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ABSTR ACT 
Lawyers and law professors are increasingly involved in interdisciplinary sci-
entific teams and grant research to answer ethical, legal and policy questions 
related to biomedical topics. Yet, the methods that lawyers use to conduct 
legal research and analysis are not always familiar to scientists and social 
scientists conducting peer review of a proposed project with legal aims or 
a publication reporting a legal study. To better facilitate interdisciplinary 
ethical, legal, and social implications collaboration, there is a need to bet-
ter explain how legal research methodologies can provide robust tools to 
address a range of nuanced biomedical questions. This paper explores legal 
research and analysis methodologies relevant to federally funded research
and scientific inquiry. It sets out different ways that legal research and analy-
sis can advance and support biomedical, bioethics, and health law research
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and then demonstrates how these benefits can be realized using case studies  
from existing literature .
K E Y W O R D S  : law, bioethics, methods, ELSI 

I. INTRODUCTION 
Bioethics is an inherently interdisciplinary field, where questions can be analyzed 
using a range of perspectives and methodological approaches. Some disciplines are 
clearly foundational to academic bioethics research because of their role in the field’s 
conceptual origins (eg philosophy) or be cause they provide easily adaptable tools (eg
social science, history).

Law has been widely recognized as a key component of bioethical analysis as well; 
the standard shorthand for describing the field is ethical, legal, and social implications 
(ELSI) research.1 Despite that foundational position, law and bioethics are not nec-
essarily an intuitive fit. Law may seem like an isolated and somewhat insular field, 
focused on identifying or establishing concrete rules and adjudicating specific disputes. 
But legal analysis can take a range of forms, many of which can complement other 
disciplinary approaches. Furthermore, law often represents the codification of ethical 
principles into enfor ceable rules, which is a necessary step in translating conceptual
arguments into practical effects.

Yet, there has been insufficient discussion of how law can best be used as a rigorous 
analytic framework in bioethics research. Law has long occupied a key role in ELSI 
analysis, with lawyers and non-lawyers alike pointing to laws, regulations and cases 
in their analyses. But just like we often appropriately defer to clinicians to explain or 
discuss a complicated medical topic, spe cialized legal training is required to fully engage
with dense legal sources.

The intent of this paper is to articulate why law is an important tool in bioethics, 
what methods legal analysis entails, and how it can best be used in the context 
of bioethics research. Our goal is to outline the various ways that legal research 
methodologies can help answer ELSI questions, both to better generally define the 
field but also as a specific resource for lawyers and non-lawyers to better understand 
how interdisciplinary collaborations with legal scholarship can synergize with other 
fields of inquiry. Of course, an end goal of interdisciplinary bioethics research is 
for integrated methodologies that build off eac h other to combine the strengths of
each of the ethical, legal, and social fields. In this paper, however, we focus on the
methods specific to the field of law as these are the least well documented in the
literature.

II. WHAT IS LEGAL ANALYSIS? 
In basic legal reasoning, lawyers first define a particular question related to the topic 
at hand, such as ‘do researchers have a legal oblig ation to place research results in a

1 Lisa S. Parker et al., Normative and Conceptual ELSI Research: What It Is, and Why It’s Important, 21 Genetics 
in Med. 505 (2019); see also Mark A. Hall & Nancy M.P. King, Legal Methods, in Methods in Medical 
Ethics ( Jeremy Sugar man & Daniel P. Sulmasy, eds., 2010).
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participant’s medical recor d?’2 Based on the specific contours of this question, legal 
researchers typically engage in a two-part iterative process of legal analysis: (i) locating 
relevant sources of law and (ii) interpreting and analyzing the ide ntified text for its
application to the question.3 

The source(s) of the law vary depending on the project. Primary sources of law often 
include federal and state legislation, federal and state regulations, case law (ie judicial 
opinions), and executive orders. Legal research can also involve international law or 
soft governance rules, such as administrative guidance, the policies of Institutional 
Review Boards (IRBs), or Codes of Ethics. There are different sear ch strategies and
research platforms that can be utilized depending on the primary source.4 Secondary 
sources, such as legal encyclopedias and treatises, law reviews, interdisciplinary articles, 
or newspapers, can supplement these primary sources. For example, for the question 
about research results in the medical record, a potential duty could arise from statutory 
rules, common law (as established via judicial case law), or professional requirements.5 

Thus, a first step for this project would be to identify relevant sources of legal text and  
rules related to the issue .

After identifying relevant sources of law, lawyers draw from their legal training to 
interpret and analyze them. Legal researchers will utilize a range of techniques, such 
as inductive and deductive reasoning, to extrapolate concrete rules located within the
sources.6 In some cases, a rule is quite clear from the text of a legal source. In other cases, 
identifying the legal rule or duty—or lack thereof —requires synthesis across several 
legal sources, such as a handful of judicial opinions or across a range of statutes and 
regulations. There can be cases where legal sources are in tension with each other, which 
can raise questions about which to follow given the particulars of the inquiry. There 
can also be cases, particularly in the context of emerging technologies, where a relevant 
law or case might not yet exist and conceptualizing what a legal rule will likely require  
demands analysis by analogy to existing, similar technologies. What’s more, identifying 
when a rule is clear , requires interpretation, or is in tension with other laws can itself
require specific legal training.7 

2 Anya E.R. Prince et al., Automatic Placement of Genomic Research Results in Medical Records: Do Researchers 
Have a Duty? Should Participants Have a Choice?, 43 J. Law Med Ethics 827 (2015) [hereinafter Prince, 
Automatic P lacement]. 

3 Terry Hutchinson & Nigel Duncan, Defining and Describing What We Do: Doctrinal Legal Researc h,  17  
Deakin L. Rev. 83, 110 (2012). 

4 See, eg Wendy E. Parmet & Faith Khalik, Judicial Review of Public Health Powers Since the Start of the 
COVID-19 Pandemic: Trends and Implications, 113 Am. J. Pub. Health 280, 280–81 (2023) (explaining the 
search strategy to identify judicial opinions related to Covid-19); Sarah B. Klieger, et al., Mapping Medical 
Marijuana: State Laws Regulating Patients, Product Safety, Supply Chains and Dispensaries, 112 Addiction 
2206, 2207 (2017) (describing methods of identifying state statutes for a 50-state survey ). 

5 Prince et al., Automatic Placement, supra note 2. 
6 Hutchinson & Duncan, supra note 3. 
7 The complexity of legal research is apparent in the education requirements for academic legal reference 

librarians. ‘Law librarianship is unique among the academic specialties’ as ‘no other specialty routinely 
assumes that the librarian will hold the terminal degree’ in the area of service. Law libraries, however, regularly 
require their reference librarians to have both a master’s degree in library and information science and a Juris 
Doctor. James M. Donovan, Order Matters: Typology of Dual-Degreed Law Librarians, 33 Legal Reference  
Services Q. 1, 1–2 (2014).
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Figure 1. The process of legal analysis in bioethic s 

Just as in other bioethical disciplines, legal research also employs a division between 
descriptive and normative elements—between the is and the ought .8 Identifying legal 
sources and interpreting statutes or case law may inform what the law is, but legal 
analysis can also be leveraged to make claims about what law and policy ought to be (eg  
if no clear rule exists, or if future developments will require the evolution of an existing 
rule). This kind of normative analysis is important because courts can, and often do, 
reference legal literature when novel cases come to their docket. Thus, once the current 
legal sources and rules are identified, a wide variety of legal questions can be addressed, 
from identifying gaps in the law to articulating a normative argument about what the
law should be.

III. HOW CAN THE LAW ADD VALUE TO BIOETHICS RESEARCH? 
Legal analysis can be used to answer a variety of bioethical questions (Fig. 1). These 
include: (i) What is the problem? (ii) What does the law currently say about the 
problem? (iii) What are the gaps or uncertainties in the law? (iv) How is the law 
impacting the world? (v) How should the law impact the world? These questions 
iteratively build off one another. Sometimes answering one question can reveal the need
to interrogate a new or previous question in light of fresh information.

In this section we highlight examples of research projects that have answered ques-
tions within these overarching steps of legal research in bioethics. These examples draw 
on key ELSI areas, such as reproduction and genetics, but the legal methodologies and 
approaches are relevant to a wide array of bioethical inquiry. A comprehensive, but by 

8 Parker et al., supra note 2; Debra J.H. Mathews et al., A Conceptual Model for the Translation of Bioethics 
Researc h and Scholarship, Hastings Ctr. Rep. 34, 35 (2016).
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no means exhaustive list of example legal methods and manuscripts are provided in
Table 1. 

III.A. What Is the Problem? 
As discussed above, usually the first step in legal analysis is to define the scope of the 
problem. This can be driven by research grant aims or a legal question that has arisen in 
previous research. Several parameters will impact the scope of analysis. First, one must 
determine the most relevant type of law for the research question. As noted above, a 
wide variety of legal sources could be applicable to research questions, such as statutes, 
case law, regulation, guidance, professional oversight, or treaties.

Second, one must determine what jurisdiction level is the appropriate unit of analy-
sis (ie local, state, federal, or international). For example, an inquiry into how hospitals 
in Texas are approaching pregnancy care post-Dobbs could necessitate an examination 
of local hospital policies in Texas facilities as well as how they intersect with state law, 
like malpractice statutes, and federal law, such as the Health Insurance Portability and 
Accountability Act (HIPAA) and the Emergency Medical Treatment & Labor Act. 
Whereas a question about global responses to infectious diseases could necessitat e
exploration of international laws and treaties.

Third, one must determine the relevant time period. Some projects may look at 
recent case law from the last few years, others may look at statutes passed in the 1800s, 
while other projects are forward looking and surveil changes to, or impacts of, the law
moving forward.

Finally, one should consider the breadth of analysis. Is this a comprehensive analysis 
that calls for an extensive review of state statutes or does the research question call 
for a smaller comparative analysis of case law between a handful of jurisdictions? The 
answers to these questions will impact the scope of legal analysis, the sources utilized to  
identify and analyze the law, and the resources and expert ise needed for the legal team.

III.B. What Does the Law Say? 
III.B.1. Research example 1: the state of the law 

Perhaps the most basic questions that lawyers can answer for the bioethics community 
are: what is the current state of the law on a topic and how is policy changing over time?  
While these are basic questions, they are by no means simple. For example, relevant to 
this question is what jurisdiction (eg international, federal, state) to assess, what source  
of law (eg statute, regulation, case law, guidance), whether there are conflicting rules in 
different jurisdictions, and how much to evaluate other impacts on the law (eg choice 
of law, private r ights of action).

Fifty-state surveys are one version of this kind of research, sometimes called legal 
mapping or policy surveillance. They involve systematic identification a nd analysis of
relevant state laws.9 For example, in The problems with patchwork: State approaches to 
regulating insurer use of genetic information, the research team of lawyers and law students 
developed a database of state laws regulating life, long-term care, and disability insurers’ 
use of genetic information.10 This survey was completed as part of an NIH -funded

9 Scott Burris et al., Policy Surveillance: A Vital Public Health Practice Comes of Age, 41 J. Health Pol., Pol’y  
& L. 1151 (2016). 

10 Anderson, Lewis & Prince, supra note 9.
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project exploring genetic discrimination in non-health insurance.11 The first step of 
the process was to define the scope. Non-health insurance in the US is predominately 
regulated at the state level. Therefore, the project focused on state statutes in this area.  
As discussed above, other projects may call for an analysis of international or federal 
law. Based on a literature review of previous legal mapping on the topic, the researchers 
developed search terms to identify relevant statutes and a questionnaire to assess each 
statute, similar to a codebook in qualitative research. A team of research assistants 
then double coded all identified laws. As a final check, a licensed attorney read each 
identified statute and compared the research assistant c oding to previous mapping
efforts, focusing on areas of disagreement in interpretation. Any errors were recoded.

Identifying the legal landscape allows for in-depth analysis of legal trends, dissem-
ination of laws to key stakeholders, and identification of gaps in the law. For example, 
the genetic discrimination in insurance project culminated in a publica tion highlighting
trends in state legislation,12 continued tracking of new legislation meeting the sea rch
criteria13, and a public-facing map illustrating the current state of the law.14 Other 
examples of legal mapping of state surveys in bioethics include a survey of state laws 
regarding fertility fraud,15 law enforcement access to and use of genetic material,16 and 
genetic research protections.17 

As mentioned, a 50-state survey is not appropriate for all legal mapping of the 
current state of the law. For example, in an article focused on citizen science applications 
of genome editing technologies, the authors examined the landscape of federal laws that 
could regulate this novel use of biomedical technologies.18 Other projects focus more 
on the courts and case law.19 

III.B.2. Research example 2: interpreting the meaning of a law 
Sometimes, identifying the relevant cases or statutory sections is relatively straightfor-
ward, while determining what that law requires is the more difficult task. In interpreting  
statutory text, for instance, judges may rely on a veritable stable full of c anons of
interpretation.20 Predicting how a particular court is likely to interpret past precedent 
or statutory language can be fraught, and it is not even clear whether such p rediction

11 Grant No R00HG008819 (Anya Prince, PI), Nat’l Insts. Of Health (2015–2020) (Use of Genetic Informa-
tion by Life, Long-term Care, and Disability Insurers). 

12 Anderson, Lewis & Prince, supra note 9. 
13 Anya E.R. Prince, The Genetic Information Privacy Act: Drawbacks and Limitations, 330 JAMA 2049 (2023). 
14 Genetic Privacy in US: Insurance and Law Enforcement Use, (forthcoming website). 
15 Fox, Fertility Fraud, supra note 9. 
16 Natalie Ram, Fortuity and Forensic Familial Identification, 63 Stan. L. Rev. 751 (2011); Ram, DNA Database, 

supra note 9. 
17 Wolf et al., Legal Protections, supra note 9. 
18 Christi J. Guerrini, G. Evan Spencer & Patricia J. Zettler, DIY CRISPR, 97 N.C. L. Rev. 971,399 (2019); see 

also Naomi Cahn & Sonia M. Suter, The Art of Regulating ART, 96 Chi.-Kent L. Rev. 29 (2022). 
19 Edward Ramos, Shawneequa L. Callier, Peter B. Swann, & Hosea H. Harvey, Genomic Test Results and the 

Courtroom: The Roles of Experts and Exper t Testimony, 44 J. L. Med. & Ethics 205 (2016). 
20 See, eg Abbe R. Gluck & Lisa Schultz Bressman, Statutory Interpretation from the Inside—An Empirical 

Study of Congressional Drafting , Delegation, and the Canons, 65 Stan. L. Rev. 901 (2013) (reviewing many 
canons of statutory interpretation and comparing them with actual congressional practice); Jacob Scott, 
Codified Canons and the Common Law of Interpretation, 98 Geo. L.J. 341 (2010) (reviewing state statutor y 
codifications of rules for interpreting the legislature’s handiwork and comparing them with common law 
canons developed by judges).
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is properly the province of the academic or even the lower court judge.21 Sometimes 
the nature of a statutory commitment can only be made clear from a perspective that 
straddles multiple fields of law.

Consider, for instance, the Certificate of Confidentiality statute.22 Certificates of 
Confidentiality can be issued to both federally funded and non-federally funded 
researchers, and they protect the privacy of research participants. More specifically, 
a Certificate obligates its recipient researcher not to disclose sensitive research 
data ‘in any Federal, State, or local civil , criminal, administrative, legislative, or
other proceeding.’23 Congress originally enacted the statute creating Certificates of 
Confidentiality in the 1970s as part of the war on drugs, and Congress has returned 
to the Certificate statute on multiple occasions over intervening decades, each time 
broadening or strengthening the Certificate’s reach. All the while, however, many 
researchers have not known about Certificates, while IRBs and general counsel at 
research institutions have expressed uncertainty about how a Certifica te functions
and how it can be enforced when an outside demand for access to protected data
materializes.24 

Recent exploration of the Certificate statute, however, has shed light on what a 
Certificate of Confidentiality is and how it should function. Drawing on the fields of 
evidence law and criminal procedure, as well as research ethics and law, researchers 
revealed that the Certificate statute is not doing something odd or strange, but rather 
something relatively straightforward and remarkable: creating a statutory privilege. A 
significant body of case law has developed on the topic of federal statutory privileges, 
how to recognize one , and how to construe it. Through this legal lens, it becomes clear
that the Certificate statute codifies a statutory privilege, and indeed a strong one.25 

Situating the Certificate statute under privilege law allows for cogent analysis of many 
questions that have plagued researchers and their institutions: how Certificates operate, 
whether and under what circumstances Certificates can be constitutionally applie d,26 

and how courts should analyze disputes over data protected by a Certificate.27 More-
over, privilege law and criminal procedure doctrines inform how consent to disclosures 
from research participants may—and may not—be obtained.28 

Certificates of Confidentiality have thus long been known to the research institu-
tions charged with approving and overseeing research, but the meaning, weight, and 
protections afforded by Certificates remained obscured. Legal analysis bridging fields 
within the law was necessary to she d light on Certificates. Similar analysis has been

21 Richard M. Re, Narrowing Supreme Court Precedent from Below, 104 Geo. L.J. 921 (2016). 
22 See, eg Natalie Ram, Privileging Genetic Privacy, 74 Emory L.J. (forthcoming 2025) [hereinafter Ram, Priv-

ileging Genetic Privacy]; Natalie Ram, Jorge L. Contreras, Laura M. Beskow & Leslie E. Wolf, Constitutional 
Confidentiality, 80 Wash. & Lee L. Rev. 1349 (2023) [hereinafter Ram et al., Constitutional Confidentiality]; 
Natalie Ram & Leslie E. Wolf, Act on a Mandate to Protect Research Subjects’ Privacy, 386 Science 1096 
(2024); Leslie E. Wolf, Natalie Ram & Elizabeth J. Letourneau, Certificates of Confidentialit y and Mandatory 
Reporting, 178 JAMA Peds. 639 (2024).

23 42 U.S.C. § 241(d)(1)(D). 
24 Ram et al., Constitutional Confidentiality, supra note 38, at 1367–68. 
25 See Ram et al., Constitutional Confidentiality, supra note 38, at 1368–74; Ram, Privileging Genetic Privacy, supra 

note 38. 
26 Ram et al., Constitutional Confidentiality, supra note 38 at 1375–1434. 
27 Ram, Privileging Genetic Privacy, supra note 38. 
28 Id.
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12 • Putting the L in ELSI

done with respect to the impact of new technologies in medical care to help clinicians 
understand where the law is clear and where uncertainties rem ain.

III.C. How Can the Law Be Improved? 
Legal, ethical, and regulatory analysis can also point to ways that the law can be
improved (Table 1). Particularly in the biosciences, rapidly developing and emerging 
technologies can create gaps in the law where none may have pr eviously existed.

III.C.1 Research example 3: Gaps in the law 
The  law  may  fail  to  keep  pace  or  be  unable  to  cope  with  innovati  ons that disrupt
entrenched legal values or doctrines.29 Some examples include neuroscience,30 nan-
otechnology,31 artificial intellige nce32 ,  and  ‘big  d  ata.’33 Emerging technologies and 
evolving research methodologies have the potential to give rise to legal gaps or puzzles, 
making it useful to ask whether these biomedical developments outstrip the systems 
that society has established to govern them.34 For example, do these advances generate  
uncertainty in the application of existing rules to new practices? Do advances lead 
those rules to be over- or under-inclusive? Do scientific advances obviate a premise that  
had previously justified those rules? Do emerging scientific findings and approaches 
demand new specially-tailored governance approaches?35 

The cutting edge of genetic science and reproductive technology is a case in point, in 
matters from artificial wombs to gene editing to in vitro gametogenesis.36 Interventions 
like in vitro fertilization and embryo screening have emerged as the medicine of 
miracles, filling embryo cribs and freeing families from devastating disease.37 These 
advances are regulated only lightly, however, inviting distinctive forms of reproductive 
injur y.38 

29 Laurence H. Tribe, Channeling Technology Through Law (1972); Lyria Bennett Moses, The Legal 
Landscape Following Technological Change: Paths to Adaptation, 27 Bull. Sci., Tech. & Soc’y 408 (2007); 
Gaia Bernstein, Accommodating Technological Innovation: Identity, Genetic Testing , and the Internet, 57 Vand.  
L. Rev. 965 (2004); David Friedman, Does Technology Re quire New Law?,  25  Harv.  J.L.  &  P  ub.  Pol’y  7  1
(2001).

30 Dov Fox, The Right to Silence Protects Mental Control, 42 Akron L. Rev. 763 (2009), reprinted in Law and 
Neuroscience (Michael Freeman ed., 2010); Owen Jones et al., Law and Neuroscience ( 2014). 

31 Frederick A. Fiedler & Glenn H. Reynolds, Legal Problems of Nanotechnology: An Overview,  3  S  .  Cal.  
Interdisc. L.J. 593 (1994). 

32 Hin-Yan Liu et al., Artificial Intelligence and Legal Disruption: A New Model for Analysis, 12 Law, Innovation  
& Tech. 205 (2020). 

33 Bradley  A.  Areheart  &  Jessica  L.  Roberts,  GINA,  Big  Data,  and  the  Future  of  Employee  Privacy, 128 Yale 
L.J. 710 (2019); Spector-Bagdady, supra note 15; Shawneequa Callier & Anya E.R. Prince , The Legal 
Uncertainties of Sociogenomic Polygenic Scores, 38 Harvard J. L. & Tec h. 553 (2024). 

34 John H. Pearson, Regulation in the Face of Technological Advance: Who Makes These Calls Anyway?, 13 Notre  
Dame J.L. Ethics & Pub. Pol’y, 1 (1999). 

35 Lyria Bennett Moses, Recurring Dilemmas: The Law’s Race to Keep Up with Technological Change; 2007 U. Ill. 
J.L. Tech. & Pol’y 239 (2007). 

36 Sonia M. Suter, In Vitro, supra note 15; Cahn & Suter, supra note 34; Nina Roesner, S. McGrew S, Chloe 
Connor & Ben E. Berkman, Artificial Womb Technology: Emerging Legal and Bioethical Debates in Ectogestation, 
Yale J. Health Pol’y, L. & Ethics (forthcoming). 

37 Dov Fox, Reproductive Negligence, 117 Colum. L. Rev. 149 (2017). 
38 Dov Fox, Making Things Right When Reproductive Medicine Goes Wrong: Reply to Robert Rabin, Carol Sanger, 

and Gregory Keating, 118 Colum. L. Rev. F. 94, 116–17 (2018), https://columbialawreview.org/conte 
nt/making-things-right-when-reproductive-medicine-goes-wrongre ply-to-robert-rabin-carol-sanger-a 
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The injuries borne of these loosely-regulated interventions fall through the cracks of 
legal systems available to recognize and remedy them—when reproductive negligence 
leaves victims without the baby they set out to have; leaves them with the very child 
they’d set out to avoid having; or with a child who’s born less healthy or genetically 
related or otherwise distinct than they had reason to expec t.39 Judges have resisted 
legal redress for such reproductive losses under existing theories of contract, property, 
and tort doctrines like fraud and false advertising, negligence and products liability, 
informed consent and medical malpractice hybrids like wrongful birth, wron gful life, 
and wrongful pregnanc y.40 Some courts insist that even unplanned babies are blessings, 
and shrug that infertile couples weren’t assured offspring anyway. Others are resigned 
that these tragedies are just part of modern life that lie beyond the power of any judicial  
system to do anything about. The result is a society that lets badly behaving specialists 
off the hook and leaves broken victims to pick up the pieces. 

Identifying  gaps  in  the  law  is  a  beneficial  research  endeavor  in  and  of  itself.  Yet  
legal research can also help identify ways to solve gaps in the law. For example, ELSI 
scholarship has sought to close these gaps by introducing new rights to address r epro-
ductive wrongs like mismanaged pregnancies or mishandled embryos.41 Some impose 
unwanted procreation—any baby cases.42 Others deprive parenthood from those who 
long for it—no baby cases.43 Others still confound plans not just for any child, but 
for one born with or without particular traits—different baby cases.44 This ELSI 
work has proposed new causes of legal action that correspond to each distinct form 
of reproductive harm: procreation imposed, procr eation deprived, and procreation 
confounded.45 And it’s developed a detailed structure for awarding damages for suc-
cessful courthouse claims against misconduct that results in t hese respective forms of 
injury.46 This framework, part subjective and part objective, guides jury verdicts with 
instructions tailored to each and illuminates the outsized role of racial and class biases 
in existing determinations about ‘worthy’ kids and ‘deserving’ par ents.47 

Another example of legal scholarship that shed light on gaps in the law concerned 
the familial nature of genetic information.48 Various forms of law recognize genetic data 
as sensitive and private, including the federal Genetic Information Nondiscrimination 
Act (GINA) and state-level DNA property statutes. But existing legal frameworks 
touching on genetics largely fail to acknowledge, much less account for, the sh ared 

nd-gregory-keating/ [https://perma.cc/MJB5-P2BW ]; Dov Fox, Redressing Future Intangible Losses,  69  
DePaul L. Rev. 419 (2020); Dov Fox, Family Planning and Its Limits, 23 J. Contemp. Legal Iss ues 87, 
93 (2021).

39 Dov Fox, Birth Rights and Wrongs: A Reply to Critics, 100 B.U. L. Rev. Online 160 (2020). 
40 Dov Fox, Birth Rights and Wrongs: How Medicine and Technology Are Remaking 

R eproduction and the Law (2019). 
41 Id. at 6–8. 
42 Id. at 113–26. 
43 Id. at 99–112. 
44 Id. at 127–40. 
45 Id. at 60–71. 
46 Id. at 87–95. 
47 Dov Fox & Jill Wieber Lens, Valuing Reproductive Loss, 112 Geo. L.J. 61 (2023). 
48 Natalie Ram, DNA By The Entirety, 115 Colum. L. Rev. 873 (2015) (tenancy by the entirety framework 

reveals how officials might approach the issue of accounting for interests that lie in shar ed identifiable genetic 
information ).
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nature of genetic information. We all share genetic information that can be used to 
learn about and identify us with a broad swath of genetic relatives, and that sharing 
is both involuntarily thrust upon us and immutable. Exposing existing law’s failure 
to account for the interests that lie in shared identifiable genetic information is itself 
productive, as it exposes how that law only reaches a portion of the relevant interests 
that can be affected by the sharing or taking of biospecimens and genetic data from a 
single individual. This inquiry can also tee up further lines of inquiry, both descriptive 
and normative. As to the descriptive, questions might include whether other bodies 
of law have grappled with similarly difficult forms of overlapping, interdependent, 
involuntary, and immutable interests; and how attending to these interests might affect 
the legal status quo. As t o the normative, scholarship might question whether legally
salient interests ought to attach to information that is learned from analyzing person
A’s cells, when that information is used to learn about or identify person B.

The myriad of articles written about gaps in the law, especially related to emerging 
technologies in bioethics highlights this important legal analysis.49 

III.D. How Is the Law Impacting the World? 
III.D.1. Research example 4: updates to the law 

Another function of legal scholarship written for scientific and medical audiences is to 
educate researchers, physicians, bioethicists, and other health care workers about recent 
changes to the law that could impact them.50 This variety of scholarship often summa-
rizes the text and potential implications of new or updated sources of law, including state 
or federal legislation, state or federal regulations, state or federal executive orders and 
declarations, and judicial opinions. The goal is to explain sometimes highly complex 
legal ideas and principles to non-lawyers in an accessible, easy-to-understand manner, 
to outline the context and significance of these shifts in the law, and to briefly forecast 
how those changes might affect the article’s audience or to suggest actions th at the
article’s audience should take because of the new laws or regulations.

We are living in an era characterized by rapid and significant changes in laws and the 
systems that interpret and execute them. Thus, ensuring that stakeholders are aware 
of the current state of the law is increasingly important, yet also increasingly difficult. 
Explaining updates to the law inevita bly also involves the first category of scholarship:

49 See, eg Seppe Segers & Elizabeth Chloe Romanis, Ethical, Translational, and Legal Issues Surrounding the 
Novel Adoption of Ectogestative Technologies, 15 Risk Mgmt. & Healthcare Pol’y 2207 (2022); Daniel 
Susser et al., Synthetic Health Data: Real Ethical Promise and Peril, 54 Hastings Ctr. Rep. 8 (2024); 
Dov Fox, The Second Generation of Racial Profiling, 38 Am. J. Crim. L. 49 (2010); Nat’l Acads. of Sci., 
Eng’g & Med. et al., Exploring the Legal Implications of Emerging Neurotechnologies: 
Proceedings of A Workshop (Nat’l Acads. Press, 2018); Karen Davis et al., Brain Imaging Tests for Chronic 
Pain: Medical, Legal and Ethical Issues and Recommendations, 13 Nature Revs. 624 (2017); Patricia Zettler 
et al., Regulating Genetic Biohacking, 365 Sci. Mag. 34 (2019); Mais Qandeel, Facial Recognition Technology: 
Regulations, Rights and the Rule of Law, 7 Frontiers in Big Data 1 (2024); Alexandra Foulkes et al., Legal 
and Ethical Implications of CRISPR Applications in Psychiatry, 97 N.C. L. Rev. 1359 (2019); Eli Adashi, 
Katsuhido Hayashi, & I. Glenn Cohen, Ethical and Legal Challenges in Assisted Same-Sex Conception through 
In Vitro Gametogenesis, 30 Nature Med. 322, 322–323 (2024); Sonia Suter, Legal Challenges in Reproductive 
Genetics, 115 Fertility & Sterility 282 (2021); Jessica L. Roberts & Sonia M. Suter, Damned If You Do or 
Damned If You Don’t: The Medical Malpractice Implications of Consumer-Generated Polygenic Scores, 38 Harv.  
J. L. & Tech. 417 (2024).

50 Mello & Parmet, supra note 10; Hodge et al., supra note 10.
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interpreting the meaning of the law. Authors writing in this area must explain the status  
quo before they can provide information regarding what has changed. Even in the case 
of familiar areas of law, like medical malpractice or the Common Rule, papers explaining 
legal updates must offer an account of the baseline for readers to fully comprehend 
the implications of changes. The key distinction between articles that discuss legal 
meaning and articles that discuss change is temporal. The first category may explain 
a well-settled, yet perhaps not well-known, body of law. The second category focuses 
on recent changes—the impacts of which remain unclear. This category of legal work 
serves not only as a legal primer, but also as a news briefing, so that people in the field 
can gain a sense of the changes that are to come. The goal of these updates can range 
from simply providing information that could affect research or medical practice, to
flagging emerging issues, to assuaging concerns related to misinformation.

Consider Antidiscrimination Law Meets Artificial Intelligence, which outlines changes 
to the federal regulations governing Section 1557 of the Affordable Care Act t hat
pertain to medical AI.51 It begins by briefly explaining the scope and applicability of 
Section 1557 and how the updates clarify that Section 1557’s prohibition on discrimi-
nation includes the use of patient decision support tools, such as medical AI. The new 
rule requires covered entities to review whether their decision support tools use pro-
tected traits like race, sex, age, or disability, as inputs and, if they do, to make reasonable  
efforts to mitigate any discriminatory impacts. The article also outlines the process that 
the Department of Health and Human Services will use for enforcement. Importantly, 
the article addresses common misconceptions regarding the rule’s potential impact. 
The new rule does not forbid the use of protected traits as inputs outright. In fact, it 
expressly allows their use when it is clinically indicated or conforms with best practices. 
As a result, the article assures health care providers and other covered entities that they 
can continue using decision suppor t tools, like algorithms and AI, even if they employ
protected traits, so long as they have valid reasons to do so.

III.D.2. Research example 5: Elicit experiences with and perspectives on the law 
Legal expertise is also a critical input in the design and analysis of research to elicit 
public and expert perspectives on regulation or the absence of regulation in a particular 
area. Public and expert opinion can inform understanding of how extant law (or lack 
thereof) is functioning in the real world, which can point towards potential areas of 
improvement. For these studies, identification and interpretation of relevant laws and 
policies are necessary to frame the research questions, de velop study instruments and
other materials, analyze the data, and determine implications for policymakers.

An example of research involving the public is a general population survey con-
ducted by two legal scholars to understand lay perspectives on 21 law enforcement 
activities,  nine  of  which related to DNA collection or access.52 The research was 
grounded in a comprehensive survey of relevant federal laws, regulations, and judicial 
opinions; survey questions were framed to reflect Fourth Amendment jurisprudence. 
The study results informed the t eam’s conclusions that both police access to non-

51 Michelle M. Mello & Jessica L. Roberts, Antidiscrimination Law Meets Artificial Intelligence—New Require-
ments for Health Care Organizations and Insurers, JA MA Health F. Aug. 2024. 

52 James W. Hazel & Christopher Slobogin, ‘A World of Difference’? Law Enforcement, Genetic Data, and the Fourth 
Amendment, 70 Duke L. J. 705 (2021).
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governmental genetic databases and police use of covert methods to collect DNA in 
the hope of matching crime scene DNA require judicial authoriza tion, although not
necessarily a traditional warrant.

ELSI research is also frequently conducted with key informants or other experts 
who can provide nuanced perspectives and opinions about a policy area based on their 
experiences navigating regulations or conducting activities in the absence of regulatory 
guardrails. Such data were collected, for example, in an interview study conducted with 
24 individuals knowledgeable about investigative genetic genealogy (IGG).53 A second 
example, also concerning IGG, is a policy D elphi54,55 conducted with over 30 experts 
in law, bioethics, law enforcement, genetic genealogy, and database operations.56 The 
lawyer-led research team guided the expert research participants in a series of virtual 
engagement sessions and asynchronous surveys to identify the most pressing problems 
with IGG and to generate and evaluate a range of policy solutions that included making 
specific changes to federal and state laws. To elicit and interpret experts’ relevant 
experiences with and opinions on relevant policies, as well as where policies are needed, 
it was necessary for the team to first analyze IGG laws, genetic privacy laws, and criminal 
laws that impact IGG practice. This initial research was supplemented by additional 
legal research carried out in response to expert statements that were provided and 
policy changes that occurred throughout the course of the year-long st udy. The study
outcome is a set of informed recommendations to guide policymakers interested in
regulating IGG.

Combining legal expertise in survey and other empirical methods design has been 
widely utilized in biomedical, legal research, such as a survey of insurance regulators 
regarding practices surrounding genetic information57 or about patient understand-
ing and response to different types of medical informed consent disclosures58 or 
physicians’ perspectives of the use of race in medication prescribing.59 

III.E. How Should the Law Be Impacting the World? 
III.E.1. Research example 6: normative analysis and legal theory 

Legal scholarship can also act as a bridge between legal theory and normative analysis. 
Though it is not always the case that ‘legal’ is synonymous with ‘ethical,’ law often 
serves as a codification of social value and norms. Law can be an important mechanism 
for translating ethical debates and difficult policy tradeoffs into consistent, enforceable 
rules. Unfortunately, the relationship between law and norms is not always clearly 
explicated; legal scholarship c an be necessary to analyze the connection. This can

53 Christi J. Guerrini et al., IGG in the Trenches: Results of an In-Depth Interview Study on the Practice, Politics, and 
Future of Investigative Genetic Genealogy, 356 Forensic Sci Int’l. 1 (2024). 

54 Robert C. de Loe, Exploring Complex Policy Questions Using the Policy Delphi: A Multi-Round, Interactive 
Sur vey Method, 15 Applied Geography 53 (1995). 

55 Murray Turoff, The Design of a Policy Delphi, 2 Tech. Forecast Soc Change. 149 (1970). 
56 Christi J. Guerrini et al., Investigative Genetic Genealogy Practices Warranting Policy Attention: Results of a 

Modified Polic y Delphi, 21 PLOS Genetics 1 (2025). 
57 Dexter R. Golinghorst & Anya E.R. Prince, A Survey of U.S. State Insurance Commissioners Concerning Genetic 

Testing and Life Insurance: Redux at 27, 29 J. Genetic Counseling 928 (2020). 
58 Spector-Bagdady et al., supra note 22. 
59 Shawneequa L. Callier et al. Cardiologists’ Perspectives on BiDil and the Use of Race in Drug Prescribing,  9  J.  

Racial & Ethnic Health Disparities 2146 (2022).
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involve exploring the normative assumptions and principles inherent in the way a given 
law has been structured. It can also involve drawing on normative theory as a source of 
persuasive arguments to help resolve open legal quest ions.

As an example of this latter function, take the ethically complicated emergence of 
new reproductive technologies. Specifically, recent advances in prenatal genetic testing 
have made testing for congenital disorders and future health risks more accessible, with 
emerging technologies auguring a further broadening of available testing options (eg 
non-invasive prenatal whole genome sequencing). While access to more information 
about a fetus certainly allows parents to better prepare for the birth of a child with a 
disability, it also can present families with a difficult choice about whether to terminate 
a pregnancy to avoid having to raise a child with a disability. Disability rights advocates 
have raised concerns about this kind of selective termination on the b asis of genetic
testing, arguing that doing so sends a negative message about the value of a person
already living with a disability.

There has been a vigorous academic debate about these expressivist concerns, but an 
interesting tension emerged when advocates, lawmakers and judges began using similar 
arguments to advance anti-abortion policies. For example, in one notable Supreme 
Court concurrence, Justice Thomas argued that state restrictions on the allowable 
reasons for terminating a pregnancy (ie reason-based abortion bans) were permissible 
because they mitigated the eugenic and expressivist impacts of legal abortions.60 On its 
face, using disability rights arguments to support anti-abortion policy could plausibly 
have some persuasive power. But an academic analysis of how these kinds of normative 
arguments were being used demonstrated the inherent weakness of appealing to disabil-
ity rights arguments to support anti-abortion policies. Rather, the use of disability rights 
normative arguments actually served to ‘pit reproductive rights against disability rights 
. . . inhibit[ing] coalition-building that could achieve meaningful policy change and 
make the world a more inclusive, accessible place for those with disabilities.’61 Similarly, 
a related project argued that reason-based abortion bans are not the remedy against 
eugenics that they claim to be. States with such bans have not implemented policies to 
counteract eugenics more broadly. Instead, the ‘apparent motivation [for such laws] is to 
commandeer concerns about eugenics to restrict reproductive rights,’ which ultimately 
harms the very groups negatively ‘impacted by the eugenics movements—minorities, 
women, people with disabilities, the LGBTQ+ community, and immigrants.’62 

Though genetics and reproductive technologies are often high-profile topics sub-
ject to legal and ELSI analysis, the legal bioethics literature is rife w ith examples of
normative and conceptual analysis.63 For example, during COVID, many pressing 
questions arose that required an exploration of how the law should be working, such as 
normative questions about how the law should treat prisoners who were at enhanced 
risk of infection because of higher frequency of pre-existing conditions and an inherent 
inability to socially distance.64 

60 Box v. Planned Parenthood of Indiana and Kentucky, 587 U.S. 490, 494 (2019) (Thomas, J., concurring). 
61 Nina Roesner et al., supra note 24. 
62 Sonia M. Suter, Why Reason-Based Abortion Bans Are not Eugenic: An Empirical Study, 10 J.L. & Biosciences  

1 (2023). 
63 See, eg Maya Sabatello & Paul S. Appelbaum, Behavioral Genetics in Criminal and Civil Courts, 25 Harv. Rev. 

Psychiatry 289 (2017). 
64 Camila L. Strassle and Benjamin E. Berkman, Prisons and Pandemics, 57 San Diego Law Rev. 1083 (2020). 
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Whatever the topic, such normative analysis is often combined with other research 
questions highlighted within this paper. For example, following empirical analysis of 
how the law is impacting the world, a project or paper may add a normative analysis.

III.E.2. Research example 7: understanding how the law is being interpreted 
and impleme nted

Legal expertise can offer valuable insights into how the law is interpreted and 
implemented. Courts, statutes, regulations and other legal documents may use 
terminology that is potentially subject to different interpretations, which affects how 
the law is ultimately implemented. Sometimes a legal term or test is ambiguous or 
not well articulated in the law. But even when terms are defined in a legal ruling or 
statute, courts and scholars may interpret the terms differently. Legal research can 
be useful in explaining where there are interpretive disagreements, describing the 
nature of those disagreements, and discussing the interpretive methodologies that 
lead to the different understandings of the law. Often such legal analysis does more 
than just describe the interpretive challen ges; it often also provides a normative
claim and offers interpretive guidance where there is ambiguity or conflict in
interpretations. All of these exercises are important in shaping how a law is ultimately
implemented.

One example of this kind of legal analysis is a study that examines how courts have 
interpreted and implemented the GINA,65 a federal law passed in 2008 to protect 
against genetic discrimination in health insurance and employment.66 One of the 
contested issues in drafting the law was how to define the term “genetic information.” 
As part of Congress’s goal to protect the public “fully” against genetic discrimination,67 

it adopted a broad definition of “genetic information” that includes family history.68 

As the study shows, courts have adopted two different approaches to determining 
whether information is “genetic information” under GINA.69 One approach construes 
“genetic information” in light of GINA’s goals to prevent discrimination based on 
information that indicates a propensity for disease.70 Although GINA defines “genetic 
information,” in part, as “the manifestation of a disease or disorder in family members” 
of the individual bringing a GINA discrimination claim,71 several courts have ruled 
that certain medical information concerning family members is not “ genetic informa-
tion.”72 As one court stated, the “basic intent” of GINA was “to prohibit emplo yers

65 Suter, GINA at Ten, supra note 10. 
66 The Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110–233, § 2(1), 122 Stat. 881 

(noting that scientific advances in human genetics ‘give rise to the potential misuse of genetic information to 
discri minate in health insurance and employment’). 

67 The Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110–233, § 2(5), 122 Stat. 881. The 
fact that it focused only on discrimination in health insurance and employment undercuts this goal, given 
that there are risks of discrimination in other sectors such as life insurance, long-term car e, insurance, etc. 
Suter, GINA at Ten, supra note 10, at 501–02.

68 Suter, GINA at Ten, supra note 10, at 499. 
69 Id. at 495. 
70 Id. at 506–07. 
71 42 U.S.C. § 2000 (ff)(4) (2023). 
72 See Conner-Goodgame v. Wells Fargo Bank, NA, 2013 WL 5428448 (N.D. Ala 2013) (finding that plaintiff’s 

mother’s AIDS diagnosis was not ‘genetic information’ in a GINA employment discrimination claim); Allen 
v. Verizon Wireless, 2013 WL 2467923 (D. Conn. 2013) (findin g that a family member’s disease diagnosis is
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from making a “predictive assessment concerning an individual’s propensity to get an 
inheritable genetic disease or disorder based on the occurrence of an inheritable disease  
or disorder in [a] family member.”’73 Thus, because the medical diagnosis of the wife of 
an employee suing for employment discrimination was not indicative of the employee’s 
disease risk, the court concluded that her medical information was not genetic infor-
mation. Such a narrow interpretation makes it harder for GINA discrimination claims 
to succeed . 

Other courts, however, have been willing to treat family member’s medical informa-
tion as ‘genetic information’ under GINA based solely on the statutory definition and 
plain meaning of the statute.74 These courts do not explore whether the information 
provides predictive information about the plaintiff’s health risk s.75 This more capa-
cious understanding of ‘genetic information’ provides a greater chance for plaintiffs to 
successfully bring GINA discrimination cla ims. 

This study is not merely descriptive, however. It also argues in favor of the broader 
interpretation. The author notes there is a ‘certain logic’ in treating family history as 
‘genetic information’ only when it is predictive of a plaintiff’s disease risk because 
GINA was concerned about discrimination on the basis of the risk of illness. Yet, 
that understanding ignores unambiguous statutory ter ms and rejects the interpretive 
guidance of the Equal Employment Opportunity Commission (EEO C).76 Not only 
is the narrower interpretation inconsistent with the plain meaning of GINA, it also 
deviates ‘in subtle and less subtle ways,’ from the statute’s aim to provide a broad 
definition of genetic information and to provide ‘bri ght-line rules for enforcement and 
compliance purpos es.’77 Thus, the project both highlights the interpretive divide and 
proposes a solution to the disagreement. 

IV. CONCLUSION 
Legal research follows a variety of robust methods that allow lawyers to address a range  
of questions for biomedical and ELSI communities, from what the law says about a 

‘only considered “genetic information” if used to determine the likelihood of disease in another individual’ 
(citing Poore v. Peterbilt of Bristol, 852 F. Supp. 2d 727 (2012)); Maxwell v. Verde Valley Ambulance Co., Inc., 
2014 WL 4470512 (D. Ariz. 2014) (finding that there was a question of fact as to whether a grandfather’s 
cancer diagnosis provide a predictive information about the plaintiff and therefore was genetic information). 

73 Poore v Peterbilt of Bristol, 852 F. Supp. 2d 727, 730 (W. D. Va. 2012)(citing H.R. REP. No.110–28, pt. 3, at 
70 (2007); 2008 U.S.C.C.A.N. 112, 141). 

74 Jackson v. Regal Beloit America, No.16–134-DLB-CLS, 2018 WL 3078760 (E.D. Ky. 2018); Montgomery et al. 
v. Union Pacific Railroad, No. CV-17-00201-TUC-RM, 2018 WL 6110930 (D. Ariz. 2018); Punt v. Kelly 
Services, 2016 WL 67654 (D. Colo. 2016) (finding that family history constitutes genetic information); Lee 
v. City of Moraine Fire Dept., 2015 WL 914440 (S.D. Ohio 2015) (finding that questions from an employer 
about an employee’s family history violates GINA as a request for genetic information); EEOC v. Grisham 
Farm Products, Inc., 191 F. Supp. 3d 994 (W.D. Mo. 2016) (finding that questions about whether an employee 
consulted a health care provider or sought health care advice, diagnosis or treatment v  iolated GINA because  
it could reveal family history .) 

75 See Lowe v. Atlas Logistics Group Retail Serv.,102 F. Supp. 3d 1360 (N.D. Ga.2015) (treating the results of 
genetic ‘fingerprinting’ analysis to identify whether an employee had defecated on the premises, even though 
it provided no predictive information about the employee’s health status). 

76 Suter, GINA at Ten, supra note 10, at 507. 
77 Id. at 500. It also adopts the EEOC guidance’s views that one of the goals of GINA is to prevent discrimination 

against employee’s based on concerns about higher health care costs or health insurance rat es based on an 
employee’s dependents. Id . at 508.

D
ow

nloaded from
 https://academ

ic.oup.com
/jlb/article/13/1/lsag002/8475525 by guest on 14 February 2026



20 • Putting the L in ELSI

particular topic to what the law should say about it. Many research projects with a legal 
component will tackle several questions, employing multiple legal methods. These 
inquiries often require detailed and nuanced legal analysis and may necessitate specific 
expertise in sub-specialty areas of the law. Thus, integrating lawyers into biomedical 
research projects can help to answer essential questions about how the field is governed 
both on paper and in practice, can help to translate complex rules into understandable 
material for the lay public and policymakers alike, and can help establish how laws
should be interpreted, implemented and updated. D
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