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There is a national movement supporting the 
retention and use of bio-specimens from 
deceased individuals for the purpose of genetic 

testing.1 Studies have identified mutations that scien-
tists believe can cause sudden unexpected death, and 
funding for a national registry for sudden death in the 
young (SDY) has been granted to several states to pro-
mote investigation into the causes of and risk factors 
for SDY.2 Medico-legal death investigators, particu-
larly Medical Examiners (ME),3 are being called upon 
to develop systematic protocols to collect and retain 
bio-specimens for future use, and some ME offices are 
going further by performing postmortem genetic test-
ing themselves.4 

MEs have a legal duty to investigate the cause and 
manner of death in cases within their jurisdiction. 
Each state has its own statutory guidance on when a 

ME investigation is warranted. Generally, all the stat-
utes are similar in granting jurisdiction when the death 
occurs in a suspicious or unusual manner or when the 
death involves a child, as defined by that particular 
state.5 Additionally, some states specifically grant MEs 
jurisdiction in the identification of human remains.6 

Unlike postmortem genetic testing for research pur-
poses or postmortem genetic testing requested by 
a family (i.e., private autopsy), postmortem genetic 
testing performed by MEs (hereafter, “public molec-
ular autopsies”) raises issues that are not adequately 
addressed by current ethical and legal frameworks. 
For example, informed consent is not legally required 
for a ME to perform an autopsy and related labora-
tory analysis because of the distinct characteristics 
of death investigations.7 Additionally, m any states 
publish autopsy findings in an autopsy report that 
is accessible by the public through the operation of 
state open government laws. Thus, despite regula-
tory efforts to maintain the confidentiality of genetic 
information, even after death, genetic information 
can become public knowledge if obtained during the 
course of a death investigation via an autopsy report. 
Since genetic information is familial8 in nature, pri-
vate health information about family members can 
also be revealed via the autopsy report.9 

Risk of harm to living family members raises ques-
tions about whether informed consent should be 
obtained for postmortem genetic testing when carried 
out by MEs, whether existing confidentiality protec-
tions for genetic information are sufficient, and what 
obligations are owed to families regarding return of 
results. Conversations surrounding issues of consent, 
confidentiality, and return of results are not new in 
genetic testing,10 but the context of genetic testing in 
death determination introduces new concerns into 
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these conversations. Pausing to consider the implica-
tions of such practices is crucial to ensuring that the 
benefits of postmortem genetic testing are maximized 
and harms are minimized. Further, as states develop 
protocols for bio-specimen collection and retention 
for state SDY registries, standard policies are needed 
to adequately address the vital balance of protecting 
individual and family rights and interests while also 
promoting public interests. 

Informed Consent
The concept of informed consent is rooted in princi-
ples of respect for autonomy and protection of indi-
viduals’ property and bodies11from unauthorized inva-
sion. Informed consent has influences that originate 
in tort law,12 in international declarations,13 and in 
basic bioethical principles.14 An individual’s informed 
consent must be knowledgeable and voluntary, and it 
conveys a decision in favor of a proposed course and 
the authorization to proceed.15 

In the medical field, the requirement for informed 
consent evolved through the court system in tort and 
malpractice suits. In Bang v. Miller Hospital, a state 
court gave a rather broad instruction concerning the 
duty of a physician to disclose to the patient “all the 
facts which mutually affect his rights and interests 
and surgical risk, hazard and danger, if any.”16 Unlike 
the many other laboratory tests considered as part of 
standard clinical evaluation covered under a general 
consent to medical treatment, because clinical genetic 
testing is thought to “affect the rights and interests” 
of patients, some states (thirteen as of 2012) require 
specific informed consent.17 Although family members 
are often part of the discussions, and potential harms 
to family members may be disclosed as a risk during 
consent discussions with the individual, ultimately the 
right to authorize genetic testing (or not) lies with the 
living person whose biological sample is being tested. 
Concerns of family members are treated as secondary 
to the autonomous rights of the individual desiring (or 
not desiring) testing.

The Nuremberg Code first drew international 
attention to the importance of informed consent in 
the research context, focusing primarily on the vol-
untariness aspect of informed consent.18 In 1979, the 
National Commission for the Protection of Human 
Subjects published the Belmont Report, which identi-
fied three basic ethical principles relevant to research 
involving human subjects: respect for persons, benefi-
cence, and justice.19 Application of these principles 

reinforced the ethical requirement of informed con-
sent. Regulations encompassing those bioethical prin-
ciples were promulgated, making informed consent 
a legal requirement for research carried out or sup-
ported by federal agencies, such as the Department 
of Health and Human Services, subject to limited but 
significant exceptions.20 Most salient here, regulatory 
requirements for informed consent do not currently 
apply to the deceased, or to research involving de-iden-
tified (or coded) bio-specimens.21 Proposed changes to 
the regulations would require consent for research on 
bio-specimens, based on the fact that DNA is inher-
ently identifiable22, but those proposed changes do 
not mention the research use of bio-specimens from 
the deceased.23 While an individual is living, his or 
her biological relatives generally have no legal stand-
ing to interfere with her decision to obtain a clini-
cal genetic test or to participate in genetic research. 
However, upon death the deceased no longer has the 
same rights.24 The family is thought to protect inter-
ests continuing after death, including interests in hav-
ing one’s body treated with respect and in having one’s 
ante-mortem wishes upheld.25 Thus, the law generally 
relies on the family to make decisions or manage mat-
ters within any constraints created by prior expres-
sions of decedent wishes (for example, via a will or 
organ donor card). In the event of no prior designa-
tion, families can decide on the decedent’s behalf. Bio-
logical relatives also have a personal privacy interest in 
the decedent’s bio-specimens, since DNA is familial by 
its very nature.26 

Pausing to consider the implications of such practices is crucial to ensuring 
that the benefits of postmortem genetic testing are maximized and harms are 
minimized. Further, as states develop protocols for bio-specimen collection 

and retention for state SDY registries, standard policies are needed to 
adequately address the vital balance of protecting individual and  
family rights and interests while also promoting public interests. 

SYMPOSIUM



 

ethical and legal issues in pediatrics • summer 2016 311

Postmortem genetic testing may occur for the clini-
cal benefit of family members, for research, or as part 
of an autopsy to aid in death determination. Clinically, 
postmortem genetic testing for the benefit of fam-
ily members may be conducted to find a previously 
undiagnosed arrhythmia.27 In research, although not 
required by federal regulation, the ethical and pro-
fessional recommendations are to obtain informed 
consent from next-of-kin to conduct research on the 
newly dead, including genetic research. For instance, 
advisors to the National Institutes of Health’s Geno-
type-Tissue Expression (GTEx) program recommend 
obtaining informed consent from the next-of-kin and 
review of research protocols by multidisciplinary pan-
els to identify and address ethical issues, even though 
deceased individuals are not considered human sub-
jects under federal regulations, and therefore not sub-
ject to the legal requirement of informed consent as 
described above.28 The National Association of Medi-
cal Examiners (NAME) also states that bio-specimens 
should not be used for research without permission 
from appropriate family representatives.29

A private autopsy requires family consent and can be 
performed when requested by the family, treating phy-
sician, or hospital.30 There is variation amongst states 
in who has the legal authority to consent to a private 
autopsy. 31 In most states, e.g., Iowa, North Carolina, 
and Texas, the surviving spouse (if one exists) is first in 
the list of persons with legal authority to consent to an 
autopsy.32 Without consent from an authorized party, 
it is illegal to perform an autopsy, unless the autopsy 
was ordered by the ME or other medico-legal death 
investigator. Thus, in private autopsies, consent should 
be obtained, and the scope of the autopsy, including 
genetic testing, should be part of the disclosures that 
are made when obtaining informed consent. Even if 
families consent to the autopsy, in most states they 
have a right to limit the scope of the autopsy and the 
retention of organs or tissues for later use.33 Only in a 
few states, such as Nebraska34 and Hawaii35, is the con-
sent to autopsy treated as an implicit authorization to 
retain and use tissues for scientific investigation. The 
ME office is not required to obtain informed consent to 
retain or perform testing on samples during the course 
of a public molecular autopsy.36 For public molecular 
autopsies, the ME has a statutory duty to determine 
the cause and manner of death and broad authority to 
meet that end. ME offices generally have jurisdiction 
in suspicious deaths and child deaths. Each state has 
its own specific language regarding the kinds of deaths 
that would grant a ME office jurisdiction over the body. 
For instance, Massachusetts specifically grants the ME 
jurisdiction when a death occurs with diagnostic or 
therapeutic procedures, or if death occurs following an 

unlawful abortion.37 Other states, such as Utah, grant 
jurisdiction to the ME in deaths due to sudden infant 
death syndrome, or resulting from poisoning or over-
dose of drugs.38

Rationales for granting MEs the authority to con-
duct public autopsies without consent could include 
states’ interest in determining cause of death, seeking 
justice, and protecting public health, which seem-
ingly outweigh arguments for requiring informed 
consent from families before proceeding with molecu-
lar autopsies. MEs need the authority to investigate 
suspicious deaths without interference from fam-
ily members, who may be unable to use substituted 
judgment because of their own self-interest or if they 
were involved in the death. However, the public and 
state’s interest in death determination is arguably not 
as strong in deaths that are thought to be natural and 
could have been caused by genetic mutations. No jus-
tice can be exacted where a genetic cause of death is 
identified. Therefore, the question arises as to whether 
an ME should contact potentially affected family 
members to request informed consent for genetic test-
ing in these cases. On the one hand, genetic testing is 
being done for the purposes of identifying the cause 
and manner of death as part of the autopsy, which is 
the statutory duty of the ME. Similar to any other toxi-
cology testing, this would not require informed con-
sent. Further, NAME affirms that MEs may carry out 
postmortem genetic testing where crucial for death 
determination and encourages routine sample collec-
tion to facilitate postmortem genetic testing for other 
purposes in their role as stewards of public health pro-
motion and monitoring.39 On the other hand, families 
have expectations of control and consultation related 
to handling of the deceased as described above. Post-
mortem genetic testing could benefit biological rela-
tives by identifying mutations that could put them 
at risk for sudden death. A causative genetic muta-
tion found in the decedent could also have negative 
implications for surviving biological relatives, poten-
tially exposing them to risks.40 Informed consent is an 
established mechanism by which we allow individuals 
to either accept or reject such risks. 

Public health justifications for postmortem genetic 
testing are important, but there needs to be a robust, 
thoughtful discussion regarding when public health 
concerns outweigh the rights and interests of family 
members. The Alder Hey controversy in the United 
Kingdom (UK) is a cautionary tale. In that situation, 
tissues and organs obtained from child autopsies were 
retained and stored by pathologists without parental 
knowledge or consent.41 Later, some of those tissues 
were used in genetic research.42 The public outrage 
at the retention and testing of postmortem tissues 
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led to the overhaul of the UK’s Human Tissue Act 
in 2004. It now requires authorization for genetic 
analysis performed on bodily material from a person 
who died after the law entered into force.43 Consent 
is required for genetic analysis even if the material 
cannot be linked to the person from whom it came.44 
This aids in governmental transparency and fostering 
public trust. Performing postmortem genetic testing 
without consent, in any context, may undermine that 
transparency and trust. Thus, consideration should be 
given to creating a standard of at least notifying fam-
ily members when a public molecular autopsy will 
be performed, except when doing so would interfere 
with the ME’s ability to determine cause and manner 
of death. Similar considerations support a standard of 
obtaining informed consent for the retention of bio-
specimens for future research. 

Confidentiality
There is a legal and ethical tradition of protecting 
privacy and confidentiality in medical care and in 
research. Privacy is a broad concept that often reso-
nates with people as relating to their sense of well-
being, personal space, choice, and control over the 
sharing of information.45 Confidentiality is a narrower 
term, which relates to the obligations, in a profes-
sional, fiduciary, or contractual relationship, to not 
disclose private information to third parties.46 

In medicine, there is a long history of an ethical 
commitment to medical confidentiality, dating back to 
the Hippocratic Oath, grounded in ethical principles 
of respect (for individual’s autonomous right to decide 
with whom to share personal information) and non-
maleficence (protection from harm to individual from 
discrimination and stigma, as well as dignitary harms), 
and virtues of trust and fidelity.47 Further, confidenti-
ality of patient information is required through state 
confidentiality laws and the Health Insurance Porta-
bility and Accountability Act (HIPAA), which prohib-
its disclosure of certain protected health information, 
including genetic information of individuals and their 
family members.48

In research, the Common Rule addresses privacy of 
information about persons as well as confidentiality 
of data.49 Notably the Rule distinguishes privacy from 
confidentiality, defining privacy as an interest persons 
have in controlling access to themselves, and confi-
dentiality as a right to control access to certain types 
of data.50 

In the context of state action, protection of confi-
dentiality is rooted in the constitutional right to pri-
vacy, recognized by the Supreme Court and embodied 
in the word liberty under the 14th Amendment Due 
Process Clause.51 This right to privacy protects two 

kinds of interests: an interest in avoiding the disclo-
sure of certain personal matters, and an interest in 
making certain kinds of important decisions.52 Gen-
erally, however, a state’s action does not conflict with 
an individual’s constitutional right to privacy unless 
it restricts the individual’s freedom in a sphere recog-
nized to be a zone of privacy protected by the Consti-
tution.53 Recognized spheres are matters relating to 
marriage, procreation, contraception, family relation-
ships, and child rearing and education.54

 Public molecular autopsies raise distinctive issues 
related to privacy and confidentiality. Specifically, 
genetic information, which under the Health Insur-
ance Portability and Accountability Act (HIPAA) 
would otherwise be protected 50 years after death, 
could become public knowledge in some states if 
obtained or gathered by the ME’s office.55 Each state 
has its own state Freedom of Information Act (sFOIA), 
which serves the purpose of maintaining transparency 
and accountability in government through permitting 
public access to government records. In many cases, 
autopsy reports are subject to the sFIOA because they 
are records created by MEs, who are public officials, 
and maintained by government agencies. Thus, public 
molecular autopsies create a greater risk of loss of con-
fidentiality of genetic information in states that have 
not exempted autopsy reports from the sFOIA. 

After death, families retain some privacy rights. 
Recently, a federal appellate court held that the Con-
stitutionally-protected right to privacy included a par-
ent’s right to control the physical remains, memory and 
images of a deceased child to protect against unwar-
ranted exploitation by the government.56 In Marsh, 
a mother sued the County of San Diego because the 
District Attorney disseminated the autopsy photos of 
her deceased two-year old son.57 The Court held that 
releasing the autopsy photos of her deceased son vio-
lated Marsh’s substantive due process right to family 
integrity because release of autopsy photos both a) 
shocked the conscience, and b) offended the commu-
nity’s sense of fair play and decency.58 The court con-
sidered the profound grief caused by the public display 
of death images as sufficient evidence of “shocking 
the conscience.”59 Further, the Court found that the 
Constitution protects a parent’s right to control the 
physical remains, memory and images of a deceased 
child against unwarranted public exploitation by the 
government.60 

The current federal and state statutory exception 
from disclosure of photographs taken during the 
autopsy also recognizes the common law right to pri-
vacy of the decedent’s family. In Favish, a reporter 
requested death scene photographs of former White 
House deputy counsel, Vincent Foster, under the Free-
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dom of Information Act.61 The Supreme Court noted 
that the well-established cultural tradition of acknowl-
edging a family’s control over the body and death 
images of the deceased has long been recognized at 
common law.62 The Court held that the family’s right 
to exempt disclosure of the decedent’s autopsy pho-
tos was grounded in common law, and therefore the 
Court did not determine whether this right was also 
grounded in the Constitution.63 However, most states 
recognize that autopsy photographs are exempt from 
public disclosure, and those recognizing a strong pri-
vacy interest of family members have designated the 
entire autopsy report exempt from public disclosure. 

State laws addressing public access to autopsy 
reports can be grouped into three main categories: 1) 
Autopsy records are treated as confidential, with lim-
ited exceptions; 2) Autopsy records are subject to the 
sFOIA generally, but privacy interests are considered; 
and 3) Autopsy records are subject to the sFOIA, with 
very few exceptions (Figure 1).

In states falling within category 1, such as Iowa,64 
New York,65 and Washington,66 protecting privacy is 
a policy priority, and autopsy reports are considered 
confidential. These states create special exceptions for 
law enforcement, next-of-kin, and public safety. Many 
states fall into category 2, combining a strong public 
policy favoring open access to government-maintained 
records with some attention to privacy interests. For 
instance, Texas explicitly states in its open records 
statute, “it is the policy of this state that each person is 
entitled, unless otherwise expressly provided by law, at 
all times to complete information about the affairs of 
government and the official acts of public officials and 
employees. The people insist on remaining informed 
so that they may retain control over the instruments 
they have created.”67 Autopsy reports are public infor-
mation, yet autopsy photographs are not made public 
because of concerns about privacy and respect for the 
dead. Although the issue of releasing genetic informa-
tion has not been addressed by category 2 state legisla-
tures, it is likely that the same rationale used to main-
tain the confidentiality of autopsy photographs can 
be applied to the handling of genetic information in 
autopsy reports.68 In the third category, states such as 
Colorado,69 Louisiana,70 and Mississippi,71 favor open 
access and have very few exemptions limiting access to 
autopsy reports. 

Each category has its own public policy justifi-
cation, however, differences amongst states create 
inconsistent privacy protections for genetic infor-
mation obtained during the course of an autopsy. 
Category 1 state laws provide the same level of con-
fidentiality protections that genetic or other sensitive 
medical information would have if obtained in any 

other context, while still allowing limited disclosure to 
accommodate important public and private interests. 
The American Medical Association (AMA) supports 
maintaining confidentiality of all medical information 
related to deceased individuals.72 The AMA suggests 
that exceptions be based on weighing factors such as 
imminence of harm to an identifiable individual or 
to public health, the potential benefit to at-risk indi-
viduals or to public health, and the impact disclosure 
may have on the reputation of deceased patients.73 As 
noted above, category 1 state laws include exceptions 
that take account of these kinds of factors.

Category 2 state laws have a greater policy inter-
est in the accountability of public officials. Arguably, 
the public has an interest in medical evaluations con-
ducted by public officials in the pursuit of public goals. 
Thus, proponents of these laws would argue that find-
ings of public autopsies are legitimately treated dif-
ferently than the findings of autopsies initiated for 
private purposes and conducted by non-governmental 
actors. Unless these states specifically exempt genetic 
information from disclosure, as has been done with 
autopsy photos, information that would otherwise be 
private could be accessed by the public. The likelihood 
of disclosure of genetic information is even greater in 
states with category 3 laws, which essentially provide 
no recognition of privacy interests. 

In genetics, privacy is a significant issue because 
of identifiability of genomic data.74 Permitting access 
to genetic information as part of the autopsy report 
in states with laws in categories 2 and 3 is concern-
ing because genetic information is familial and there 
is a potential risk of harm from discrimination and 
stigmatization of biological relatives. The greater the 
validity and the tighter the causal link to death, the 
greater the risk of discrimination and stigmatization of 
potentially affected family members. Current law does 
not fully protect against these harms, although fam-
ily members may have some protection against mis-
use of that information through the Genetic Informa-
tion Nondiscrimination Act of 2008 (GINA).75 GINA 
defines genetic information to include family history 
and genetic test results and prohibits discrimination 
in health coverage and employment on the basis of 
genetic information.76 However, GINA is not compre-
hensive (e.g., does not address disability, life, or long 
term care insurance) and is challenging to enforce 
owing to the opaque nature of much employment and 
insurance-related decision-making. In addition, some 
protection may be available under the Americans with 
Disabilities Act.77 States have also created genetic pri-
vacy and/or antidiscrimination laws, but similar to 
GINA, they offer incomplete protection.78 
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Careful consideration should be given to the impli-
cations of including genetic test results in autopsy 
reports, particularly in states where autopsy reports 
are accessible to the public. As evidenced in the Favish 
case, morbid curiosity rather than advancing public 
interests may motivate reporters and the general pub-
lic to seek access to autopsy reports. If genetic informa-
tion is included in the autopsy report, with no method 
of redacting or withholding that information, then 
the public would have access to the decedent’s genetic 
information in states with open access to autopsy 
reports. No public interest is served in this context and 
it is difficult to imagine scenarios in which the release 
of an individual’s postmortem genetic results would 
advance public interests. Some scholars advocate for 
a balancing of privacy and public interests in decid-
ing whether autopsy reports should be accessible by 
the public.79 However, most states have already under-
gone some analysis of public versus privacy interests, 
and have promulgated statutes that reflect their public 
policy. As discussed above, category 1 states prioritize 
privacy interests in maintaining the confidentiality of 
autopsies. On the other hand, category 3 states pri-
oritize public interests in maintaining a transparent, 
open government. Category 2 states fall in between.

 Our current legal framework provides protection 
of genetic information obtained in any other context, 
even after death, unless the decedent happens to be an 
adult who died under suspicious circumstances or a 

child (ME jurisdictional cases). The public’s interest in 
having access to genetic information in those limited 
circumstances, but not in others, may not outweigh 
the privacy rights and interests of biological relatives. 
There needs to be consistency among the states such 
that they all afford greater protection of privacy for 
genetic information obtained during the course of an 
autopsy. 

Return of Results
While maintaining the confidentiality of genetic infor-
mation is important in protecting families from the 
potential societal harms described above, a related 
consideration is whether there is an affirmative duty 
to directly notify family members of genetic autopsy 
results. The ethical justification for an obligation to 
warn others of harm originates from the principles of 
non-maleficence and beneficence, which in this con-
text require balancing the possible harms to families 
from disclosure against the possible benefits of dis-
closure. Possible harms of disclosure may include: 
increased anxiety about their health and the health 
of other relatives; feelings of guilt, blame, or regret, 
which may cause strain on family relationships; and 
concerns regarding health and life insurance.80 On 
the other hand, possible benefits include improved 
health care through follow-up, more accurate infor-
mation about their risk of disease, reduced uncer-

Figure 1
State Laws Addressing Public Access to Autopsy Reports
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tainty, greater hope for the future, and resolution of 
emotional burdens.81 

In the clinical context, a legal duty exists in some 
states to take reasonable actions to warn third persons 
of harm when there is a serious and imminent threat 
to the third party.82 This duty to warn may be ethically 
justified in circumstances where the prevention of 
serious harm to third parties arguably outweighs risks 
associated with loss of confidentiality. In some states, 
there is a legal duty to warn about the risks of heredi-
tary disease. For example, in Pate v. Threlkel, Heidi 
Pate filed suit against her mother’s physician because 
he failed to warn her mother of the risk of transmis-
sion of hereditary thyroid cancer, arguing that if Dr. 
Threlkel had warned her mother of this possibility her 
thyroid cancer could have been detected earlier.83 The 
Supreme Court of Florida concluded that “when the 
prevailing standard of care creates a duty that is obvi-
ously for the benefit of certain identified third parties 
and the physician knows of the existence of those third 
parties, then the physician’s duty runs to those third 
parties”.84 Similarly, in Safer v. Pack, the Supreme 
Court of New Jersey ruled that “reasonable steps” need 
to be taken to ensure appropriate family members are 
warned of their risk of a hereditary disease, though the 
Court felt this could be best accomplished by inform-
ing the patient of the risk of inheritance.85 

In the research context, there is a growing con-
sensus that investigators should offer study partici-
pants research results of high clinical significance and 
actionability (typically defined as having the poten-
tial to lead to an improved health outcome).86 In fact, 
some argue there is an obligation to return clinically 
significant and actionable genetic results under com-
mon law principles of duty to warn or duty to rescue.87 
This duty to warn is asserted to arise out of the rela-
tionship between the researcher and the participant. 
For example, a researcher’s duty to warn was found 
because of a “special relationship” between research-
ers and study participants in a case involving lead 
poisoning research where both the harm and the fam-
ily’s identity were known.88 Even though there is not 
a current legal obligation to return genetic research 
results, some have argued that there is an ethical obli-
gation to do so.89 In an ideal scenario, results would 
only be returned to research participants if they have 
given their informed consent. Obtaining informed 
consent to return results respects study participants’ 
autonomy and the right to decide what information 
they want (and don’t want) to know.90 Also, offering 
to disclose results to participants’ family members can 
be addressed as part of the informed consent process. 
However, many instances exist in the research context 
where the option to return research results to family 

members was not discussed with or consented to by 
the study participant, much less the family members. 
In those instances, particularly when the participant 
is deceased, there is disagreement about whether to 
offer families the decedent’s genetic results. Some 
argue that if there was a duty to return the results to 
the participant, that duty extends to the family mem-
bers.91 In those cases, the discussion centers around 
the expectations created through the informed con-
sent process engaged in by family members, as well as 
the weight of the aforementioned ethical justifications 
for disclosure of clinically significant and actionable 
results. Others have argued that the burden of con-
tacting family members and deciding which relatives 
to contact is too great for researchers.92 The issue of 
returning results is complex when the research was 
conducted on samples from participants who were 
already deceased at the time of enrollment and when 
the families of these decedents cannot be found. 

The rationale for disclosing serious and actionable 
genetic results to family members in the clinical and 
research contexts can be extended to public molecu-
lar autopsies.93 MEs have a different role than clini-
cians and researchers in that the conduct of a public 
molecular autopsy for death determination is statu-
torily authorized. MEs have a statutory duty to do 
what is necessary to determine the cause and manner 
of death but do not have a special relationship to the 
decedent. Thus MEs, as public agents, are charged 
with identifying societal harms (environmental toxins, 
murderers, drowning hazards, etc.) through autopsies, 
which may create a duty to warn the public of possi-
ble harms. MEs also go beyond their statutory duties 
and customarily notify family members of the cause of 
death of their loved ones, so disclosure to families is 
not unfamiliar to most MEs. 

Still, public molecular autopsies present uncommon 
challenges to MEs. First, interpretation of genetic test 
results requires more specialized knowledge than most 
MEs possess. Often, it is not clear whether a genetic 
test result is significant, and expertise in clinical 
genetics is required to make that determination. Also, 
the Clinical Laboratories Improvement Act (CLIA) 
requires that laboratories that report patient-specific 
results “for the diagnosis, prevention or treatment 
of any disease, impairment or health assessment” be 
CLIA-certified.94 Most ME offices are not affiliated 
with a CLIA-certified lab. Because MEs may perform 
and release public molecular autopsy results, national 
standards should be developed to ensure families are 
receiving valid and reliable results, which will mini-
mize the harms of worry, anxiety and healthcare costs 
associated with invalid results. 
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Second, several states such as Kansas,95 North 
Dakota,96 and Arkansas,97 have enacted laws that 
create an affirmative duty in Sudden Infant Death 
Syndrome (SIDS) cases for MEs to notify parents 
of autopsy results. The statutes do not specifically 
address genetic testing, but if genetic results are part 
of the autopsy report, then an affirmative duty to dis-
close results would exist in SIDS cases. Again, as dis-
cussed above, there are challenges with the interpreta-
tion and disclosure of genetic test results from a public 

molecular autopsy, and an affirmative duty would 
increase the number of families who would poten-
tially be affected by invalid results absent national 
standards. Clinical geneticists are the most appropri-
ately trained to interpret genetic test results and their 
clinical utility, and genetic counselors are trained in 
psychosocial assessments of families and in communi-
cating genetic information back to families.98 A robust 
discussion regarding what, when and how to return 
results from public molecular autopsies, and whether 
these matters should be addressed via professional 
guidelines or statutory mandates, is needed as post-
mortem genetic testing becomes integrated into ME 
practice. Standards for return of results need to be 
agreed upon, and resources should be made available 
to support ME offices in developing and implement-
ing these standards. For example, ME offices need 
additional resources to engage genetic counselors in 
facilitating disclosures to families and connecting 
families with clinical services.99 

Conclusion
The issues of informed consent, confidentiality, and 
return of results are not new in the legal and ethical 
conversation surrounding genetic testing. However, 
the use of genetic testing by MEs in death determi-
nation raises concerns that have not previously been 
addressed. The issue of return of results is related to 
consent and could be addressed through an informed 
consent process, in that families would have an 

opportunity to weigh the risks and benefits of molec-
ular autopsies. However, MEs are not required by 
law to obtain consent, and obtaining consent may be 
inappropriate in circumstances where doing so would 
impede the death investigation. Further, in some 
states MEs are required to disclose autopsy results to 
the parents of children with suspected SIDS, although 
MEs may have inadequate training in both the analy-
sis and disclosure of genetic test results and lack the 
resources to engage professionals with appropriate 

expertise. Options such as a notification 
process in which reasonably available family 
members are given an opportunity to accept 
or reject return of results, and the necessity 
of allocating resources to the development 
and implementation of standards for return 
of results, have not received adequate atten-
tion. In addition, as public officials, MEs are 
subject to sFIOAs, which result in their work 
product, autopsy reports, being potentially 
accessible to the public in a significant num-
ber of states. If genetic information is part of 
the autopsy report, information that would 
have otherwise been deemed confidential 

by other federal and state laws could become public 
knowledge. The concerns created by public access, 
and the potential for confusion associated with the 
significant state-to-state variation, suggest a law 
reform effort in this area may be warranted. 

The excitement surrounding the use of public 
molecular autopsies to prevent sudden death in rela-
tives is not without justification. Likewise, efforts to 
engage MEs in generating genomic information to 
advance public health are generally laudable. How-
ever, before public molecular autopsies become wide-
spread, thoughtful consideration should be given 
to the distinctive ethical and legal concerns asso-
ciated with genetic testing in the context of death 
determination. 

References
1.    C. Semsarian, J. Ingles, and A.A.M Wilde, “Sudden Cardiac 

Death in the Young: the Molecular Autopsy and a Practical 
Approach to Surviving Relatives,” European Heart Journal 36, 
no. 21 (2015): 1290-1296; C. Wang et al., “Using Whole Exome 
Sequencing and Bioinformatics in the Molecular Autopsy of a 
Sudden Unexplained Death Syndrome (SUDS) Case,” Forensic 
Science International (2015): epub ahead of print; R. Bagnall et 
al., “Exome Analysis-Based Molecular Autopsy in Cases of Sud-
den Unexplained Death in the Young,” Heart Rhythm: The Offi-
cial Journal of the Heart Rhythm Society 11, no. 4 (2014): 655-
662; A. Farrugia et al., “Targeted Next Generation Sequencing 
Application in Cardiac Channelopathies: Analysis of a Cohort 
of Autopsy-negative Sudden Unexplained Deaths,”  Forensic 
Science International 254 (2015): 5-11; C.L. Hertz et al., “Next-
generation Sequencing of 100 Candidate Genes in Young 
Victims of Suspected Sudden Cardiac Death with Structural 
Abnormalities of the Heart.”  International Journal of Legal 

The issues of informed consent, 
confidentiality and return of results are not 
new in the legal and ethical conversation 
surrounding genetic testing. However, 
the use of genetic testing by MEs in death 
determination raises concerns that have 
not previously been addressed. 



 

ethical and legal issues in pediatrics • summer 2016 317

Medicine (2015): epub ahead of print; J. Erdmann, “Tell-
tale Hearts,” Nature Medicine 19, no. 11 (2013): 1361-1364; 
Loporcaro C.G. et al., “Confirmation of Cause and Manner of 
Death Via a Comprehensive Cardiac Autopsy Including Whole 
Exome Next-Generation Sequencing,” Archives of Pathology 
and Laboratory Medicine 138, no. 8 (2013): 1083-1089; D.J. 
Tester and M.J. Ackerman, “The Molecular Autopsy: Should 
the Evaluation Continue After the Funeral?” Pediatric Cardi-
ology 33, no. 3 (2012): 461-470; K. Michaud, P. Mangin, and 
B.S. Elger, “Genetic Analysis of Sudden Cardiac Death Victims: 
A Survey of Current Forensic Autopsy Practices,” International 
Journal of Legal Medicine 125 (2011): 359-366; B.S. Elger et 
al., “Sudden Death: Ethical and Legal Problems of Post-Mor-
tem Forensic Genetic Testing for Hereditary Cardiac Diseases,” 
Clinical Genetics 77 (2010): 287-292; M.J. Ackerman, “State 
of Postmortem Genetic Testing Known as the Cardiac Channel 
Molecular Autopsy in the Forensic Evaluation of Unexplained 
Sudden Cardiac Death in the Young,” Pacing Clinical Electro-
physiology 32, Suppl 2 (2009): S86-S89; K. Michaud et al., 
“Molecular Autopsy in Sudden Cardiac Death and its Implica-
tion for Families: Discussion of the Practical, Legal and Ethi-
cal Aspects of the Multidisciplinary Collaboration,” Swiss Med 
Weekly 139 (2009): 712-718.

2.   Id.; SDY registry, available at <http://www.federalgrants.com/
Sudden-Death-in-the-Young-SDY-Registry-45895.html> (last 
visited April 27, 2016). 

3.  For the purposes of this paper, non-medical professionals that 
perform medico-legal death investigations such as some coro-
ners and Justices of the Peace will not be focused upon. For 
simplicity, we use the term medical examiners to characterize 
medical professionals who perform medical-legal death inves-
tigations, while acknowledging that in some instances coro-
ners may also have medical training. 

4.  O. Middleton et al., “National Association of Medical Examin-
ers Position Paper: Retaining Postmortem Samples for Genetic 
Testing,” Academic Forensic Pathology 3, no. 2 (2013): 191-194.

5.  See Tex. Health & Safety Code § 673.002(a), available at 
<www.statutes.legis.state.tx.us/Docs/HS/htm/HS.673.htm> 
(last visited April 27, 2016); Ga. Code Ann. § 45-16-24 (West 
2015). See also Coroner/Medical examiner laws by state, avail-
able at <http://www.cdc.gov/phlp/publications/topic/coroner.
html> (last visited April 27, 2016). See also S.D. Hodge and 
N.M. Saitta, “Behind the Closed Doors of the Coroner’s Office 
— The Medical/Legal Secrets Involving an Autopsy,” Temple 
Journal of Science, Technology & Environmental Law 32 
(2013): 1-23; M. J. Panella, “Death Investigation Liability of 
Medical Examiners and Coroners,” Journal of Legal Medicine 
32 (2011): 449-481.

6.  See Mass. Gen. Laws Ann. Ch.38 § 3, available at <https://
malegislature.gov/Laws/GeneralLaws/PartI/TitleVI/Chap-
ter38/Section3> (last visited April 27, 2016); Ariz. Rev. 
Stat. Ann. § 11-593, available at <http://www.azleg.gov/
ars/11/00593.htm> (last visited April 27, 2016).

7.  See Hodge, supra note 5. 
8.  F.R. Bieger, “Finding Criminals through DNA of their Rela-

tives,” Science 312, no. 5778 (2006): 1315-1316.
9.  J.R. Boles, “Documenting Death: Public Access to Government 

Death Records and Attendant Privacy Concerns,” Cornell Jour-
nal of Law & Public Policy 22 (2012): 237-288; J. Berg, “Grave 
Secrets: Legal and Ethics Analysis of PostMortem Confidenti-
ality,” Connecticut Law Review 34 (2001): 81-122.

10.  L.B. Andrews, J.E. Fullarton, N.A. Holtzman, and A.G. Motul-
sky, eds. Assessing Genetic Risks: Implications for Health and 
Social Policy (Washington D.C.: National Academies Press, 
1994). 

11.  Schloendorff v. Society of New York, 211 N.Y. 125, 105 N.E. 92 
(N.Y. 1914).

12.  P.M. Murray, “The History of Informed Consent,” Iowa Ortho-
paedic Journal 10 (1990): 104-109.

13.  Declaration of Helsinki, available at <http://www.wma.net/
en/30publications/10policies/b3/17c.pdf> (last visited April 
27, 2016).

14.  T.L. Beauchamp and J. F. Childress, Principles of Biomedical 
Ethics (New York: Oxford University Press, 2013): at 101-340.

15.  J. Kleinig, “The Nature of Consent,” in F.G. Miller and A. Wert-
heimer, eds. The Ethics of Consent (New York: Oxford Univer-
sity Press, 2010): 13-22.

16.  Bang v. Charles T. Miller Hospital, 251 Minn. 427, 88 N.W.2d 
186 (1958).

17.  A.L. McGuire et al., “Identifying Consanguinity through Rou-
tine Genomic Analysis: Reporting Requirements,” Journal of 
Law Medicine Ethics 40, no. 4 (2012): 1040-1046.

18.  The Nuremberg Code (1947) British Medical Journal 313, no. 
7070 (1996): 1448, available at <http://www.cirp.org/library/
ethics/nuremberg> (last visited April 27, 2016). 

19.  The Belmont Report ethical principles and guidelines for the 
protection of human subjects of research. The National Com-
mission for the protection of human subjects of biomedical 
and behavioral research; April 18, 1979, available at <http://
www.ohsr.od.nih.gov/guidelines/belmont.html> (last visited 
April 27, 2016).

20.  45 C.F.R § 46.116 (West 2005).
21.  45 C.F.R § 46.102(f) (West 2015).
22.  See Bieger, supra note 8. 
23.  Notice for Proposed Rulemaking for Regulatory Changes 

in Common Rule, available at <http://www.hhs.gov/ohrp/
humansubjects/regulations/nprmhome.html> (last visited 
April 27, 2016).

24.  H. Young, “The Right to Posthumous Bodily Integrity and 
Implications of Whose Right It Is,” Marquette Elder’s Advisor 
14, no. 2 (2013): 197-267. 

25.  A.L. McGuire et al., “Taking DNA from the Dead,” Nature 
Reviews Genetics 11 (2010): 318.

26.  See Bieger, supra note 8. 
27.  C. Semsarian, et al., “Sudden Cardiac Death in the Young: the 

Molecular Autopsy and a Practical Approach to Surviving Rel-
atives,” European Heart Journal 36 (2015):1290-1296.

28.  N.R. Mucci et al., “Meeting Research Needs with Postmortem 
Biospecimen Donation: Summary of Recommendations for 
Postmortem Recovery of Normal Human Biospecimens for 
Research,” Biopreservation and Biobanking 11, no. 2 (2013): 
77-82.

29.  See Middleton, supra note 4.
30.  S. Schmidt, “Consent for Autopsies,” JAMA 250, no. 9 (1983): 

1161-1164.
31.  Id. 
32.  Id.
33.  Id.
34.  Neb. Rev. St. §38-1427 (West 2014).
35.  Haw. Rev Stat § 453-15, available at <http://cca.hawaii.gov/

pvl/files/2013/08/hrs_pvl_453.pdf> (last visited April 27, 
2016).

36.  Ad Hoc Committee on Organ Retention, “NAME Position 
Statement on the Collection, Retention, and Disposition of 
Biologic Specimens by Medico-legal Investigative Agencies,” 
available at <https://netforum.avectra.com/iweb/temp/Cli-
entImages/NAME/e77b65f8-a9f6-4ff6-952a-684865068669.
pdf> (last visited April 27, 2016).

37.  Mass. Gen. Laws Ann. Ch.38 § 3(5),(11), available at <https://
malegislature.gov/Laws/GeneralLaws/PartI/TitleVI/Chap-
ter38/Section3> (last visited April 27, 2016). 

38.  Utah Code Ann. §26-4-7(10),(8), available at <http://le.utah.
gov/xcode/Title26/Chapter4/C26-4-S7_1800010118000101.
pdf> (last visited April 27, 2016). 

39.  See Middleton, supra note 4.
40.  L. Forrest et al., “Communicating Genetic Information in Fam-

ilies-A Review of Guidelines and Position Papers,” European 
Journal of Human Genetics 15 (2007): 612-618.

41.  A.C. Sexton, “Disclosing Genetic Research Results After Death 
of Pediatric Patients,” JAMA 300, no. 14 (2008): 1693-1695.

42.  Id.
43.  Human Tissue Authority, Human Tissue Act 2004, available 

at <https://www.hta.gov.uk/human-tissue-act-2004> (Last 
visited April 27, 2016).

Moore, Majumder, Rutherford, and McGuire



318 journal of law, medicine & ethics

SYMPOSIUM

44.  Id.
45.  M.R. Anderlik, “Privacy and Confidentiality of Genetic Infor-

mation: What rules for the new science?” Annual Review of 
Genomics and Human Genetics 2 (2001): 401-33.

46.  Id. 
47.  See Beauchamp, supra note 14.
48.  See 42 U.S.C.A. §§1320d-9, 2000ff-5; 45 C.F.R. §160.103 

(West 2014).
49.  45 C.F.R. 46.111(a)(7) (West 2015).
50.  Id. 
51.  Carey v. Population Servs. Int’l, 431 U.S. 678, 684 (1977).
52.  Whalen v. Roe, 429 U.S. 589, 599-600, 97 S.Ct. 869 (1977)).
53.  Industrial Foundation of the South v. Texas Industrial Acci-

dent Board, 540 S.W.2d 668, 678.
54.  Id. 
55.  45 C.F.R. §164.502(f) (West 2013).
56.  Marsh v. County of San Diego, 680 F.3d 1148, 1154 (9th Cir. 

2012).
57.  Id.
58.  Id.
59.  Id. 
60.  Id.
61.  National Archives and Records Administration v. Favish, 541 

U.S. 157 at 168 (2003).
62.  Id.
63.  Id.
64.  I.C.A. § 22.7(41) (West 2014).
65.  N.Y. County Ann. § 677(3)(b) (West 2015).
66.  Washington RCW § 68.50.105, available at <http://apps.leg.

wa.gov/rcw/default.aspx?cite=68.50> (last visited April 27, 
2016).

67.  Tex. Gov. Code § 552.001, available at <www.statutes.legis.
state.tx.us/Docs/GV/htm/GV.552.htm#552.001> (last visited 
April 27, 2016).

68.  For examples of balancing family privacy interests and inter-
ests in disclosuresee Berg, supra note 9 pgs. 99-119. 

69.  C.R.S.A. § 24-72-204(3)(a)(I) (West 2014).
70.  LSA-R.S. 13:5713(I-K) (West 2014).
71.  Miss. Code Ann. § 25-61-12 (West 2013).
72.  American Medical Association (AMA), Confidentiality of 

Health Information Postmortem Opinion 5.051, available at 
<www.ama-assn.org/ama/pub/physician-resources/medical-
ethics/code-medical-ethics/opinion5051.page?> (last visited 
April 27, 2016).

73.  K. Morin, Council on Ethical and Judicial Affairs, AMA, “Con-
fidentiality of Health Information Postmortem,” Archives of 
Pathology and Laboratory Medicine 125, no. 9 (2001): 1189-92.

74.  Z. Lin et al., “Genetics. Genomic Research and Human Subject 
Privacy,” Science 305, no. 5681 (2004): 183; N. Homer et al., 
“Resolving Individuals Contributing Trace Amounts of DNA 
to Highly Complex Mixtures Using High-density SNP Geno-
typing Microarrays,” PLoS Genetics 29, no. 8 (2008):e1000167. 
doi: 10.1371/journal.pgen.1000167; M. Gymrek et al., “Identi-
fying Personal Genomes by Surname Inference,” Science 339, 
no. 6117 (2013):321-4. doi: 10.1126/science.1229566.

75.  U.S.C.A § 2000ff-1-11 (West 2008).
76.  Id.
77.  E.W. Clayton, “Why the Americans with Disabilities Act Mat-

ters for Genetics,” JAMA 313, no. 22 (2015): 2225-2226.
78.  A.E.R. Prince, “Comprehensive Protection of Genetic Informa-

tion,” Brooklyn Law Review 79 (2013): 175-227.
79.  See Berg and Boles, supra note 9.
80.  See Sexton, supra note 41. 
81.  Id.
82.  Tarasoff v. Regents of the University of California, 17 Cal.3d 

425, 551 P.2d 334, 131 Cal.Rptr. 14 (Cal. 1976).
83.  Pate v. Threlkel, 661 So.2d 278 (Fla. 1995).
84.  Id.
85.  Safer v. Estate of Pack, 677 A.2d 1188 (N.J. App., appeal denied, 

683 A2d 1163 (NJ 1996). For the views of two professional 
societies concerning a possible duty to warn family members 
in the clinical genetic testing context, see American College of 
Medical Genetics Social Ethical and Legal Issues Committee, 
“Duty to Re-Contact,” Genetics in Medicine 1, no. 4 (1999): 171-
172; American Society of Human Genetics Social Issues Sub-
committee on Familial Disclosure, “Professional Disclosure of 
Familial Genetic Information,” American Journal of Human 
Genetics 62 (1998): 474–483.

86.  S.M. Wolf, “Return of Individual Research Results and Inci-
dental Findings: Facing the Challenges of Translational Sci-
ence,” Annual Reviews Genomics and Human Genetics 14 
(2013): 557-77.

87.  Id.
88.  Grimes v. Kennedy Krieger Institute Inc., 782 A. 2d 807 (Md. 

2001). 
89.  R.R. Fabsitz, et al., “Ethical and Practical Guidelines for 

Reporting Genetic Research Results to Study Participants: 
Updated Guidelines from an NHLBI Working Group,” Circu-
lation Cardiovascular Genetics 3, no. 6 (2010): 574-580.; See 
Wolf, supra note 86. 

90.  Id.; See Wolf, supra note 86. 
91.  K. Offit et al, “The ‘Duty to Warn’ a Patient’s Family Members 

About Hereditary Disease Risks,” JAMA 292, no. 12 (2004): 
1469-1473.

92.  L. Black, “Familial Communication of Research Results: a 
Need to Know?” Journal of Law Medicine & Ethics 39, no. 4 
(2011): 605-613.

93.  B. Elger, K. Michaud, and P. Mangin, “When Information Can 
Save Lives: The Duty to Warn Relatives about Sudden Cardiac 
Death and Environment Risks,” Hastings Center Report 40, no. 3 
(2010): 39-45.

94.  42 U.S.C.A § 263(a) (West 2012).
95.  Kan. Stat. Ann. §22a-232(b) (West 2014). 
96.  NDCC 11-19.1-11(3) (West 2013).
97.  A.C.A. § 20-15-503(d) (West 2014).
98.  H. MacLeod, E. Demo, C. Honeywell, J. Rutberg, “Genetic 

Counselors: An Important Resource for Families Following a 
Young Sudden Cardiac Death,” Academic Forensic Pathology, no.3 
(2013): 183-190.

99.  Id.



Copyright of Journal of Law, Medicine & Ethics is the property of Wiley-Blackwell and its
content may not be copied or emailed to multiple sites or posted to a listserv without the
copyright holder's express written permission. However, users may print, download, or email
articles for individual use.


