassment and other difficulties associated with this disclosure. 
· Reasons people would not want to tell family members this information

· Might not want to know the information.

· Bitter emotions/ vendetta etc. 

· More people you tell, the more likely the information will get out

· Worried about discrimination or social stigma
· Change in family dynamics

· 4 hypotheticals (DISCUSSED THIS QUITE A BIT IN CLASS!)
	Mary – TFS (genetically male)
	Jane – misc/transloucation
	Bill – Huntington’s
	Suzy - BrCA

	Health risk: Cancerous undescended testes
	Health risk: Higher chance of birth defects
	Will get it and die young.
	Health risk: 82% lifetime risk of breast cancer

	- 50% sister is carrier

- 25% niece affected
	- 50% chance to sister
	- 50% risk to kids
	- 50% to daugher

	- stigma
	- pro life
	- hopes will be cure
	- manageability 

	Other means of discovery – child will not begin menstruating. 
	Nothing in either case dealing with abortion as a means of “averting”
	Work under Safer as a wrongful life claim? Avertible risk for being born? Avertible risk of passing on that gene to children? But this is a late-onset condition. Can live for many years normally.
	Is measures to reduce risk meet the Safer avertability standard.


· Various levels of duty to warn/disclose:
· Duty to tell at-risk person

· Duty to confidentiality to the patient

· No liability

· Factors that will go into the decision to impose a duty in the middle ground

· What are the risks of the condition?
· Probability

· Manageability

· Is there any Prevention/Amelioration/Treatment?
· How much information will be disclosed?
· Can the person be identified/contacted?

· Autonomy concerns: What does the person want to know?

· Ethical alternatives to direct disclosure?

· Hinting, giving half information to get at-risk persons to get their own testing

· Chilling effect on the doctor/patient relationship. Could cause a chilling effect on all genetic testing and undermine the whole institution. 

· American Society of Human Genetics (very stringent standard)

· Highly likely, serious, imminent, and foreseeable

· Disease is preventable, treatable, or early monitoring will reduce the genetic risk

· Would require disclosure virtually NEVER. Rarely would be both highly likely & imminent!
· Standards espoused by President’s Commission for the Study of Ethical Problems (a little more relaxed)
· Disclosure w/o patient’s consent is justified if:
· Reasonable efforts to elicit voluntary consent have failed.

· High probability both that harm will occur, and that disclosed information will actually be used to avert harm.

· Harm to identifiable individuals would be serious.

· Safeguard that only the genetic information necessary is disclosed 
· Duty to disclose vs. privilege to disclose

· Obviously, the medical profession prefers the privilege to disclose. Difficult to determine into which cate
· But what is better for the public? Might result in non-uniform treatment.

Liability Issues

· Duty to disclose risk of congenital disease

· Pate v. Threlkel (Fla. 1995) – Lawsuit brought against doctor who treated the plaintiff’s father for cancer that has a high likelihood of being genetically transferred. Doctor did not disclose to the father-patient the genetically transferable nature of the disease. Later the daughter developed the cancer and discovered it too late. 

· Court found a duty to the 3P to tell the patient. Found that the standard of disclosing the genetically transferable nature of the disease is a benefit that runs to the 3P – children of the person. Did NOT find a duty to warn the 3P directly. 

· Court was worried about burden on the physician to seek out and inform the genetically at-risk patients. 

· Safer v. Pack (1996) – Also genetically transferable predisposition for aggressive cancer. Doctor treated Ms. Safer’s father, who had died of the hereditary condition of multiple polyposis, which inevitably leads to metastatic colon cancers. 
· Duty to members of the immediate family members. (Broader duty). Compared it to the duty to warn of the menace of infection, contagion, or physical harm. 
· For avertable risks. (Narrower duty)
· But did not explicitly require a serious risk!

· Doctor must take “reasonable” steps to inform the family members. This is usually satisfied by telling the patient. 

· Comparing these 2 cases: Safer is broader what must be done (duty to warn not always satisfied by informing patient). But it applies to a narrower group of genetic afflictions that give rise to the duty (serious) than in Safer.
· But what is avertable?

· The ability to avert the effects of the genetic disease?

· Or does it include the ability to avert passing down the genetic disease? (Abortion?)

· Molloy v. Meier (2004) – Mentally retarded half-brother in MN with fragile X went through several layers of testing, but was never properly diagnosed. Thus, doctors never told the parents that they were both carriers and at risk for giving birth to another afflicted child. Specifically inquired as to chances for giving birth to another afflicted child – doctors said it was not genetic in origin. Woman gave birth to another child with the same developmental disorder and the nature of the disease finally came to light. 
· Court emphasized establishing the standard of care. Here the std of care was clearly breached. 

· But why was a duty owned to the parents? The patient was the child, not the parents. Because the child could not make the medical decisions – was a minor. Plus it was the medical practice to inform parents. 
· Duty owed to both parents?
· Minn. Statute prohibiting actions based upon claims that but for N, a pregnancy would have been terminated did not bar action: Mother could have not conceived if she had known the risk. Wrongful conception long recognized at common law. 
· What about liability of the non-disclosing patients to their family members (children)? Not likely, many barriers:
· Failure to do something = nonfeasance. 

· Special relationship?

· Potential parental immunity. 

GENE THERAPY
· What is gene therapy?

· Replacement or modification of a genetic variant to restore or enhance cellular function or to improve the reaction of non-genetic therapies. 

· Last issue: Should we be calling it therapy? So far has failed. Call it gene transfer.
· Experimental, slowly developing. 

· Ethical questions concerning research.

· Methods

· Transfer DNA into persons “sick” cells.

· Transfer healthy DNA cells into the afflicted person’s body. 

· Alter the genetic functioning (RNAi techniques)

· Particularly good for dominant diseases which produce unwanted proteins.

· Recessive diseases usually result in a deficit of a protein. 

· Create gene factories

· Artificial chromosomes to manufacture the needed proteins. Still in development. 
· Somatic v. Germ line

· Somatic – the gene therapy affects only the target person.

· Germ line – affect the germ cell and the change is transmitted through germ cells to next generation. 
· Gene therapy vs. genetic enhancement

· Therapy = Cure a disease. 

· Enhancement = Taking someone who is normal and enhancing their capability. 

· But the line between these two is not always so clear. 

· Most concerning issues in the field of gene therapy: slipping into germ line treatments & genetic enhancement. 
· Overhyped?

· Not very successful as a “therapy” yet

· What diseases are being researched?

· AIDS, cancer, flashy diseases that attract money. Bigger market.

· Why not more focused on inherited diseases?

· Largely unsuccessful so far
· Closest to success: French study w/ SKID in which 9/10 children were able to produce the protein that raised their immune systems. But 3 children developed cancer.

· Jesse Gelsinger tragedy. (Discussed substantially in class.)
· Disappointed the expectations of those who predicted the ground-breaking nature of gene therapy. 
· Technical challenges

· Getting the DNA into the patent

· Vectors (usually viruses)

· Cold virus – Obviously need to turn off the disease making features.

· Retrovirus

· Still highly experimental

· Naked DNA

· Artificial chromosomes

· Getting the DNA into the right place

· Preventing the DNA from getting into the wrong place.

· Getting the gene to express and in the right amount. 

· Criticism of vectors

· Hard to target, control expression, keep producing once the cell perishes.

· Potential harms and risks caused by gene therapy

· Environmental concerns, creating new dangerous viruses.

· Danger of re-activating non-infectious vectors.

· MOST THREATENING: Potential mutations or activating the wrong part of the genome. Such as turning on a cancer causing gene, or turning off.

· Leukemia developed in 3 of the 10 children who were involved in the successful SCID (severe combined immune deficiency) project. 

· FDA stopped the trials. 

· Immune reactions (Jesse Gelsinger). 
· General concerns of gene therapy

· Safety (biggest concern)

· Privacy/discrimination
· Best use of resources

· Germ line effects (intentional or inadvertent)

· Genetic enhancement

· Chimera

· Access (not inherent to gene therapy)

· Informed consent (but not inherent to gene therapy)

· Informed consent issue when dealing with afflicted newborns

· Misleading language of trials that leads to believe that it would be

· Main regulatory agencies in the field are: RAC, part of the NIH & FDA.
· Regulation ebb and flow – Started of as an area that was much more heavily regulated, even in comparison with other clinical research. In the 90s people began to press for less regulation, but more concern about the driving commercial interests. Not doing the science, lab work, etc. Were skipping straight to the clinical trials. After the Jesse Gellman tragedy, the regulation increased again.

· History

· 1970s concern about the environmental effects of recombinant technology.

· Imposed a moratorium on this testing until a conference could be had.

· The moratorium was raised with the establishment of RAC. Initial job was to oversight of plant and animal testing. Discovered the risk to the environment was very low. Nature was doing recombination of DNA all the time! Thus the focus of RAC changed to clinical trials on humans. 
· [Discussed the many levels of approval that was required before research. Technically applies only to groups receiving federal funding. But many private companies submitted to the procedure for PR purposes.]

· 1994 – Relaxed review process: Only novel protocols were subject to the heavy scrutiny of the former regime. 

· 1996 – Suggestion of getting rid of RAC and leaving the matter to the FDA.

· Virtually all regulatory activities have now been ceded to the FDA. 
· Recombinant DNA Advisory Committee (RAC). Authority after ceding regulatory power to FDA in 1996.

· Identifying novel human genetic testing techniques deserving public discussion.
· Identifying novel scientific, social, & ethical issues to add to the NIH’s Points to Consider
· Identifying broad ethical issues and organizing Gene Therapy Policy Conferences to discuss. 
· Food and Drug Administration (FDA)

· In 1984, FDA first asserted authority to regulate in the field of biotechnology. This despite the fact that the FDA generally does not have authority to regulate the practice of medicine. Claimed its authority  over biotech derives from power to regulate (1) drugs, (2) medical devices, and “biologics.”
· Some question over whether gene therapies were medical devices or biologics (and this affected the procedure for obtaining approval). In 1993, FDA clarified that most synthetic products taken to alter a specific genetic sequence were DRUGS, and viral & retroviral vectors for insertion were BIOLOGICS.

· Now the prime regulator of this technology. 
· Key differences between the regulatory bodies. 
· FDA concerned only with science, safety, and efficacy. Composed only of scientists and physician. The FDA maintains privacy in reporting (treats info as trade secrets), so the private companies prefer FDA.
· This is changing following the Gelsinger tragedy and the ensuing disclosure of other hidden research failures.

· FDA published proposed regulations that would provide for public disclosure for two types of experiments: (1) gene therapy, and (2) xenotransplantation. Significant change. 
· RAC concerns itself with ethical issues as well. RAC had a review panel that was much broader segment of society. Lawsuit forced RAC to open review to the whole public. 
· Is gene therapy unique?

· RAC took a very exceptional approach.

· FDA at first looked at it just as another therapy. That view has changed in the recent past. 

· Churchill article – critical of how gene therapy is portrayed. 
· Informed consent in gene therapy needs to be improved. 
· Nomenclature makes it seem more like therapy, when it is really experimental clinical trials. 

· Own hopes and biases of the patients give rise to further misperception. 
· Biases of the researchers may overstate the benefits and understate the risk. (General problem in research ethics.)

· Informed consent concerns in the Gelsinger case

· Germ-line concerns: Should he have been informed (he wasn’t) about the dispute between agencies, FDA and RAC, related to the best technique for administration. 

· Evidence in animal trials that monkeys have died after undergoing the process: Even more directly relevant, not theoretical. Dispute above was related to germ-line, not Jesse’s own life. This information was not even disclosed to the FDA!
· Toxicity risk: Previous patients at the highest dosage were showing signs of “grade 3” toxicity (serious) levels. Did not tell Jesse. 

· Problems with selection of the subjects

· Gelsingner had ammonia levels that were elevated.

· That combined with the early signs of toxicity should definitely have raised alarms as to the choice of Jesse as a subject in these clinical trials. 
· Selection of healthy subjects vs. seriously ill newborns

· Ethicist said that could not get real informed consent from distraught and desperate parents. Would likely have been especially susceptible to viewing it as “therapy.”

· On the other hand, the oversight committee thought that such experimental trials should not be performed on generally healthy subjects. 

· Why did this happen?

· Desire to make this work.

· Financial incentive. 

· Reputational incentive. 

Germ-Line Gene Therapy
· Relation to genetic enhancement

· Some people conflate. But while there are some similarities, need to keep these ideas distinct. First, germ-line gene therapy should be directed act correcting a deficiency or pathology. GE is improving on characteristics that would be classified as normal or healthy. 
· There is a slippery slope to genetic enhancement. 
· Relation to somatic cell gene therapy

· Can get blurred: Somatic therapy that permits the patients to reproduce or extend their lives to the age of reproduction. But the actual reproductive cells are not changed, so this would not qualify. 
· Scientific basics

· Non-homologous – Don’t control where the genetic sequences go. Just injects the corrective gene(s) into a group of germ cells. Transgenetic procedure similar to one used in somatic gene therapy.
· Inefficient

· Unpredictable side effects

· Cannot control level of expression. Often expressed at sub-optimal level. 
· Targeting homologous recombination – Defective gene is replaced with a corrected gene. Gets the gene into the right place, but it involves cloning. Do the same thing as above to many cells, find one in which the gene has fallen into the right place.

· Artificial chromosomes – Allows the introduction of an artificial chromosome made up of long genetic sequences including both expressive and regulatory genes surrounding them. Permits the introduction of a large number of “corrected” genes that may be necessary for certain conditions. But this is experimental and the long-term effects of having additional chromosomes are unclear.

· Fewer technical challenges in germ line genetic therapy when compared w/ somatic. (But more ethical concerns.)
· No immunological rejection

· Can get it into all the cells.

· Inheritable Genetic Modifications (IGM) AAS Study – Previous definition of germ line gene therapy is too narrow. New techniques have appeared that also influence the germ line, but do not meet the traditional definition. Need to broaden to include all new techniques that create IGMs. 
· Ooplasmic transfer procedure – Mitochondrial DNA from donor cytoplasm incorporates into the fertilizing woman’s nucleic DNA. Becomes an inadvertent genetic modification! (though minor). 
· New technique

· No federal funds

· Unintentional change in genetic makeup due to incorporation of mDNA.
· Claim that it isn’t research, but treating a problem

· But problem in assisted reproductive technology. Experimental, but not deemed an experiment. Fertility clinics don’t think of themselves as engaging in research. 

· Patients not given full data about the risks or the newness of the technique. 

· Recommends that even somatic treatments that have a likelihood of infecting the germ line should be prohibited. 

· Reasons to press on with germ line gene therapy:

· Efficiency

· Only technique for some diseases that works – problem start early in development or affect static tissue (brain). 

· Safer (once some of the kinks are worked out)

· Decreases the # of carriers (somatic may increase the # of homozygous reproducing persons)

· Reproductive rights, procreative autonomy.

· Obligation to treat diseases of the future generation

· Professor Suter questions this jump. Does the obligation extend past our generation?

· Knowledge is good, research is good.

· Treat vs. termination

· Arguments against this technology

· Removes good genes, genes that are useful for adaptation to change. 

· Ex. Sickle cell anemia – carriers were less susceptible to malaria

· Theories that Tay-Sachs prevented TB in crowded urban environment

· Changes to the gene pool

· But not likely it would make a huge difference b/c it would only apply to homozygous genetic diseases. Applies only to 2% or less.

· But would only homozygous individuals want to use this technique?

· Playing God (but this can be applied to any treatment) 

· Not natural

· Safety

· Necessary?

· But those who do not want to dispose of the extra embryos

· Homozygous pairs

· Wealthy only (expensive process that will be available only to the rich and accentuate social differences)
· RAC has instituted a de facto ban on germ therapy. Not illegal, but RAC will simply not review proposals which seek to engage in practices that have a likelihood of affecting germ cells. 
· Some groups have called for criminal penalties for persons engaged in IGM or cloning.

Cloning

· Cloning = somatic cell nuclear transfer

· Transferring the nucleus from a somatic cell into an enucleated donor egg. These two portions are fused with an electronic shock.
· Delayed twinning of the organism.

· Not exact twins because the mitochondrial DNA from the donor cell will cause minor differences. 
· What is tricky about this technology, the breakthrough with Dolly.
· Could easily transfer embryonic nuclear transfer. Both the nucleus and the host are at essentially the same stage – embryonic. 
· Difficult to take a differentiated somatic cell (like a skin cell) which has already turned on some genes and turned off others, but make it revert to its previous undifferentiated stage. Big technical hurdle. 
· Why Dolly? Named after Dolly Parton. Used mammary cells from the sheep! Huge success. 

· Different meanings of cloning

· Reproductive cloning: Creating a new, genetically identical person. Delayed twin. 
· Therapeutic cloning: Creating an embryonic clone for use to create stem cells.

· Cell line cloning

· DNA cloning

· Cloning in practice
· Cloning has been done a lot in animals. Cows, sheep, dogs, etc.

· Raelian Group – Founded Frenchman (Rael), who claims to have been abducted by aliens and cloned. Started Clonaid, which claims to be first human cloning colony.  
· Constitutional right to clone? Andrews article.

· 1st Amend. Scientific inquiry: NO. Scientists have a right to access information for research, but not to conduct any experiments they wish, especially on fetuses/embryos. 

· Repro autonomy: No. Too qualitatively different from normal reproduction – no genetic mixing. This, combined with dignitary harms & other concerns, should counsel against finding fundamental right. 
· Why opposition to cloning? [Persuasive?]

· Safety issues!! ***

· Most important reason for refraining from cloning at this time. Successful in 3-5%, plus many die shortly thereafter and have many serious biological problems.

· Genomes of cloned mice, 4% of the genes function abnormally. Activation of the genes malfunctioned.

· Chromosomal aging, fray at the end.

· Somatic cell has a genome with more mutations due to environmental effects. 

· Blow to autonomy, dignitary harm ***

· Limitation on open future (even w/o pressuring from the parents) ***

· Parental limits on cloned child/Psychological harms
· Will strengthen the views of parents that believe the child should grow up just like him/her. These people will gravitate to cloning. 
· Counter: This is already prevalent to some extent. Parents have unreasonable expectations all the time. 
· Unnatural/asexual/ Playing God
· No genetic mixing. Duplication – calcifies the genetic gene pool. Does not happen in nature. Not like ART which uses technology to mimic a natural process. 
· Manufacturing vs. getting. Process of reproduction is altered. Manufacturing the child commodifies reproduction. Child is no longer a gift. 

· Not our place to create babies. Especially creating ourselves. 

· Genetic determinism

· They’re going to clone Hitler! Osama bin Laden! But even if we believe in GD, why would it be bad? Could simply prohibit cloning bloodthirsty dictators. In that case we could simply create Einsteins, Mozarts etc. (But that would be eugenic.)
· Not realistic in any case. Genetics do not determine everything. But may enhance the misunderstanding and lead to unreasonable expectations for children.

· Cloning and the family

· Relationship status becomes ambiguous. If a person clones oneself. Who are the parents?

· DNA donor (+ spouse)

· Donor’s parents

· Surrogate

· Egg/cytoplasm donor

· Is a problem, but this same (except for the extra claim of the parents of the donor—what would seem to be grandparents by generation, by parents by genetics) as in the case of other assistant reproductive technologies.

· Expensive? Wealthy reproducing themselves, like with all these biotech issues. 
· Eugenic overtures.

· Clone farms for organs.

· But stem cells could presumably preclude. 

· Why does cloning make this such a risk? Even today there are rare involuntary organ harvesting practices!

· Diminished rights of clones. Made for a purpose?
· Would look just like people! No more unnatural than in vitro fertilization.

· More relevant if involves chimeras. 

· Relation between the sexes: Men no longer necessary for reproduction at ALL!
· Argument for reproductive cloning

· Reproductive autonomy

· But is cloning something that would fall within that autonomy, only natural method covered?
· Learning, scientific development, value of knowledge.

· Maintain genetic relation w/ one of the parents who does not carry a serious genetic defect. 
· Replace a loved one/genius (can be an argument against it as it enhances the GD concerns)
· Arguments concerning therapeutic cloning

· Difference in opinion boils down to view of the status of an embryo:

· Person – Then it is creating a creating a cloned person that is being destroyed for the benefit of another. 

· Not a person – embryo is mere tissue. Can naturally use such tissue to treat a living individual. 

· Not a person, but... - somewhere in between a person and tissue deserving of special respect. 

· How to balance the interests of potential life against the potential for treating people. 

· Is stem cell research going to do all that is promised? Remember the gene therapy disappointment.

· Can new stem lines be derived by other means?

· Anti-cloning argument – Another argument against stem cell research is that it permits human cloning for these purposes it will be impossible to police against full human cloning. 

· Catholic Church is associated with the view that life began at conception. But that view began only in the 1800s. Before that the soul entered the child at the quickening. 

· Up to 14 days limit, less objectionable to some. After that point, can no longer twin, so it has differentiated to the point that it has an unalterable track to birth. 
· Regulation against cloning

· No ban in the US yet!
· Issue is isolated from others such as ART. Piecemeal approach. Very little legislation in the area of reproductive technology area in general. 

· Congress couldn’t agree whether to ban all ART, all cloning, or reproductive cloning only. 

· President Clinton issued an EO prohibiting federal funding for human reproductive cloning. Called for a voluntary ban. 

· FDA asserted authority to regulation “more than minimum manipulation of human cells.”

· Cloning bridges medical and non-medical uses

· Medical: Cloning stem cells, help with reproduction.  

· Non-medical: Copy of self, copy of lost child, cloning farms and reproducing certain types of people. 

Stem Cell Research

· Like gene therapy, has great potential for medical use.

· Relevance to cloning

· For stem cells to be useful for medical treatment w/o rejection there are several things to do:

· Attempt to match antigens with the person

· Immunosuppression (bad for health)

· Clinically inducted tolerance (experimental)

· Possibly best approach to eliminate immuno-rejection is to create a line of stem cells with the subject’s DNA implanted in the undifferentiated stem cells. Best solution to these problems, but involves cloning. 
· Problems

· Highly expensive

· Takes time – won’t work for trauma

· Won’t work if the problem itself is genetic (unless there is some modification before cloning!)
· Support in society

· Amazing social awareness and support for this research. 

· 50% of Christian fundamentalists support. 

· 67% approve, 61% more important than protecting embryos. 81% had heard of this technology. 

· Potency of stem cells

· Totipotent – fertilized ovum. Can give rise to all cells needed to form organism.
· Plenipotent – blastocyst. Can give rise to many, but not all cells (cannot give rise to placenta cells)
· Inner cell mass of the blastocyst. (most)

· Can also get it from the gonadal tissue of dead fetuses.

· Attempts to regulate stem cell research/stem cell cloning.
· Congress passed a bill in 2006. Bush used first veto of his presidency. 
· Currently another bill has passed the House (pretty much the same as the previous version) that would permit federal funds for stem cell research  

· Requires:

· Embryos left over from attempts at ART at fertility clinics

· Informed consent

· No financial inducement

· Senate will vote soon. But Bush will almost certainly veto. 
· At federal level:

· Cannot use federal funds to derive stem cells from an embryo. Requires the destruction of an embryo. 

· Can you do research on stem cells someone else obtained?

· Under Clinton – yes.

· Under Bush – Executive order prohibiting use stem cells created after a certain date (August 9, 2001). 

· Justifiable position?

· Unethical to use unethically created data? Its already there. The evil has passed. 

· At state level: A lot of states are banning human cloning in some way. 10 ban, 10 stop manipulation. Laws prohibit fusing human cells in a cloning technique. But some researchers have then attempted to implant human nuclei in bovine cytoplasm!
· Others like CA try to promote therapeutic cloning – Proposition 71. Passed w/ 60% in 2004.  
· Established a state constitutional right to engage in stem cell research! Set up CA Institute for Regenerative Medicine and citizens oversight committee. Authorized bond issuance to raise funds and expenditures up to $3B.

· Opposed by: Pro-lifers who are against the destruction of the embryo, budget watchers concerned w/ the massive public expenditures, feminists concerned with ovum harvesting, those who think the state should focus on providing health care to all before experimental research. 
· Problems with working with current cell lines

· Fewer viable stem cell lines than expected. 

· Contaminated by using animal products to support in Petri dishes (xenotransplantation).

· For therapeutic purposes and prevent the immunological responses, need far more lines. 

· Scientists are leaving for other countries that support this type of research. 

NON-THERAPEUDIC USES OF GENETIC TECHNOLOGY
· Sex selection

· Conflict between two ethical positions

· Commitment to non-directiveness

· Opposition to sex selection

· So what is unethical about sex selection?

· Equality concerns. Reinforces views that the sexes are inherently different. (But the sexes are different!)
· Lead to imbalance in the population. 

· On the other hand, the women might face severe pressure precisely because “they” cannot give their husbands a son, so not permitting them to do sex selection could make their lives more difficult. 

· Ethical concerns can sometimes depend upon the motivations for learning the sex of the child

· Some cultures specifically want to select males. Obviously devalue the females. 

· Other times, the family wants to balance the genders in the family. Want both a boy and a girl. Enforcing inequality? Mere fact that we think it is important – but does that mean there is not equality?
· Does the genetic counselor even have a role to play in such decisions?

· So they are uncomfortable with the technology, so what?

· Rationale for non-directiveness is to get away from eugenics. But who is violating this norm depends upon the definition of eugenics:

· If eugenics involves an authority interfering with the reproduction of individuals, then genetic counselors discouraging is eugenics. 
· If eugenics means selecting for certain traits, controlling reproduction to one’s own means, then the decision of the parents is eugenics. 
· On the other hand, Prof. Suter feels, in other contexts as well, that the genetic counselor needs to interject some of their own views as part of the counseling process. 

· Regulate this issue? Options: (1) State regulation, (2) provider regulation, (3) counseling against sex selection. 
· Prof. Suter article: Sex Selection, Nondirectivemess, and Equality. 3 ways to reconcile:
· Sex selection is not inherently incompatible with equality. Restricting a woman’s right to choose based on the reason undermines a woman’s right to equality. Even less convincing reasons are tolerated: convenience, economics.

· Nondirectiveness as procedural justice. In most cases NDness provides a framework that leads to the “correct” outcome. To prevent violence to the system, must permit sex selection, however unpalatable to the individual genetic counselor. 

· Abandon nondirectiveness in this situation as too incompatible with the values of counselor. 
· Trait selection in general
· If issue with sex selection is about equality, does that mean that selection for traits that are not part of a suspect or quasi-suspect characteristics is acceptable?

· Arguments against

· Choosing non-medical traits. Closer to genetic enhancement.

· Influencing gene pool.

· Value judgments against certain traits. Rejects groups of people for a particular trait. Defining people in terms of traits, rather than viewing person as a whole.  
· Modification of children, commodification (even more than cloning).

· Reinforcing inequities in society. Wealthy can select for socially valued traits. 

· Limited medical resources should not be spent on non-medical uses. 

· Arguments for

· Non-trivial traits if parents are willing to select against it. 

· Autonomy

· Sibling donors

· Briefly discussed in class

· Better or worse non-medical use of genetic technology?

· Problems

· Not thinking about the new child, but conceiving a child as a means to an end. Spare parts for another person. 

· Can a parent give informed consent to do painful medical procedures on a child when already 
· Support

· The end purpose is much less trivial than some trait selection. 

· If going to have another child anyway, then simply making sure the child has a specific trait as well. Incorrect presumption that parents will have a one-track view of why to have the child.
· Gives a sense of purpose to the donor child?

· Ferrell v. Rosenbaum (1997) – Doctors failed to detect a certain blood disease that could have been ameliorated by a matching sibling donor.  

· Lost of chance claim: Claims that lost some percentage of saving a limb or life due to the negligence of a doctor. Parents could have had another child to be a donor and saved the first daughter’s life. Chance was lost because the husband disappeared.
· But there are a lot of ifs, so cannot prove causation (51%). That is why sued under loss of chance, but the chance might have been so small that it would not be material. 

· Everything turns on tort notions and loss of chance. NOTHING in either the majority or dissent brings up the policy of conceiving siblings to be donors. Court seem to assume that the use of the technology is not problematic at all!

· Genetic enhancement

· Example: Identified gene that increases thinking capacity (in real life it is also associated with schizophrenia, but assuming away safety and that problem). Somatic gene enhancement, not germ-line. What is wrong with that?

· Once one person does it, it sort of compels others to do it as well. Becomes mandatory in society just to keep up.
· Socio-economic advantages conferred only on the wealthy if the treatment is expensive. 

· Changes the standard of “normality” in society. Redefining illness. 

· Reinforces and heightens competition.

· Unfair? 

· Gift/chance argument. Seems to be more ownership of traits if received by chance, lottery? Is this a legitimate assumption?
· Sandell article

· Tough argument to support. More of a basis

· Authenticity (especially in sports)

· Threat to democracy – lead to a two-tier society, clear differences at a biological 

· Children’s loss of autonomy

· Arguments for genetic enhancement

· Drive to be creator

· Progress/ expand scientific knowledge and control over environment.
· No real foreclosure of a child’s future simply by enhancing a couple of traits.
· If not compulsory, then not eugenic. At least not eliminating anyone, we are simply improving.

· Liberty interest – reproductive autonomy.

· Avoid line-drawing between gene therapy and enhancement. 

· We allow plastic surgery and other enhancements. Concerns are based on invalid concept of genetic exceptionalism. Feeling that something fundamental has changed, so more is problematic. 
· Social benefits of an genetically enhanced population (healthier population, reduced medical costs, possibly more intelligent/productive workforce)
· 43% would use genetic enhancement to improve their physical attributes, 42% mental. 

· Is the problem enhancement, or genetic enhancement? Back to the idea of genetic exceptionalism.
· Many enhancements already used today are based on genetic technology – synthetic forms of the human growth hormone (HGH). News report: People taking HGH to increase energy/vitality!

· Athletic supplements made with rDNA technology are on the market. 
· Am. Med. Assoc. “minimal criteria” for the ethical propriety of genetic enhancement:

· Clear and meaningful benefit to the person.

· No trade-off with other characteristics or traits.

· All citizens would have to have equal access, irrespective of income or socioeconomic characteristics. 

· Michael Sandel article: GE results in reduced societal solidarity.

· If genetic endowments are gifts, rather than achievements, we cannot feel that we are entitled to the full bounty they reap in the market economy. Feel obligated to give back to society.
· But w/ GE comes a sense of entitlement, and the “meritocracy, less chastened by chance, would become harder, less forgiving.”

· Erik Parens article: Tension between two frameworks, found even w/in one character in the Bible, Jacob! 

· Gratitude: Not our place, life is a gift from a Creator. We cannot assume that position for ourselves.

· Creativity: Humans are creators using facilities to mend and transform ourselves and the world. 

· NOTE: Suter really liked this article – nicely highlights the tension in this area. 

· Mehlman article: GE would undermine democracy – create a political & economical caste system. 

· Regulation - If there are concerns about genetic enhancement and the development of these technologies, what sort of regulatory approach should be taken to address these concerns? 
· Voluntary regulation at the level of the scientists or professional organizations. 
· Professional guidelines such as ethical rules can act as a restraint. 
· Physicians and genetic counselors refusing to offer testing for non-disease related genetic traits. 

· Create incentives and disincentive: Taxes or tort system.

· Eliminate federal or state funds, make it difficult to move forward. 

· But then the private sector might be motivated by the wrong types of concerns.

· Extensive state regulation
· Ban on the technology (most extreme). 

FORENSICS
· Introduction

· Since 1985, law enforcement has increasingly used DNA to help identify perpetrators of crime. Because these tests involve statistical probabilities, courts have had to face difficult questions concerning the use and weight to accord such DNA evidence. 

· DNA forensics goes beyond the extensive use in criminal investigations, including use in: the military to identify remains of soldiers and divorce and child custody cases to establish adultery or paternity. Also in immigration situations. Tracing lineage. 
· Scientific background

· First genetic markers – blood types (A, B, AB, and O). Developed into a battery of blood tests that could reduce the probability of another match to one in a few hundreds.

· 1985 Alec Jeffreys in England first used DNA in a criminal investigation. Exonerated one rape suspect and showed a match for another.

· 1988 FBI incorporated DNA techniques after some testing and improvements in accuracy. Met some resistance in the courts at first under the Frye standard. 

· 1985-1995 saw development of a revolutionary new method, polymerase chain reaction (PCR), allowed for amplification of a tiny quantity of DNA into any desired amount. This obviated the problem of having to find larger samples of body fluid or tissue to extract enough DNA. DNA could then be extracted from minute residue in hairs, postage stamps, cigarette butts, and other tiny samples. 

· FBI has selected 13 short tandem repeat loci to analyze for forensics. These 13 have a repeat rate of 1 in 10 billion for the most common profile. 

· MtDNA can be used even for charred remains where chromosomal DNA is not workable. Can also be used to trace matrilineal heritage (passed down only through mothers). But the fewer # of base pairs makes its resolution much lower.  
· Emerging technologies permit even smaller amounts of DNA
· The technical procedures

· Most common technologies VNTR or STR (same idea except shorter segments.)
· Wide variation in how many repeats in this sequence. Count how many times it repeats before the sequences

· Can count because there are enzymes that target the end sequences and cut the chopped up segments. Then place the cut up segments into a gelatin block and run an electric current through the gel. The smaller segments fall faster than the longer ones.

· All the segments are stuck to paper. The radioactive probes are put on the paper that bind to the target segment that is the marker. These then show up on an x-ray. The scientist compare where on the fall line the evidence sample and the defendant’s same. If they are aligned on all 13 loci, then there is a very high chance that it came from that person. 
· Look to non-sequencing regions. Junk DNA – space between genes that we originally thought does not do much. Does not code for RNA. 

· But now there is some evidence that these regions involve coding functions too. 
· Standards for admissibility
· Frye standard – generally accepted

· Daubert standard – sound methodology. 

· Reliability of DNA evidence

· Lander article – comparing forensic with diagnostic DNA testing, the latter does not look so reliable. Difficulties faced in forensic testing:

· Contaminated and small samples. 
· Cannot ask for a re-test as in the clinical setting. Little chance to repeat. 
· Concerns about determining the probability of false match among minorities if DNA database is skewed against them from the start. 
· Assuming statistical independence. Must be a low chance that the patterns are not transferred together with any regularity. 

· Concerns with the use of DNA evidence

· Biggest problem: Lab error. If there is a chance of error, than it doesn’t matter how low the chances

· Reading the results. Some of the differences in the breakdown in the gel can be narrow.

· DNA profile warrants

· Wisconsin v. Dabney (2003) – Emphasis that the profile is possibly the most discrete and useful form of profiling and identification. John Doe warrants have long been issued based on physical descriptions or other information. Thus, the court permitted the DNA profile warrant at issue. 
· Obtaining samples. FOCUS: Imwinkelried & Kaye. Methods by law enforcement to obtain a DNA sample.
· What is implicated when law enforcement wants to get a sample w/o consent?
· Fourth Amendment – amounts to a search and seizure. 

· Thus need to usually need to show probable cause. 

· But the article suggests that there are times when don’t need, example was fingerprinting. Fingerprints involve minimal intrusion and no need to harass the individual. On the law enforcement side, there is a strong state interest as a very effective crime fighting tool. So the courts have permitted “evidence of identifying physical characteristics” based on reasonable suspicion, rather than probable cause. 
· So does the reasonable suspicion reasoning apply to DNA fingerprinting?

· Fingerprints don’t change, but the portion of DNA that will be analyzed in the future might change, requiring repeated testing. 
· More intrusive – requires a pinprick and blood sample.

· Health and privacy issues. While the banding patterns are no more useful outside an misuse the sample. Some states permit the research use of the samples. 

· Collection methods

· Consent 

· Search – obtain warrant or order from the court
· Probable cause 
· Possibly reasonably suspicion (not tested in courts).

· Abandonment. 

· California v. Greenwood – legal to search garbage. Leave something out in public 

· But not a volitional act! Cannot help be leave these traces. So not like garbage. 
· Pre-existing sample on record. Once search is done & sample is obtained, can be used for other law enforcement purposes!
· Right now, it is a Fourth Amendment issue. But authors suggest that as the technology progresses, the expectation of privacy in these issues may drop to the point that it no longer implicates the 4th Amend.

· In the Matter of a Grand Jury Investigation (1998) – Even lower standard in grand jury. Bodily intrusion must be minimal, evidence is highly relevant. Court adopted a “reasonable in light of the facts” standard. 

· MI Dragnet case – Person consented to DNA sample. But only gave consent after some level of harassment. Question of whether was a valid consent. Police stopped over 700 African-Americans, pressuring them to give DNA samples based on extremely broad profile. 

· Like racial profiling. Only more draconian because works a violation of bodily integrity too.
· But if this information is available, can’t the police work on this basis. What about sketches, eyewitness reports, etc. This type of profiling is always used. 

· Seems that it runs counter to innocent until proven guilty

· Post-conviction DNA testing

· DNA banks for forensics

· Constitutionality: Jones v. Murray (1992) – Convicted felons (at a minimum violent felons) required to give DNA samples before being released. Prisoners challenged the law as a violation of the 4th Amend., especially as concerns non-violent felons. 
· No individualized suspicion. State has no idea what future crimes, if any, the convict will commit (or possible discovery of past crimes). But the high recidivism rate (at least among violent offenders) gives at least some reasonable basis to the suspicion. 
· Court noted that prisoners lost some of that interest in privacy upon conviction. 

· Minimal intrusion. Looked only to the small invasion of the bodily integrity of the blood test. Pointed to HIV tests in prison and cell and body searches. Repeatedly compared the tests to the booking procedure in taking fingerprints.
· But what about the other uses? The information is the problem. The downside from the inmate’s point of point of view is that the state HAS something that discloses so much information about the person. 

· State interest in administrative ease in future law enforcement. Plus can act as a deterrent to future crimes if the person understands that the state has this ID info.
· More questionable with the non-violent offenders. 

· Still can use it for law enforcement, even for minor crimes. 

· But the fear is that DNA collection and banking will go well beyond the types of recidivists that threaten society with the types of crimes for which DNA testing is useful. Could lead to testing everybody. 
· Primary goal becomes just to maximize the database, not providing useful information.
· In England, they have considered collecting DNA samples from all persons booked, like fingerprints.
· Could lead to disproportionate impact. Greater information on lower socio-economic class and minorities and resulting higher convictions for those groups. 

· If there is no judicial process, then it would be fairer to engage in universal testing. 

· Statutes regulating DNA databanks. 
· NY statute has some good protection. Limits the disclosure and uses to (1) certified law enforcement requests for ID, (2) criminal defense purposes by source, (3) statistics and quality control, but only after personally ID information has been removed. 
· Other states ambiguous. 2 specifically allow nonconsensual research on the convict’s DNA.
· Prisoners are actually a vulnerable population for research purposes. 

· But what if we want to test for a genetic link to criminal behavior? That population would be a great sample.

· But the results are likely to be incredibly crude and misunderstood. Big concerns with behavioral genetics in general. Pretty shady link.

· What if the DNA testing is anonymous?

· For some this reduces the concern.

· Still there are the autonomy and freedom of choice and can never be truly anonymized! Highly identifiable information. 

· Distinction between regular and DNA fingerprinting.

· More intrusive (sometimes)

· Greater potential for abuse (use for purposes other than for forensics and identification)

· Implications for family members. Not so with regular fingerprints. 

PRIVACY AND GENETICS
· Types of privacy

· Informational privacy (control access, defines personality to have some secrets)
· Physical space/property privacy (4th Amendment)

· Decisional privacy (Roe v. Wade)

· Relationship privacy (privileges and sharing information that create trust & dependency)

· Proprietary privacy (ownership of ideas or genetic info, connected w/ informational privacy)

· Tying these forms of privacy into the genetic context
· Informational privacy

· Whether you receive the information (even where you don’t want it).
· Sharing the information, disclosure to other parties, level of confidentiality.
· What information permitted to derive from the sample.

· Control over the sample itself to prevent future abuse: whether retained/destroyed.

· Physical space/Property

· Bodily integrity. Taking of the sample itself.

· Decisional privacy

· Ability to use the genetic information to make reproductive decisions. 

· Prenatal testing, for what. 

· What to do with the information derived from the prenatal testing

· Whether to get tested at all, for what. 

· Decisions about life plans (work, marriage (and to whom)).

· Treatment to seek.

· Relational privacy

· Can give rise to conflicts btw family members who have differing informational privacy. 

· Discover things about family members. Reveals things about them w/o their consent.

· Necessarily shared information in the family context.

· Proprietary privacy – Owning your genetic information and the use to which it is put. (Discussed later.)

· Why do we care about privacy?
· Intrinsic values of privacy

· Central to self-definition. 

· Value of a civilized society.

· Central to formation of relationships.

· Consequential values of privacy

· Go insane (?) w/o some form of privacy.

· Creative thought would be suppressed. 

· Judged and stigmatized for all mistakes, seen in ways one doesn’t want to be seen. 

· May as seek to keep private that are good about themselves, prevent jealously, envy. 

· Discrimination issues.
· Why is medical/genetic privacy such a big deal?

· Discrimination (insurance/career)

· Even where the discrimination is not such a big factor.

· But the specter of discrimination affects people’s behavior. May fear testing because there is the societal belief that discrimination will ensue. 

· Affects a broader group of people (family connections)

· Want people to participate in research.
· So measures protecting genetic information may alleviate the fears associated with giving these samples and help research. 

· Empirical data shows that people are avoiding research due to fears that the information will get out that will be prejudicially used against them. 

· Much less privacy protection in the medical context than people think.

· After Bork hearings, Congress passed laws protecting the video rental records.
· In many ways, more protected than medical histories!

· Current attempts to protect the privacy of medical/genetic information

· Model Genetic Privacy Act (GPA)

· Very influential in getting the states to adopt some form of genetic-specific legislation. 
· Many follow the gist of the GPA, but do not go quite so far. Feel that it would be too burdensome.

· Focus on access and control over the sample. 

· Controls collection

· Notification and informed consent (risk of discrimination, familial impacts etc.)

· Destruction of the sample

· DNA is your property (not clear what this means or what one can do with it)
· Special protections for minors and incompetents. No testing for late-onset disease in children under 18. 

· Focuses on identifiable samples, permits anonymous samples to be used for research w/ fewer procedural protections. 

· At the state level only. Like a model law. 

· New Mexico Genetic Information Privacy

· Mostly procedurally focused. Sets up informed consent regime. Some control protection. 

· Numerous exceptions for law enforcement, identifying deceased, newborn testing etc.

· But also has some substantive protection in the insurer context. Limits their use to only on “sound actuarial principles or related to actual or reasonably anticipated experience.” 

· Doesn’t really provide any new protection. Insurers are required to adhere to this uses through other legislation such as Fair Business Practices laws. 

· HIPPA Rules

· Not focused only genetics, but deals with medical confidentiality in general. Comprehensive approach rather than genetic exceptionalism. 
· Focuses primarily on access, but there are a number of use protections too. More than other forms of regulation. 
· Cannot be used for “non-health” purposes. Use protection. 

· Minimal necessity standard. 
· At federal level, 

· Much activity on this topic, but not much results yet. Every year there are some.

· Currently there are bills on Genetic Discrimination 

· Not clear why they have not been passing. Prof. Suter believes that it is about definitions and scope that implicate business groups who oppose one definition or another. 

· Two ways to protect privacy

· Limiting access (more procedural protection)

· Most legislation starts here. 

· Problem with relying only on informed consent with not control over the use – can coerce consent.

· Insurance companies will make consent a precondition of getting insurance. 

· Employers can maek

· Limiting uses (more substantive protection)

· While the legislation often stress access protections, they also consider limiting uses to protect against consequential harms.
· Roth – Need to have these together for effective regulation. 

· Costs of affording heightened privacy. Threat of have too burdensome privacy measures.
· Inability to use information on hand to prevent disease. (French glaucoma example.)
· Could enact comprehensive protections, but make narrow exceptions for the extreme situations like presented in that case. 
· Negative impact on the resources available to research.

· Preventing third party warnings (especially to family members)

· Costs to the health care system. 

· 10-15 minutes of disclosure would really add up, sometimes that 
· 10 minutes would likely not be sufficient in any case to give enough information to an uneducated (in genetics) patient. (But could bring the basic level of education and familiarity)

· The greater battery of tests in the future will make it impossible to go over all the potential uses
· Limited number genetic counselors to provide informed consent. 

· Focusing on genetic-specific

· Avoids getting into the big issues like the purpose of health care in general, universal health care, balancing privacy vs. research access in general etc. Keeps it narrow.

· How can the values of access and privacy be balanced? A cost-benefit is difficult, because it is hard to weigh in the intrinsic value of privacy, when the costs on the health care system can be put into $$$.

· Genetic exceptionalism in privacy/anti-discrimination legislation

· Definitional problems: What “genetic information”?
·  Information that results from a person’s DNA test:
· Predictive genetic information? 

· What the legislators focus on. Concern that there will be discrimination against healthy people b/c what could happen in the future!)

· What about the daughter of a person who had the genetic test?

· What about a family pedigree?

· Life insurance would have to change how they do business!

· Protecting against the use of family history includes information influenced by environment. 

· Most diseases are partially influenced by genetics, partially by environment, so there is a real conceptual difficulty. 

· Symptomatic genetic information? Looks like it covers apparent, symptomatic

· All information based on genetics? Absurd, that would include gender.

· Arguments for treating it differently:
· Future diary (George Annas)

· Family information

· Out of our control, unlike lifestyle choices. Unfair to discrimination on this measure. 

· Identity, gets to the essence of who we are, unique.

· Buying time until we can figure out if it really needs separate protection.

· Immediate risk of discrimination, stigma, abuse in the past in eugenics

· So much information, seems so enticing, predictive, “true”.

· Kept a long time

· Forcing knowledge upon the person

· Arguments for collapsing it into general medical confidentiality rules:
· We’re all 99.9% the same genetically. 

· But really care about that 0.1%!

· The genes don’t identify the person as well as people think.

· Other medical information is considered more stigmatizing (mental health history, prior abortions, HIV status). 
· Genetic specific legislation perpetuates the myth of genetic exceptualism. 
· Family information also derived from symptomatic illnesses known to be genetically linked. Family history. 

· But there is a growing movement to include this information in the genetic-specific legislative. 

· Socio-economic status also reveals information about health/life span. \
· Things one can do in the face of genetic risk to mitigate the risks. Many of the things we believe are under our control (alcoholism, obesity) are not entirely choice behavior. Difficult to determine what is in our control and what is not.

· Each concern can be countered by one or another example. But is there any one thing that implicates ALL these concerns simultaneously?

· Prof Suter believes that there are no reasons for distinguishing genetic information from other confidential information. 

INSURANCE
· Insurance has been the area of most contentious in the debate in the genetics context. 
· What is insurance? System of pooling resources against contingent risks. Managing risks, protecting against unforeseen losses. 

· Underwriting

· Determining the risk levels of a particular individual, group, or community to trigger the requirement of the company to pay a claim and how much.

· Depending upon the level of risk, the company may: reject coverage, require a heightened payment, or set a rate typical for the selected group/class of individual.

· Excluding certain benefits is another way to manage risk. 

· Adverse selection – The tendency of those who are most likely to need the insurance to self-select to purchase insurance or purchase a greater amount of insurance because these individuals have exclusive knowledge of their heightened risk status. Insurers’ biggest fear. 
· Focus on health insurance. Area of most concern.

· Nature of health insurance

· Mostly group health insurance that is employment-based. 

· 60% of people covered by private health insurance, number is dropping.

· Individual plans (10-15%)

· Government plans (20%). 

· Why is the nature of health insurance important?

· Risk of discrimination is much higher where there is individual coverage. 

· For group-based plans the insurer looks to the group as a whole. Tend to have lower risks than groups who are unemployed. 

· Misconception that health insurers are seeking a lot of information prior to extending coverage. This is not the case in most situations. 
· But employer does care about the generalized health risk posed by the company’s group because the addition of an ill individual(s) can result in higher premiums. 

· Pro legislation: Concerns about health insurance discrimination. 

· People will be more reluctant to take clinical tests and permit research if results can be used to deny health insurance coverage or charge higher premiums. 
· Potential inaccurate use.
· Discrimination and refusal for coverage by medical insurance companies (little evidence for this)

· Not morally relevant considerations – should not be making distinctions on these grounds. 

· Communitarian notion of fairness. 

· Mutual reciprocal advantage – sooner or later everyone (short of tragic, abrupt death) grows old and demands greater health insurance use. 
· No alternative to health insurance? Basic need or entitlement, more than discretionary. 
· Even if ineffective, expresses social judgment that it is wrong to discriminate based on genetics.
· Anti-legislation: The arguments of the insurers. 

· End of insurance as we know it. Imbalance of information where person knows genetic test results.
· Actuarial fairness – morally good to allow people to pay according to their own risk. Libertarian view.
· The whole enterprise is risk management. W/o this information greatly reduces the ability to calculate and manage risk. 

· Misleading (?) studies suggesting genetic discrimination

· Billings study (1992) Cited all the time. 29 self-responding subjects claim that there were 41 incidents of genetic discrimination. Made a big splash.

· Lapin study. Symptomatic or non-symptomatic genetic conditions – broad definition. Went to support groups.  22% they or another member of their family were refused health insurance. 

· Anecdotal, self-selection, small samples and self-reporting problems plagued these studies.

· Genetic-specific anti-discrimination legislation

· Those studies, as flawed as they were, inspired the public to push for genetic-specific legislation. Legislators immediately jumped on the bandwagon. 

· Approaches to preventing genetic discrimination:

· Prohibiting certain uses: Changing premiums, excluding the benefits, or denying access/renewal of policies.

· Prohibiting the access to the genetic information: 

· Can’t require to take a genetic test (insurance companies alright with that)

· Can’t tell the results of genetic test (insurance’s biggest fear, adverse selection) 

· Can’t ask whether you or family member has had a test

· Can’t get the information unless informed consent 

· But if condition of getting insurance, may not offer sufficient protection. 

· Kansas statute (pg. 788): Takes both approaches as to medical insurance. But does not apply to long-term disability or life insurance. Limits only rate setting to “reasonably related to the risks involved.”

· Loopholes to be concerned about: Family history is not included. Insurer can use family history to set rates, but those who take a test and find that they do not have the genetic affliction cannot “clear their name.”

· Some do not protect against people with good genetic tests voluntarily offering their tests to get reduced rates. 

· Broader statutory definition: Information about an individual’s genetic test, genetic test of family members, or history of disease of family members. 

· Gets harder and harder to sort out genetic from non-genetic information. Suddenly the new legislation is covering indicia that have traditionally been factored into underwriting the health policy. 

· All this legislation only applies to individually underwritten plans. Relatively insignificant? ERISA preemption means that federal law applies to all employer-based plans. 

· Health insurers claim that they are not looking at genetic tests for underwriting purposes.
· Likely not a current problem, but it might be a problem in the future.

· Why is it not a problem at this time?

· Predictive value not sufficiently greater than other means at this time.

· High cost of switch from the established means.

· Problem with passing ineffective, genetically-specific anti-discrimination laws on heath care. 

· Legislative fatigue

· Avoidance of the really tough questions about access to health care in general. If we feel that there should be no discrimination based on genetics, there seems to be a slippery slope down to stopping discrimination entirely in health care. (Rothstein article.)

· Either insurers: everybody is on their own and pays for their own risks.

· Or communitarian view: should not be discrimination with regard to 

· Reinforces the misconception of genetics exceptionalism

· Undermines the argument that incrementalism will lead from genetic anti-discrimination laws to broader anti-discrimination laws, to universal health care. 

· Health Insurance Portability and Accountability Act (HIPAA). 
· This is a federal anti-genetics discrimination law for group-based plans.  

· Prevents discrimination on pre-existing conditions. If a condition arises w/in 6 months of enrollment, the insurer can only exclude that condition for a period of 12 months.

· Cannot establish rules for eligibility for individual enrollment in a group-based plans based on  health status, medical condition, several other factors, including genetic information. 
· Downside: Insurer can implement benefit restrictions, can raise the rates based upon the group risk, so can price out certain groups. 

· Coverage decisions – prophylactic surgery due to strong genetic predisposition.

· Katskee (1994) (discussed extensively) – Woman was diagnosed with a genetic condition known as breast-ovarian carcinoma syndrome, based apparently on family history. Greatly increased her risks of developing ovarian cancer. No marker or test result that confirmed that she actually had the gene associated.

· Court held that the woman had an illness or bodily disorder based upon the diagnosis and that the insurance company should pay. 

· On the one hand, want people to get the treatment she is getting. On the other, the categorization that Katskee is “sick,” which is necessary to get medical insurance coverage. 
· Also if here genetic background is a “condition.” Then under HIPAA would allow employers to categorize it as a pre-existing condition and refuse coverage. 
· Based on family history (at the time there were not the types of genetic tests available today), which makes the categorization of the woman as having an “illness” within the meaning of the health insurance policy!
· Any solutions to this catch 66? How can this be described as a disease? What about the pre-existing condition problem? 

· How to view genetic predisposition as a disease?

· Presence of a “diseased” gene. 

· But then they are “diseased” from conception! Pre-existing conditions. 

· What mutations will be defined as diseased? Encompass everyone?

· Increased risk, predisposition itself, as “diseased”

· Asymptomatic and possibly never manifests itself.

· If defined as “current risk” rather than lifetime risk, the status of disease

· Life insurance

· Adverse selection

· Health insurance only reimbursed for losses actually incurred. 

· Life insurance allows one to set a much higher payout if have knowledge of condition that increases risk
· Study on BRCA positive women

· Static premiums

· Life insurance companies cannot increase premiums once life insurance has been issued. More 

· Vermont statute barring genetic testing for life insurance purposes.

· Prohibits requirement for genetic testing either the potential policyholder or the family members.

· But does not prohibit the use of existing genetic information from testing. Compromise. 

· Policy reasons for differences in approach between different types of insurance.
· Health insurance – discrimination unacceptable:

· Importance of private health insurance to the nation’s well-being in lieu of universal health care.

· Lack of alternatives as a way of spreading risks and obtaining negotiated rates.

· Speculative nature of many types of predictive genetic information.

· Moral blamelessness of individuals w/ genetic predisposition to illness.

· Successful lobbying by groups w/ interest in genetic-specific health protection & research groups

· Life insurance – restrictions based on genetic predictions generally acceptable.

· Not a necessity for the person insured.

· Various investment alternatives

· Wide range of medical & lifestyle factors already used to determine rates.

· Possibility of purchasing in very large amounts, so greater threat of adverse selection.

· Not yet the subject of intense lobbying efforts. 
· Long-term care insurance

· Falls right between life and medical insurance.

· Not the feeling that everyone needs it, so higher risk for adverse selection.

· Same group of researchers that found no adverse selection for BRCA, found substantial adverse selection based on risk of Alzheimer’s risk. 5.7x more likely to change coverage based on knowledge of heightened risk. 

EMPLOYMENT GENETIC DISCRIMINATION 
· Rothstein & Anderlik article. 
· Two understandings of discrimination

· Bad: A distinction that invariably is or should be socially unacceptable. Social unacceptable because either (1) irrelevant to do the job (race) or (2) unfair because based on immutable trait and out of person’s control (women based on possibility of going on maternity leave).
· Neutral: All-purpose descriptor for the practice of making distinctions. 

· Four categories of discrimination.
	
	Rational
	Irrational

	Acceptable
	· Choosing based on relative skill or other job-related criteria.

· Choosing based on medical assessment of ability to perform on the job.
	· Choosing based on Zodiac sign.

· Choosing based on coin toss.

	Unacceptable
	· Excluding person w/ cancer based on concerns about health care costs.

· Excluding pregnant women because they may shortly goon maternity leave. 
	· Excluding based on religion (in a secular enterprise)

· Excluding based on national origin.


· Genetic diseases call fall into 3 of 4, if not all of these boxes.

· Categorizing rational vs. irrational for genetic diseases

· Cost to the employer vs. ability to get the job.

· Symptomatic vs. asymptomatic (+ dependent upon the % predisposition to disease)

· Condition vs. carrier status (likely completely irrational)

· Miller article – Like in the insurance context, not a big problem right now, but may be more so in the future. 
· Kinsley article (genetic determinist view)
· Already make distinctions upon inherent talent which mostly likely is genetically based. So we already discriminate substantially based on genetic factors. No moral problem in more accurately assessing these talents through a genetic test. 

· But even if there is a musical gene (or perfect pitch), there is more that goes into being a good musician – dexterity, emotional connection with the music.

· Epstein article (libertarian)

· Hiding the genetic predisposition to disease is a misfortune like any others. Shouldn’t be able to foist one’s misfortune onto others. By knowing and pick and choose which insurance company (or employer) will bear the cost. 

· Would like to require people to bear their risks alone. But if the costs must be shared, then it should be done in an open way. 
· Assumptions:

· Everyone is going to game the system.

· That everyone is getting tested and then hiding it from the insurers.    

· Reasons employers would like this information

· Health insurance costs increasing

· Productivity

· Capacity

· Workplace hazards – susceptibility to injury in the workplace.

· IBM proactively announced that it will not use genetic information
· Many of their clients use their software to make genetic tests. Helping them gain acceptance for these tests is good business for IBM. 
· Protection under the ADA?

· Many people put all their hope in guarding against genetic discrimination in the employment context in the provisions of the ADA.

· When the statute was enacted, were not thinking of genetics. Genetics is not even mentioned in the statute. 
· EEOC Compliance Manual – explicitly regards genetic predispositions as potentially falling within the “regarded as” definition of impairment and thus covered by the ADA. Evidences a belief that the law is designed

· Some tension between what the EEOC wants the statute to say, a broad protection against employment discrimination.
· EEOC definition does not seem to stand up to O’Connor’s definition in Sutton. 

· Effect of the ADA

· Cannot discriminate in the employment context (and other areas such as public services, telecommunications etc.) against disabled persons who are otherwise qualified.

· What is a disability? 3 elements.

· Impairment that substantially limits a major life activity

· Record of such impairment

· Regarded (mistakenly) as having such an impairment

· What is a qualified person?

· Person with the disability with or without reasonable accommodation can perform the essential job function.

· Interaction with ADA and genetic conditions
· Types of genetic conditions

· Expressed

· Presymptomatic

· Carrier

· Treated previous genetic condition. 
· Which of these types can be categorized as a disability? And under what category?

· Actual impairment: expressed conditions in many, but not all situations (iron level in blood that can be controlled by blood-letting) would fall into this category. 

· Record: maybe for treated.

· Regarded as: could apply all the types of genetic conditions, including carrier status, could be misperceived as an impairment regarded as substantially limiting a major life activity. Requires peering into the subjective understanding of the employer?

· Weakest link: carrier would be a big stretch. 

· Recent Supreme Court decisions suggest ADA does not afford as much protection as genetic proponents may have hoped. 

· Sutton v. United Air Lines, Inc. (1999) – Twin sisters with severe myopia but with 20/20 corrected vision applied to be commercial airline pilots. Got initial interview, but when it became known that they did not meet the vision requirement, their interviews were terminated. 

· Court decides that whether a person is disable should be ascertained taking into account mitigating factors. Finds that looking at the corrected state of these women reveals that with mitigating factors they are not impaired. 
· But the company seems to be ignoring the corrective measures. It considers these two “disabled” by severe myopia despite the 20/20 corrected vision. 

· So in that case, would simply move to the “regarded as” prong. 

· But the Court rejects this argument, pointing out that the airline

· Also must be an individualized inquiry, not based upon grouping or classes of people who have a particular condition.  
· Defining the major life activity: Assumes w/o holding that working qualifies, but not substantially limited because other flying professions that are not foreclosed.
· But where does one draw the line?

· Compensation is much less for those professions. 

· Limiting one’s hopes and dreams. 

· Court was clearly concerned with the ADA’s breadth and wanted to limit its protection, despite the statutory text. Thus, the somewhat tortured reading. 

· Refused to look to the legislative history because the statute and rejects the regulations promulgated by the EEOC that indicated the opposite view.  
· DISSENT: Would let them in the door under a broader understanding of the ADA’s , and then decide the issue based on qualifications. 
· Prof. Suter thinks that by focusing on the present state only, substantially closes the door to any protection against genetic discrimination in the workplace under the ADA.

· Previous more hopeful case: HIV + case

· Finds that there is an impairment:

· Changes at the molecular level. 

· Substantially limits reproduction

· Rehnquist writes a dissent specifically that he would not want it to apply in the genetics context.

· How employers can get genetic information (pg. 845-46). 

· Pre-offer: cannot ask about anything but job ability.

· But post-offer: Can test for just about anything. Odd moment when the employer can get anything. 
· Limitations: maintain confidentiality, applicability to everyone, and testing for the same thing.

· Then offer cannot be withdrawn unless based upon job-related ability.

· But how would a denied applicant establish that withdrawal was based upon some other factor?
· Minimizes the protections of the ADA!

· After hiring: Can only require testing that is job-related. 
· Problem with this

· Once they have the information, even information that is not a legitimate reason to let a person go, they can use it to make decisions subtly. 

· Very difficult for persons to know why they’ve been let go.

· Testing unrelated to job performance post-offer. No protection under ADA

· Norman-Bloodsaw v. Lawrence Berkeley Laboratory (1998) – Employer required employees to undergo pregnancy, sickle cell, syphilis testing post-offer as a condition for employment. Employee sued government laboratory for statutory and constitutional violations. 
· Under ADA, no violation. Specifically permits employers to engage in all sorts of post-offer testing. No limitation on scope to job-related conditions.  
· Under Title VII. Is this gender or racial discrimination? Yes. Only women get pregnant and sickle cell is primarily confined to African Americans. Imposes a burden on these groups that is not shared by white males.  

· Privacy concerns. The information the employer sought to gain touched upon very sensitive, highly personal matters: pregnancy, sexually transmitted diseases etc.! Did not tell the potential employee that they would look for these things. Serious infringement of privacy. 
· So strong privacy interest is found.

· Countervailing state interest sufficient to justify the infringement?
· Testing for job-related traits might be sufficiently compelling.
· But not in this case. The traits were entirely unrelated to the job performance (primarily went to cost of the employee – maternity leave)

· Difficult to see what the public interest is. 

· Important case, in that it finds a privacy interest in preventing genetic testing. 
·  “The constitutionally protected privacy interest in avoiding disclosure of personal matters clearly encompasses medical information and its confidentiality. . . . One can think of few subject areas more personal and more likely to implicate privacy interests than that of one’s health or genetic make-up.”
· But several limitations:

· Need to have a state actor.

· Did not define the boundaries of this privacy interest with any specificity.
· Seemed to really be relying on the racial/gender discrimination aspects of the testing – Title VII. 
· EEOC v. Burlington Northern case – BN had policy of taking genetic tests of anyone who claimed he had carpal tunnel syndrome. Company took seven vials of blood for genetic testing, which raised suspicion of one employee’s nurse-wife. Alerted EEOC, which filed action claiming violation of the ADA b/c it was testing of existing employees for non-work related conditions.(Eventually was settled, so no decision.)
· Legislative proposal to introduce an anti-genetic discrimination provision into Title VII rather than a 

· On the plus side, it would protect against discrimination based on several 

· BUT, not every genetic condition is associated with race: e.g. Huntington’s, Down syndrome.
· Valid reasons to genetically test employees.

· Determine whether person is able to perform the job responsibilities. 

· Protect the public. 

· Protect the applicant from the dangers in the workplace. Occupational hazards. Approaches:
· Permit employer to test and paternalistically deny work in areas that their genetics make risky. 

· Provide the information and let the employees decide concerning their own risks. But employees will get hurt anyway, and then sue or claim workers’ comp.

· Clean up the workplace. But that is costly and may be impossible if the dangerous compound is an integral part of the manufacturing (or other) process.  

· Terry Sargent – posterchild. Doctor found out about this condition. Not asympotomatic, but had very minimal symptoms. Doctor ordered treatment. Despite glowing job reviews, she got fired. The employer was self-insured and likely was concerned about growing health care costs.

· Wasn’t physically impaired under first prong.

· Difficult to prove

· 34 states have enacted legislation protecting against workplace genetic discrimination. 
· Not quite as big a deal to legislator

· Similar approach as for insurance anti-discrimination: (1) Limit access, and (2) Prohibit uses.

· Different scopes.

· Sometimes exceptions for job-related testing or for underwriting. 

· Federal bills on this topic also working though Congress.

· Executive Order issued in 2000 prohibiting federal government from discriminating based on genetics. Broad definition of genetic testing. 

GENETICS AND PROPERTY
· Property interest in tissue and body parts

· Law treats different types of body parts differently. Very inconsistent.

· Blood – very much like standard property, can be sold by anyone. 
· Reproductive cells

· Gametes (sperm, ova) much like property, can be sold just like blood. Very much becoming a commodity.

· Embryos – Greater privacy concern, implicates reproductive decisionmaking. But there is nonetheless a growing market in embryos too. 

· Del Zio – destruction of embryo analyzed under a quasi-property framework like cadavers, awarded “damages” (emotional distress). 
· Davis v. Davis – Balance conflicting privacy interests of biological parents and found that the father could veto donation to other parents.
· Kass v. Kass – Compared to property, joint disposition agreement and contractual arrangement btw the biological parents/creators. 

· Excised tissue, property-like for others (researchers), but not property for source!

· Organs and body parts (living) cannot be sold at all, but can be donated. 
· Organs (post-death), sometimes viewed as communal property (presumed consent). 

· Corpses are “quasi-property.” Really goes more to dignitary harms, rather than economic interests. More like emotional distress, privacy, and tort. 

· Living bodies in entirely – Least like property, maybe least like property. Cannot sell body (prohibition of slavery, prostitution) 

· What is motivating the courts in making these distinctions?

· Whether something is regenerable. 

· Importance to sustaining life and well being. 

· Centrality to self, personhood.

· Potential for creating new life – offspring. 

· Cultural respect, solemnity.

· Don’t want to commodify things that will cause great risks or impose major burdens on people. People most in need (poverty) 

· Stakeholders and what are their interests?

· Sources of these body parts or tissue samples.

· Patients

· Doctors

· Researchers

· Community/legislators.

· Problems with determining property rights in a person’s body.

· Both property and privacy have many meanings. Difficult to determine what a claim to property in one’s genetics or body means in practice. 

· Property’s many meanings

· Tangible things over which one person has total dominion. (Layperson’s definition).

· Something that can be sold as a commodity. 

· Rights in something that the state will protect. 

· Typical property rights (sticks in the bundle)

· Possession

· Transfer: Gifting, Selling

· Exclude others

· Use/dispose of/waste

· Compensation upon expropriation by government

· Disposition following death 

· Rights to excised tissue used for research – Caselaw and policy statements. 
· Moore v. Regents of Univ. of Calif. (1990) – Man with hairy cell leukemia sought treatment for his condition. Doctors working on him realized that his condition resulted in lymphokines that reproduce much more successfully in a lab and could lead to a very profitable product. 
· Breach of fiduciary duty & informed consent – Physician must disclose his financial interests in gathering samples b/c it is material information to a reasonable patient. Financial conflict of interest, must disclose such conflicts. Sustained.  

· Conversion – Ruled that he did not have a property interest in his excised tissue. Many rationales for this finding.

· No caselaw supporting a property right. 

· Many laws restricting use of tissues removed: biohazard etc. that undercuts the idea that there is a property claim.

· Other cause of action: breach of fiduciary duty.

· Value is in the patented cell line, not the tissue per se. 

· Lymphokines are not unique. (But his cell line is distinct! WEAK.)
· POLICY: It will chill research. (This is the big one, found in every case.)

· DISSENT: Broussard. The issue is control, not ownership. (But the majority would counter that that stage is covered by BoFD and informed consent.) 
· DISSENT: Mosk. Point out that a 3P stealing the tissue hypo – source loses control but no BoFD claim. Everyone gets to own it and make money from it except the source! The research is already thoroughly commercialized, sharing with 
· This holding seems to undercut the patient’s right to control. Need to be very saavy and unique to negotiate what the cells are used for. Cannot profit from your “property.”

· Greenberg v. Miami Children’s Hospital (2003) – Parents and children afflicted with Canavan disease cooperated with research hoping to assisting in finding the gene for pre-natal testing for that disease. Believed that the research would be used to make cost-accessible treatment. Researchers succeeded in isolating the gene responsible and promptly patented that information. 
· Lack of informed consent – Dismissed. Found that there is a duty to informed consent in some cases, but found no duty requiring disclosure of economic interests. Would put a chill on medical research. 

· But how? Does not give dead hand control over the research. Informed consent is front-loaded. 

· More realistic grounding? Does not implicate treatment options like in Moore. Was clear upfront that they were participating in medical research. 

· But Prof. Suter says that even in non-therapeutic research can give rise to conflicts of interest and infringement on privacy interests. Dead wrong?
· Breach of fiduciary duty – Dismissed. Unlike in Moore, the researchers had no fiduciary duties to the subjects. No special relationship (doctor-patient). No acceptance of trust. Prof. Suter thought this was odd – court finds no automatic duty arising from the research “donations.”
· Unjust enrichment – Upheld. Found Ps invested their time and money, was a cooperative economic and research endeavor, so Ps may be entitled to a portion of the licensing fees derived by this technology on an unjust enrichment basis!
· How would this have played out in Moore? 
· What’s the real difference between Moore and Greenberg?
· In Moore he was a patient AND a research subject. 

· The Greenberg plaintiffs were participating in the research voluntarily. 
· Catelona case – Patients has signed forms permitting research. Researcher (Catelona) wanted to move the samples from Wash Univ. to Northwestern and obtained the patients’ consent. Court unequivocally stated that the sources had no say in how the samples would be used. Wash Univ. had ownership rights, not the researcher or the sources. 
· AMA Code of Medical Ethics

· Emphasizes disclosure of any potential economic interest in the collection of biological specimens. 

· HUGO Ethics Committee Statement of Benefit
· Legislation declaring property rights in DNA.

· 5 states declare that people have property rights in their genetic information.

· What do these states protect as property?

· Results and analysis of DNA sample

· “Genetic information,” but usually not family history

· Tissue sample used (gave rise to the most resistance by scientists)

· Why grant property rights vs. protecting this information through privacy rights?

· Property is well-established and recognized. Not as amorpheous (?) Resonates w/ public. Permits owners to PROFIT off their own information. It is treated by property as others, why not as to the source!

· Privacy stays w/ the same throughout the use, whereas as property it can be permanently alienated through sale. Establish control though (informed) consent. 

· Concerns of the research community in permitting recognition of a property interest in one’s genetic information:

· Negotiation and other transaction costs (including the purchase price & profit sharing)

· Cognitive bias (overvaluing one’s own property/contribution where end result is big $$$)

· Dead hand control where consent is granted – would need outright sale to ensure full control.

· Liability for conversion – SL tort. Burden on the researchers to establish title. 

· Resistance to commodification of the body. 

· Issues of dignity, selling one’s personhood, comparisons to slavery and prostitution. Concerns about coercion of the vulnerable to sell their body parts, tissue, fluids, or DNA.

· But is genetic information more like research, or something integral to one’s self or personhood?

· Some acceptance of payment for tissue donation – but phrased in terms of compensating for time and inconvenience, not as payment for the tissue/fluid. Some pay quite a bit. 

PATENTS & DNA
· Patent – 20 year right of exclusion (not ownership) of a particular invention. Designed to foster R&D by providing financial incentives while encouraging the disclosure of that discovery to the public.

· Prerequisites for a patent:

· Novelty

· Non-obviousness

· Utility

· Enablement

· Patentable subject matter

· Patentable subject matter

· Cannot be a naturally occurring phenomenon. But genes occur in nature, so how can they be patentable?

· Isolation & purification: The matter patented is purified and separated from the genome. Isolated from all junk DNA and other active genes. Transformed into form that does not exist in nature. 

· Attempts at upstream patenting of genetic information

· In re Fisher – Researcher attempted to patent a marking process as pertained to particular genetic sequences. Suggested that the discovery would help w/ future research and identification. Compared work to patenting a microscope or other laboratory tool. Court rejected as failing the utility prong. 

· Types of utility patents in genetics:

· Process – patenting the method for isolating the genes, the process. Not as controversial, as other processes can be discovered to get around the patented one. 

· Product – patenting the gene itself. More controversial. Confers broader rights of exclusion. 
· Arguments for patenting genes

· Promotes research – encouraged investment in research (***most important).

· Makes the information available to the public and other researchers. 

· Avoids wasteful duplication of efforts

· Public health goods advanced by the increased research encouraged by patents.

· Recognition and reward for efforts – just deserts. 

· Arguments against patenting genes

· Decrease sharing that was the norm in the research community, esp. for tissue samples.

· Unclear what is patented – all the various alleles? Specific mutation? Wild form?

· Chills research on different mutations of an already patented gene (BRCA 1 example).
· Potential for significant patenting both upstream & downstream. Stacking of licenses.

· View that genetic information is our common heritage.

· Improper to permit patenting where research is done using federal $$$. 

· Heller & Eisenberg – Tragedy of the anti-commons in genetic patenting. 

· Too many people have rights to exclude, not enough to use. Can result in under-utilization of the information and technology subject to the patents. 
· Unique to biotech? Maybe not. But there is a limited set of genes & lots of upstream patenting that exacerbate the problem. 

· Clash of cultures: Public funded with ethos of free info sharing & private, profit driven endeavors concerned with protecting trade secrets and their investment. 

· Effect on health care
· Creates conflicts of interest (like in Moore)

· Cannot analyze a particular gene w/o fear of patent infringement (Univ. of Pa ceasing research on the BRCA 1 gene)

· Licensing fees could make developing genetic tests prohibitively expensive.
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