
UC Berkeley
UC Berkeley Electronic Theses and Dissertations

Title
The Logics of Consent: how organizations construct women's risks and responsibilities in 
prenatal testing

Permalink
https://escholarship.org/uc/item/70g6t7wx

Author
Parham, Lindsay

Publication Date
2020
 
Peer reviewed|Thesis/dissertation

eScholarship.org Powered by the California Digital Library
University of California

https://escholarship.org/uc/item/70g6t7wx
https://escholarship.org
http://www.cdlib.org/


The Logics of Consent: how organizations construct women's risks and responsibilities in 

prenatal testing 

By 

Lindsay C. Parham 

A dissertation submitted in partial satisfaction of the requirements of the requirements for the 

degree of 

Doctor of Philosophy 

In 

Jurisprudence and Social Policy 

In the 

Graduate Division  

Of the 

University of California, Berkeley 

 

Committee in Charge: 

Professor Catherine Albiston, Chair 

Professor Calvin Morrill 

Professor Osagie K Obasogie 

 

Summer 2020 

 

 

 

 

 

 

 

 



 1 

 
Abstract 

 

The Logics of Consent: how organizations construct women's risks and responsibilities in 

prenatal testing 

 

by 

 

Lindsay Christine Parham 

 

Doctor of Philosophy in Jurisprudence and Social Policy 

 

University of California, Berkeley 

 

Professor Catherine Albiston, Chair 

 

 

 

This dissertation is an ethnographic and qualitative study of how healthcare organizations 

construct and enact policies on the use of new prenatal technologies, and how such policies 

construct the context for patients’ decision-making. Specifically, it examines how the systems that 

organizations create for new technologies shape the roles of women in motherhood and pregnancy. 

Using qualitative methods, the dissertation examines how one private California healthcare 

organization constructed policies regarding a new prenatal genetic test: non-invasive prenatal 

screening (NIPT) using cell free DNA.1 The rapid uptake of NIPT since 2013 has led to 

organizational upheaval as healthcare administrators struggle to categorize these new tests, which 

blends the ease of basic blood screening most women have been offered for years (just a blood 

draw) with claims of diagnostic-level accuracy (99% for the condition of Down Syndrome), 

allowing women to forego an invasive procedure like amniocentesis. The study ethnographically 

traces the process of policy creation and its impact on the ground by (1) observing how a policy 

committee dedicated to moving NIPT from a Genetics department at a regional healthcare 

organization to its Obstetrics department made new policies on NIPT use, and the (2) observing 

the impact of these new NIPT policies on “the ground” at local Obstetrics clinics.  

 

Little research has examined the process of policy-making for patient education. This study builds 

on literature on the constitutive nature of law and policy (Sarat and Kearns 1993) to show how 

organizational policies can constitute what technology means: the roles, responsibilities and 

identities of organizational personnel and those who use their services (e.g. women who are 

pregnant). More than simply processing patients who come through the door, organizational 

policies, like law, redefine who patients are, and what they experience both empirically and 

normatively. This dissertation studies how in this process institutional logics construct new risks 

and responsibilities for women while pregnant. 

 

 
1 NIPT claims to isolate a fetus’s DNA from its mother’s blood, allowing testing platforms to search for indications 

the fetus has an abnormal chromosome.  
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Tracing the policy formation-to-implementation process shows: 1) how actors in organizations 

used various institutional logics to negotiate the meaning of new technologies in policies, practices, 

and routines; and 2) how the logics that organizational actors use construct the social meanings of 

patient education, patient autonomy, and the purpose of NIPT use. During the organizational 

transition from the Genetics Department to Obstetrics Department, informed consent for NIPT was 

decoupled from its intended aims as envisioned in bio- and medical-ethics, and as it had formerly 

been implemented in the Genetics Department. This dissertation argues that decoupling happened 

because of a change in institutional logics when NIPT use moved between departments. When the 

logic changed, patient needs, interests, and identity were conceptualized around different frames 

of motherhood. The encompassing changes in how the new NIPT system was constructed shed 

light on why it matters which logic is used in organizational policy-making:  the resources and 

care available to women change as a result of how their needs and responsibilities are 

conceptualized. 
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Introduction 
 

The process of pregnancy has always been a mysterious one, filled with unknowns - how 

will a pregnant woman fare during pregnancy, childbirth, and after? How will the fetus, and then 

baby fare outside the womb? So often, the glory and the blame for pregnancy outcomes have 

fallen on women: from beliefs that the womb is permeable and women’s thoughts could change a 

baby’s gender or appearance, to fears that being exposed to malevolent thoughts or curses might 

bring on miscarriage or stillbirth (Hardyment 1983). Nowadays, managing the unknowns of 

pregnancy manifests in a focus on women’s choices, and less on her environment or thoughts: 

what types of food does she consume, and how much exercise does she engage in? Most of all, 

how do her choices impact the product of her pregnancy: the baby. A huge amount of money and 

research has been poured into answering questions about, specifically, fetal outcomes (and, as 

many researchers argue, far less about what happens to women in pregnancy).2 In Western 

medicine we have tests that a couple can take before getting pregnant that give them the chances 

their child may inherit a rare genetic condition, but not tests exist that could, say, tell a woman 

how severely she will experience morning sickness. Or what her risks are for eclampsia. Or if 

pregnancy might trigger a fatal pulmonary, cardio, or placental embolism.  

In this fetal-centric approach to pregnancy, the “holy grail” of prenatal testing has 

emerged as a non-invasive method to detect some of the more common genetic conditions a fetus 

might have. Down syndrome, being one of the most common and most visible genetic 

conditions, has been a focus of research and testing since at least 1959.3 Until recently, definitive 

diagnosis for genetic conditions have relied on invasive techniques like amniocentesis or 

chorionic villae sampling. At best, these techniques are uncomfortable for women to undergo, 

and at worst may trigger a miscarriage of the pregnancy. Thus for many years, finding a non-

invasive way to detect chromosomal anomalies like Down Syndrome was a high priority in 

prenatal clinical research. 

For several decades, prenatal screening has been available for women early in their 

pregnancy to non-invasively assess the risks the fetus carries a chromosomal or physiological 

anomaly. The most common tests use a series of blood samples taken from the prospective 

mother over the course of the first several months gestation to look for markers in her blood. 

These markers can indicate with varying levels of accuracy the likelihood the fetus has a genetic 

anomaly -- most tests return accurate results in a range of 85% to 95% but false positives and 

false negatives occur at rate of 5%.4 Thus, most positive screening results are followed up by 

 
2 See e.g. Dalton, Mary. 2010. "Where is the “M” in Maternal-Fetal Medicine?" Journal of Obstetrics and 

Gynecology December 116(6). 

3 In 1959 Jerome Lejeune et al. publish on their discovery of an extra Chromosome 21. Megarbane, A., A. Ravel, C. 

Mircher, F. Sturtz, Y. Grattau, M. O. Rethore, J. M. Delabar, and W. C. Mobley. 2009. "The 50th anniversary of the 

discovery of trisomy 21: the past, present, and future of research and treatment of Down syndrome." Genet Med 

11(9):611-6. See also Durmaz, A. A., E. Karaca, U. Demkow, G. Toruner, J. Schoumans, and O. Cogulu. 2015. 

"Evolution of genetic techniques: past, present, and beyond." Biomed Res Int 2015:461524. 

4 The most common prenatal blood screening is called the “quad screen” which measures levels of four substances 

in pregnant women's blood: “Alpha-fetoprotein (AFP), a protein made by the developing baby 

Human chorionic gonadotropin (HCG), a hormone made by the placenta; Estriol, a hormone made by the placenta 

and the baby's liver; Inhibin A, another hormone made by the placenta.” For more, see: Staff, Mayo Clinic. "Quad 

Screen." The Mayo Clinic. https://www.mayoclinic.org/tests-procedures/quad-screen/about/pac-20394911 

https://www.mayoclinic.org/tests-procedures/quad-screen/about/pac-20394911
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invasive diagnostic measures. Screening tests that assess maternal blood markers are all limited 

in scope compared with diagnostic tests, as they do not assess fetal genetic material.  

Since the 1990’s, however, it has been known that something called “cell free fetal DNA” 

is present in women’s blood while pregnant.5  During pregnancy, cells from the placenta, which 

contain fetal DNA, circulate in the mother’s body. Isolating this DNA would open up a whole 

new frontier of prenatal testing - allowing more accurate results about fetal chromosomal 

makeup, and opening up the variety of chromosomal conditions that could be screened for. 

Accessing and isolating this DNA from maternal DNA was pursued by private industry for many 

years until new techniques were developed around 2008 (Chiu et al. 2008). 

Given the interest in non-invasive prenatal screening with high accuracy levels, it 

presented a lucrative market. When isolation techniques for clinical use were introduced to the 

market in 2011, multiple companies vied world-wide for primacy, directly advertising their 

proprietary testing platforms to parents and doctors (Allyse et al. 2015; Skirton 2015). Research 

into the detection, isolation and analysis of cffDNA in pregnancy occurred primarily through 

private industry (as opposed to NIH-funded research). Thus particularly early on in the use of 

non-invasive prenatal testing using cffDNA (NIPT), few non-proprietary publications existed 

through which to verify the advertised claims of accuracy. Nevertheless, use of NIPT quickly 

caught on: it offered early testing, it offered fetal sex testing, companies claimed high accuracy 

rates, and it simply didn’t present much risk. As a basic blood test, if NIPT results screened 

anything as positive, the pregnancy could then be followed up with diagnostic invasive 

techniques.  

But critics quickly pointed out a slew of possible issues. Cultural commentators worried 

this would lead to the world envisioned in movies like Gattaca - where would testing and 

“designer baby-making” end (Hvistendahl 2012)? Legal and bioethics experts worried about the 

ability of existing informed consent practices to handle the variations of test results made 

available by NIPT, and the ethical and constitutional challenges terminating a pregnancy made 

possible by early NIPT results (King 2012) (Greely 2010). Meanwhile, test use continued to 

ramp up, and as of writing, test production and advertising remains outside the control of  the 

U.S. Food and Drug Administration (FDA) or Federal Trade Commission (FTC) regulations. 6 

 
 

5 Lo et al. first discovered the presence of fetal DNA in maternal plasma in 1997. Lo, Y. M. Dennis, Noemi 

Corbetta, Paul F. Chamberlain, Vik Rai, Ian L. Sargent, Christopher W. G. Redman, and James S. Wainscoat. 1997. 

"Presence of fetal DNA in maternal plasma and serum." The Lancet 350(9076):485-87. 

6 cffDNA testing platforms are classified by the U.S. Food and Drug Administration (FDA) as a “laboratory 

developed test” (LDT) which is defined as vitro diagnostic test that is designed, manufactured and used within a 

single laboratory.  LDTs have historically not been subject to the years of pre-market review and clinical trials other 

diagnostic devices have required in order to gain FDA approval. As a result, according to FDA “The FDA has 

identified problems with several high-risk LDTs including: claims that are not adequately supported with evidence; 

lack of appropriate controls yielding erroneous results; and falsification of data.” FDA initiated review of its LDT 

classification and review process in 2010, and in 2017 issued a discussion paper, but has not formally changed its 

process on LDT. Staff, U.S. Food and Drug Administration. 2020. "Laboratory Developed Tests." U.S. Food and 

Drug Administration: U.S. Food and Drug Administration. Federal Trade Commission, which generally oversees 

issues of fraudulent advertising, has only issued general warnings against direct to consumer testing which a 

consumer orders and pays for themselves; no specific guidance has been given on the use or accuracy of NIPT 

advertising. See Staff, Federal Trade Commission. 2018. "Direct-to-Consumer-Genetic-Tests." United States 

Federal Trade Commission. See also, Pergament, D., and K. Ilijic. 2014. "The Legal Past, Present and Future of 

Prenatal Genetic Testing: Professional Liability and Other Legal Challenges Affecting Patient Access to Services." J 

Clin Med 3(4):1437-65. 
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This poses issues for the lay public and medical profession to assess accuracy claims in 

advertising (Farrell et al. 2015; Skirton 2015). Nevertheless, professional associations that guide 

prenatal care moved relatively rapidly to recommend the availability of NIPT for women; as a 

result, insurance companies quickly covered test use. 

NIPT use presents many questions for healthcare organizations and hospitals - 

specifically, where would NIPT use fit departmentally?  In modern medical systems, patients are 

expected to make decision about medical technologies based on a process of informed consent. 

Patients are given information about a technology and then weigh the possible risks and benefits 

of engaging with it. These practices are intended to promote autonomous decision-making 

without coercion. Given the complexity and specialization of NIPT, ought education be part of 

genetics? Or, since prenatal testing typically occurs in obstetric prenatal visits, ought it be part of 

the general prenatal visits in Obstetric departments? Using genetic counselors has downsides: 

even large healthcare centers and hospitals employ only limited numbers of genetic counselors 

compared with obstetric providers, and these genetic counselors serve the needs of numerous 

patients, not solely pregnant patients. But using a genetic test through a generalist department 

like obstetrics also has downsides: most medical professionals do not have background or 

training in genetics or genetic testing that would typically be required to counsel patients on 

using a test as complex as cffDNA. Thus, NIPT sits at an organizational crossroads: not quite a 

screening, and not quite diagnostic; not purely genetics, and not purely prenatal.  

How would healthcare organizations balance the educational needs of patients to 

understand the complexities of this new technology with the limited time and professional 

resources available? Technology like cffDNA does not exist in a vacuum, but represents the 

social interests and forces that conceive of it; likewise, actors constructing organizational 

systems around use of technology use social categories. Such categories in turn inform how 

women’s needs and responsibilities around testing are understood. How would organizations 

present the risks or a benefits of testing? How would the purpose of testing be communicated to 

patients? How would they find out about their results and what those results mean for their 

pregnancy moving forward? What impact would these policy decisions have on patients’ 

decision-making and understanding of testing?  

These questions speak to more than just what organizational resources are available and 

for whom, but how the systems that organizations create for new technologies shape the roles of 

women in motherhood and pregnancy. Yet little research has examined the process of policy-

making for patient education. This study builds on literature on the constitutive nature of law and 

policy (Sarat and Kearns 1993) to show how organizational policies can constitute what 

technology means: the roles, responsibilities and identities of organizational personnel and those 

who use their services (e.g. women who are pregnant). More than simply processing patients 

who come through the door, organizational policies, like law, redefine who patients are, and 

what they experience both empirically and normatively.  This dissertation studies how in this 

process institutional logics construct new risks and responsibilities for women while pregnant.  
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Chapter 1: Background 
 

 

How do healthcare organizations create policies for patient education, informed consent, 

and results for non-invasive prenatal testing (NIPT)? The following Chapter sets a foundation for 

understanding controversies around prenatal genetic testing generally, and how NIPT differs 

from previous forms of testing: what new questions and problems it presents to medicine, 

society, and healthcare organizations. I first present a broad view of prenatal testing and critiques 

of the practice in the academy. I then explain in more detail the history of cffDNA research and 

the development of NIPT platforms over the past decade, tying its development and uptake to 

market interests and legal risk-management within medicine. I briefly discuss the development 

of informed consent practices and the rise of bioethics in medicine, and use neo-institutional 

organizational studies to problematize its use in healthcare organizations.  

 

Not a Neutral Good: Divergent theories on prenatal testing 
 

Broadly speaking, there are four different accounts of what prenatal genetic technologies 

accomplish: these accounts diverge along the lines of what the technology’s intent and purpose 

is, as well as what kinds of impacts tests have on users and society as a whole. Divergent 

assessments of testing stem from two major differences: the unit of analysis (individuals vs. 

society), and the professional commitments of those making assessments (a critical field like 

gender or science studies has a different perspective from an uncritical arena such as public 

health).  

In broad strokes, those concerned with the societal impact of testing tend to ask: what is 

the relationship between genetic choices and social responsibility and justice vis a vis disability? 

At the individual level, we tend to ask: what is the impact of testing on individual women’s 

choices, decision-making, and lives?  

 

Table 1: Views on Prenatal Testing illustrates the concerns and conversations different fields 

tend to engage: 

 
TABLE 1. VIEWS ON PRENATAL TESTING 

 

Professional Commitment Unit of Analysis 

Society Individual  

Generally Critical, e.g. 

[Gender and Science 

studies; feminist bioethics; 

medical 

sociology/anthropology] 

Eugenics; Neo-Eugenics 

Disability rights/population; 

normalization/routinization; 

medical control of 

pregnancy and pregnant 

women; construction of 

health; access and 

inequality 

Coercion via normalization, 

routinization, 

medicalization of 

pregnancy; neo-liberal 

accounts of “responsible” 

users, consumers of 

healthcare and information 
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Generally Uncritical, e.g. 

[Public health; law and 

policy; health economics; 

bioethics] 

Costs and burdens on 

healthcare system; public 

health disparities and access 

to technology; genetic 

privacy and insurance 

coverage; validity of 

genetic information 

garnered; access/coercion to 

abortion post-testing 

(socioeconomic/racial 

disparities therein) 

Informed consent processes; 

individual coercion between 

doctor and patient; 

information overload on 

women; proper access to 

genetic counseling and 

decision-aids; insurance 

coverage 

 

Scholars interested in the impact of prenatal testing on society look at how, over time and 

across many individual users, testing will affect or change society. Whether that impact is seen 

as positive or negative stems from how the scholar or field conceives of the purpose of testing. 

Under what can broadly be called the “Public Health Model,” testing is a way of producing 

benefits and avoiding harms for society (Buchanan 2001). Under this model, the two most cited 

objectives of screening are to reduce the incidence or “birth prevalence” of a particular disease, 

and to inform the reproductive choices of individuals and couples “at risk” of bearing a child 

with an undesirable disease or condition (Stone & Stewart 1996). The overriding justification of 

testing is that it is a way of preventing harm from a consequentialist point of view: prenatal 

testing gives us the option to make genetic choices that reflect our responsibilities to our political 

and social communities to reduce health harms and risks (Buchanan 2001). Within this school of 

thought, testing also enables parents to prepare for life with a child with a genetic condition that 

might result in health or medical condition by giving them advance notice, rather than finding 

out at birth. The concept of preparation is largely ill-defined in medical practice in this context, 

but could mean getting a medical team ready at birth to handle issues with the baby’s heart or 

lungs, using treatments in utero to mitigate medical harms, setting up childcare or extra help after 

the birth, or connecting with other families living with similar health conditions.  

Critical theorists interested in society-wide impacts of testing challenge assumed 

categories like “disability” and “social harms,” instead viewing testing as an instrument for 

practicing a positive “neo” eugenics, where parents are able to prospectively “choose” the type 

of child they wish to have by terminating pregnancies of fetuses with socially or medically 

undesirable characteristics (Buchanan 2001; Suter 2002). In this view, testing is problematic 

because it accepts the “medical model” of disability that pathologizes physical and mental 

differences as dis-abling. Instead, we could consider that dis-ability is also constructed by the 

society in which we live; that most of society is structured around an ideal-type of body or set of 

capabilities, and physical or mental health differences are only dis-abling if they are not 

accommodated by the structure of society (Parens and Asch 2003; Suter 2002). However, testing 

for and terminating “affected” pregnancies makes these kinds of social changes much more 

difficult: explicitly by diminishing the numbers of people born with dis-abling conditions, which 

affects their visibility in society and funding for programs, as well as reducing empathy (Ashch 

1999). Implicitly, testing also subtly reinforces the assumption that these are medical (not 

socially constructed) conditions and that they are undesirable, even if people decide not to 

terminate their pregnancies. 
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As many scholars in disability studies address, there is a wide spectrum of harms that 

may or may not come from having a “different” genome; many prefer terminology like 

differently-abled or differently-bodied to highlight that differences need not be assumed to be 

disadvantages. This is a complex issue in genetic testing since many differences in a person’s 

genome may express themselves in a range of ways: two people with trisomy 21, for instance, 

may have very different phenological presentations of Down syndrome. For some, a genetic 

anomaly can mean early death and pain; for others, it could mean heart issues that are resolved 

with early surgery and lifelong monitoring. Right now, it is still unknown before birth just how 

far the genetic anomaly will “penetrate” or result in health or medical conditions. 

In the late 1980s through the late 1990s, a large body of scholarship arose in sociology, 

anthropology, feminist studies, and science and technology studies that problematized prenatal 

genetic technology from the perspective of its impact on individual women. These scholars 

critically address testing and its impact on pregnancy, women, and cultural conceptions of 

childbearing in the instance of ultrasound (Taylor 2008) amniocentesis (Rapp 1988), and blood 

screening for neural tube defects (Press and Browner 1997); their work argues that the claims 

about social and individual risks and benefits associated with non-invasive genetic testing need 

not be taken at face value. Rothman for instance argues that technology like ultrasound and 

amniocentesis have resulted in a cultural phenomenon of a ‘tentative pregnancy,’ in which 

women hesitate to bond with their future child until they are assured it is “healthy” (Rothman 

1993). Anthropologist Rayna Rapp developed this work and documented the deep ambivalence 

American women felt during the first years of amniocentesis use in high-risk pregnancies, 

arguing that such technologies made “moral pioneers” of pregnant women who must make what 

are arguably society-wide decisions about health, disability, and family-making in the context of 

their individual lives and financial situations (Rapp 1988). Overall, these scholars raise concerns 

about the increasing normalization of the medical management of women’s pregnancies, and the 

constructed nature of the “medically risky” pregnancy that “good” or “responsible” patients and 

mothers will work to minimize through technology (Gross 2010; Rothenberg 1994; Rothman 

1986).  

Furthermore, they document the extent to which genetic technologies might proliferate for 

reasons other than purely medical benefit. For instance, literature on cultural schema regarding 

motherhood documents that women’s views on testing are shaped by what it means to be a 

‘good’ mother who will selflessly do “whatever is necessary” for the health and well-being of 

her child (Casper 1998). These narratives are often reinforced in women’s interactions with 

healthcare workers who valorize both information seeking in their patients and “heroic” moms 

who prioritize their fetus’s health above all (Casper, 1998). These concerns are echoed even in 

the less-critical work of bioethicists and legal scholars concerned with women feeling pressure to 

test from medical providers, being coerced or directed to test, or not fully understanding the 

ramifications of prenatal testing. Several studies on women’s post-counseling comprehension for 

testing have shown that women did not understand that testing does not directly care for the 

fetus, and a diagnosis might lead to fetal termination (Press and Browner 1997). As testing has 

become more sophisticated, scholars have questioned the ability of patients to understand the 

scope of genetic information they might receive, and the ability of their medical provider (who 

may not be versed in genetics) to adequately explain tests (Allyse et al. 2015; Michie et al. 2016; 

Minear et al. 2015).  

As these schools of thought address, there is much at stake in the practice of prenatal 

testing and screening — for both society and individual patients. However, as a previous case 
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study of ultrasound shows us, technology for prenatal testing is often routinized into care without 

addressing the larger social implications of its use. It may also be routinized beyond its technical 

utility on the basis of other considerations: social, legal, and organizational reasons. The 

following sections address the variety of interests that impact prenatal testing use. 

 

Post-Modern Paradox: The Case of Ultrasound  
 

The ability to assess a growing fetus for abnormalities (albeit physical, not genetic) was 

first enabled by ultrasound technology in the 1970’s. The rise of ultrasound in prenatal care in 

the U.S. is a useful lens for analyzing the trajectory of NIPT using cffDNA for two reasons: both 

because it serves as a model for why some reproductive technologies are particularly desirable 

and become “normalized” into prenatal care, and because it is a precursor technology that 

planted the seeds from which prenatal genetic tests have arisen. Like NIPT, ultrasound was 

initially used in obstetric care only for women with “high risk” or “abnormal” pregnancies – 

typically those who had a history of health conditions at birth or had abnormal symptoms during 

pregnancy. Use was limited to these cases because it was not clear (and is still contested) 

whether or not ultrasound is harmful to the fetus. In fact, ultrasound is still not considered 

“standard of care” in the U.S. and is only recommended for use by the American College of 

Gynecology (ACOG) and the National Institutes of Health (NIH) for “medical use” (Chachkin 

2007) (Taylor 2008)7 in specific (although very wide-ranging and comprehensive) instances.  

Yet while in theory the use of ultrasound is regulated by such guidelines, its use in 

practice has far outstripped these policies. Official government records indicate that at least 67% 

of pregnant women undergo at least one sonogram, and most observers put the number closer to 

95% or higher. By the mid-1980s its use had nearly doubled, and it is now generally considered a 

nearly ubiquitous and essentially harmless aspect of the pregnancy process (Taylor, 2008). 

Ethnographic work by Janelle Taylor in prenatal and ultrasound clinics indicates that the social 

aspects of the technology played an equally important role in its popularity and increased use as 

its purported medical benefits. Taylor recounts that women often discussed their interest in 

ultrasound as a way to know that a pregnancy is developing healthily; likewise, their doctors 

would often prescribe ultrasound ‘just to see what is there,’ even while the pregnancy was 

‘normal’ or did not fall within the frames set out by NIH. Additionally, women often discussed 

pressure from others in their lives to have an ultrasound, and their excitement about sharing the 

image with friends and family members. Many women expressed their sense that “everyone else 

is doing it” and not wanting to feel “left out” (Taylor, 2008).  

The rise of boutique fetal imaging centers, which provide women with an ultrasound even 

if it is not medically indicated or covered by insurance, underscores how much the product of the 

ultrasound procedure has been interpreted as a social, rather than medical, artifact. Even medical 

offices in Taylor’s study often offered the ability to schedule ultrasounds around family members 

being in attendance, or for when the fetus was in a position so that sex could be determined. 

These offices often made an extra copy of an ultrasound to give to women, or gave them images 

they did not need for medical purposes. Indeed, the prevalence of ultrasound in American 

pregnancies has fueled the more recent trend of gender reveal parties, in which a family member 

 
7 These include, among many: undetermined vaginal bleeding, evaluation of fetal growth, and history of previous 

congenital abnormality.  
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or friend is told the fetal sex by the sonographer or medical staff, and holds a pink or blue 

themed party for the couple and their family and friends to reveal the sex.  

In the case of ultrasound, the technology became routinized in prenatal care as well as 

normalized in social experiences of pregnancy despite administrative and regulatory efforts to 

maintain its use and status as a medical artifact only. While this is due in no small measure to its 

diagnostic and medical usefulness, much of the work of embedding the technology in everyday 

life has come from its salient social characteristics, including finding out the fetal sex before 

birth and social desire and pressure on women and couples to reassure them everything is “ok” 

with their baby’s health. Geneticist Abby Lippman describes this phenomenon as an iatrogenic 

effect of testing technology: the ability to know more information about the fetus before birth 

creates the need for the information in order to reassure prospective parents (Lippman 1991). 

Parents’ anxieties about their children’s health is in part created by technology, and may not exist 

otherwise.  

Since ultrasound became a common aspect of prenatal testing, several other technologies 

have become available as well: so-called invasive diagnostic testing that tests amniotic cells, and 

so-called non-invasive screening tests that use maternal blood. Diagnostics include 

amniocentesis (amnio) and chorionic villi sampling (CVS), each of which may cause a 

miscarriage at a rate of roughly 1 in 300. Diagnostic techniques provide the most accurate 

information, testing DNA contained in amniotic cells directly. The range of conditions that 

amnio or CVS can detect is extensive.8 However due to the miscarriage risk, it is not the 

frontline procedure offered pregnant women; most often in the U.S., a pregnant woman will first 

have the option to undergo maternal blood screening procedures, which assess the likelihood her 

fetus may have a genetic condition based on markers in her blood. These tests use blood samples 

taken at two different intervals in pregnancy — 11 weeks and 16 weeks — to screen the fetus for 

a variety of chromosomal and physical conditions: abdominal wall defects, or nervous system 

defects like spina bifida. In combination with the information from the blood screens, women are 

also offered an ultrasound at 16 weeks to measure the fetus’s neck folds, which often indicate the 

presence of Down syndrome. Accuracy rates for these screening tests range from 85% to 95% 

detection, with a false positive rate of 5%.9  If a screening procedure indicates the presence of an 

anomaly, or if a woman’s age or family history indicate the pregnancy is “high risk” she will 

then have the option to undergo an invasive diagnostic procedure. It is typically on the basis of 

these invasive diagnostic procedures that women and parents will make the decision to continue 

or terminate the pregnancy. About 2% of pregnancies in the U.S. involve the use of invasive 

diagnostic procedures.  

 

cffDNA: The rise of non-invasive and market-based testing 
   

The technique to isolate cffDNA in maternal blood and analyze it was first discovered 

and published in 2010, and the first commercial testing platforms came to market in 2011.10 

cffDNA refers to “free floating” cells of fetal DNA circulating in a mother’s blood. The cells can 

 
8 Amniocentesis can detect abnormalities across the 46 chromosomes, in addition to lung maturity, Rh 

incompatibility, neural tube defects, and more. Staff, Mayo Clinic. "Amniocentesis." The Mayo Clinic. 

9 For more information, please see: —. "Quad Screen." The Mayo Clinic. 

10 Lo, Y. M., K. C. Chan, H. Sun, E. Z. Chen, P. Jiang, F. M. Lun, Y. W. Zheng, T. Y. Leung, T. K. Lau, C. R. 

Cantor, and R. W. Chiu. 2010. "Maternal plasma DNA sequencing reveals the genome-wide genetic and mutational 

profile of the fetus." Sci Transl Med 2(61):61ra91. 
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be collected via a blood draw from the mother and the cffDNA can then be isolated from 

maternal DNA for screening. Since 2011 NIPT has grown into a billion-dollar industry, 

projected to pass 2.5 billion USD by 2023.11 Marketing by laboratories first fashioned it as a test 

as easy to complete as a blood draw but as accurate as amniocentesis, without the risks. It is 

currently the only non-invasive genetic fetal test available.12 Because NIPT isolates and assesses 

fetal DNA directly, NIPT vendors claim very high accuracy rates, often “> 99%.”13 Such claims 

blur the line between maternal blood screening procedures, which have been available for 

“normal risk” pregnant women for several decades, and diagnostic procedures, which have 

historically been reserved for “high risk” pregnancies.14  

However, NIPT differs in several critical ways from the adoption of previous prenatal 

testing technology. The first is how NIPT communicates risks; NIPT results are interpreted 

differently from other screening and diagnostic tests available to women. Both amniocentesis 

and maternal serum alpha-feto protein (MSAFP) tests will both come back with a probability — 

say 1 in 500 — that represents the likelihood that a chromosomal anomaly is present in the fetus. 

Based on pre-determined cut-offs, that probability is classified as “high” or “low” risk. This form 

of probability is often called in statistics a “residual risk” or a “true risk.” In contrast, cffDNA 

test results come back with a positive predictive value (PPV) that references the likelihood that 

the test’s results are correct, or incorrect. Thus, a patient might receive a “low risk” result for 

Down syndrome with a statistical likelihood of < 1 in 10,000. This would mean that the lab 

results indicate there is no chromosomal anomaly present in the fetus, and there is a < 1 in 

10,000 probability the test itself is wrong. NIPT results do not deliver a patient’s true risk but 

rather report on the likelihood that the test is or is not correct. Most tests any patient will 

encounter in medical care will return a residual or true risk analysis, as opposed to the two-step 

process of interpretation that NIPT requires.  

To further complicate the matter, each chromosomal anomaly that a NIPT platform 

screens for has a different PPV, which is the percent likelihood that that the test is correct. For 

most cffDNA platforms, the test is highly predictive for Down syndrome — the PPV is around 

99%. Thus, one can be fairly certain that a low-risk or negative test result for Down syndrome is 

a true negative, and not a false negative; likewise you can be sure that a high risk or positive 

result is a true positive. Yet for other chromosomal anomalies that cffDNA platforms screen for, 

the PPV of the test is lower. 15  Follow up diagnostic testing would then need to be performed.  

 
11 For more information, please see: Tamboli, Irfan. 2020. "US Non-invasive prenatal testing (NIPT) market growth 

rate by applications 2018 to 2023." Pp. Press Release: Market Watch.  

 

13 See, e.g. Ariosa’s FAQ page for their testing panel Harmony: 

https://harmonytest.com/content/dam/rochesequence/harmony/US/resources/Harmony%20Patient%20FAQs.pdf. 

Accessed June 1 2020.  

14Until 2016, the American College of Obstetrics and Gynecology, recommended diagnostic procedures be offered 

only for pregnancies at a high risk for fetal aneuploidy including those in which a woman is:  over the age of 35 at 

estimated due date; has a history of previous fetal aneuploidy in pregnancy; a family history of inheritable 

aneuploidy. ACOG changed their practice guidelines to recommend all pregnant women be offered diagnostic 

procedures regardless of age in practice bulletin 162. Gynecologists, American College of Obstetricians and. 2016. 

"Practice Bulletin: 162: Prenatal Diagnostic Testing for Genetic Disorders." Obstetrics and Gynecology 127. 

15 At the time of my research in NIPT (roughly 2014-2017), several genetic counselors discussed with me the 

variations in PPV for different aneuploidies, ranging from 60%-90%. Published statistics available in Gil, M. M., M. 

S. Quezada, R. Revello, R. Akolekar, and K. H. Nicolaides. 2015. "Analysis of cell-free DNA in maternal blood in 

screening for fetal aneuploidies: updated meta-analysis." Ultrasound Obstet Gynecol 45(3):249-66.  

https://harmonytest.com/content/dam/rochesequence/harmony/US/resources/Harmony%20Patient%20FAQs.pdf
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Accuracy drops even further for conditions caused by what are known as sex 

chromosome anomalies (SCAs).16 These can cause conditions such as Turner Syndrome, 

Klinefelter Syndrome, or Triple X syndrome. SCAs are particularly complex because they have 

variable genetic penetrance – which means a mutation may not always result in any kind of 

medical condition. A child may never show any kind of symptoms, or they may show several; 

these may or may not be the root cause of manageable health issues, or they can just exist in the 

background of someone’s life.17 However, studies indicate that knowing about genetic 

differences with variable penetrance in their children can cause deep ambivalence and confusion 

for parents who aren’t sure what to do with the information.18  

Unlike a majority of laboratory tests that a patient may be offered prenatally — for 

instance, a blood glucose test — NIPT has been developed and thus marketed along proprietary 

tracks. Most laboratory tests have been developed with NIH funding, meaning that the ability to 

test for something like blood glucose has not been patented for exclusive use by any particular 

company. In contrast, cffDNA screening research was not funded initially by NIH, and instead 

developed solely within industry; each company working on cffDNA screening has thus 

developed its own techniques for sequencing and their own platforms for testing (i.e. what tests it 

offers to patients). This has twofold impact on how NIPT is used. One is that it has been 

marketed directly to patients and doctors. This means that patients are often aware of the test 

prior to speaking with a doctor or genetic counselor, and often request the test, driving uptake.  

The second is that clinical trial outcomes of cffDNA screening has been more opaque than is 

typical for many laboratory tests; many of the trials establishing test ability to accurately detect 

genetic anomalies were organized, paid for, and published by the companies themselves. As 

independent testing has happened in the past few years, it has come to light that the PPV and 

negative predictive values (NPV) for many of the conditions offered by NIPT companies have 

far lower rates of detection and accuracy than advertised.19 While detection of Down syndrome 

 
16 Sex chromosome aneuploidies are defined by an abnormal number of sex chromosomes, for instance XXY, XXX, 

X or XYY mutations. “SCA are associated with very variable cognitive, psychiatric and neurological outcome. For 

example, it has been documented that the intellectual capacities of individuals with Klinefelter’s syndrome 

(47,XXY) range from below average to gifted intelligence quotient (IQ). Numerous individuals with 47,XXY 

display no cognitive or behavioral deficits, highlighting the variability of this phenotype.” Le Gall, J. Nizon, M. 

Pichon O. et al. 2017. "Sex chromosom aneuploidies and copy number variants: a further explanation for 

neurodevelopmentla prognosis variability?" Eur J Hum Genet 25:930-34.  

17 “Reduced penetrance and variable expressivity are factors that influence the effects of particular genetic 

changes… Penetrance refers to the proportion of people with a particular genetic change (such as a mutation in a 

specific gene) who exhibit signs and symptoms of a genetic disorder. If some people with the mutation do not 

develop features of the disorder, the condition is said to have reduced (or incomplete) penetrance… Although some 

genetic disorders exhibit little variation, most have signs and symptoms that differ among affected individuals. 

Variable expressivity refers to the range of signs and symptoms that can occur in different people with the same 

genetic condition. For example, the features of Marfan syndrome vary widely— some people have only mild 

symptoms (such as being tall and thin with long, slender fingers), while others also experience life-threatening 

complications involving the heart and blood vessels. Although the features are highly variable, most people with this 

disorder have a mutation in the same gene.” For more, please see: U. S. National Library of Medicine, National 

Institute of Health. 2020. "What are reduced penetrance and variable expressivity?" in Genetics Home Reference: 

Your Guide to Understanding Genetic Conditions.  

18 For more,  Stefan Timmermans and Mara Buchbinder explore the experience of parents whose newborns are 

diagnosed with genetic conditions with variable penetrance and expressivity in Buchbinder, Stefan Timmermans; 

Mara. 2013. Saving Babies? The consequences of newborn genetic screening. Chicago: University of Chicago Press. 

19For instance, Gil et al performed a meta-analysis of peer reviewed NIPT studies and found that “The performance 

of screening for trisomies 18 and 13 and sex chromosome aneuploidies is considerably worse than that for trisomy 

21.” Gil, M. M., M. S. Quezada, R. Revello, R. Akolekar, and K. H. Nicolaides. 2015. "Analysis of cell-free DNA 
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is particularly accurate and close to 99%, this is not the case for other conditions, which have  

lower PPV values. However, the 99% associated with accuracy for Down syndrome is used to 

advertise for all conditions being marketed; the elision makes it appear that the test is more 

accurate than independent trials have shown it to be (across brands and platforms). Thus interest 

and uptake have been driven by the market.  

Similar to ultrasound, NIPT can detect fetal sex very early on in the pregnancy at 10-11 

weeks. This is at least 2 months earlier than sex would be detected by the 19-20 week ultrasound 

anatomy scan where women might otherwise find out fetal sex. This has been a large marketing 

point aimed at patients as well, as it is a significant difference between NIPT and existing blood 

screening tests such as MSAFP or quad screens, which cannot detect fetal sex. Combining claims 

of 99% accuracy and fetal sex detection has allowed NIPT advertising to blur the lines between 

being a diagnostic test and a screening test and has helped position it as a replacement for 

amniocentesis, despite the variable accuracy and described above and reduced breadth of testing. 

NIPT does not yet test for things like spina bifida and abdominal wall defects like blood serum 

screening does, and does not yet detect the variety of things that amnio or CVS can.  

 

Products of Procreation: shifting expectations in pregnancy  
 

Both ultrasound and NIPT are part of the new medical cadre of activities responsible 

mothers undertake to ensure the best birth outcomes. As more families choose to have fewer 

children, more attention has been placed on the 1-2 children that make up a typical nuclear 

American family. Babies have come to be viewed as “products” themselves: the product of a 

pregnant woman who responsibly follows medical, legal and social guidelines to reduce ambient 

risks in pregnancy. While advice for women on what to do, eat, and think about while pregnant 

has always existed (Hardyment 1983), as pregnancy has become increasingly medicalized, 

women have received more scrutiny from the medical establishment and public health campaigns 

to modify their behavior to eliminate even the most minor and conservative risks to their fetuses 

(Marshall and Woollett 2000).  

Because very few health events are considered as uncertain as conception, pregnancy, 

and childbirth — an area of health where it is still unknown, for instance, why women go into 

childbirth when they do - risk discourses have embedded themselves in pregnancy as it has 

become an increasingly medicalized practice. Viewing pregnancy as an inherently uncertain and 

thus risk-laden event places on women the responsibility to manage those risks. Hence, modern 

prenatal care is largely an exercise in risk management; women undergo a battery of tests to 

ascertain blood glucose levels, iron levels, and whether they are carriers for hereditary diseases, 

as well as tests for hepatitis, STDs, and in some States alcohol, narcotics, and recreational drugs. 

They are advised not to eat a variety of foods to reduce the risks of listeria and foodborne 

illnesses, not to use hot tubs to reduce the risk of over-heating, not to touch alcohol for risk of 

fetal alcohol syndrome, not to travel at various moments in pregnancy to reduce radiation risks, 

not to work at jobsites where they may encounter radiation, to avoid caffeine lest the baby’s 

heart rate increases, not to use a variety of prescription or over the counter medicines because the 

 
in maternal blood in screening for fetal aneuploidies: updated meta-analysis." Ultrasound Obstet Gynecol 45(3):249-

66.  Additional data on the history of NIPT research and initial industry-funded studies are from conference 

proceedings and discussion with clinical leaders involved in meta-data analyses of cfDNA  results at University of 

California, San Francisco: Norton, M. 2016. "Prenatal Diagnosis: Past, Present and Future." in Center for 

Transdisciplinary ELSI Research in Translational Genomics. University of California, San Francisco.   
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risks to the developing fetus are unknown; the list goes on. A woman’s actions while pregnant 

are increasingly not seen as her own; they are very often viewed through the lens of how they 

impact her fetus.20  

Changes in how pregnancy and the products of childbirth were viewed in the U.S. 

happened alongside a growing field of genetics and genetic testing, marking a shift into the 

“biomedicalization” of health, as coined by Adele Clark. Biomedicalization is marked by the 

valorization of information as “medicine,” in contrast with views of medicine as a healing art 

(Webster 2016). According to medical anthropologists, medicine has increasingly taken on the 

language and practice of biology, and has become informaticized in its delivery and 

management, with medics shifting from healers to technicians (Clarke et al. 2003). Some of the 

biggest shifts Clark et al. identify between medicalized practices and biomedicalization is the 

immense focus placed on treatment of risks as opposed to treatment of illness and disease; health 

governance as “problem-defining” as opposed to problem-solving; and risks and diseases being 

conceptualized at the level of genes and molecules as opposed to organs and cells (Clark et al. 

2003).   

In this context, genetic knowledge is cast as a form of care in itself; it is less the result of 

a need to “find” risks, but an invention that is the result of problematizing the need to manage 

uncertainty in health care. Genetic tests constitute a “specific promise of certainty” by conveying 

the impression of accuracy and a lack of arbitrariness (Lemke 2004). Yet this equation proves to 

be somewhat illusory. The field of genetic testing creates uncertainty that it then purports to 

solve; knowledge of genetic risk itself generates ethical, social, and psychological risks which 

would not exist without such knowledge (Lemke, 2004). The appearance of objective certainty 

delimits a realm within which “responsible” citizens operate to mitigate health risks and their 

own uncertain future health. This conceives of a new form of autonomous subject within the 

healthcare system, one no longer a passive recipient of medical advice, but an active seeker of 

information and consumer of testing devices and services (Petersen 1996) (Lemke 2004).  

In the context of prenatal screening and diagnosis, risk discourses in the medicalized 

pregnancy promote women’s self-surveillance and pre-detection of genetic differences (Rothman 

1986) (Rapp 1998).  For instance, epidemiologist Abby Lippman argues that to claim that these 

technologies are necessary because they provide reassurance to women is “rhetorical 

camouflage” that  “hides the iatrogenic nature of ‘need’ by failing to ask whether reassurance 

would be sought if an outsider had not first decided that certain women were at risk and that the 

condition for which the risk existed warranted diagnosis before a baby with it is born” (Lippman 

1991). Just as we can think of genetic knowledge as creating the very health uncertainties it 

claims to resolve, the idea that a woman needs reassurance of her fetus’s health is largely created 

 

20 One recent example is Center for Disease Control (CDC) guidance in 2016 which 

recommended any woman who was sexually active and not on birth control not consume alcohol 

at all, to prevent any possible exposure of a developing embryo to alcohol. This recommendation 

caused a major backlash, yet CDC defended its recommendation on the basis of minimizing risk 

to a nascent pregnancy see Victor, Daniel. 2016. "C.D.C. Defends Advice to Women on 

Drinking and Pregnancy." in The New York Times. Further examples of these types of 

recommendations can be found in a variety of forms: popular pregnancy books such as the 

classic “What to Expect When You’re Expecting” by Heidi Murkoff and Sharon Mazel (2016) 

Workman Publishing: New York, NY; or American Pregnancy Association advice for pregnant 

women found at https://americanpregnancy.org/healthy-pregnancy/.  
 

https://americanpregnancy.org/healthy-pregnancy/
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by the technologies and constellation of risk factors that will then provide her with reassurance 

(or perhaps not).  

From this conglomeration of social and technological changes, expectations have shifted 

towards viewing prospective mothers as risk managers, responsible for minimizing their fetus’s 

exposure to a variety of potential harms, however small they may be. And to be effective risk 

managers, women need to be educated on the varieties of risks in the world; they must be 

information-seeking in addition to risk-managing. Hence, even though only 4-5% of pregnancies 

are impacted by a health anomaly, a large majority of women are offered or encouraged to use 

screening tests to assess their fetuses. While women in the first 20 weeks of pregnancy will only 

see a prenatal care provider about once a month for checkups (about 4 times total) she will visit 

the lab for prenatal screening far more frequently. Under the screening guidelines recommended 

by the ACOG -- quad screening with nuchal translucency and a 19-week anatomy scan -- she 

will go to a lab for blood draws or ultrasounds perhaps 5 times to screen for a relatively rare fetal 

anomaly. An equal if not larger amount of effort is made to gather information as it is on care. 

 

Ethics, Law and Consent in Medicine 
In the same timeframe as the cultural changes just outlined, a new field of bio- and 

medical- ethics (here on out “bioethics) emerged at the junction of several different professions: 

law, medicine, philosophy, and scientific research. Initially affiliated with Kennedy Center for 

Ethics at Georgetown, the movement incorporated philosophy — mainly Kantian ethics — into 

medical issues (Scher and Kowloska 2018). There are a variety of views on the history of 

bioethics, but scholars typically consider its foundations to come from several key movements in 

the late 1960s and 1970s that addressed the gap between what medicine and technology could 

do, and how, ethically, people ought to be treated as patients (Baker 2013b). Some of those 

movements include the rapid increase in the developments of medical technology (including 

genetic knowledge) and the ability to treat novel diseases and conditions; growing advocacy for 

consumer rights, and the activist Berger court liberalizing medical intervention at the beginning 

and end of life: conception, abortion, and the “right to die” (Scher and Kowloska 2018) 

(Rothman 1991).  Personal autonomy, human dignity, and medical beneficence became the 

backbone of ethical inquiries into medical and scientific advances. For the purposes of this study, 

the focus on informing patients or prospective research participants of the benefits and risks of a 

medical procedure, and allowing them to play a role in the decision-making process, became 

foundational to the effort to protect personal autonomy.  

The belief that patients ought to be free from coercion in decision-making, and ought not 

to be forced to endure a medical procedure against their will, are some of the aims of protecting 

autonomy via informed consent (Faden and Beauchamp 1986). Historian David Rothman links 

the processes of informed consent and the importance bioethics places on personal autonomy as 

legal concepts inspired by concurrent movements to liberalize civil rights, consumer rights, and 

reproductive rights in the law. Indeed, the first use of the concept of informed consent can be 

traced to a torts case, Salgo v. Leland Stanford Junior University.21 Rothman argues that legal 

advocates for patients adopted the terms of patient rights and patient autonomy as a way to push 

back against paternalism in medicine: “All the movements [at this time] subscribed to a fierce 

anti-paternalism, a dogged rejection of the principles of beneficence and the persistent 

 
21 Salgo v. Leland Stanford University Hospital 154 Cal. App. 2d 560 (1957). Patient was paralyzed from a new 

diagnostic treatment and argued that the doctor had been negligent in not warning him that there was a risk of 

paralysis. Establishes a need to disclose information. ‘Informed’ is added to the notion of consent.  
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determination to let constituents speak for themselves and define their own interests. Autonomy 

and consent became the bywords (Rothman 1991).” 22  

Bioethics grew in power and influence in medical practice as the line between what was a 

medical issue and a legal issue was blurred by landmark “right to die” cases (e.g. In re: Quinlan) 

in which courts became actively involved in medical decisions -- intervening in medical 

processes to give patients and their advocates more leverage to push back against medical 

authority.23 Indeed, Rothman claims in the Afterword to “Strangers at the Bedside” that while 

bioethics as a field is rooted in Kantian ethics, it is more aptly understood as a legal movement in 

medicine:  

 

“[the] most effective leadership, in terms of defining goals and securing practical results, came 

from the law. One example basic to the principle of autonomy is its emphasis on informed 

consent…the idea, after all, was born in a court, owes practically nothing to traditional 

medical ethics … And consent fits rightly with the other critical features of the autonomy 

paradigm: the formality in medical decision-making: the increased dependence on state and 

federal regulations; the novel focus within health care institutions on rules; and an unprecedented 

insistence on written, signed documents.” 

 

Pre-emptively requiring informed consent for medical procedures became a new, physical 

artifact representative of these legalistic and bureaucratic, and patient-empowerment, changes in 

medicine.  

 

Problematizing Informed Consent in Organizations 
 

From an organizational perspective, this bureaucratic and legalized framework for 

medical care is tightly woven with legal liability. While these practices may have derived from 

medical- and bio-ethics as ways of preserving patients’ rights and autonomy, they serve the 

additional purpose of managing legal and organizational risks. In the context of prenatal testing, 

one of the obstetric profession’s most commonly litigated issues is wrongful birth lawsuits, in 

which a child is born with a genetic or medical condition that might have been detected before 

birth. Depending on the circumstances, the plaintiff parent(s) may argue that they were not 

offered available testing, received incorrect results from their prenatal testing, or were not 

properly counseled regarding their results, and would have terminated the pregnancy had they 

 
22 Medical practice in the U.S. prior to the advent of bioethics was dominated by a ‘doctor knows best’ mindset; 

patients were often not given many -- if any -- options in their medical decision-making, and women in particular 

were expected to defer to the advice of their physician, or their husband. Doctors were expected to take the burden 

of decision-making from patients, and chart a course for care based on their knowledge and expertise, and not 

necessarily in conjunction with their patients’ wishes. For more, see Baker, Robert. 2013a. Before Bioethics: A 

History of American Medical Ethics fro mthe Colonial Period to the Bioethics Revolution. Oxford, UK: Oxford 

University Press.  

23 In these cases, comatose patients’ family members or advocates appealed to courts as a means to remove life 

support for loved ones in a persistent vegetative state when hospitals refused. See, In the matter of Karen Quinlan, 

an alleged incompetent, 70 N.J. 10; 355 A.2d 647 (1976). Baker for instance directly ties the New Jersey Supreme 

Court’s directive that doctors in this case not be held liable by any hospital “ethics committee” as a catalyst for 

hospitals to establish ethics committees, and for ethics to become a required component of medical education —. 

2013b. "Explaining the Birth of Bioethics, 1947–1999."274-318. 
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been adequately informed. 24 Because wrongful birth is essentially a negligence claim against the 

medical practitioner, standards of care in obstetrics are an important metric in establishing 

liability: a wrongful birth case is strongest if the test in question is considered, or can be 

successfully argued to be, the standard of care in pregnancy (Goldstein 1997).  

When a new technology comes to market for prenatal testing, professional associations 

like The American College of Obstetricians and Gynecologists (ACOG) look at clinical data for 

accuracy and sensitivity and set out guidelines for its use. These guidelines are effectively 

considered the new standard of care for insurance providers, who base their coverage for the 

procedure on these guidelines; like prenatal care providers, insurance companies could similarly 

be liable in a wrongful birth case if they do not cover a test that would have screened for a 

genetic condition. Clinical utility assessments don’t play the only role, however, as the 

availability of new testing technology also presents new legal risks to members of professional 

societies like ACOG or American College of Medical Genetics (ACMG); if they do not offer 

these tests, and medical harm cannot be demonstrated from their use, then it opens individual 

members to liability risks (Chachkin 2007). Hence professional associations also seek to protect 

their members from liability when they publish their guidelines.25  

These legal concerns have had a large impact on the uptake of cffDNA. Especially 

regarding technology use in pregnancy, the field of obstetrics has experienced what one group of 

medical sociologists term “standard of care sprawl” (Spector-Bagdady, De Vries and Harris 

2017).  This term refers to a cycle in which technology becomes standard of care based on the 

cumulative effects of professional guidelines, legal risk, and medical perceptions of 

technological utility that may be unfounded: essentially, that in the high legal risk field of 

obstetrics, technology has historically been folded into care on the basis of following perceived 

standards of care (real or not) as a way to reduce legal risks, but not explicitly for medical 

benefit. 

When a new technology like cffDNA enters the medical field, it de-stabilizes established 

standards of care, creating uncertainty in the legal and market environment. The mechanisms of 

determining standard of care are difficult to articulate — by most accounts it is an opaque affair 

that comes about through some combination of providers networking at conferences, publishing 

papers, and discussing their experiences within a standards-setting body (Chachkin 2007). The 

 
24 For an excellent overview of this extensive area of tort law, please see: Hensel, Wendy. 2005. "The Disabling 

Impact of Wrongful Birth and Wrongful Life Actions." Harvard Civil Rights and Civil LIberties Law Review 40. 

For discussion in the context of newer genetic tests, please see: Pergament, D., and K. Ilijic. 2014. "The Legal Past, 

Present and Future of Prenatal Genetic Testing: Professional Liability and Other Legal Challenges Affecting Patient 

Access to Services." J Clin Med 3(4):1437-65. 

25 For instance, Chachkin describes: “In the early 1980s, ACOG stated that "routine maternal serum AFP screening 

of all [pregnant women) is of uncertain value." The organization was concerned that, without widespread 

availability of high-quality laboratory, counseling, ultrasound and amniocentesis services, "MSAFP could simply 

increase cost and parental anxiety … and possibly lead to unnecessary abortions."' In other words, ACOG argued 

that MSAFP screening should not become the standard of care until “a coordinated system of care that ... provide[s] 

a safeguard essential for ensuring prompt, accurate diagnoses and appropriate follow-through services" exists. 

Nevertheless, in 1985, before such a system was in place, ACOG's Department of Professional Liability issued an 

"Alert" entitled "Professional Liability Implications of AFP Tests."' In a climate of heavy malpractice litigation in 

obstetrics, the Alert declared that it was "imperative that every prenatal patient be advised of the availability of this 

test and that [member physicians'] discussion about the test and the patient's decision with respect to the test be 

documented in the patient's chart." As a result, MSAFP screening for Down syndrome became the standard of 

care.”Chachkin, Carolyn Jacobs. 2007. "What Potent Blood: Non-invasive prenatal diagnosis and the transformation 

of modern prenatal care." American Journal of Law and Medicine 33. 
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process of determining standard of care is thus highly uncertain and ill-defined. As sociologists 

of organizations and law in organizations have addressed, organizations in an uncertain legal or 

regulatory environment (such as those implementing new genetic technology in pregnancy) build 

institutional structures to minimize potential risks (Dimaggio and Powell 1983). When tests 

become standard of care, it opens physicians, hospitals and care organizations to liability. Thus 

new tests like cffDNA might be adopted despite internal concerns about its use: it is legitimated 

externally by a national guiding body like ACOG, and following their guidelines “reduces 

turbulence and maintains stability” in an unclear legal environment (Dimaggio and Powell 

1983). Healthcare risk management and administrators respond to new technology like cffDNA 

by making sure tests are available, but not mandatory or prohibited -- in other words creating 

system through which patients are educated about their options for testing, but through which 

they are not coerced to engage in testing: an informed consent process. 

But the ways organizations frame the implementation of a practice like patient education 

and informed consent may significantly change the meaning of said practice: the “myth” of an 

institutional practice, office, or technology may be maintained, but not always the substance 

(Meyer and Rowan 1977) (Edelman 1992).  Edelman et al.’s work elaborates on this claim, 

showing that how an organization interprets and adopts legislation (or an institutional practice 

writ large, like informed consent) can endogenously change the meaning of that practice 

(Edelman et al., 2011). How diversity, for instance, is promoted within an organization can come 

to define what legal diversity is to workers in that organization, field, and the judicial system 

alike (Edelman, Riggs Fuller and Mara-Drita 2001). Diversity offices tasked under equal 

employment law with increasing diversity in the workplace interpreted “diversity” in ways that 

aligned more with organizational interests. Some interpreted diversity so broadly (including 

geographic and educational diversity, for instance) that it nullified the goal of increasing 

representation of historically underrepresented classes, hindering the achievement of the legal 

aims of the regulations. Without policy specifications, organizations were able to decouple 

practices from their legal aims by changing the on-the-ground meaning of diversity both legally 

and socially, as well as constructing legal legitimacy and compliance (Edelman 1992).  

Analogizing to the healthcare context, processes like patient education and informed 

consent may similarly be only “loosely coupled” with their purported aims. Such an issue was 

observed by medical sociologists studying the implementation of California law mandating the 

offer of prenatal screening to pregnant women. In the late 1980’s, the California Department of 

Public Health (CDPH) legislated that all women be offered maternal serum alpha feto-protein 

testing (MSAFP), a maternal blood test to detect neural tube defects. Institutional policies at a 

variety of HMOs led to a near universal uptake of MSAFP in California, in contrast with a 

national average of 60% (Press and Browner 1997).  Despite the high use of the test, many 

women interviewed by medical anthropologists were not aware that the test was entirely 

voluntary, nor were a majority aware of what the test’s purpose was, despite the informed 

consent protocol mandated by CDPH legislation. 

Press and Browner’s study demonstrates how organizational imperatives of avoiding 

liability impacted clinical care and interactions between patients and care providers. For instance, 

at one site,  

“…memos stamped with the slogan "Think AFP" urged providers to develop "an AFP 

consciousness"; at another, the lab technician had a special calendar file which alerted him when 

a patient was nearing the end of the time when she was eligible for the screening test. The third 

site employed a special monitor among whose functions it was to phone women who had missed 
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scheduled AFP appointments in order to address any reservations they might have about the test. 

Thus, for example, women who expressed reservations about the test because they would not 

terminate a pregnancy for any reason were categorized as having misinformation and told about 

other reasons to undergo AFP screening, such as advance delivery room preparation, were a 

problem to be uncovered. In cases such as these, the distinction between informing women and 

persuading them seemed blurred, and is likely to have contributed to the high rates of AFP 

acceptance we observed (205).” 

 

These data show how organizational imperatives shaped the implementation of 

regulations, decoupling the effect of informed consent from its intended purpose. In the HMO 

described above, medical staff routinely expressed that it was better for women, themselves, and 

the organization as a whole if women assented to testing. To that extent, discussions of testing 

were often sandwiched in between other blood work and forms that were not voluntary, and were 

not expressly called out as voluntary. The de-coupling of patient education and informed consent 

from the intended policy or “mythological” aims shifted the meaning of these practices: 

informed consent constituted signing the form, and not necessarily the explanation or weighing 

of risks and benefits of testing; patient education consisted of informing the patients the test 

existed and not necessarily what testing could turn up or what it would mean for the pregnancy. 

When it was re-inscribed within the context of organizational legal risk, what was meant to be 

protected by legislation — women’s autonomy to forego testing — was nullified.  

 

Meaning Making in Organizations 
 The data that came out of Press and Browner’s ethnography highlight healthcare 

organizations as an important site for meaning making in medical care. How organizations 

interpret laws and legal risk when making policies, and as a result make meaning in everyday 

practices, has been studied in other forms of organizations by sociology of law, although not 

explicitly in healthcare organizations. Furthermore, little work has looked explicitly at the 

processes through which organizations manage new technologies, including the legal and market 

repercussions inherent in how organizations implement said technologies, and how 

implementation constructs social meanings. Steven Barley describes technology as an 

opportunity for the rearrangement of power relations (Barley 1986); not only does a new 

technology like NIPT de-stabilize established norms for medical professionals, but it is also a 

moment in which other relationships may be re-constructed. As previous discussion in this 

Chapter alludes to, social constructions of motherhood are imbricated within the norms of 

prenatal testing socially, medically, and as this project aims to show, legally and organizationally 

as well.  

Understanding the relationships of power that contextualize the use of NIPT is a window 

into understanding some of the problems with and solutions to contemporary culture of 

motherhood. Previous studies in healthcare organizations paved pathways to studying how this 

happens relationally between people, and at the mezzo-level within organizations where women 

receive care. Carole Heimer’s work in neo-natal intensive care units highlights how healthcare 

organizations must contend with many forms of rules, laws, and authority: actors within these 

organizations, including clinicians and staff, must navigate multiple sets of orders that may 

include professional medical rationales and norms, legislation or legal concerns, and the role of 

the family in decision-making. Her study of a neonatal intensive care unit (NICU) argues in part 

that decision-making for NICU patients came down to the institutional identity (e.g. state 
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representatives, doctors, or family members) of who was present at the time of decision-making: 

the institutional “toolkit” actors were working with framed the problem and its resolution. The 

ability to frame the question of whether to perform a blood transfusion on an infant as either a 

medical issue or a family issue determined its resolution (Heimer 1999).  

In Heimer’s work however, institutional actors are viewed as only enacting institutional 

arguments in line with their institutional affiliation. Sauder and McPherson add nuance to this 

work by arguing that institutional actors use a variety of logics, frames, and schemas to achieve 

different goals — as they argue, actors are not locked into one set of institutionalized norms, but 

use them fluidly to achieve their aims. For instance, lawyers in juvenile court relied on a variety 

of institutional logics to make arguments for their clients, moving fluidly from one logic to 

another depending on their goals (McPherson and Sauder 2013).  

This body of literature sets the groundwork for exploring the organizational space around 

NIPT use, particularly as new policies for its use are being negotiated. Organizational actors in 

healthcare have multiple institutions and logics to choose from to achieve their aims. These 

logics may carry contradictory meanings of the same actions however: as I’ll discuss more in 

Chapter 3, for instance, spending lots of time educating a patient about NIPT technology might 

be a desirable outcome under a bioethics logic because it promotes patient autonomy in decision-

making, but it might be an undesirable outcome under a market-based logic if it leads to 

inefficiencies (real or perceived). Which logics prevail in the creation of policy around NIPT 

thus impacts the meaning of the work practitioners are engaged in. It also impacts how patients 

understand and experience a new technology like NIPT. Understanding the policy creation 

process is as important as understanding the policy outcomes, thus this study asks how 

institutional logics shape organizational policy-making around NIPT.  

This approach calls for looking at institutions and logics from an agentic level, best 

addressed by newer work in institutional theory which looks at how people make sense of broad-

scale institutionalized concepts and use them in everyday work and decision-making. According 

to institutional theory, macro-level social Institutions dictate the “rules of the game” — often 

unwritten or unspoken expectations for behavior that are a taken for granted as part of daily life. 

Institutionalized rules can be thought of as “classifications” built into society as mutually 

understood “typifications” or interpretations that are either taken for granted or enforced by law 

(Meyer & Rowan, 1977). Once a “social process, obligation or actuality” comes to take on a 

rule-like status in social thought and action, it can be considered “institutionalized.” But these 

“rules” don’t just exist outside the bounds of society, exerting top-down influence on behavior; 

newer work in institutional theory argues that people embody or “inhabit” institutional meaning, 

re-shaping and making different meanings in their everyday work and life. Hallett and Ventresca  

argue in their conception of inhabited institutions that people are not “mere carriers” of logics 

and scripts, but play an important role in re-constituting these ideas (Hallett and Ventresca 2006). 

To understand how institutional logics operate in actual organizations, they argue we need to 

observe social interactions between organizational members as they make sense of, constitute, or 

sometimes contest such logics. Together, this work demonstrates the need to understand in fine-

grained detail how organizations make decisions about new technology use, specifically how 

they contend with forming organizational policies that take into account their own organizational 

sphere and needs, the legal context, and the markets in which technology is developed.  
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Research Questions 
 

This dissertation is an ethnographic and qualitative study of how healthcare organizations 

construct and enact policies on the use of new and developing healthcare technologies, and how 

such policies construct the context for decision-making regarding these new technologies.  The 

study was initially conceived of as an extension of Press & Browner’s ethnographic work from 

the 1990’s (see Section ___) as a way to continue looking at education and consent processes as 

prenatal testing developed. It was particularly inspired by the ethical conundrum that their study 

revealed — that despite the best intentions of law and organizations, sometimes patient choice 

and autonomy is derailed; sometimes outside demands, institutions, and structures work against 

our legal and ethical ideals. Thus, this dissertation looks not only at the impact of organizational 

policies, but also how they are conceived: what institutional logics inform their creation? How 

are the needs and responsibilities of women cum mothers conceptualized in these logics?  

I was given the perfect opportunity to understand these processes as my study site, 

“Organization,” was re-thinking their NIPT policies when transitioning NIPT use from the 

genetics department to general obstetric care. This allowed me to ethnographically follow the 

process of policy creation and its impact on the ground from two interlocking perspectives: 1) 

how actors in organizations used various institutional logics to negotiate the meaning of new 

technologies in policies, practices, and routines; and 2) how the logics that organizational actors 

use construct the social meanings of patient education, patient autonomy, and the purpose of 

NIPT use.  

Tracing this process reveals how informed consent for NIPT was decoupled from its 

intended aims as envisioned in bio- and medical-ethics, and as it had formerly been implemented 

in the Genetics Department. As I demonstrate, decoupling happened because of a change in 

institutional logics when NIPT use moved between departments. When the logic changed, patient 

needs, interests, and identity were conceptualized around different frames of motherhood. The 

encompassing changes in how the new NIPT system was constructed shed light on why it 

matters which logic is used in organizational policy-making:  the resources and care available to 

women change as a result of how their needs and responsibilities are conceptualized. 

 

Chapter Plan 
 

In Chapter 3: Shifting Work I focus on the shift in logics that occurred during the transition from 

Genetics to Obstetrics, showing that the work of NIPT education and counseling did not simply 

move from one department to the other, but changed considerably in the process.  I address the 

differences between how counseling occurred in the two departments as a “gap” between the 

ideal version as enacted in Genetics, and the reality of the work in a general practice department. 

Into this gap new meanings and practices are formed, many of which entailed a change in the 

imagined patient around whom the organizational system was constructed.    

 

In Chapter 4: Shifting Risk, I describe what happens when Organizations come first and when 

their needs are prioritized over patients’ needs. Using data from transition committee 

deliberations over how to communicate NIPT results, I highlight the way the locus of risk shifts 

from the patient to the organization. Critically I show how information was conveyed intending 

to manipulate the outcomes of patient actions in ways that promoted the organization’s interests 

in managing liability risks and improving efficiency. 
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In Chapter 5: Assembly Line Consent, I use ethnographic observations and interview data to 

detail the significant changes the transition meant on the ground for women. Education for NIPT 

became more variable and site- and provider- specific:  assessment for consistency and 

thoroughness wasn’t built into the system, it instead relied on patient self-education and self-

reporting by patients if confusion led them to call the Genetics department with questions. 

Furthermore, in-person education sessions by OB clinicians were often reliant on stock phrases 

that cut out much of the nuance in the substance of education as it had taken place in Genetics. 

These changes placed the onus on women to clarify questions in their own time, and placed the 

onus of receiving cold-calls on women.
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Methods 
 

Research Questions 
This study set out to answer a set of questions about how organizations create policy 

around the use of cffDNA in prenatal testing, specifically the education and consent process for 

patients. How would organizations present the risks or benefits of testing? How would the 

purpose of testing be communicated to patients? How would they find out about their results and 

what those results mean for their pregnancy moving forward? What impact would these policy 

decisions have the resources and care available to women when making decisions about testing? 

To answer these questions, I ethnographically traced the process of policy creation and its impact 

on the ground by (1) observing how a policy committee dedicated to moving NIPT from a 

Genetics department at a regional healthcare organization to its Obstetrics department made new 

policies on NIPT use, and the (2) observing the impact of these new NIPT policies on “the 

ground” at local Obstetrics clinics. By tracing the policy formation-to-implementation process, I 

was able to understand: 1) how actors in organizations used various institutional logics to 

negotiate the meaning of new technologies in policies, practices, and routines; and 2) how the 

logics that organizational actors use construct the social meanings of patient education, patient 

autonomy, and the purpose of NIPT use.  

 

Fieldwork 
 

Relational Ethnographic Approach 
 Although I conducted my ethnography in a single organization and examined particular 

groups within it, my objects of inquiry are not places or groups, but social processes. I found that 

understanding social processes and meaning making was best approached through a relational 

ethnography; Desmond argues that relational ethnography may focus on (among other things) 

"relational processes of interaction between and among identities" (Desmond 2014) .  For 

instance, by studying a process like eviction (as opposed to one or more groups involved, like 

evicted tenants), one can understand the courts, laws, social values, and other actors (like 

landlords) that create the concept of eviction: the power dynamics that make such an action 

possible and plausible (Desmond 2014).  

A relational ethnography of processes thus serves as a means for understanding the 

micro-dynamics that mediate power relations and action between large-scale institutions, their 

embedded logics and frames, and the actions and decisions they make possible for individual 

actors. In short, a relational ethnography is an excellent approach for understanding processes of 

institutional and organizational meaning making. This relational ethnography explores the 

processes through which a policy was constructed, and then the pathways through which that 

policy was made sense of and experienced by staff and patients amidst the constitution of 

different institutional logics at Organization. 

 

Setting: the NIPT Transition Process at HealthCorp 
I followed a new policy regarding NIPT use at HealthCorp Northern California from its 

creation in policy committee to its implementation in obstetrics clinics. The study took place 
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during a time when NIPT use was viewed as problematic, and its status was in flux. The specific 

policy transitioned NIPT from its previous home in the Genetics Department to Obstetrics 

practices. The committee’s purpose was figuring out new ways of using NIPT at HealthCorp: 

under previous practices, pregnant patients over the age of 35 at their expected due date were 

referred by their prenatal nurse, midwife or obstetrician to the genetics department to discuss the 

option of using NIPT. However, the quantity of women being referred to genetics overburdened 

their staff and facilities. Because of this organizational problem (discussed further in the 

following chapter), after February 2016, obstetricians and prenatal nurses working with women 

who had an expected age at due date of 35 years or older, or were considered to have a 

pregnancy at high risk for fetal anomaly for other reasons, were tasked with educating their 

patients about NIPT (including NIPT in comparison with other tests available), counseling them 

through the decision-making process, completing the paperwork necessary to order tests, and 

also releasing the results of negative/normal tests to patients. Topics discussed at committee 

meetings included: creating new internal protocols for staff and clinicians to follow, educating 

new staff and clinicians involved in the use of this technology, and establishing new 

responsibilities for these staff and clinicians regarding prenatal screening and testing. 

The committee was furthermore tasked with aligning the new policy with pre-existing 

infrastructure at HealthCorp for referring women to the California Prenatal Screening Program 

(“state screening”). This program was initiated by the Department of Public Health under 1987 

California State Legislation (see Cal. Code of Regulations Title 17, sections 6521-6532), which 

stipulated that all pregnant women must be offered and have access (via state-paid coverage) to 

blood screening tests for neural tube defects. Since the the state screening program was set up, it 

has added additional procedures under its umbrella, most recently the 2012 decision to cover 

NIPT (at a low cost around $135) for women who are either over 35 years of age at their 

expected due date, or whose blood screening or ultrasound tests indicate a genetic anomaly.  

Because the state will pay for the procedure for some patients (but not others), the transition 

committee worked closely with state screening staff and technical systems to make sure the 

policies and practices were smoothly integrated with their existing state screening systems. 

 

Observations 
Data for the first arm of the dissertation looking at policy-formation were derived from 

(1) ethnographic observation and transcript analysis of NIPT Genetics to Obstetrics committee 

meetings and minutes from subcommittee meetings that reported to the transition committee; (2) 

interviews with key personnel related to the NIPT transition at HealthCorp and from the 

California Department of Public Health state screening program who are liaisons at HealthCorp 

Northern California; (3) collection and analysis of documents relevant to policy formation. The 

people involved included genetic counselors working on prenatal testing and screening; 

administrators for different geographic branches of HealthCorp managing Obstetrics and 

Gynecology departments; prenatal screening administrators who were cross-employed by the CA 

state prenatal screening and tracking department of California’s Department of Public Health, 

most of whom had a background in genetic counseling, demographics, or public health; 

obstetricians, maternal-fetal-medicine specialists (MFM); and perinatologists. Meetings of the 

transition committee took place over the course of 12 months. Meetings took place virtually on 

an internet-based conference calling platform that allowed for camera use and document sharing. 

As a participant-observer on these calls, I was able to see who was talking when, any notes or 

documents they were using while speaking to the group, edits they were making in real-time on 
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documents, and the overall composition of who was on the call. I took field notes during 

conversations, although I did not speak. I was also given access to a database with the recordings 

of the meetings, as well as meeting minutes, all of which I used to later transcribe the committee 

meetings personally. Subcommittee notes and minutes, drafts of PDFs used to educate 

obstetricians about NIPT, as well as internal emails sent to the clinics impacted by the transition 

were provided to my in confidential emails.  

I also wanted to know how this policy actually played out on the ground in real-time, a 

perspective inspired by work in law and society scholarship looking at on-the-ground meanings 

of law in action and how frontline workers interpret their roles and responsibilities. While much 

of this work is not in the healthcare context, it aligns well with science and technology and 

medical anthropological work that explores how the social meanings around new technologies 

are negotiated and shift as new technologies move into everyday life. Thus, for the second arm of 

this study I spent 80 hours as a clinical shadow at two geographically different locations of 

HealthCorp’s Women’s Health departments observing patient interactions with their providers as 

they were counseled on prenatal screening options (at prenatal visits that happened around 8 

weeks gestation) and interviewing clinicians on how they understood their new role regarding 

NIPT and patient education.  

As a participant-observer in the Obstetrics and Gynecology departments, I had access to 

“backstage” spaces, including the staff administrative desks, public waiting rooms, staff 

bathrooms, kitchen spaces, and the personal and shared offices of various clinicians where I 

would often be stationed with a desk to do work during downtime. I also had access to the exam 

rooms and hallways outside exam rooms when there was a patient willing to participate in my 

observational study. While in the backstage spaces of the department, I was a participant 

observer. I would often chat informally with the nurses, obstetricians and staff while I had 

downtime. I used these data as informal interviews that granted me greater context for 

departmental culture. While in the exam room with patients present, I was a passive observer and 

simply introduced myself with a wave and stood in a corner while trying to impact the patient-

provider dynamic as little as possible.  

In these spaces I looked at the translation of specialized genetic knowledge into general 

practice, and the variety of meanings NIPT came to have in different places and for people with 

different backgrounds. I also sought to understand how patient choices are shaped by scripts, 

educational videos, and the institutional setting in which they are presented; how paperwork 

associated with consenting and ordering tests factored into the informed consent process; and the 

variety of roles administrative assistants played in educating patients or discussing their options 

with them. Theoretically I asked what kinds of attributes were given to testing or highlighted for 

patients — its ease of use? Finding out fetal sex? Test safety? Obtaining genetic information? 

Pregnancy preparation? And in what ways did these meanings align with the larger institutional 

forces at play, or work against them?  

I obtained internal review board (IRB) approval for the first arm of the research study -- 

observing NIPT Transition Committee meetings -- in September of 2015 from HealthCorp’s 

internal IRB.26 Working with HealthCorp’s internal IRB prior to seeking IRB approval from UC 

Berkeley allowed me to make sure my research followed all local guidelines at HealthCorp, and 

that I had approval from the many layers of administration necessary to allow me access to the 

Transition Committee. I then used HealthCorp’s IRB approval to create an inter-institutional 

 
26 IRB protocol number: CN-15-2493-H.  
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agreement (IIA) between UC Berkeley’s IRB department and HealthCorp’s.27 For the second 

arm of research -- observation within HealthCorp’s Obstetric department -- I applied for and 

received an addendum to my initial research protocol with HealthCorp to interact with and 

observe patients, clinicians and administrative staff in Obstetric offices.28 This addendum was 

also certified and covered by the IIA Agreement between Berkeley and HealthCorp.  

 

Access 
To gain access to the intimate space of the prenatal exam room, which is notoriously 

difficult for researchers to access, I first worked within my network at HealthCorp to find 

Women’s Health Department heads and administrators who were open to and interested in 

working with a PhD researcher. I identified two such locations where, because of the individual 

interests of the department administrators or internal politics within Organization, I was welcome 

to conduct research. I call these different locations HealthCorp East and HealthCorp West in the 

dissertation. While at this point I had my locations settled, I still needed a bureaucratic “identity” 

at Organization. As I discussed above, HealthCorp is very bureaucratic, and it is extremely 

uncommon for researchers to be present in clinical spaces since it is not a teaching organization.  

The most practical option available that allowed me the most time in the field was for me 

to enter the clinical space as a “clinical shadow.” At each location I was allowed 40 hours of  

targeted observation time in the clinic. I structured my fieldwork around the counseling sessions 

of women who were eligible for NIPT (age 35+ at expected due date), which entailed working 

closely with the nurses on duty each day to get a schedule of all appointments, organized by 

patient age and expected due date. The structure of each day of fieldwork differed considerably 

from one to the next in terms of how many counseling sessions I observed. In general, I would 

start by introducing myself to the clinicians scheduled to see patients 35+ during the day, 

providing them with a brief description of my project, and asking if they were comfortable with 

me shadowing them during the relevant appointments and if recording their conversations was 

permitted. All clinicians I approached to shadow assented, although several wished not to be 

recorded while speaking with patients.  

Each day, clinicians were assigned a medical assistant (MA) on a rotating basis. I worked 

with the MAs for each clinician to ask patients if they were willing to consent to my shadowing 

their appointment. Relevant (eligible for NIPT) patients were given a brief description of my 

project and interest in shadowing their appointment by the MA after their weight, blood pressure, 

and vitals were taken, but before they saw the clinician — this gave them time to think through 

the request. The patient then told the clinician if they were comfortable with me being present 

during their appointment, which gave them more time to decline if they did not want to 

participate. The process of approaching patients for consent to an observational research study 

using written descriptions of the study and the obtaining verbal consent is a typical procedure 

used in teaching hospitals. Because of the targeted nature of my ethnography -- only specific 

women’s appointments would be observed -- I worked with HealthCorp administrators to 

determine that using medical assistants to identify and approach patients was the best technique 

to use. This way patient identity and privacy were protected as much as possible.  

 
27 No protocol number provided. Paperwork available upon request. Signed 4/15/16 by Robert Price on behalf of 

Paul Alivisatos, Vice Chancellor for Research, Office of the Vice Chancellor for Research at UC California, 

Berkeley. 

28 Protocol number CN-15-2493-H. 
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 After a patient consented to having her appointment observed, the next step was for the 

clinician to determine if the pregnancy was viable. Because these were the very first prenatal 

appointments women would go to, occasionally an ultrasound would reveal that the patient was 

in the process of a miscarriage, or that there was no fetal heartbeat and the pregnancy would end 

in the near future. Most clinicians chose to determine the viability of the pregnancy before 

anything else occurred, and particularly before discussing genetic testing. During this time, I 

would be waiting in the hallway outside the exam room. If the pregnancy was viable, I was then 

invited in for the observations, and briefly introduced myself to the patient or couple. In the 

instances where counseling would not take place, I was told after the exam and appointment 

what had happened.  

I was on-site for approximately 27 prenatal visits over the 80 hours I was able to shadow 

at both HealthCorp East and West. Of those visits, 4 patients declined to participate, 2 

pregnancies were not viable, and at least 2 appointments were “no-shows.” In total, I observed 

19 prenatal appointments where providers discussed prenatal testing and screening options with 

their patients. 

Due to early miscarriage in several pregnancies, I was unable to observe some of the 

clinicians who wished to participate in the study, and did not have the variety of observations I 

might have otherwise had access to. When this happened, I instead discussed with clinicians in 

interviews how they typically presented genetic testing options and discussed NIPT specifically, 

as well as their views on patient education. The corollary to this is that sometimes I was able to 

observe multiple counseling sessions with the same clinician, which was valuable for seeing how 

counseling differed between patients — this could be based on factors including differences in 

geographic location, educational background, age, which pregnancy they were on, race and 

ethnicity, socioeconomic status, presence or absence of partner and/or older children, or general 

interest in genetic testing. Understanding the differences in prenatal counseling along these lines 

would be a fascinating study in its own right, of course, but unfortunately the structure and time 

limitations of my access to the prenatal clinical space didn’t allow for sufficient data collection 

to address these differences.  

Because of the structure of clinical observations under a time limit (missed appointments, 

clinicians running behind schedule, patient refusal to participate) at both HealthCorp East and 

West, I had considerable amounts of downtime. I used this time to enrich my targeted 

ethnographic observations by doing formal and informal interviews with the medical assistants, 

licensed vocational nurses, or the clinicians themselves. At my first site, HealthCorp West, I was 

allowed use of a desk in a room shared by several Certified Nurse Midwives (CNMs) and I had 

many long discussions with them when their schedules permitted. I was then able to write down 

our conversations in rough fieldnotes; much of these data were used to help shape the clinician 

interviews I performed after site observations. At HealthCorp East, I was similarly fortunate to 

be given space with the medical assistants (MA) who were in charge of the paperwork for NIPT. 

This meant I was able to discuss with the MAs the kinds of questions patients typically asked 

when signing, how much privacy patients might want and why, and their own views on how 

NIPT was impacting their work. An unexpected bonus was that all of the women or couples 

choosing NIPT would wind up back in the same office I was using, so in several instances I was 

able to observe the discussion between the clinician and her patient and then see the patient 

filling out her informed consent and order form a few minutes later. These observations were 

incredibly illuminating to gauge patient comprehension after a counseling session.  
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Interviews: 
  

 

While the makeup of each monthly transition meeting shifted slightly, a core group of 15-

20 members were on the majority of calls. It was from this roster of members that I formed a 

pool of interview candidates for hour-long semi-structured interviews. Using a purposive 

sampling procedure, I focused interview recruitment on this group of regular meeting 

participants as they had direct knowledge and impact on NIPT transition policy. Prior to IRB 

approval of my project at Organization, I was introduced to the committee via email by the 

committee co-chairs, one of whom was my internal PI at HealthCorp and facilitated access and 

IRB applications. Thus when I later reached out via email to set up interviews with committee 

members, I had a fairly high acceptance rate: of the 20 members I contacted, I interviewed 14 

either over the phone or in person at their offices. I recorded each interview and took handwritten 

fieldnotes, which I later transcribed and used to enrich my interview transcriptions. While 

observing these policy meetings and interviewing committee members, I sought to understand: 

what do patient autonomy, patient education, and informed consent mean in this context, and 

what institutional logics undergird the formation of organizational pathways for these processes? 

In what ways did the state law or other legal factors and norms impact the resulting policies? 

What attributes and knowledge should an educated provider or patient have in the view of the 

committee? Please see appendix A for the interview guide.  

For clinician interviews, when I met clinicians in person I asked if they were open to a 

30- minute interview at their time and place of choosing. Using a purposive sampling method, I 

focused interviews on clinicians I had met and/or shadowed to get a deeper sense of how the 

transition had impacted their workflow and their view of patient education. Purposive sampling 

clinicians helped in successful interview recruitment; the majority of interviews I conducted 

were with clinicians I already had contact with. Over the course of my on-site fieldwork, I spoke 

to 19 providers about shadowing their early prenatal visits to observe NIPT and prenatal 

screening discussions. Of these 19 providers, I was able to interview 9 about their views on 

NIPT, the transition, and patient education. This included a mix of obstetricians, certified nurse 

midwives, nurse practitioners, and maternal-fetal medical specialists. When I introduced myself 

to each provider in person to ask about shadowing, I also took down their contact information to 

schedule interviews. I then contacted them via email (or phone if preferred) to schedule an 

interview time. Interviews typically took place over the phone, although 3 took place in the 

provider’s office in between appointments. Requests for interviews with clinicians I had not met 

personally were not successful. Interviews were recorded and transcribed by a transcription 

service, and handwritten fieldnotes were written up immediately after the interview. Please see 

Appendix B for the interview guide specific to clinical providers. 

 

Analysis 
 All fieldnotes, interview transcripts, and committee documents were uploaded to Atlas.TI 

for analysis and coding. During early stages of data collection, certain key words, phrases, and 

organizational narratives emerged when participants discussed the transition and resulting system 

for moving NIPT use from genetics to obstetrics. Using a grounded theory approach (Glaser and 

Strauss 1967) I engaged in an iterative process of collecting and analyzing data to continually 

refine my research methods, in particular interview guides and informal questioning during 

fieldwork. Using Atlas.TI, I sorted observations into emergent categories. I coded three 
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interviews from genetic counselors using Charmaz’s “line-by-line” approach to determine a 

sample of coding buckets to begin with (Charmaz 2006). See below for a sample paragraph 

coded in this method. Working with these initial finely-drawn topics, I then coded several other 

interviews with clinicians with different professional backgrounds: perinatologists, certified 

nurse midwives, and nurse practitioners. Over time, larger “buckets” emerged that reflected 

broad-scale institutional frameworks  that came up over and over again, such as “Law” and 

“Organizational Interests.” I used these larger buckets to code the majority of interviews and 

fieldnotes and committee meeting transcriptions.  

Using Atlas.TI, I then put together data sheets for each “large bucket” code by moving 

the selected quotes into an Excel workbook. In one sheet would be the master list of data that had 

been coded, for instance, under Patient Education. Using Atlas.TI, I then would sort for code co-

occurrence: perhaps patient education AND systems, or patient education AND risk. For each 

sub-sheet in the Excel workbook, I would then re-read each quote and identify different themes 

and logics it contained, for instance: finer-scaled institutional logics like “efficiency” 

“autonomy” “risk-management.” I would then go back to Atlas.TI and add a new code for the 

selected quotes so I could find them again as a family, re-check the context of each quote within 

the larger discussion, and note which question on the interview guide it was in relation to.  

As data collection continued, similar families of organizational narratives and 

justifications — “accounts” (Scott and Lyman 1968) — emerged for why and how the transition 

happened as it did, and why and how the resulting system was constructed. These accounts were 

an early challenge to address because they relied on taken-for-granted rationales that were 

cognitively dissonant: in the same interview or discussion an informant might tell me that a) they 

believed patient education was very important, and was the biggest concern they had for the 

transition; but that b) patient education was too burdensome as it stood and needed to be cut 

down to be more time- and labor-efficient; and that c) they were aware that education might be 

“worse” or “less thorough” after the transition, but that other solutions were built into the system 

to make up for it, for instance patient self-education resources; even though d) they were aware 

most patients didn’t use these resources. The collective “shrug” — what else can we do? — that 

most of my interviewees expressed when discussing the impact the transition may have on 

patient experiences with NIPT suggested serious tensions.  

These comments were a challenge to parse at first because, in my own understanding, 

they “made sense” even though I recognized that the statements were opposed to each other in 

their values and outcome. Unraveling this puzzle helped to structure data collection and analysis 

by revealing that my interviewees would switch back and forth between registers informed by 

separate institutional logics: most often these logics were bioethics, legal, and market-based 

organizational interests.  

When analyzing the responses to interview questions, I determined two important things 

that impacted the development of the dissertation. First, what I had initially believed to be 

cognitive dissonance was actually subjects using contradictory frames and logics. In the 

bioethics logic, they were describing the tenets of informed consent in its ideal form, which they 

believed would lead to the best outcomes for patient decision-making around NIPT. In the other, 

they relied on logics of market-based organizational needs and interests: efficiency, 

competitiveness, and risk-management were most common. Secondly, because studies in neo-

institutionalism and organizations have addressed logics derived from markets and 

organizational interests, it was easy to identify these logics in my data. However, to my 

knowledge in sociology of organizations and medicine, bioethics has not been addressed as an 
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institution or as a logic, which made it more difficult to identify. Once I realized my subjects 

were using different logics with contradictory values, it became clear that bioethics, specifically 

the vision of autonomy and patient decision-making it espouses, is functioning as its own logic in 

these data.  

Using Heimer’s study in neonatal wards analyzing the competition between the 

institutions of law, medicine, family, and social work, I then looked at the data as a competition 

between organizational logics and bioethics rationale. However, that view proved too narrow. 

While organizational interests and bioethics ideals often resulted in opposite outcomes (for 

instance, regarding the amount of time and information to spend on education), my participants 

didn’t use one or the other to achieve a particular goal (eg. (McPherson and Sauder 2013) 

(Heimer 1999). Nor did they limit themselves to just one particular logic based on their 

professional identity. Actors continually reached for different logics to make sense of the 

transition process: both to explain why it had to happen in the first place and what desirable and 

undesirable outcomes would be. By identifying the logics being used by study participants, I was 

then able to identify how each logic shaped what “made sense” for patient education and other 

resulting processes developed for the transition. What made “sense” then, in turn, impacted 

meanings of organizational activities like education processes and materials, results letters and 

phrasing, and needs and interests of different patients.  

An unexpected result came out of tracing the NIPT Transition: not only did the meaning 

of organizational activities change in this process, but the subject of the activities changed as 

well: the patient at the center of the transition (who she is, what she needs, what her test results 

may be), what an educated patient knows (how much information is good enough), and the role 

education plays in the informed consent process (is it a substantive goal, or a hoop to jump 

through?). I was able to tie changes in how patients were viewed to changes in institutional 

logics, which led to one of the central claims of this dissertation: it matters which logics we use 

to shape organizational policy, because each logic has embedded within it a frame for viewing 

motherhood and gender; which motherhood frame was used to create NIPT policy had a 

significant impact on the care and resources available to women at Organization.  

 For an example of how this analysis played out, below is a quote where the logics of 

bioethics (“bioethics”_ and market-based organizational (“org-market”) interests are both 

discussed:  

 

“…it's a very complicated process. As far as educating patients and having them understand 

what the real meaning and value of the individual tests are. And to truly educate patients 

about that takes a lot of time either in person sort of in a teacher, pupil situation, or by 

developing educational tools like videos or reading material or whatever for patients to read. But 

I don't think that really patients either read the materials or view the materials that we give them. 

And I don't think that the providers have the time to educate patients in the brief 

appointment slot that they have. 

It's not very time efficient to do it one on one. And it's not very effective to give patients 

materials to have them, to expect them to read it and understand it. So it's extremely difficult to 

educate patients properly. And allow them to make an educated choice.  

I'm pretty sure that the patients are more effectively and properly counseled by genetics 

because I don't ... So that's the trade-off that we accepted when we made that transition. Was 

that the patients were more likely to get less complete information about the tests if they got it 
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from the prenatal providers. That it was just going to be more efficient for the organization to 

do it that way. 

- Anthony, Perinatologist 

 

The phrases in blue I coded to bioethics:  

 

“understand…real meaning and value of the individual test;”  

 

“truly educate;” 

 

“educate patients properly;” 

 

“allow them to make an educated choice;” 

 

“patients are more effectively and properly counseled by genetics;” 

 

“less complete information about the tests;”  

 

These phrases refer back to broader logics of providing information to help patients come to a 

decision, and reference the belief that a decision is only made in an educated way with 

specialized information provided one-on-one in a teaching dynamic or via educational material. 

Information provided by an authority enables a patient to understand the true meaning and value 

of the test, which enables them to exercise their autonomy by making an educated choice. That 

patients would receive less complete information about tests is positioned as a negative attribute 

to patients making an educated choice. Thus, education systems should be effective in educating 

patients.  

 

In red are phrases that refer to an org- market logic, in particular concerns with time management 

and resource management: 

 

“a lot of time”  

 

“brief appointment slot”  

 

“time efficient”  

 

“efficient for the organization”  

 

This interviewee positions the time required to properly and effectively educate patients as in 

conflict with efficiency for the organization. Moving education to obstetrics — while in conflict 

with bioethics values to ensure patients get complete information — is a trade-off. Efficiency for 

the organization trumps bioethics concerns and is used as an “account” or “justification” for 

shifting organizational expectations of patient education from a comprehensive program to a 

concentrated program (discussed more in Chapter 3). Accounts can reveal ways in which actors 

express responsibility for an “unanticipated or untoward” action or outcome, but deny the 
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“pejorative quality associated with it” (Scott and Lyman 1968). The valuative quality of accounts 

helps to unearth the logics they support or conflict with.  

 Accounts such as Anthony’s allowed me to explore not just the way these logics were 

positioned in conflict with each other, but also how meanings shifted when different logics were 

used. For instance, as discussed in-depth in Chapter 3: Shifting Work, in a bioethics logic, time 

and efficiency are far less important than thorough education for patient decision-making; 

education has an inherent value that exists outside of organizational constraints and must be 

protected. The market logic prioritizes time and resource efficiency in an education system over 

ensuring effective education: the meaning of education shifts to hold a more utilitarian value: the 

system is good only if it educates patients while also being efficient. 

 

Generalizability 
This study is unique in two important respects that impact its generalizability outside the 

HealthCorp healthcare system and outside the state of California. With regard to the former, 

HealthCorp is a notoriously organized and hierarchical healthcare organization. Part of its 

reputation is built on openly approaching healthcare via a business model: HealthCorp is both the 

insurer and the healthcare provider for its patients, which means they keep a much closer eye on 

finances than other organizations might, since they will be the ones paying the insurance bills. 

As a result, HealthCorp reduces risk by prioritizing evidence-based medicine and preventive 

care, and often acting conservatively when making decisions about the use of new technology. 

At the same time, they are highly attuned to what their competition in the local healthcare 

community is offering, and try to strike a balance between offering leading-edge care and being 

fiscally responsible. This results in a system where clinician-administrators play an arguably 

larger role in setting policies and practices for their departments than might occur elsewhere; 

while in other healthcare settings, clinical practice might arise out of informal discussions and 

meetings, at HealthCorp they are decided on by department leadership and then disseminated to 

the staff from the top down.  

Secondly, California has a unique legal infrastructure that comes out of CDPH legislation 

(discussed below in more detail) regarding prenatal genetic testing offered by the State. The 

prenatal screening program is the only one of its kind in the country, and abortion rights — 

which are also variable at this point around the country — are codified in the California 

Constitution under the First Amendment right to privacy. Thus, California is uniquely friendly to 

prenatal screening and to abortion rights (although access to abortion remains difficult for many 

women outside of urban areas). Both of these factors distinguish California as a unique site for 

understanding how healthcare organizations are implementing NIPT.  

 However, I do not see these factors as significantly limiting the impact of this project, for 

various reasons. For one, as a relational ethnography, the project takes on processes as its 

subject. HealthCorp’s unique organizational structure makes it an ideal location to study 

processes such as how policy is formed and how it is disseminated and then plays out on the 

ground. Furthermore, initial research on NIPT use I have done prior to doctoral research, 

including informational interviews and qualitative interviews with clinicians around the country 

(including California), reveal that nearly every healthcare organization is implementing NIPT in 

its own way. There does not seem to be a universal standard at this time. While HealthCorp 

cannot be generalized to all healthcare organizations, any study of organizational policy around 

NIPT use will be specific to that organization. However the logics and processes at play in NIPT 

organizational policy-making are part of larger webs of institutionalized values and beliefs in 
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American culture. The conflict that plays out between the values of fully educating people on 

their medical options and managing a healthcare organization effectively exists in any healthcare 

organization. However, few organizations are as organized and purposive in their policy-making 

processes, which makes HealthCorp an ideal place to understand them.  

With regard to distinguishing factors of the state of California, the state’s legal culture 

provides an opportunity to understand how this kind of regulatory structure interacts with 

organizational policy-making, which is its own area of inquiry in the sociology of law that 

remains understudied in the healthcare field. Furthermore, if states begin legislating prenatal 

screening in response to growing use and dissemination of NIPT around the country, this study 

will provide a data point for understanding the impact of such regulations on the ground in 

healthcare organizations. By positioning the goals of the study around understanding the role of 

bioethics, legal, and organizational logics in shaping the meaning and patient care pathways 

around NIPT use in a specific organization, I have attempted to limit my findings from being 

overbroad while still shedding light on broader phenomena. 

 

Authenticity 
To gauge the authenticity of my interpretation of these data and the direction of my 

project, I checked in with my field-site participants and my academic audience throughout the 

analysis portion of my work. I presented my findings twice over the course of two years (about 

18 months apart) to an academic audience of medical sociologists and anthropologists; my 

research participants were invited to these talks, and several interviewees attended the first talk I 

gave (in August, 2016) at the University of California, San Francisco Department of Bioethics. I 

was able to get feedback on my initial data collection and interpretation at this time during the 

question and answer session of the talk. Once I was deeper in my analysis I also had a telephone 

call with my main contact in HealthCorp’s genetics department and discussed the direction my 

analysis was taking, and she felt my interpretation was fair and accurate. Finally, I presented a 

second time on the theoretical interpretation of my data for a different academic group of 

medical sociologists, anthropologists, and other academics working in reproductive healthcare, 

again via UCSF’s Department of Bioethics (April, 2018). Here I gained valuable insight into 

framing my arguments and areas where other academics may push back against my claims.  

 

Positionality and Research Demeanor 
As a researcher in the prenatal space, my access was significantly impacted by my 

identity as a white, university-educated, cis-female in my early-30s. I was of similar age, gender 

and appearance to many of the patients whose participation I sought during clinical fieldwork, 

and I was of similar educational and socioeconomic background to the clinicians and 

administrators whose participation I sought for interviews and access to committee meetings. I 

have no doubt this facilitated my access to these spaces.  

My identity also impacted the kinds of data I was able to gather. Because I initially began 

the project with the help of a senior genetics administrator, I had the “institutional cover” of the 

genetics department. In my interactions with the transition committee, this meant my presence 

and interest in speaking with them via interviews was not questioned. Aside from scheduling 

issues (participants going on leave, medical emergencies) I had easy access to committee 

meetings and interviews. In the clinical space, my affiliation with the Genetics department gave 

me, in some participants eyes, the status of a Genetics PhD student. Many participants told me 

they wanted to participate to help improve the transition and system for using NIPT which I 
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interpreted in two ways: in some instances, especially in the clinical space, the nurses, midwives 

and gynecologists I shadowed and interviewed seemed to view my study as a part of 

Organizational quality control, even though I was very clear that I was not there to evaluate them 

and was not affiliated with the quality control division. Nevertheless, interviewees frequently 

referenced how they would be sure to do a “good job” or bemoaned that they “didn’t know what 

they were doing.” This meant that in cases where the clinician was self-conscious I likely got the 

“best case” version of a typical discussion with a patient: the most thorough, longest, least 

prescriptive, and most detailed version. In several instances, I was asked about statistics on NIPT 

use and accuracy by clinicians; once, in an interaction with a patient! In these situations I would 

clarify that I was not a genetics student, and couldn’t provide clinical information (although I 

would make basic statements using qualifiers like “It is my understanding of the literature 

that_____”).  

My access and ethnography was also impacted by my own pregnancy, which began early 

in the process of my clinical fieldwork. Partway through my first round of clinical observations 

at HealthCorp West, I found out that I was very early in pregnancy. While I was not visibly 

pregnant at the time, this experience deeply impacted my work and my access to pregnant 

spaces. I completed observations at HealthCorp East 2 months later, at which point I was quite 

visibly pregnant, and this worked out quite well at HealthCorp East. East’s OB department was 

about 6 times the size of West’s. While I was a known figure within a day at HealthCorp West 

due to the small size of the department, I was constantly introducing myself to staff, medical 

assistants, and clinicians throughout my 40 hours at HealthCorp East. Being pregnant made my 

presence hanging out in waiting rooms and hallways seem more normal than it otherwise may 

have been, since I blended in more. It also helped me access a group education session for 

patients run by the health services division at HealthCorp East; the health educators running the 

session took me for a patient, handed me a packet of materials, and signed me in the same as 

other patients. I explained my presence to them before observing the session, but they quickly 

seemed to forget I was there.  

I kept a separate journal of observations that I had about my own experience with 

pregnancy that added invaluable nuance and perspective to my fieldwork. Clinical interactions 

that I had been simply listening in to suddenly applied to me. This drove home for me the widely 

disparate information women were receiving simply based on which provider a computer 

matched them with for their appointment. One nurse stressed to her patients not to touch deli 

meats or caffeine, because “everything you eat, the baby eats too — think about how much your 

heart races when you drink coffee!” Whereas another nurse reassured a patient who had sworn 

off “almost everything!” because she was so confused what to eat and not eat that “if something 

goes well, it’s rarely anything you did; if something goes wrong, it’s almost never anything you 

did either. Eat sliced meat as long as it hasn’t gone bad, it’s fine.” While I had noted these 

discrepancies before becoming pregnant, hearing them while pregnant helped me understand the 

real stakes involved in how women are treated in Western prenatal care: I hadn’t appreciated 

prior to pregnancy that you weren’t only pregnant while at the doctor’s office or when ordering 

food at a restaurant, but every second of every day. And the information you receive about what 

it means to be pregnant — from a doctor, from ads, from books and passing acquaintances — 

thus colors every moment of your day as well. A week spent anxiously awaiting test results fills 

604,800 seconds. Otherwise known as an eternity. The impact of this can’t be measured or 

explained by the traditional metrics of a healthy pregnancy: birthweight, blood pressure, the like.  
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Moreover, my autoethnographic experiences highlighted just how deeply constructed and 

contingent prenatal testing consent practices are. Receiving care at a different medical 

organization allowed for an informal comparison of prenatal care structures and styles. For 

instance, when I had some of my earliest prenatal appointments, I was asked about being tested 

for inherited diseases. For instance, if I carried a gene for cystic fibrosis (CF) my son might have 

it as well, since my husband has French Canadian ancestry. I was never given a brochure or a 

consent form for this test; and I wasn’t even sure I remembered what cystic fibrosis caused, but I 

assented anyhow. I was deeply conflicted, however: how would finding out our child had CF 

impact the pregnancy? Would I want to terminate? To me, despite the fact that carrier testing 

was only testing me, and then would indicate if my husband should be tested to see if he were a 

carrier as well, it had nearly identical emotional impact for me as fetal genetic testing, and 

caused anxiety it hadn’t occurred to me to have (who knew French Canadians carry a CF gene?!) 

Yet I didn’t receive nearly the level of (admittedly scant) information that I was given for fetal 

genetic testing. I also never received any results. I can only presume that the truism “no news is 

good news” was the motto of the testing facility and my organization. When I asked a genetic 

counselor I saw later in the pregnancy about the missing CF results, she didn’t know anything 

about them, since they were handled through a different organizational system.  

Finally, and most disturbingly, undergoing testing while pregnant underscored for me just 

how confusing the variety of options are. By the time I was doing my own testing I had listened 

in to at least 15 different discussions about the California state testing options as well as NIPT. I 

had also spoken to multiple genetic counselors who had broken down for me the various tests 

available, the different ways results could be received, and what they would mean. Yet I still 

wasn’t completely sure what each test was looking for, nor their respective accuracy levels. This 

only became clear when I received a one-sheet table laying out the differences between each test 

option and when each test occurred during the health services education session I sat in on for 

research. If it was difficult for me — a patient with relatively high health literacy, professional-

level education (including a graduate-level statistics course), multiple explanations on testing 

options, and almost endless opportunities to ask genetic experts about tests — to understand 

testing in my own pregnancy, where does that leave patients with less privilege and access to 

information? 
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Chapter 3: Shifting Work 
 

Introduction  
This Chapter traces the catalyzation of the NIPT transition from Genetics to Obstetrics due 

to market and legal concerns, and examines how the meaning of education for NIPT changed 

during the transition between the two departments as well. I will show how in the transition from 

Genetics to Obstetrics policy-makers shifted from using bioethics to org-market logics. In this 

process, I trace how education for patients was decoupled from its intended purpose: although 

the structural artifact of counseling was maintained, when large portions of NIPT education 

dropped away, informed consent it became an increasingly symbolic rather than substantive 

practice. In the shift between bioethics and org-market logics, new frames of motherhood were 

used to understand patients’ needs and responsibilities. As a result, the meaning and substance of 

education changed for women: additional responsibilities for self-education were built into the 

new system, and less information was built into in-person interactions. This Chapter sets the 

foundation for decisions made during the Transition, which contextualizes the additional risks 

and burdens that I argue were placed on women in the new system (see Chapters 4 and 5).  

Fieldwork for these data began after NIPT had become a “problem” for Organization, but 

just shortly after a committee to set up the Genetics to Obstetrics transition began meeting. Data 

in this Chapter come from passive ethnographic observations of committee meetings that 

occurred online and interviews with the members of the Transition Committee (Committee). The 

Transition Committee was made up of a mixture of genetics employees and obstetrics 

employees, but a large portion of the data in this Chapter come from interviews with the genetic 

counseling members of the committee because they were the primary leaders in setting up 

systems for patient education and educational resources. In my interviews I sought to understand 

how Committee members thought about the work of the transition: what did they believe they 

were doing, and why? What goals were they hoping to achieve, and what outcomes were they 

trying to avoid? I was also particularly interested in understanding how they thought about the 

patients they were structuring the new system for: what did those patients need to make their 

NIPT decisions? How did they think the new system and the old system satisfied those needs?  

From these data I extrapolated the underlying logics that came up repeatedly in interviews, 

particularly in the way that interviewees discussed the conflicts between what they believed were 

“realistic” outcomes in a healthcare setting, and what they would ideally see in an education and 

counseling process for patients. From the internal conflicts interviewees expressed, I came up 

with the framework for the main logics in conflict when setting up an education system for 

NIPT: that of an individual risk-averse and information-seeking bioethics logic, and an 

efficiency-oriented and market-driven logic that focuses on HealthCorp’s organizational 

interests. The different ways these logics framed patients’ needs and responsibilities during the 

NIPT transition are explored below.  

 

NIPT in Genetics Department 
When NIPT was first introduced into use at HealthCorp in 2012, it was an uncommon test 

to offer and women received one-on-one counseling about the option from a genetic counselor, 

either over the phone or in person. Initially at HealthCorp, the system for NIPT counseling was 

separate from education for other forms of tests available for women — such as maternal blood 

testing for birth anomalies offered via the state prenatal screening program, blood testing for 
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hereditary diseases, and tests for medical conditions in the pregnant women like a thyroid 

imbalance — all of which were primarily discussed in women’s initial prenatal obstetrics visits. 

NIPT counseling sessions typically lasted 30-45 minutes and were focused nearly entirely on the 

decision of whether to use NIPT or not. In contrast, discussions for other forms of testing, such 

as those listed above, were undertaken during early prenatal care visits (around 8 weeks’ 

gestation), and were included as one of several topics covered in a 30-minute appointment. After 

discussing NIPT with a genetic counselor, the patient could then order the test via the genetics 

department, and would receive all test results via the genetics department. Again, in contrast, a 

patient would discuss, order, and receive test results for other prenatal tests via her obstetric 

provider.  

The way NIPT use was first structured — requiring counseling from upper level staff as 

well as specialized appointments and information, rather than being lumped in with “routine” 

tests — reflected its status as a “new” or “experimental” technology in the healthcare setting. 

Medical anthropological work shows that new procedures and technologies are more likely to be 

administered by a person of higher authority like a physician, rather than a nurse or staff-member 

(Koenig 1988). Substantively, this process also reflected the bioethically-informed ideals of 

patient education and counseling that are foundational to the genetic counseling profession. For 

genetic counselors, their professional training espouses they non-directively present a variety of 

options, thoroughly discuss what particular tests did and did not test for, take time to understand 

each patient’s values in order to help them decide, and help them process their test results 

(Uhlmann, Schuette and Yashar 2011).  

Clara, a genetic counselor who had worked with prenatal patients for several years, 

described to me the genetic counseling philosophy: 

 

“we provide people with information and give them accurate information in order for them to 

make their own autonomous decision as to what tests they want. So that's sort of standard for 

us…”  

 

One-on-one counseling was viewed as the way to best achieve these genetic counseling goals, 

enabling patients to receive “accurate information” and “make their own autonomous decision as 

to what they want.”  I spoke with Clara in her office at the local branch of HealthCorp’s genetics 

department about the different ways counseling had changed for NIPT over the years. Clara was 

warm and enthusiastic speaking with me — in her early 50’s, a registered nurse with a 

background in public health who had recently been working on the managerial side of genetic 

screening at Organization. In describing the evolution of NIPT counseling at HealthCorp over 

the previous 4 years, she talked about the benefits of in-person counseling:  

 

“[With] in-person counseling, you're making eye contact. You can get a much better sense of, is 

the person listening to me? You know, you can have them repeat back, "What did all that [mean] 

...?"   

 

But relying solely on the Genetics department for pre-test counseling, answering questions, 

processing test results, and doing follow-up counseling resulted in what was first described to me 

as HealthCorp’s “NIPT problem.” For while that system might have reflected best practices for 

ensuring patient decision-making and autonomy within a bioethics framework, it rapidly came 
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up against organizational logics of patient satisfaction, efficiency, time management, and 

protecting employee morale. 

Logics in Conflict: Problematizing NIPT in the Organization 
Market and legal concerns first catalyzed the creation of the NIPT “problem”. As it was 

described to me by the administrators working on the NIPT transition, one of the first places 

bioethics and market logics conflicted was around organizational concerns with patient 

satisfaction. To give some context, NIPT use increased globally between 2011 and 2015 (Larion 

et al. 2014) (Chan et al. 2014). Each NIPT platform, vying for market share, was advertising 

directly to consumers and healthcare providers. Advertisements regularly touted 99% 

effectiveness rates, and companies raced to patent testing platforms and add new genetic 

variances to their line-up (Allyse and Chandrasekharan 2015; Allyse et al. 2012; 

Chandrasekharan et al. 2014).  

Jeanette and I spoke in the office library at HealthCorp’s local genetic counseling 

department. Jeanette is a genetic counselor and genetics administrator in her late 30s with curly 

hair, glasses, and a wry, no-nonsense manner. Since she had been working in the department in 

2012, when HealthCorp was first dealing with NIPT, she and I spoke at length about the 

administrative experience of managing NIPT use. Jeanette described a sudden push in 

advertising that translated into increased patient requests for NIPT:  

 

Jeanette: “So I think there was a lot of press since a lot of women heard about it and put pressure 

on to have it as an option.  

 

Interviewer: When you say, "put pressure on," what do you mean? 

 

Jeanette: …So they would either ask their OB and they get referred to genetics, and they would 

just say, "Oh, I really want it," and they would make a big deal about it. They would do member 

grievances, which is a big deal for [HealthCorp] if a member does a grievance. And when they 

were getting multiple of them, it got brought back to the oversight committee, like, "This is 

becoming a bigger issue." 

 

As Jeanette explained to me, member grievances were a “big deal” for HealthCorp since they 

could potentially lead to patient defection to another insurance provider or a larger legal conflict 

for Organization. Within California, HealthCorp had two main geographic branches: HealthCorp 

Star (where I performed fieldwork) and HealthCorp Moon. These branches operated relatively 

independently and had different initial policies on NIPT use.  

Rebecca, a colleague of Jeanette’s in genetics administration, explained that once member 

grievances started coming through from patients that NIPT was more widely available elsewhere 

in the local healthcare community as well as within the same larger organization, the Genetics 

Department was told to start offering NIPT to all women over 35 as well. Below, she touches 

both on genetic counseling workload and organizational efficiency to explain her department’s 

hesitation to offer NIPT to all women over 35 as well: 

 

“[W]e were told, because HealthCorp Moon was offering it to the 35 and older women, that we 

needed to start offering it to them. We were like, ‘oh, no, no.’ Because that meant we would have 

to counsel every 35 and older women because we [genetics department] didn't really understand 

all the pitfalls of the test.”  
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 Rebecca was also a genetic counselor by training who had moved into administrating genetic 

testing and screening at HealthCorp and the within the State Screening Program in California. 

She framed the interest in consistency for NIPT access as a legal issue. Inconsistencies in the 

care available to patients in different geographic areas of the same state could open up legal 

liability issues. In her words, “you’re OK” legally,  

 

“... as long as you're consistent across all your people. I think you get into trouble if one place 

starts offering something and another doesn't. I think you don't have a leg to stand on legally if 

that starts happening.  

 

Interviewer: Just within [Organization]? 

 

Rebecca: Yeah. I think that's why we've always tried to be very consistent.” 

 

 The bottom-up patient demand that HealthCorp start regularly offering NIPT to women 

over 35 meant that what had previously been treated as a novel technology used by a small 

number of patients slowly became a constant presence for genetic counselors. As Clara put it, 

NIPT use and counseling “kind of snowballed.” Rebecca added that: 

 

“…every 35 and older women in [our] system and in the city [came to us] ... We have one of the 

largest volumes of older mothers. Our volume of genetic counseling just went out of control.” 

(emphasis added) 

 

In an effort to lessen the workload for counselors, the Genetics department consolidated 

counseling sessions as online group webinars. Like one-on-one counseling, webinars took about 

30-45 minutes and focused solely on NIPT technology. The Genetics department continued to 

“own” the whole NIPT process from pre-test counseling to results and post-test counseling.  

 

The Clash Between Bioethics and Organizational Efficiency 
At HealthCorp, the increased volume of NIPT use put the bioethics logics underpinning the 

genetics process for NIPT counseling in conflict with market-based organizational logics (“org-

market”). What I am calling an org-market logic is a cross between the interests of a health-care 

providing organization, and the market-based logics of capitalism that large U.S. healthcare 

organizations increasingly prioritize.  In the U.S., large healthcare organizations like HealthCorp 

compete with similar organizations for staff, for individual patients (for instance those whose 

insurance offers them choice of different HMOs to use), and employer-based healthcare groups 

(for instance when a company contracts exclusively with an insurance provider or an insurance 

and healthcare HMO such as HealthCorp). Because HealthCorp is an insurance provider and an 

HMO, its business model is based on finding customers (individual people or employers), 

maintaining this customer base, and providing healthcare within a particular budget. Unlike a 

healthcare organization which would obtain payment for patient care from a separate insurance 

company, HealthCorp pays for their treatment.29   

 
29 For more information on this form of healthcare provider, please see:  
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Below in Table 2: Bioethics vs. Org-Market Logics, I describe the characteristics of 

bioethics and market-based organizational logics. I focus on the overall framework and goals 

each logic espouses, and the processes and artifacts each uses to establish their legitimacy. For 

instance, within a bioethics logic, a patient’s autonomy has been protected if he or she engaged 

in medical decision-making via an informed consent process. In contrast, within a market logic, a 

patient’s autonomy has been protected if she has adequate choice and is able to assert her 

preferences and has access to them; she should, in theory have information and access about all 

the different types of testing competing in the NIPT space, and use a process of rational decision-

making to make the best choice for herself and her family. However, all new technology options 

are not created equal, they can differ in cost, and patients are also not always in a position to 

make these market-based decisions themselves. In the healthcare sector, professional 

organizations often step in with recommendations and practice guidelines on how to use new 

technologies (typically called “standard of care”). Thus, within an org-market logic, a patient’s 

autonomy has been protected if she receives or is offered “standard of care” medical treatment. 

This is a process through which professional guidance mediates the options of the market for the 

patient.  

As Table 2 lays out, working within different logics means looking to different practices 

and authorities to legitimate decision-making, and assessing the outcomes of decision-making 

against different types of problems. Importantly, the patient in these logics differs as well. In the 

bioethics logic she is seen as an individual, an autonomous decision-maker who works within a 

risk-aversion framework to make choices in her pregnancy. In the market logic, she is seen as 

one customer among many, who has market-informed preferences to be accommodated.  

 
TABLE 2: BIOETHICS VS. ORG-MARKET LOGICS 

Characteristic Bioethics Logic (old) Market-Based Organizational 

Logic “Org-Market” (new) 

Framework and 

Goals 

Individual autonomy; informed 

decision-making; non-

coerciveness; consent 

Efficiency; cost-management; 

time- management; patient 

satisfaction; employee retention 

Sources of 

Legitimacy 

Patient education processes; 

patient educational resources; 

informed consent processes and 

paperwork 

Adherence to organizational 

community standards; adherence 

to national and professional 

guidelines; maintaining 

standards of care; patient 

retention 

Who is the 

patient? 

Rational decision-maker: 

empowered by information, 

time, and resources 

Customer: has preferences 

largely informed by market 

interests; one of many 

Kinds of 

Problems 

Poorly educated or ill-prepared 

decision-makers; not fully 

informed of risks, implications 

or potential results of medical 

procedures; coerced decision-

making 

Patient grievances; patient loss; 

employee loss; time and resource 

inefficiencies; not maintaining 

competitive status in community 
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As conflicts between bioethics and org-market logics were negotiated, a cascade of new 

meanings were made around the status of NIPT as a medical procedure, and who was responsible 

for counseling and education in the organization. For one, the increased volume of testing 

contributed to the sense that NIPT was becoming routine, shifting its status from an uncommon 

test to one that was, as Clara put it “a little bit more mainstream...” In our interviews, genetic 

counselors expressed that their role felt increasingly unnecessary in the education process — 

Clara for instance called the counseling process a form of “hand hold[ing] just to offer the test, 

which is what we did when it was less routine.” Genevieve, a practicing genetic counselor I 

spoke with on the phone, argued that doing routine counseling just wasn’t where a counselor’s 

“expertise would be really useful” and instead, such expertise should be reserved “for patients 

that had anything abnormal or unusual.” Secondly, organizational priorities with employee 

retention and morale became a concern: Rebecca recounted to me that in regional meetings, the 

Genetics administrators were increasingly discussing the “retention of genetic counselors, [and] 

work life balance of genetic counselors…” who were “overloaded” with NIPT, even after 

counseling had been consolidated into webinars.  

Rebecca laid out additional organizational concerns about patients who viewed education 

via genetics as a “barrier” to getting testing done, and that similar requirements weren’t 

necessary at neighboring institutions. This posed potential issues for HealthCorp regarding 

patient satisfaction and HealthCorp’s competitive edge:  

 

 “… as it got more mainstream and people knew about NIPT they were feeling that coming to 

genetics was a barrier. They were mad. They were like, ‘Why can't my doctor just order it?’ 

There was also a real concern with keeping patients’ needs front and center during the 

transition…”  

 

These concerns trickled “up” through patient complaints and grievances as NIPT counseling 

continued to increase the workload for Genetics staff. While on the one hand counselors believed  

patients would be most “effectively and properly counseled” in Genetics, the process was also 

denigrated as “unnecessary” and a “hoop” for patients to jump through. Clara and Rebecca 

discuss below the conflicting interests HealthCorp faced: 

 

“I think from the genetic counseling role, without a real expansion of our staff, it was getting to 

be more than we could handle. From the OB point of view, it was an unnecessary barrier, to have 

to jump through some hoops to be able to get this kind of a routine test.” - Clara 

 

“ … the most important thing [is] to make sure the patients get what they need and have a good 

experience… That they can have the test without jumping through hoops.” - Rebecca 

 

Hence the solution to the NIPT “problem” was to move it to another department: 

Obstetrics. Clara explained the rationale behind this move as one motivated by the routine-ness 

of the counseling work, and the perceived barrier to patients who were unhappy about extra steps 

required to access NIPT. These views highlight the concerns with efficiency within the 

Organization, employee morale, and patient satisfaction:  
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“…the demand for any woman over 35 [who] now mostly wants this NIPT test - it was 

becoming more routine. And OB had their issues about, you know, there being a barrier to have 

to get to genetics just to be able to get this test. It [was] becoming routine enough that we [could] 

really get it out of Genetics and just bring it back over to the OB world as we do for other 

prenatal tests." 

 

Rebecca added another point on organizational efficiency  — that a patient’s obstetrics provider 

is really her “point person” who works closely with the patient already. To have patients move 

from the obstetric space into the genetics space and back again felt both inefficient and 

undesirable from the standpoint of the patient experience. Here we see the org-market logic of 

organizational efficiency in action. 

Because the counseling process conflicted with a time, efficiency, and patient satisfaction 

mandates of the org-market logic, it was increasingly viewed negatively — but negatively by the 

metric of organizational needs, not medical needs. Jeanette explicitly acknowledged that moving 

NIPT from Genetics to OB “… was more from a time situation than necessarily a medical 

benefit. I think it was more that they were just overwhelmed.” A process that had been in place 

to ensure informed decision-making about a new technology was now viewed as having a 

negative impact on genetic counselors’ work, as well as being a possible barrier to patients, and a 

misuse of genetics expertise, largely because of market-driven increase in NIPT use.  

 

Constructing Systems  
What would this new process look like, if not a standalone process as it had been in 

Genetics? A committee was formed to make this transition happen, which I will call the 

“Transition Committee.” It consisted of several different groups of employees: genetic 

counselors, genetics administrators, administrators who worked both within HealthCorp and 

within the State Screening Program tracking tests and results, Obstetrics managers, Obstetricians, 

and Perinatologists (also known as Maternal-Fetal Medicine specialists). See Methods Chapter 

for a more complete breakdown of the members. The committee was convened mid-2015, which 

is also the time I received IRB approval to begin ethnographic observations of the committee. 

Within the committee’s purview was moving all pre-test education to obstetric appointments; 

educating prenatal care providers on NIPT, NIPT counseling, and online and paper education 

tools; and moving the dissemination of test results to patients from Genetics systems to 

Obstetrics systems. 

A critical component of transitioning NIPT education and results to Obstetrics was to not 

just delegate the exact same work Genetics had been doing to the Obstetrics department, but also 

tailor the process for Obstetrics. This meant the system was negotiated between the bioethics and 

organizational logics at play; some aspects of genetics counseling were maintained, while others 

were dropped or modified in order to get “buy-in” from Obstetrics to take on more work.  

One way this was done was by re-framing NIPT as similar to the state prenatal screening 

tests that obstetrics providers were already counseling patients on: a frequently-cited rationale in 

administrator and clinician interviews for bringing NIPT use into prenatal sessions was that 

clinicians already had experience providing counseling regarding the state screening program, 

which offered a different, but procedurally similar bevy of test options. I spoke on the phone 

with Acacia, a genetic counselor involved in moving the education processes from Genetics to 

Obstetrics. She described how upper-level obstetrics administrators used these arguments to push 
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back on obstetric providers who objected to adding NIPT discussions into their already packed 

appointments:  

 

 “… ultimately [they] said, ‘No, this is similar to state screening in that you talk to your patients 

about state screen. Now you will talk to them about NIPT as well." …it kind of had to come 

down from higher up faces to say, "No, this needs to transition." And then leadership in those 

departments agree to it and soften it to their providers.”  

 

Another part of getting buy-in from Obstetrics was changing the content and approach to patient 

education to better suit the time and expertise constraints of the primary care setting.  Genetic 

counselors and obstetric providers both expressed in interviews the importance of patient 

education in the NIPT decision-making process. However, patient education was deliberately cut 

down in terms of time and content during the transition. In our phone call, Acacia recounted a 

conversation with OB department heads, emphasizing that in the transition, the Genetics 

department did not expect that OB providers would maintain the same level of education. 

Instead, Acacia explained that “…a big part of the transition was to say, ‘No, you're not expected 

to do what Genetics is doing,’ and to really give that reassurance.”  

 To accomplish this change, the Genetics department presented OB providers’ roles as 

different from a genetics counselor’s role. As Acacia described it, OB providers’ role would be 

less about counseling than it would be to “…just generally present options” to patients. As 

opposed to the deep-dive into NIPT that occurred during one-on-one visits or group webinars, 

education was re-framed around “bottom-line” messages to get across. For instance, Jeanette 

described these as “…if the patients are at least being told that it's screening, it's not 100% either 

way, then that's the bottom line.” Acacia elaborated that the education subcommittee’s goals for 

patient education was to: 

 

“…make this as simple of a conversation [as possible] … and addressing the really important 

aspect of this [NIPT], which is it's not a diagnostic test. It cannot tell us everything. It will not 

catch all birth defects or chromosome abnormalities. It could be wrong, and if it is positive or 

inconclusive, you'll talk to Genetics about follow up testing. And that you don't have to have this 

testing. Those are kind of the main things that we really want an OB to really be able to get 

across in the transition from a genetic counseling standpoint.”  

 

The re-framing of education for OB was succinctly characterized by Rebecca as just making sure 

it was “enough that at least if we called the patient with an abnormal result they would have 

some basis for why we were calling them.”  

In contrast when I spoke with Anthony, a perinatologist, we discussed the different kinds of 

counseling a patient might receive going through the standalone process that Genetics had been 

offering. He described the limits of what OB providers would have time to cover in their 

appointments:  

 

“I think it [genetic counseling] … gives patients the option of getting a little bit more of a 

balanced presentation of information… for the most part I think providers have such limited time 

that they don't spend a lot of time really going through the ins and outs of sensitivity, specificity, 

what you find with this test, what you don't find with that test. I think they basically talk to 

patients and present it in a very simplified manner because of the time limitations.” 
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Here he draws out the tradeoffs in information patients would receive: genetics education 

covered “the ins and outs of sensitivity, specificity, what you find with this test, what you don’t 

find with that test,” which would give a patient a “more balanced presentation” of information. 

In contrast, the kind of information a patient would receive with a general OB provider would be 

“simplified” into the simple phrases Acacia used above: “just screening” “might miss some 

things” “not 100%” were all phrases used as stand-ins for “all the ins and outs.” 

 

Getting to Enough: shifting meanings for patients and education  
 

How did the standards for NIPT education shift to simply “enough” and why was this 

particular form of education, focused on simplified bottom-line messaging, considered “enough” 

when the previous form of education had been more comprehensive? A few reasons came to 

light in the form of accounts my interviewees used to explain to me their thinking and the 

committee’s rationales, as well as some of the committee discussions I observed. Following 

relational ethnography, the following section pays attention to how subjects make meaning of 

their actions. Literature on “accounts” argues that justifications for actions perceived negatively 

or resulting in negative outcomes by actors can reveal substrata of meaning underlying actors’ 

actions and decisions (Scott and Lyman). Here, the “accounts” interviewees use to justify cutting 

education down from the comprehensive practices of Genetics to the condensed messaging in 

Obstetrics primary care reveal the impact organizational logics had in the transition process to 

construct the meaning of NIPT education, pregnant patients’ needs for education and counseling, 

and new roles and responsibilities patients ought to take on to make the transition process work 

for Organization. The way actors accounted for the changes to the education process reveals the 

logics driving the changes, which in turn allows us to see how the logics construct who the 

imagined user of the system would be, and thus what her needs and responsibilities would be.  

 In Table 3: Conceptualizations of the Patient below, I break down the different ways that 

bioethics and organizational logics assess patients’ needs and presumptive test results, and how 

the differences between the logics construct different meanings for education.  

 
TABLE 3. CONCEPTUALIZATIONS OF THE PATIENT  

 Bioethics Logic (old) Org-Market Logic (new) 

Who is default 

patient 

Assume patient could receive 

positive result; Individualize 

counseling; All pregnancies 

possibly at risk 

Assume patient will receive negative 

result; Generalized counseling; 

leverage the few for the many; one of 

many 

Educational 

needs 

Most thorough; “all the ins and 

outs”  

“Good enough” focus primarily on 

“99%” accuracy and “it’s only 

screening;” focus on logistics 

Meaning of 

Education 

Key/substantive component of 

informed consent 

“hoop to jump through;” “barrier” 

to access; formality; “hand-holding” 
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Responsibility 

for Education 

HealthCorp and/or department Patient shares in 

responsibility/partakes in self-

education and uses resources 

 

Developing an education system that fit Obstetrics needs and timeframes was described to 

me as a necessary “compromise” or “concession” or “tradeoff” by several committee members 

involved in setting up the new education system. Framing the transition this way indicates they 

either perceived the changes to the education system negatively, or believed they would result in 

negative outcomes for patients. 

As discussed above the methods of counseling (and, indeed, the obligation to counsel) for 

the state screening program for blood markers shaped how NIPT counseling was added in to OB 

visits. Adding NIPT counseling to state screening counseling was impactful for getting OB buy-

in because it “made sense” for organizational efficiency, time, and employee morale: it’s a 

procedurally similar test (a blood draw) that is also classified as “screening” rather than 

“diagnostic.” The procedural aspects of testing enabled administrators to reassure OB providers 

that counseling for NIPT was within their scope as practitioners, and gave them a roadmap for 

explaining the technology to their patients.  

The following three quotes highlight the ambivalence many providers in Genetics felt 

about the changes to patient education, and the tension between the bioethics logics of thorough, 

informed consent processes and organizational needs:  

 

Jeanette, a genetic counselor, highlights the impact of time constraints when adding NIPT 

counseling into the short obstetrics appointments:  

 

“… they knew it [counseling and education] wasn't gonna get done as well. Which, it's not going 

to, you know? There's just no way around it, the OBs don't even have 30 minutes total to see the 

patient, much less 30 minutes to spend just on the screening.”  

 

Anthony, a perinatologist, explicitly frames the changes as a negative for patients but necessary 

for organizational efficiency:  

 

“I'm pretty sure that the patients are more effectively and properly counseled by Genetics... So 

that's the trade-off that we accepted when we made that transition — that the patients were more 

likely to get less complete information about the tests if they got it from the prenatal providers. 

That it was just going to be more efficient for the organization to do it that way.” 

 

Rebecca, a genetic counselor, also cites the organizational concerns with patient satisfaction:  

 

“I think we lost a little in giving up the education part from Genetics, but I think people saw it as 

a barrier.” 

 

The accounts of Anthony and Rebecca beautifully capture the tension between the two logics: 

the patients would be getting “less complete” information, but organizational efficiency would 

be improved; while Genetics counselors felt they were thus “losing a little” by moving the 

education, treating NIPT as a standalone process created a “barrier” to care in the minds of 

patients and the Obstetrics department.  
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Alexa, a colleague of Jeanette and Rachel, was particularly involved with education during 

the NIPT transition. When we spoke in her office she was adamant about the complexity of 

NIPT testing and how difficult it was to understand its limitations, abilities, and results. She 

spent nearly 30 minutes after our formal interview was finished showing me her slides and 

documents for explaining risk analyses, population statistics, and data sets regarding NIPT 

negative and positive predictive values to help me get a better grasp on the material. 

Nevertheless, even she argued that the knowingly condensed level of education for patients after 

the transition, while a “concession” for Genetics, was “enough” for patients: 

 

“I guess that goes back to the concessions that we gave up when we were transitioning was we 

recognized that they aren't going to be counseled in the same way that we're counseling them, 

that a provider does not do that. And I don't expect a provider to do that, and so it really comes 

down to is that enough? If we didn't think it was enough they'd still be counseled in Genetics…” 

 

Constructing Identity 
So why was this trade-off enough? A key component was that the meaning of education 

and the identity of the patient imagined to be moving through the system both changed. Two 

concepts of the patient, and what she needed, were at stake.  Bioethics logic, compatible with 

risk-based motherhood frames (e.g., that women operate as risk-managers in their pregnancy and 

must be informed of all possible risks in order to make an informed decision), operate on the 

assumption that because any pregnancy might test positive, women should be educated to a 

standard in which she would be prepared were her results indeed positive.   In contrast, within 

the market logic, the system was constructed around the assumption that most women’s tests 

would be negative: education was framed around the statistical likelihood that testing would turn 

up a genetic anomaly, or rather that it was highly unlikely to. A common refrain during 

interviews and during prenatal counseling sessions I observed was that “95%” of all pregnancies 

are “normal” or unaffected by a genetic anomaly. In Genetics, under the bioethics frame that 

viewed mothers individualistically, this was interpreted to mean that any pregnancy might have a 

5% chance of being impacted, and a patient should be prepared accordingly. In contrast, within 

the organizational logic mothers were viewed from a utilitarian framework, which meant that any 

individual’s chances were weighed against the needs of the other patients; with any one patient 

being unlikely to have an impacted pregnancy, education should be oriented towards the 95% 

likelihood of being negative.  

Below, Rebecca sums up the idea behind structuring the new NIPT system around the 

assumption that women would receive a negative test result. Note how she describes this as an 

active decision made by the transition committee:  

 

 “[W]hat we've decided is that for the most of the patients they're going to get negative results. 

It's not going to matter so much what they told the patient in the end, because the patient is going 

to have a test for Down Syndrome. It's going to be normal or low risk. It doesn't mean the baby 

doesn't have it, but they're happy.  The few patients that have weird results or abnormal results 

we can do some of our best work in genetics on those patients…We're not going to prepare 

millions of people for the few that have to deal with the abnormal results. We're leveraging them 

doing that, but the ones who really need us, we'll be there for them.” 
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According to Rebecca, to create the most efficient test education system, one should look at the 

likelihood a patient will eventually need to know “all the ins and outs” of the test and educate 

accordingly. In this case, with the statistical likelihood of a genetic anomaly being quite low in 

the overall population indicates that a patient is unlikely to actually need to know all of the 

information possible about NIPT; since she is going to receive a negative result, it’s “not going 

to matter so much what [she] is told in the end.”  

 

Constructing Needs 
Within a bioethics framework, educating the patient holds value for its own sake, because 

as a subject there is always a possibility she might receive a positive result on a test (or in other 

circumstances, might experience a rare side effect; might have an adverse reaction to anesthesia). 

Within an efficiency framework, educating a patient is weighed against utilitiarian needs; she is 

but one of many. With the shift towards organizational logics and efficiency, the needs of the 

patient were re-framed around her statistical likelihood of receiving a positive screening result. 

Her experience as a patient can be weighed against “the millions” who otherwise are unlikely to 

need to be “prepared” should their results come back positive. When the frame through which 

patients’ needs were viewed changed, so too did the epistemic value of educating patients.   

The organizational logic of efficiency and time effectiveness throws into question the 

value of educating patients: what purpose does it serve if the patient is statistically unlikely to 

have to deal with the outcomes of a positive test result? In this framework patient counseling 

takes on the characteristics of a burden that imposes on the organization’s time and patients’ 

time. Education viewed under this utilitarian org mindset looks more like a hoop to jump 

through, a box to check and/or a burden that takes up time (arguably unnecessarily). 

The ways organizational logics constructed the patient at the heart of the NIPT system and 

the meaning of education also implicated the presumed needs of patients, directly impacting 

expectations for the content of counseling. As NIPT counseling was roped in to state screening 

workflows, standards for the content of the counseling session aligned with the standards for 

state screening. This was described by multiple genetic counselors and OB providers as “limited” 

for patients. For instance, Anthony here laments the state of education and counseling for 

prenatal patients overall:  

 

“… the prenatal testing education that patients get, even prior to the advent of this new test has 

always been limited. And so, this is just one more limitation. Patients have the options of no 

testing, invasive testing, sequential testing and there's a couple different types of that. And the 

education they got around those options was also limited. So, it wasn't a very big leap for us to 

just say, well now there's five choices instead of four. And then we'll get what they get.” 

 

The state screening program again serves as a justification here, as well as a model and pathway 

for how to set up NIPT counseling.  

One way in which this model was “limited” was how it impacted patients who went on to 

receive a positive test result. For instance, for many years the Genetics department had handled 

cases where women would be “cold called” regarding positive test results and would be surprised 

to hear that they had undergone any testing for genetic conditions at all, or were surprised to 

receive a screen positive result for a condition they hadn’t understood was being screened for. As 

Acacia explained to me,  
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“… we know with state screening, there are those patients who feel absolutely unprepared and 

say, "I didn't even know I was going to have this testing," even though they signed a consent 

form.”  

 

 Alexa and I also discussed how this concern was a large part of the discussion process for the 

transition system: 

 

“ … we had this concern with state screening, [that] women didn't know they were getting 

screened . .. I think it's going to be a similar experience. There are going to be women who don't 

quite get that, they know they're being screened for down syndrome… but they usually don't 

really have a handle on the other conditions that they're also being screened for and that's really 

what we saw with state screening as well.” 

 

One of the most concerning outcomes was that limited counseling and education lead to 

patients caught off guard by positive results from the state screening. Jeanette for instance 

recounted phone calls where patients expressed,  

 

"I didn't want to be drawn for it, I didn't know what I was screening for. I didn't want to know 

this information."  

 

Earlier studies of California’s state screening program showed that when prenatal testing was 

provisioned within prenatal appointments with primary care providers, the form of a counseling 

session was maintained, but the substance of counseling diminished. Because the HealthCorpwas 

legally responsible for telling women they had the option of using the state screening program, 

the tests had to be discussed. However, the content of that discussion was not laid out or 

monitored. Hence, many discussions observed by ethnographers focused simply on the logistics 

of testing - that it was a blood test, and it could be done after a certain number of weeks (P&B 

study).  

It was into this model for prenatal test education that NIPT was added: one in which a 

discussion needed to take place, but what was covered in that discussion wasn’t explicitly 

dictated.  As noted above, for some women this meant they assented to testing without fully 

grasping the meaning of the blood sample they were giving. Managing this situation on a regular 

basis seemingly made it easier for Genetics and the transition policy members to expect 

education for some women to be incomplete and set up systems in anticipation of that - as 

Jeanette explained: “… we knew that once [we added] NIPT, it would be the same way.” The 

impact of these decisions on patients will be explored more in Chapter 5: Assembly Line 

Consent.  

 

Constructing New Roles: patient self-education and responsibilities 
A final justification for why this level of counseling was “enough” even if it led to patient 

outcomes described above centered on the complexity of counseling for NIPT. The complexity 

of NIPT actually worked as a justification itself for not attempting a genetics-level education in 

OB counseling sessions: Anthony the perinatologist from earlier, argued that any kind of pre-

education for genetic testing was both inefficient and largely insufficient because it’s just too 

complicated to explain in the context of a basic medical appointment:  
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 “It's not very time efficient to do it one on one… it's extremely difficult to educate patients 

properly. And allow them to make an educated choice. And that's not NIPT, that's all the tests 

that we've done.”  

 

For the sake of efficiency, education couldn’t be done at an appointment; thus it needed to 

happen outside of the appointment, by the patient herself.  

Expectations for women to come in with advance knowledge and decisions increased, 

shifting responsibility onto women: Acacia for instance justified providers’ new roles of just 

“presenting options” with the follow-up that “most patients will make a decision or know what 

they want after reviewing things and reviewing all this educational material that we've 

developed.” That patients would be reviewing their educational material on their own time didn’t 

seem to stem only from concerns with efficiency, but also from a different framing of patient-

hood and motherhood: that the patient, as a consumer, had a responsibility to do her own 

research outside the bounds of her clinic interactions with healthcare providers. If she did not, 

the system was set up in a kind of caveat emptor format: if a patient ended up not fully 

understanding something it was on her for not having fully researched her options.  

This happened in two ways. For one, patients with ‘extra’ questions would be re-routed out 

of obstetrics. As Jeanette described: “… if they want more information, can get referred to 

genetics, so they can ask for that if they still have concerns or questions and things like that.” 

While the default had been that a patient might be positive, and probably will have questions, it 

shifted during the transition to one who is likely negative and is unlikely to have many questions; 

women either with (extra) questions and women whose results come back positive are outside 

the norm. 

 Second, like the fine print on consumer disclosure paperwork, the self-education 

resources that were now going to be a more important part of the educational process were 

already known to be infrequently used by patients. For instance, this discussion within the 

Transition committee shows the Committee’s awareness that there were often more questions 

from patients that could be managed within the short counseling session happening in the OB 

appointments.  

 

Rana (OB department Chief): …the bulk of the work is gonna be either the education of the 

providers around both the technology but mostly around the work around the patient education 

workflow.  

  

Alexa: Yea, how do you address all the questions that come up.  

  

Anthony: And, how do you do it in a way that you know either you do it ahead of time that you 

send something to the patient: “Dear Mrs. So and So welcome to prenatal care, please read/watch 

this video before you come, or have the video available when they do register. Those sorts of 

things are gonna be really critical.  

  

Bea:  Yea I mean there’s so much background education it just cannot be done in a quick 

prenatal visit.  

  

Anthony: Yes, it’s not practical to do it AT the visit.  
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Rana: and that’s what we currently do, is that we send all the patients when they schedule their 

initial prenatal visit you know direct them to the genetics website so now I will say it’s probably 

only 50/50 who actually go there.  

  

Anthony: Well, maybe 50.  

  

Laughter” 

 

Patient self-education was “really critical” because the system could not maintain the same 

standards and be “enough” for patients if the education materials weren’t used independently by 

patients. Yet, the committee’s laughter indicates that they also knew patients were already 

unlikely to use the materials, and were unlikely to change behavior after the transition. After all, 

patients weren’t getting the memo, as it were, that their participation was now a more critical part 

of the NIPT testing system. Thus, while the resources existed to understand NIPT to the level 

patients had been receiving when education was carried out in genetics within the system 

organized during the transition, it was not the information on which patients based their 

decisions.  

The increased focus on self-education solidified the sense that patients had a responsibility 

to be educating themselves more. When I asked interviewees how often they encountered women 

who had used the self-education resources, the most common answer was “not many.” Few 

clinicians believed that their patients would use it, although they hoped they might: Jeanette said 

for instance: 

 

“… I think the patients, they should be reading at least the consent form that they're signing that 

kind of explains it….I see that on their [clinician] notes and the after-visit summaries, that they 

direct them to read information about the different options. But ... a lot of patients don't.”  

 

Clara in fact described frustration at the lack of patient preparedness  

 

“I think it was just like a reality check, like we do the best we can, and we can give lots of 

literature. That's part of the informed consent, but ... I think we are doing a good job of that, lots 

of resources for patients to read. Whether they're going to do it, we have no control over that… 

It's evolved to I think something pretty realistic in healthcare delivery is you do the best 

you can. You provide information, but you don't have the control to truly inform on every 

aspect, so the patient has a role in that, to learn. We can't do everything. We can't hand 

hold completely like, ‘Okay. You need to learn about this.’”  

 

 

Transitioning NIPT pre-test education from Genetics to Obstetrics meant that education for 

patients moved from a department where counseling was tightly coupled with bioethics logics to 

a department more dominated with org-market logics. In the process, education for patients 

became de-coupled from its intended purpose: counseling changed from a systematized deep-

dive into NIPT technology and its implications to a far shorter and less systematized session that 

would be “limited” for some patients and “leverage” their experience if they happened to receive 

positive test results. Patients would spend less time discussing NIPT with a (likely) less 

specialized prenatal care provider, during an appointment that was already time-constrained and 
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focused on a variety of other topics. Furthermore, HealthCorp’s perception of patient needs and 

responsibilities changed in this transition, as these were increasingly framed by organizational 

logics of motherhood, rather than bioethics. This meant more emphasis was placed on patients 

taking on the responsibility of self-education, and were presumed to need less “hand holding” 

from genetics experts.  

This change was largely intentional, justified by shifting the framing of patient educational 

needs based on her statistical “identity.” In Genetics, the system was built on a presumption the 

patient may receive a positive test result; in contrast, patients’ needs were framed by utilitarian 

logics weighing any individual’s possible results against her statistical odds of receiving a 

positive or negative and the burdens “over educating” or “hand holding” all patients would place 

on Organization. Thus, the system was built on an assumption that patients would receive 

“normal” results. This then changed the meaning of education: if the result is negative, education 

was just a little hoop to get through, or a box to be ticked off. If the result is positive, then 

education becomes more critical -- a pre-cursor to a post-facto determination of whether a patient 

really made an educated decision; whether the system promoted her autonomy as a decision-

maker. Thus, what it means to be educated regarding NIPT changed during the NIPT transition 

to OB, not just who performs the education, and what education consisted of.  The decoupling of 

the education process created a gap between the structure of a counseling session and the content 

and substance of one. What filled this gap and the implications for patients will be explored in 

Chapter 5 with ethnographic observations from counseling sessions I observed in person.  
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Chapter 4: Shifting Risk 
 

Introduction  
In Chapter 3, I argued that when NIPT transitioned from Genetics to Obstetrics 

departments, the meaning of education and the user of NIPT changed. While the structure of 

education and counseling remained, the content diminished; under an org-market logic, 

education was a hoop to jump through as opposed to a substantive process. Education was de-

coupled from its original form and goal.  In order to account for these shifts, the end user also 

transformed: the imaginary patient who under genetics might have received a positive result, was 

assumed to now receive a negative result.  

In the following Chapter, I examine the transition in the context of the results women 

would receive: how did HealthCorp decide what women needed to know about their results, 

what options were women given in the new system, and which logics informed these decisions? 

In Chapter 3: Shifting Work I explored the impact of the different frames around motherhood 

embedded within the bioethics and the org-market logics. I argued that within the org-market 

logic, the patient has a presumptively normal pregnancy, and within a bioethics logic, the patient 

is an autonomous informed decision-maker due respect from the medical system. This chapter 

focuses on tropes of the “litigious mother” in organizational decision-making about NIPT results.  

HealthCorp’s decision making around NIPT results was heavily influenced by logics of legal 

risk, market-driven claims, and organizational needs. The conceptions of motherhood embedded 

in these logics ended up conceptualizing women as potentially litigious consumers whose main 

interests in genetic testing were finding out fetal sex and reassurance of their fetus’s health. 

Constructing the NIPT results system using these tropes allowed HealthCorp to view patients as 

a potential threat. As a result, the locus of risk shifted to the Organization, and the resulting 

system prioritized organizational needs and risks over those of patients. This came at a price to 

patients; the system post-transition allowed HealthCorp to place risks that otherwise could have 

been borne by HealthCorp onto women themselves. These risks included receiving minimal to 

no in-person education about several of the conditions being detected, bearing the brunt of a 

cold-call from Genetics in the case of an abnormal result; and in some instances, undergoing 

NIPT testing on the belief it was a “gender test” and then receiving genetic information she may 

or may not have chosen to test for independently. These are explored further in Chapter 5: 

Assembly Line Consent.  

Below, Table 4: Legal Logics vs. Org-Market and Bioethics lays out the characteristics of 

legal logics pertaining to patients that I found in my data, which I have added as a comparison to 

the Org-market and Bioethics logics discussed in Chapter 3.  

 
TABLE 4: LEGAL LOGICS VS. ORG-MARKET AND BIOETHICS 

Characteristic Bioethics Logic (old) Org-market Logic 

(new) 

Legal Logic (new) 

Framework and 

Goals 

Individual autonomy; 

informed decision-

making; non-

coerciveness; consent 

Efficiency; cost-

management; time- 

management; patient 

satisfaction; employee 

retention 

Risk management: 

reducing or avoiding 

liability; equality of 

patient treatment 
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Sources of 

Legitimacy 

Patient education 

processes; patient 

educational resources; 

informed consent 

processes and 

paperwork 

Adherence to 

organizational 

community standards; 

adherence to national 

and professional 

guidelines; maintaining 

standards of care; 

patient retention 

Adherence to legal 

standards; paperwork 

and paper trails; 

adherence to national 

and professional 

guidelines; maintaining 

standards of care 

Who is the 

person? 

Rational decision-

maker: empowered by 

information, time, and 

resources 

Customer: has 

preferences largely 

informed by market 

interests; one of many 

Potential Litigant 

Kinds of 

Problems 

Poorly educated or ill-

prepared decision-

makers; not fully 

informed of risks, 

implications or 

potential results of 

medical procedures; 

coerced decision-

making 

Patient grievances; 

patient loss; employee 

loss; time and resource 

inefficiencies; not 

maintaining 

competitive status in 

community 

Patient grievances and 

claims of negligence of 

wrongful birth; unequal 

treatment of patients or 

unequal access to 

resources 

 

Results Letters 

As with NIPT pre-education and counseling, moving test resulting processes from 

Genetics to Obstetrics departments was not a straightforward transfer or delegation of tasks 

between departments: in the transition new pre-test education on what results would entail, and 

new results letters after tests came back from the lab were constructed.  

There are several things at stake in how a patient interprets screening results in 

pregnancy. One is patient comprehension, which informs what she does after testing. Because 

screening tests don’t return a yes/no diagnosis, they are inherently uncertain and require a second 

layer of decision-making about whether to pursue or not pursue follow-up testing after receiving 

results (either positive or negative, as both in theory could be false). A critical component of 

making the decision about follow-up testing is thus understanding what positive and negative test 

results do and do not mean. How sure can a patient be that her positive or negative results are a 

true positive or negative? How certain she can be that a positive would mean her pregnancy was 

affected? For what kinds of conditions is she receiving results? With NIPT, these already loaded 

questions (which bring up issues of termination, disability, and parental bonding during 

pregnancy and afterwards), were complicated by aggressive marketing claims of NIPT 

manufacturers, and the complexity of explaining and understanding test results. For example, 

could a result for Down syndrome be interpreted in the same way as a result for a sex 

chromosome anomaly like Monosomy X? 

This chapter expands on some of the concerns patient interpretation of NIPT results 

engender, including legal liability in the case of NIPT screening being a false negative and 

leading to a wrongful birth lawsuit; and unclear results leading patients to ask additional 

questions of HealthCorp staff.  It also examines the types of choices patients were offered for 

their results, and the legal concerns that shaped these choices. Negotiations within the transition 
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Undesirable 

outcomes 

committee regarding how to phrase results letters and what kinds of options to give patients 

about their NIPT results toggled between three competing interests: assuring patient 

comprehension about their results, protecting organizational interests like efficient workflows, 

and managing legal risks from potential wrongful life or other malpractice lawsuits. As in 

discussions about patient education, the logics undergirding these different goals conflicted: 

placing too much emphasis on patient comprehension -- for instance extra information, 

individualized results or options for testing -- would cause problems for the other interests. A 

graphic “teeter-totter” helps to illustrate how these different logics competed in the committee’s 

search for equipoise in crafting a system for returning NIPT results to patients.  

 

 

 

 

 

 

 

 

 

 

 

 

 

These considerations shaped both how results were communicated to patients and the kinds of 

options patients were given within the NIPT testing and resulting system.  

Below is the language the committee decided on to communicate the screen-negative 

results to patients. Although any results that were screen-positive or unreadable would be 

handled by a phone call from the Genetics department directly, the committee extensively 

debated the language to communicate the screen-negative results to patients. The vast majority of 

who received screen negative results received the following language via email or online portal:  

 

“Your test result shows that the risks for Down syndrome, trisomy 18, trisomy 13, or a sex 

chromosome problem were all found to be very low in this pregnancy (much less than 1%). 

Although not all chromosome disorders are found by this screening test, your test result is 

reassuring.” (emphasis original) 

 

The following section focuses on the committee discussions that happened behind the scenes to 

construct this statement. First, I will focus on what the word “risk” means here in the phrase 

“result shows that the risks” -- what complexities does this word hide? And what risks are not 

stated? On whom do they fall? 

 

What’s at Risk?  
Recall in Chapter 2: Background, that NIPT differs from previous tests available like 

MSAFP and the state screening program, and its results must be interpreted in different ways 

from these more established tests.  NIPT results require extra steps to interpret the numeric risk 

scores returned from the lab. Multiple genetic counselors who worked with statistics, risk, and 

genetic data professionally, discussed with me how difficult it was to explain NIPT results to a 

Numeric 

language 
Descriptive 

Language 
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lay patient. Several variations on how NIPT could be interpreted came up in committee 

discussions about how to phrase results: using descriptive language, for instance “low” or “no” 

risk, or using numeric language like “less than 1 in 10,000.” The complexity of the test produced 

a debate about organizational and legal logics and the different risks the phrasing of negative 

results posed to Organization, with far less attention paid to the impact on patients.  

For example, one way to write a results letter would be to include the percent cutoffs 

used by the laboratory to make a determination of “screen negative.”30 But a potential issue with 

NIPT results was that numerically-phrased results from an NIPT test might be construed by 

patients to mean a “residual risk” or “true risk” such as a patient would receive from a MSAFP 

screening. Willa, a geneticist working on the transition committee argued during a meeting,  

 

“So, it’s much easier for an OB to say ‘Oh your risk based on serum screening is 1 in 385. That 

means that out of 385 babies with this risk, one of them would be expected to have a down 

syndrome or another chromosome abnormality.’ But the NIPT is not a residual risk… and that’s 

what’s tricky to explain.”  

 

In contrast to the “1 in 385” percentage referenced above - which is a residual risk from the 

MSAFP test - “less than 1 in 10,000” does not give odds that the particular pregnancy is or is not 

impacted, but that the test determination of “screen negative” is incorrect at a rate of less than 1 

in 10,000 cases.  

It was particularly important at HealthCorp to distinguish between true risk and NIPT 

risk because of its legal history. If a patient believed her results were specific to her individual 

fetus or pregnancy, as opposed to the “chance that the lab would miss a diagnosis” it had the 

potential to re-create a legal dilemma HealthCorp hoped to avoid. Several interviewees described 

a legal case to me that had occurred several years prior with the MSAFP screening: a patient had 

undergone the state screening test via Organization. Her numeric risk was 1 in 300, which at that 

time at HealthCorp meant that patients were told they were “screen negative”: as Jeanette a 

genetic counselor explained about Organizational policy at the time:  

 

“[W]e have some protocols about looking at the screening number, and if they're below a certain 

amount, then they don't get told. But for the state screening, a patient had a 1 in 300 risk and was 

never told her number, she was just told she was negative. And so she didn't do anything, 

because she thought it was fine.”  

 

When her baby was eventually born with a chromosomal condition, the patient filed a wrongful 

birth suit against HealthCorp arguing that had she been told her specific numeric risk, she would 

have done follow-up testing via amniocentesis. After that lawsuit, HealthCorp switched courses 

and started providing numeric risk scores to patients in addition to their cut-off classification of 

low or high risk. The intent here was that, according to Jeanette, “the patient can make the 

decision -- if she thinks 1 in 300 is high, if she thinks 1 in 1,000 is high, whatever. She can make 

the decision to go on to amnio.” This approach of giving the patient all the relevant information 

and letting her make the decision about whether it’s a risk she wants to take on is consistent with 

a bioethics logic of informed decision-making. In contrast, how to phrase NIPT results was 

handled differently. Over the course of several discussions in committee, the idea that using 

 
30 For reference in the following committee discussions, in most cases, that cutoff was sent back from the lab as “< 1 

in 10,000.” 
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“verbiage” that would “CYA” HealthCorp against patients came up many times. The specter of 

another lawsuit shaped how patients and their actions were framed: by viewing patients as 

potentially litigious mothers, decisions regarding how to phrase negative results were framed as a 

way to control the patient’s actions after receiving her letter in ways that helped avoid legal 

problems for Organization. 

If including a patient’s specific risk in her results was one way of forestalling legal 

liability, why then did the Committee ultimately decide to phrase women’s results with the less 

specific language:  

“that the risks for Down syndrome, trisomy 18, trisomy 13, or a sex chromosome problem were 

all found to be very low in this pregnancy (much less than 1%)?”  

 

After all, including the most precise numeric information to patients makes sense according to 

both legal and bioethics logics: patients could receive the laboratory numbers showing their 

screening designation (screen negative or screen positive), the positive predictive values based 

on the patient’s age and population prevalence of the condition they received results for (let’s say 

3/1100), perhaps in addition to a statement on whether their particular risk score was considered 

low or high. A results letter with this level of detail would in theory include all the information a 

patient might need to interpret her results, as well as protect the legal interests of Organization.   

However, within the logic of organizational efficiency and time management, a “no holds 

barred” approach might create undesirable outcomes aside from legal conflicts. The problem 

with including numeric information was also an issue for organizational efficiency. For instance, 

when it was suggested the results letters simply include the numeric risk score from the 

laboratory results, Willa asked the group: “I’m wondering how is it going to be explained when 

someone says ‘so what does that 1 in 10000 mean?” This was a question that was difficult to 

answer; giving patients the impetus to ask the question would lead to more work for prenatal care 

providers who would have difficulty explaining the NIPT results. Even genetic counselors 

struggled to explain NIPT results to lay-patients:  no single counselor had a definitive and easy 

way to explain NIPT results numerically. Below are a few of the ways counselors described to 

the committee they might explain a “normal” result to a patient: 

 

“So, I have trouble explaining it myself…but there’s a lot of reasons why the test result can come 

back looking like the way it does in the lab … the likelihood that it would come back looking 

like this and the baby would have down syndrome is something like 1 in 10,000, but it’s not the 

likelihood that the baby has down syndrome. Because there could be other reasons why it [the 

result] would look like this but the baby would still have down syndrome. I mean it’s a very kind 

of convoluted explanation that I have not nailed down.” -- Willa 

 

“What I tell patients is, is that if they have a screen negative NIPT result that is very reassuring 

and greatly reduces their chances of any of the aneuploidies tested on this test. However, we 

don’t at this time have the literature to provide them with residual risk. And the 1 in 10000 that is 

reported on the report is not actually the actual chance that their babies is gonna have one of 

these conditions… that’s really more the chance that the lab would miss a diagnosis. So, it’s a 

technicality, right?” -- Anika 
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 “Too much” information could lead to further questions and complex discussions that we know 

were difficult even for specialist genetic counselors to have with their patients. This could 

hamper the efficiency of the NIPT testing system with patients calling for clarification.  

These concerns are exemplified by several comments from Rana, an obstetrics provider 

managing one of the clinics. Below, she uses efficiency logics to argue against creating 

“unnecessary work” for clinicians and administrative employees by putting in more information 

than is necessary in the results letters. Through the lens of efficiently managing staff time and 

expertise, giving patients detailed information might lead to an undesirable result – reassuring 

and explaining a negative result to a patient. To avoid this outcome, one option discussed was to 

only include the patient’s classification as low risk, without giving a specific numeric risk. Being 

a manager and a practicing obstetrician, Rana’s arguments were particularly attuned to how the 

wording of letters might lead to legal risks and inefficiencies: any grievances for her department 

would go through her on their way up the hierarchy at Organization. As a leading member of the 

transition committee, her opinion held considerable sway. Here, she frames the wording of 

results letters from an efficiency standpoint: 

 

“I don’t want such an academic discussion about what it means on the letter that that then 

generates more questions that then I can’t answer as a clinician what they want to know, and then 

I have to send them to genetics to talk about it for a normal result… I just don’t want to open up 

a whole Pandora’s box of things that creates a lot of unnecessary work for everybody.”  

 

Her use of “Pandora’s box” brings to mind an uncontrollable flurry of patient inquiries coming 

out of a results letter for a standard, negative result. The metaphor highlights the organizational 

interest in controlling patient behavior via the wording of results letters: through semantics, the 

committee could contain and control how patients responded to their negative results, 

minimizing work and liability for Organization.  

Thus, one possible option for negative results letters was to simply say “low risk” without 

any numerical score. Rana here asks of the committee if simply using “low risk” might be 

“sufficient” in the letter, referencing a legal framework for determining what level of explanation 

would “CYA” the Organization: 

 

“… is it sufficient just to say ‘low risk,’ knowing that it’s [the] probability of [the] test result 

[being] correct? Because it’s not a residual risk number…I mean if it’s not residual risk and 

genetics is gonna talk to the people who are all non- less than 1 in 10,000 [i.e. intermediate or 

high risk] do we need to put that in the information?”  

 

The appeal of this level of explanation to patients - one which only focused on the low risk 

designation -- was supported by a fellow committee member as a way of guarding against the 

perception of NIPT results being the clear-cut residual risk result patients and providers were 

accustomed to receiving for prenatal testing. By not including a numerical risk score, they might 

prevent the residual risk confusion. Below, Rebecca, talks about how on one hand a numerical 

score might confuse the residual risk versus secondary risk issue:  

 

“it’s easy for patients to walk away with a different understanding than what we think we’re 

telling them…we don’t want them to think is that it’s residual risk…we don’t want them to think 

that ‘oh [this number] means it’s less than 1 in 10000 [for the individual fetus]… …. I think the 
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key is just to let them know that their risks are significantly reduced but they are not zero.” 

- Rebecca, genetic administrator 

 

But on the other hand, Anthony (perinatologist) objects to removing a numerical score 

entirely by arguing that using only “low risk” descriptive language was part of the legal case 

HealthCorpwas trying to avoid repeating: 

 

“… when we told people “oh you’re low risk” then they came back “but then I had a baby with 

Down’s” “well, it was low but it still was 1 in something” and we’ve had those issues come up. 

So I think it makes sense to do that [include a number with risk classification].” 

 

Later on in the conversation, Anthony again underscores the link between including a 

numerical risk score and legal protection, discussing numerical scores and verbal “disclaimers” 

and “caveats” interchangeably:  

 

Anthony: “I don’t have any issue with sending them a letter that says we are happy to inform you 

that your test result was negative, what this means is: blah blah blah blah blah… All I wouldn’t 

want to do would be to send a letter to patients saying we’re happy to inform you that your test 

was negative.” 

 

Rana: “No, that’s not gonna happen. It’s gonna say something about the aspects of how it’s still 

screening, all those caveats still have to be in play.” 

 

Anthony: “So you don’t want to put in a number, but you want to say or put in some other sort of 

disclaimer instead of an actual number. That’s fine with me.” 

 

Viewed through the frame of the potentially litigious mother, women’s confusion about their 

results constitutes a threat to HealthCorp- either through inefficiencies, or through legal action. 

In order to protect both of these priorities, a woman’s risk was loosely defined as low risk and 

“less than 1%.”  If we revisit our teeter-totter graphic, the language settled on in the results letter 

is a hybrid between the two poles of numeric and descriptive language. It is a hybrid meant to 

strike equipoise between the legal and organizational risks that HealthCorpmight be taking on 

with either form of language.  

Clearly, explaining NIPT results is a complex task - even genetic counselors have 

different opinions and openly struggle with it. The phrasing used in the letter might very well be 

a good way to convey the complexities of NIPT results. But these discussions are about more 

than just semantics: throughout, the primary locus of risk is on the impact of women’s actions for 

the organization, not for women themselves. The locus of risk is not how a patient might 

interpret her results for her own use in decision-making, but in how her actions might negatively 

impact organization. By prioritizing the Organization, not patients, information was doled out in 

ways to mitigate or change their behavior in light of potential litigation or a “Pandora’s box” of 

questions. The next section shows how working within this logic and using the frame of a 

potentially litigious mother to plan the resulting system impacted the very options women had 

about their NIPT results.  
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Constructing Choices 
Recall in Chapter 2: Background how different chromosomal abnormalities detected by 

NIPT differed in how accurately the results could be interpreted. On one hand, for conditions 

like T-21 Down syndrome, NIPT was considered highly accurate, with a high detection rate and 

a high positive predictive value of 99%. If a test result came back as positive, one could be 99% 

sure the result was correct; conversely, there was a less than 1% chance the result was incorrect. 

However, a majority of the other anomalies tested for did not share the high PPV of down 

syndrome. Willa pointed out to me how this impacted the decisional value for patients:   

 

“I think that the issues are that the positive results don't mean the same for all of the conditions 

we're testing for. A positive down syndrome result is very likely to be down syndrome, like very 

likely, 190 out of 191 cases were positive. So, but a positive result for triple X, less than 20 

percent of the time.”  

 

From a bioethics logic of helping patients understand the decisional value of their results, 

we can presume a more explicit breakdown of test results would be necessary. One option for 

dealing with the different decisional value NIPT results offered would be to give women options 

about what conditions they would want to be tested for. Technologically, this was possible: a 

woman could decide on a variety of combinations of chromosomal anomalies to be tested for 

before her blood was drawn. The testing platform being used at HealthCorp was broken into two 

tests – one for fetal sex and one for SCA information that a patient could receive in addition to a 

chromosomal report. A patient could receive just the SCA information, or just the sex 

information, or opt out of one of the other. Jeanette described to me:  

 

“actually [NIPT BRAND] breaks it out into two tests, one is just the fetal sex, so you just find 

out male or female, and then separate is … the SCA panel, which is a sex chromosome 

aneuploidy panel. So that actually looks for the conditions, which is a medical indication, right? 

But the fetal sex is not a medical indication…. But we d[o] the two together.” 

 

Recall the results letter said the risk was for “Down syndrome, trisomy 18, trisomy 13, or a sex 

chromosome problem.”  Why were the SCA results included in the overall screening results with 

conditions showing higher PPV scores, and why were they bundled into the same phrase in the 

results letter as more specific and accurate results like for Down Syndrome?  

Allowing options for patients about the kinds of test results they’d receive presented legal 

challenges. The trope of the potentially litigious mother heavily influenced the possibility of 

women having more options for the results they would receive. In order to have these options, 

the patient would have to specifically decline testing for conditions that could be tested for, but 

which she chose not to find out about. This is called a declination form, rather than a consent 

form; its purpose is to show that the patient was given the option and information about tests 

available, but she purposefully declined them – not that she simply wasn’t told about or offered 

them. This may protect a doctor or an organization from wrongful birth liability if her child were 

eventually born with one of the conditions she declined. However, a declination form still 

requires discussing emotionally difficult and technically complex genetic information with 

patients; the possibility that this may not be done well (enough) by a general practitioner, would 
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not quite register for patients was the primary framework through which they made their 

decision. 31  

I spoke with Sandra, (a genetic administrator) in-depth about the decision to not include 

SCA options in NIPT results.  She was an incredibly friendly and enthusiastic interviewee who 

shared several anecdotes and movie recommendations with me about genetic testing. She and I 

talked at length in her office about how avoiding liability shaped the decision to not offer women 

the ability to decline results for SCAs. In this portion of the interview, she and I are discussing 

the influence one of her former directors, Lenny, had in shaping policy around SCA testing. As 

she described him, Lenny was very attuned to legal risks and issues, and always thought about 

policy with an eye towards downstream legal impacts.   

 

" We talked a lot about that, ‘should we continue to really have our standard panel include the 

sex chromosome abnormalities? If there are really a lot more false positives in that group, and 

they're a lower risk group of what women really want to know anyhow, because they don't 

usually result in mental retardation and major birth defects. Is this really a disservice?"  

 

We talked a lot about that, especially with Lenny and his medical legal team and we were like, ‘I 

just don't see the OBs being able to handle that conversation. When patients really are informed 

[about] what they're not getting... Because they'd have to talk about XXY, and XO, and XYY. 

They're all different. They have these nuances. They're subtler.’  

 

He said, ‘I think it's a challenge enough to get our OBs to make sure they talk about the test, and 

that there's false positives, and things like that.’ To get informed consent of declining that piece 

of the test, he felt like, would be riskier than the disservice we might potentially be doing by 

having more false positives. They know there's going to be false positives. That's the key. We 

want to make sure they understand that going in there. Then they'll talk to a genetic counselor if 

they are. (emphasis added) 

 

Similar to how justifications for condensing patient education for NIPT often centered 

around the complexity of fully explaining it to patients, Sandra’s accounting of the decision to 

not allow declinations centers on the complexity of SCA testing and results. She explains that 

understanding and explaining SCA testing is far more complex than for other tests, making an 

appeal to time management and efficiency. But the argument really gets its teeth by framing 

declinations as “riskier” to Organization; riskier than the “disservice” it would be to have 

patients receive a false positive for an SCA early in their pregnancy.  

What kinds of disservice was Sandra discussing? Specifically, for SCAs, the different 

accuracy levels associated with different abnormalities shift the calculus for a patient deciding 

how to proceed after receiving results. Willa explained her concerns with the variable levels of 

accuracy for different chromosomal anomalies NIPT results returned, 

 

 
31 Also known as “informed refusal,” like informed consent, patients may refuse treatment suggested by a physician. 

However, per Truman v. Thomas (1980) a physician has a fiduciary duty to explain to patients the risks involved 

with refusing treatment. Please see Truman v. Thomas 27 Cal. 3d 285 (1980) (patient declined pap smear due to cost 

and later died due to cancer; physician has a fiduciary duty to explain the potentially fatal consequences of patient’s 

decision).  
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“There’s so many variations [of conditions] that the test is just not as good for…when a patient 

gets a positive result, sometimes it can be hard to know -- how concerned are we? Is it worth 

taking the risk of a procedure to confirm this?”  

 

These decisions about whether to move on to diagnostic procedures were complicated by the 

marketing tactics NIPT labs used to advertise their tests to patients. Many labs elided their 99% 

sensitivity levels for Down Syndrome to cover the other abnormalities detected, using the claim 

“99%” accurate to imply that all test results shared the same accuracy of Down Syndrome 

results. Bea, a genetic administrator explained it in a committee meeting to her colleagues:  

 

“…The positive predictive value is highly, highly skewed off from the kind of quotes on 

sensitivity that they are giving people [for Down Syndrome] which is basically just a marketing 

ploy to make it look like this test is so good. To the point that SCAs are a complete toss of the 

coin. I mean it’s no better than 40% or so positive predictive value…it’s very complicated to 

convey that to patients.”  

 

Thus a positive result for a chromosomal abnormality aside from Down Syndrome meant an 

almost entirely different set of decisions to make; NIPT results didn’t just have variable accuracy 

depending on the condition, it had a different decisional meaning for patients. As Willa queried 

rhetorically,  

 

“Is this something we need to know about in pregnancy? Is this something that I even wanted to 

screen for?...I think people are very clear with what they would do…in regards to Down 

Syndrome or T-13 or T-18, but the sex chromosomes carry a little bit more uncertainty for 

patients.”  

 

As she alludes to, not only are SCA tests based on cffDNA more likely to show up as 

false positives, but even if there is a SCA present in the fetus’s chromosome, it may often not 

impact the baby’s health or impact it far less than other conditions being screened for.32 Thus, 

women and couples could receive results that would set off a series of follow-up testing to 

determine if the SCA result was indeed a false positive or a true positive. At a minimum, this 

might cause several weeks of concern and ambivalence for the mother and parents before results 

were confirmed. If the couple or mother chose to continue the pregnancy, the child may show 

little to no symptoms, but the knowledge might “lurk” in the background, coloring parents’ 

perceptions of their child’s health for the rest of their childhood (Buchbinder 2013; Timmermans 

and Buchbinder 2010). These are only a few of the possible outcomes that Sandra refers to as a 

potential “disservice” to patients.  

Furthermore, patients are typically unaware of these differences in accuracy and are 

swayed by the advertising claim that NIPT tests their fetus’s DNA. Alexa, a genetic counselor 

explained in her interview with me: 

 

“patients come in with an expectation that this is testing DNA, it’s a really good test, it’s almost 

testing the pregnancy directly, so they have this perception and it’s [not accurate]. I think the key 

message is to say that a positive result does not necessarily mean the fetus is affected.”  

 

 
32 Please see footnotes 13 through 15 for more information and resources. 



 

 60 

While the decisional value for Down syndrome would be conclusive, for SCAs, NIPT carried an 

entirely different value. While for Down syndrome counselors and OBs wanted patients to be 

aware of “how good” the test is, for SCAs the message was the opposite - a positive result 

couldn’t be trusted at all and would need to be verified. But because of the persuasive claims that 

NIPT tests DNA directly, patients and their partners wouldn’t be aware of this until and unless 

they received a positive result. This first places the burden of a “cold-call” on patients (discussed 

briefly in Chapter 3, and further in Chapter 5) as well as an entirely new set of decisions to make 

about a fairly uninformative test result for condition that may or may not have a large impact on 

their future child’s health.  

Because the locus of risk was the organization and not the patient, the legal risks that 

including a declination for SCA screening with the NIPT consent weighed more heavily for the 

committee. As Sandra recounts, explaining what exactly SCAs are and what the accuracy rates 

for screening via NIPT are is a complex task requiring high genetic health literacy for both the 

OB provider and the patient to fully understand the issue. The likelihood that an OB provider 

could a) explain the test well enough to a patient; and b) the patient would understand the test 

well enough to understand what declining the testing meant felt both out of reach to the 

committee and legally risky. For if a patient declined testing without fully understanding the 

ramifications, it could open HealthCorp up to a wrongful birth suit based on the argument the 

declination form wasn’t signed with the patient’s full knowledge and understanding. With the 

locus of risk shifting towards the Organization, not the patient, the HealthCorp’s needs came 

first.  

What Sandra describes as a “potential disservice” I would characterize as a risk trade-off: 

the risks that HealthCorp could have borne were placed on to women. Women’s options 

regarding their screening results were decided in advance and systematized across all patients 

(regardless of individual patients’ interests) based primarily on minimizing the legal risks 

HealthCorp perceived it may face by allowing women to choose. This was despite the fact that 

some of the information women would receive, for instance for SCAs, might be medically 

inconclusive and may cause emotional harm to women and couples during their pregnancy.  

 

Fetal sex and mothers as consumers 
The impact of the organizational motherhood frameworks was made stark in how 

differently HealthCorp managed the option of finding out fetal sex via NIPT. As opposed to the 

option to decline SCA testing, women were given the opportunity to opt in or out of receiving 

fetal sex results. Unlike SCAs, fetal sex is not considered a medical use for testing. Nevertheless, 

in the org-market logic viewing patients as customers, their preferences ought to be 

accommodated. Despite not being a medical use, the preference for fetal sex was made more 

legible to HealthCorp for two reasons: marketing for NIPT, and because including fetal sex 

results reduced rather than increased market risks of patient dissatisfaction to HealthCorp.   

For one, finding out fetal sex so early in a pregnancy (at least 8-10 weeks earlier than an 

ultrasound would determine) was a point marketed to patients heavily in NIPT materials. 

Clinicians recounted to me how their patients would often come in asking for the blood test that 

“tells gender,” which they had heard about from friends, online groups, or marketing materials. 

For instance, Waverly an Ob-Gyn described her experience with patient interest in NIPT:  

  

“I think many of them are very excited to find out the gender. … I think they really, really like 

that. And I think they like that it's early…. I think those are the two biggest things is that they get 
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an answer early, it seems to be fairly accurate, at least in the right population, and they really ... I 

think honestly, most of them care about gender.” 

 

She went on to describe a common interaction she’d had with patients since NIPT had started 

being marketed -- that patients would come in asking “…. I heard there's a test that you can find 

out the baby's gender early…” and that of the patients she discussed pre-natal testing with, 

“probably a good 25 percent will lead with that.” From the perspective of clinicians and 

administrators, this wasn’t from totally spontaneous patient interest, but driven by intense 

marketing aimed at patients to promote adoption of NIPT. Jeanette, who had seen several 

iterations of prenatal testing come through HealthCorp explained to me in an interview:  

 

“What was unique I think with NIPT is the labs. They're very active in doing direct to consumer 

advertising, [and] they spend a lot of money. On the internet I would see all the time these things 

popping up ... So I think there was a lot of press since a lot of women heard about it and put 

pressure on to have it as an option…actually the biggest thing with that [type of pressure], was 

for us to add the testing for the fetal sex.” 

 

But fetal sex didn’t have to be one of the results given from NIPT despite patient interest 

in demand: technologically it was possible to not test for sex, and it is also not a medical use for 

testing.   In fact as Jeanette explained, when NIPT was first being used by HealthCorp, it was 

only available for “medical conditions” and fetal sex wasn’t included.  However, once 

HealthCorp Moon started offering the option, she and others in the same office described a 

“push” or “pressure” to include sex results. This came from logics that within the same 

organization equal access and treatment for all members would minimize patient defection: 

 

 “… a big push was we were getting member complaints … HealthCorp Moon had always been 

offering [it] to AMA (advanced maternal age). And there's a big push for HealthCorp to be 

consistent, especially within California. And then that was the ultimate [push] for the fetal sex as 

well, is that they were ... that HealthCorp Moon was offering it… and we weren't, and members 

were getting very upset over that” 

 

Including fetal sex results, as well as giving patients the option to not receive them aligned with 

organizational framing of patient as a consumer: she should be given what she wants to keep her 

happy. Fetal sex knowledge was made more legible as a reasonable interest for patients based on 

NIPT marketing that encouraged patients to directly ask HealthCorp for the option. It also 

aligned with market-based narratives that “gender reveals” are an important step in a woman’s 

pregnancy; finding out or not finding out the sex of the fetus is a culturally recognized 

manifestation of what “type” of mother a woman wants to be. Knowing the sex of a baby in 

advance allows women to purchase clothes and décor to prepare for the birth; it is fun and 

exciting information to have. In contrast, options about SCA information do not align with this 

romanticized vision of motherhood; no one is dreaming of reading pamphlets on rare 

chromosomal conditions, joining support groups, and planning for years of doctor’s visits. 

Culturally, thinking about and discussing fetal anomalies is something we try to protect 

prospective parents from, especially pregnant women who are framed as already overwhelmed 

and anxious before birth.  
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Viewed from a bioethics logic, this process would likely look quite different. Information 

on potential health conditions would be prioritized for women as risk-managers and information-

gatherers to have access to. But conversely, this may also be information she could wish to “opt 

out” from; discriminating between genetic information by degrees of severity or kind of 

condition might be one way to manifest herself as a mother, the same way women manifest their 

selves as mothers by degrees of gender preference. Just as some mothers and couples 

differentiate themselves by choosing to raise a child gender-neutral, within a different framework 

for motherhood we could imagine prospective parents making similar differentiations based on 

forms of genetic knowledge.  

Legal logics to minimize risk by avoiding a declination process aligned here with org-

market interest in giving patient-customers “what they want,” and HealthCorp’s system for 

offering NIPT baked in an option for finding out fetal sex. Within the physical artifact of the 

order and consent form, there was a box for patients to check to receive fetal sex results, which 

was consistently pointed out to them by whomever was helping them fill out the form, i.e.: “So 

you can also choose to find out the gender, but you have to check the box!”  Ensuring patients 

filled out the fetal sex portion correctly was a point of efficiency and bureaucratic thoroughness 

for administrators to press upon clinicians and those helping patients with their paperwork. If a 

patient forgot to check the box but wanted to find out fetal sex, there was a tight window to get 

back to the lab to re-run her bloodwork before the blood was discarded. This of course created 

more work for HealthCorp-- particularly galling for a “non-medical” test result. On the flip side, 

if she mistakenly filled out the form and opted in to fetal sex results, she might complain about 

finding out information she didn’t want to know.  

Because of the bureaucratic hassles this could cause, filling out the fetal sex box was one 

of the issues highlighted in provider training for NIPT. The below screenshot from the provider 

training PowerPoint shows three key points of information impressed upon clinicians to make 

sure are completed for the paperwork to be correct: 
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The system ultimately created gave women only one option for her results: she could choose to 

learn the sex of her fetus in her results, or she could choose not to learn the sex. She was not able 

to choose whether she would find out about SCA anomalies. Patient complaints, minimizing 

legal risk by avoiding declination forms and by providing equal treatment within the same state 

made offering NIPT with fetal sex results a priority for Organization. 

 

Risk and Burden Shifting 
To highlight the impacts these administrative decisions had on patients, I want to recall 

the discussions I had with genetic counselors regarding results and the importance they placed on 

the pre-education part of the process. Multiple counselors were concerned that patients simply 
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did not understand “what they were signing up for” -- that screening a pregnancy could very 

easily lead to diagnostic testing. Willa, a genetic counselor, talked to me about what she hoped a 

pregnant patient would understand about her results before she decided to test: 

 

 “what it’s testing for, how good the test is, and what would be done based on different 

results…[it] is important for patients to know that screening tests can lead to diagnostic 

tests because if they would never consider a diagnostic test, then maybe they don’t wanna 

do a screening test.” 

 

The inherent uncertainty about screening tests that she underscores (bolded here) is what NIPT 

and cffDNA is supposed to remove from the screening process: one of its clinical selling points 

is that it reduces false positive and false negative rates for Down Syndrome, in theory reducing 

follow-up testing and unnecessary anxiety in patients.  

But by including the SCAs panel automatically, the same problem was re-created at more 

of a detriment to patients: SCAs are much more difficult to diagnose, and it is harder to ascertain 

just how much they will impact the future child’s life. This was arguably compounded by the 

phenomenon of women seeking out NIPT primarily for the fetal sex information, in some cases 

thinking of NIPT as a “gender test” as opposed to a genetic test. Offering the option to find out 

fetal sex protected HealthCorp Star legally and in the market by aligning it with HealthCorp 

Moon, but that shifts risks HealthCorp could have born again onto women, who may then 

receive a cold call with positive test results for conditions she wasn’t aware of receiving. This is 

discussed further in the following chapter.  

 I want to point out that what a large portion of what Willa and her colleagues consider 

important for patients to understand before assenting to testing -- “what it’s testing for, how good 

the test is, and what would be done based on different results” (i.e. if the results could stand on 

their own, or would require diagnosis) was regularly left out of the counseling sessions I 

observed (discussed further in Chapter 5). A majority of sessions covered “how good the test is,” 

for example when clinicians discussed that NIPT was “99% accurate.” But this statistic was only 

really relevant for a Down Syndrome result: depending on the chromosomal anomaly, the 

meaning of results for patients are at complete odds with one another: for Down Syndrome, the 

meaning for patients is that the test is essentially diagnostic; as several people mentioned, 190 

out of 191 positive tests at HealthCorp had been correctly diagnosed. For several of the other 

abnormalities screened for, a positive result was no better than “a toss of the coin.”   

For the 5% of women who receive a “non-normal” result, she would receive a “cold call” 

from genetics, and would need to make a decision about follow-up testing: would she undergo 

diagnostic testing, or continue the pregnancy without knowing one way or the other if or how her 

child might be impacted by this chromosomal anomaly? Choosing to neither give women the 

option to opt out from testing, nor to fully inform them they might receive these results places 

the burden of risk on women that could have been borne by HealthCorp. Instead of taking on 

legal risks that a declination might pose, or the risk of patient questions and inefficiencies in the 

education and resulting system, it asks women to either be: 

 

a) informed enough about what NPT would test for to decline sex and SCA testing on their own; 

 b) know enough about testing to know that those results might be coming;  

c) know enough about rare genetic anomalies that they would be prepared to analyze and make 

decisions on those results; or  
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d) be taken by surprise that they receive abnormal results and then start the process of deciding 

“how sure” they want to be about their fetus’s status by pursuing amnio or not.  

 

What stands out to me is that these risks and expectations are placed on patients without telling 

them what they even hypothetically may need to know. The system makes SCA results an 

unknown unknown for patients, which then essentially forces them in to scenario D. For those 

whose results ended up in a phone call for the positive, that shock and confusion were born by 

the patients themselves, instead of being cushioned or taken on by the org in the form of 

“inefficiencies” or ‘risk.’ 

In the de-coupling that happened during the transition, a gap developed between what 

purpose of explaining potential results and what purpose HealthCorp needed the resulting 

process to perform. Org-market logics of efficiency and minimizing legal risks were made 

incarnate (Hallett ’10) in finding equipoise between the two poles of numeric risk and descriptive 

risk in patients’ results letters; a balancing act between what might place HealthCorp in legal 

risk, and what might veer into organizational inefficiency. Result letters were carefully 

constructed to include “enough” information to CYA HealthCorp against legal liability, but not 

“too much” information. This would discourage questions on the part of women, especially those 

who had negative results; missing an opportunity for clarifying the decisional value of NIPT for 

patients. Enabled by org-market logics framing women’s behavior as potentially litigious 

consumers, the system was set up not to avoid the “disservice” of not giving options to patients, 

but to protect HealthCorp.  

 

 

Chapter 5: Assembly Line Consent  
 

 

 

So far we’ve seen in Chapter 3: Shifting Work, that transitioning NIPT pre-test education from 

Genetics to Obstetrics departments meant that education for patients moved from a department where 

counseling was tightly coupled with bioethics logics to a department more dominated with org-market 

logics. During the transition process, education for patients became de-coupled from its intended 

purpose: counseling changed from a systematized deep-dive into NIPT technology and its implications 

to a far shorter and less systematized session that would be “limited” for some patients and “leverage” 

their experience if they happened to receive positive test results. In Chapter 4: Shifting Risk, 

HealthCorp’s decision-making around NIPT results was heavily influenced by logics of legal risk, 

market-driven claims, and organizational needs. The conceptions of motherhood embedded in these 

logics ended up conceptualizing women as potentially litigious consumers whose main interests in 

genetic testing were finding out fetal sex and reassurance of their fetus’s health. Constructing the NIPT 

results system using these tropes allowed HealthCorp to view patients as a potential threat. As a result, 

the locus of risk shifted to the Organization, and the resulting system prioritized organizational needs 

and risks over those of patients. 

The shift in logics incurred two major follow-on effects. One was that the frames through which 

patients’ needs were viewed changed; patients were considered more like customers, and education 

catered more toward what they “wanted” to know, and focused less on what patients “needed” to know 

about testing. Second, the locus of risk shifted from the patient to Organization, placing burdens and 
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risks onto patients instead of organization. As this Chapter discusses, these risks included receiving 

minimal to no in-person education about several of the conditions being detected, bearing the brunt of a 

cold-call from Genetics in the case of an abnormal result; and in some instances, undergoing NIPT 

testing on the belief it was a “gender test” and then receiving genetic information she may or may not 

have chosen to test for independently. As I will show, the variation in the content of education and 

counseling post-transition contrasted sharply with the ideal-type of informed consent process as it had 

been implemented in the Genetics department. Recall that within the bioethics logic, the metric of 

success in medical decision-making is preserving patients’ autonomy: patients are conceptualized as 

rational decision-makers who must weigh the risks of a procedure against the benefits, coming to a 

decision with the assistance of a medical authority, but without coercion. Patients are also 

conceptualized as individuals, with individual needs, interests and risk profiles to take into account 

during counseling. In the Genetics department these values were enacted through counseling sessions 

(either one-on-one or in groups) that focused on “all the ins and outs” of testing, including what NIPT 

looked for specifically, and what it did not look for (compared with other available tests), the accuracy 

of results for the various genetic aneuploidies a patient might receive, and what options patients would 

have when she received these results. This was intended to help patients navigate the decision-making 

process prior to assenting to testing by helping them understand the decisional-value NIPT would give 

them, and to prepare them for test results should they come back positive. Table 5: “Changes in 

Meaning” below summarizes the changes in meaning that occurred during the NIPT transition process: 

 
 
 
 
 
TABLE 5. CHANGES IN MEANING 

 Bioethics Logic Org-Market Logic 

Who is default 

patient 

Assume patient could receive positive 

result; Individualize counseling; 

patient is an individual 

Assume patient will receive 

negative result; Generalized 

counseling; patient is just one 

of many  

Educational Needs Most thorough; “all the ins and outs”  “Good enough” focus 

primarily on “99%” 

accuracy and “it’s only 

screening;” focus on logistics 

Meaning of 

Education 

Key/substantive component of 

informed consent 

“hoop to jump through;” 

“barrier” to access; just a 

formality; “hand-holding” 

Responsibility for 

Education 

HealthCorp and/or department Patient shares in 

responsibility/partakes in 

self-education and uses 

resources 

As a result of these changes, education became an “assembly line consent” process 

wherein it was viewed as a box to check off or a “hoop” to jump through. Within the bioethics 

logic, patient education held inherent meaning as a key component of patient autonomy. In the 

organizational logic, education became a structure of “symbolic compliance” where checking the 

box signals compliance with legal risk management strategies and also signals legitimacy within 

professional culture (Edelman 2016). In this analogy, the prenatal care system at HealthCorp is 
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the “factory.” We might think that the product of the factory would be a healthy pregnancy, or a 

healthy baby, or a well-informed autonomous decision-making patient. But in reality, the product 

being made is a well-ordered, efficiently-operating patient: one who moves along through her 

pregnancy at HealthCorp creating a minimum of work, questions, legal grievances or lawsuits 

for Organization. She should thus operate autonomously from Organization, as opposed to make 

autonomous decisions for herself. Patient education for NIPT within this factory can thus happen 

without oversight or “quality control.” Each patient can receive a different experience so long as 

she continues her journey through the system autonomously and without resulting in legal 

problems.   

Below I highlight what assembly line consent looks like in practice in a series of 

contrasted prenatal NIPT counseling sessions that I observed. To understand the impact of this 

new education and consent system had on patients, I spent 80 hours at two different branches of 

HealthCorp’s obstetric clinics observing patients’ prenatal appointments. I additionally observed 

the behind the scenes workflows between medical assistants, prenatal providers, and patients. 

During downtime between appointment observations, I informally discussed prenatal care -- 

including NIPT counseling -- with program administrators, clinical providers, assistants, and 

auxiliary helpers like licensed vocational nurses, who often were the ones filling out paperwork 

with patients.  

To prepare for the transition, OB providers like nurse practitioners (NPs), certified nurse 

midwives (CNMs), obstetricians (OBs), and maternal-fetal-medical specialists (MFMs) 

participated in a 1-hour provider training session that occurred online via a live PowerPoint. I 

was given access to the live webinar as well as the slides and recordings for provider education. 

The breakdown of the slides is: 18 slides on the scientific literatures on NIPT sensitivity, 

accuracy and results to familiarize practitioners with the new test; 10 slides on how to answer 

questions from patients, including managing patients who were not eligible for NIPT use; and 14 

slides on paperwork and new workflows. Additionally, educational aids were distributed, which 

several practitioners told me they found helpful and liked to have with them when going in to an 

appointment with a patient. These included a decision-tree for patients to use to think through 

their interests in using NIPT, and a brief info sheet with statistics on accuracy and what NIPT 

tested for. Please see Appendices C and D for examples. 

By working NIPT into the typical prenatal appointment, it subjected the education of this 

complex technology to the variances of prenatal care and education in the U.S. Recall in Chapter 

3: Shifting Work that education for providers was not meant to replace the skillset of a genetic 

counselor in guiding patients to a decision about testing. Instead, the focus was on helping OB 

practitioners easily and confidently add NIPT counseling into their existing prenatal testing 

discussions. As a result, there was no defined, universal or systematic way of educating patients 

about NIPT in this system; it was largely within the discretion of the clinical provider - be it a 

nurse practitioner, a registered nurse, a certified nurse-midwife, obstetrician, or perinatologist. 

The transition ensured that there would be a conversation about NIPT, but the content of that 

counseling conversation could be incredibly varied. The only quality assurance, as it were, or 

“check” on the process was when a patient had an abnormal experience and sought out the 

genetics department to ask questions, or discussed with them their results after receiving a “non-

negative” result. Otherwise, as Acacia said in Chapter 3, if a patient received a negative result, 

whatever her education consisted of remained between her and her provider.  

But this is only to say that NIPT counseling matched the rest of her prenatal information 

which was also incredibly varied on other counts -- exercise, food, caffeine, sushi, deli meat, salt, 
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weight gain, travel -- recommendations on these topics differed considerably in my observations. 

During one informal interview with a certified nurse midwife, she summed up her experience 

with prenatal care: “We think there is this thing ‘out there’ that is prenatal care, but in reality we 

all do it differently. We don’t know what it is.” This doesn’t mean that many clinicians didn’t do 

an excellent job counseling patients during their OB visits. My data show many clinicians did in 

fact do a thorough job a genetic counselor would be proud of. Instead it means the system was 

not set up to ensure this happened; these cases were closer to outliers than the norm.  

In the commentary between descriptions of conversations I observed, I focus on how 

“enough” education (to protect HealthCorp against legal issues), but not “too much” education 

(such that it led to unnecessary questions) looked like in practice. I look at both what is and what 

is not said to patients, and how this reflects the way org-market logics frame pregnant women’s 

needs and interest in testing. In particular, I address how the trope of the “litigious mother” that 

shaped patient options for their NIPT results also impacted how OB providers approached 

discussing the different ways that discussing fetal sex testing and SCA testing. I then use 

interview data with counselors and OB providers to examine the impact that approaching NIPT 

education as “assembly line consent” has on patients. 

 

Variations in counseling 
 

Waverly vs. Wynonna 
The following conversations exemplify the variations in counseling the OB-based NIPT 

education system allowed. The first discussion follows Wynonna, an experienced nurse 

practitioner who had been working in obstetrics for several decades. Her short brown hair was shot 

through with grey, and she bustled more than walked through the clinic, lending her an air of 

effectiveness akin to a character on an Aaron Sorkin television show. Everything she discussed 

with her patients was clear-cut and verged on dogmatic: there did not exist grey areas in research, 

medical recommendations, nor what her patients ought to do while pregnant. Nearing retirement 

when I shadowed her, Wynonna was by far the most “old school” nurse I encountered, stressing 

to her patients the need to minimize weight gain, avoid all caffeine and excess salt, sugar and 

carbohydrates, to walk daily, and consume copious amounts of fruits and vegetables. Wynonna 

spoke quickly and confidently to her patients about prenatal testing in nearly identical full-

paragraph trains of thought, complete with props and diagrams. She begins below by laying out a 

spectrum of options for her patient - between “doing nothing” or not engaging in testing at all -- 

and “invasive testing” or amniocentesis and CVS.  

 

“Wynonna: OK so, one of the options is to do nothing. I like to start here because if you wouldn’t 

change the outcome of this pregnancy and you’re going to accept whatever you’re going to have 

maybe you don’t – it’s an option ok? At the other end of the scale is doing an amnio or CVS 

you know the more invasive sort of testing.  

 

Without stopping for input from her patient, she continues on to describe generally what prenatal 

testing is screening for, and goes into detail on the various accuracy rates for each option: 

  

Wynonna: And everything is geared towards things like down syndrome and things like that 

ok? That’s kind of the big thing.  
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 But! So, there’s options. Now this is the state program, which generally a lot of women under 36 

do, but you can also do it at your age too because it’s just up to you what you need to know. 

[Gesturing to a pamphlet on the CA prenatal screening program] So this is a program done by the 

State of California – we draw the blood, we send it to them, they do the work ok? So this one is 

called the sequential screening it picks up DS about 90% of the time. This is serum integrated 

this is two blood tests and an ultrasound of the baby’s neck. 85% pick up on down syndrome. 

With the one blood test it’s 80%. Now if you do this you always do this, if you do this you do 

both. This combines all of them, this one is just the blood test and you do this when you do 

this one together. And here’s the handbook for that…. 

 

[Continuing on about screening vs. diagnostic options] So this is screening tests vs. diagnostic. So 

the amnio, CVS, diagnostic – tells you just about 100% what’s gonna happen ok? So this 

explains what screening tests are, this is the state program. And the state program either tells 

you screen negative or screen positive.  

 

[Continuing on to NIPT discussion] And then you’re eligible to take the NIPT because you’re 

36. What this test does – this is only for the down syndrome question, we’re only looking at 

those chromosomes, we’re only looking at and it won’t say anything about (which we also test 

for) spina bifida, open neural tube, open abdominal wall. And that’s one other blood test 

you’re gonna do as well if you decide to do this.  

 

PT: So if I decide to do this I would not do this…OK 

 

Wynonna: So the NIPT can pick up down syndrome up to 98/99% as opposed to this [gestures 

to State pamphlet] which is 90%.  

 

PT: But this tests for other… 

 

Wynonna: Well, if you do this test with this test, this covers …we do the two of them together.  

 

PT: Ohh ok 

 

Wynonna: And this one then picks up the spina bifida, the open neural tube and the open abdominal 

wall and the smith lemli Ovitz. So what this does is it’s just one blood test. But what it is um 

when you’re pregnant there are fetal cells in your blood.” 

  

Breaking down this discussion, Wynonna goes into significant detail about the state 

testing program (which was in person slightly less overwhelming because she also drew a small 

diagram on one of the pamphlets to show visually what she was referring to). The main points 

she covers about all of the tests are the number of blood draws required, any required 

ultrasounds, and the accuracy rates. She highlights that all of these tests are mainly “geared” 

towards Down syndrome, but also includes some information on other conditions that prenatal 

screening might pick up, including neural tube defects and abdominal wall defects (neither of 

which are covered by NIPT). With Wynonna, the patient hears the same “spiel” she would have 

heard prior to the transition, with some information about NIPT tacked on at the end; NIPT is 
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offered as one option, and it is relatively clear what NIPT does and does not screen for at least 

vis a vis other tests on offer.  

 In contrast, the following is a discussion between Waverly and her patient. Waverly is an 

obstetrician in her mid-40s with a brown chin-length bob and round face. She was cheery and 

warm, inviting me to stay and chat for a while after I introduced myself to her and asked about 

shadowing. It was election day in November 2016, and she was wearing all white in suffragette 

solidarity, jubilantly discussing the likelihood of having a female president Clinton the next day. 

She was a great conversationalist and immediately put me and her patients at ease with her self-

deprecating asides and witty banter. In contrast to Wynonna’s by-the-books approach, Waverly 

took a conversational tone with her patients. I immediately felt like she was my friend and had 

my best interests at heart; I can only imagine her patients felt similarly. Wynonna and Waverly’s 

conversations differ in several ways: Waverly is far more directive with her patient regarding 

NIPT, which is framed as “a better option,” NIPT is discussed as “almost as much info as an 

amniocentesis,” and it is also positioned as a “replacement” for the state program or general 

screening.  

 

Waverly: So, have you thought about antenatal testing?  

 

PT: Yes - I think I’ll just go with what I did with my son, the general screening.  

 

Waverly: Ok – are you aware of a new test? It’s called NIPT … 

 

PT: [interrupting] – Oh yea, on the video I saw something about it. But I missed the part on it 

because I couldn’t find the link online.  

 

Waverly: OK, so it’s a blood test and it’s almost as much info as an amniocentesis but it’s just 

a blood test. And it’s recommended for women over 35 as a better option. The one thing it 

does miss I think is spina bifida but they will test for it later. So you can do the standard testing or 

NIPT.  

 

PT: So the NIPT replaces the general screening?  

 

Waverly: Yes.  

 

PT: Ok yea I’ll do that then. 

 

What NIPT does, what it doesn’t do, and what testing might mean for the patient’s 

pregnancy differ significantly between Wynona and Waverly’s counsel. In one counseling 

session, NIPT is clearly discussed as a screening option, albeit one with a higher accuracy rate 

than other screening blood tests available. In that discussion, it was also clearly discussed as a 

screen specifically for Down Syndrome, and it was clear that it did not screen for other medical 

issues that might be caught with the integrated screening option offered via the state program. In 

contrast with Waverly, NIPT was positioned as basically the same thing as a diagnostic test, but 

with a blood draw, which was not an accurate statement. Waverly failed to lay out what exactly 

the test was screening for and what it did not screen for, so some key information was left out. If 

a patient were more worried about abdominal wall defects than she was about Down syndrome 
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she wouldn’t know from this conversation that her screening choice wouldn’t be detecting those 

issues.  

 

Cold calls: from genetics buffer to patient burden 
What might happen after a conversation with Waverly, rather than Wynonna? The discussion 

between Wynonna and her patient comes much closer to the ideal-type education sessions that 

had been occurring when NIPT was counseled via the Genetics department. In interviews with 

genetic counselors many were insistent that, as Alexa phrased it, “…there is a need to make sure 

[patients are] aware that there might be unusual results…” and that education should include 

“…enough up-front information to anticipate what the outcomes might be.” A patient who was 

counseled with Wynonna or with similar information would likely have some context for 

receiving and understanding any abnormal results. But for a patient who had a discussion like the 

one between Waverly and her patient, several concerns came up in interviews. One concern with 

such patients was alluded to in Chapters 3 and 4 - that their experience would be “leveraged” in 

favor of the majority of patients, in that they would be less prepared to receive their results than 

they would have been under the system in the Genetics department. This initially happened at 

HealthCorp with patients who received abnormal results for the state screening program but had 

not fully absorbed that the bloodwork they were undergoing was for prenatal screening, were not 

expecting to get a call from genetics, or weren’t prepared to hear about positive results from 

genetics.:  

 

“... it's a historic problem with prenatal screening tests way prior to NIPT … it was very common 

for people to have state screening because their doctor said, ‘You should have this test,’ or, 

We're going to order this other test.’ They’re [the patients are saying], ‘Okay, sure,’ but not 

thinking about what if it comes back positive. And there can be a lot of frustration with people 

saying, ‘I didn't even want to know this, and now you're telling me there could be a problem.’” - 

Alexa, genetic counselor 

 

For genetic counselors who had been managing the NIPT transition, this situation was 

recreating itself after moving education to Obstetrics, especially in the instances of positive 

results for SCAs. Below, Jeanette describes discussions with fellow counselors who had worked 

with patients who received positive results but were otherwise unprepared for them after their 

pre-test counseling in OB:   

 

“you hear about some of the counselors who end up dealing with them [patients] when they're 

high risk or no result… that the patients weren't aware that they were getting screened for these 

SCAs, or they weren't aware that maybe they wouldn't get a result, or that they wouldn't get a 

result just for fetal sex. . . Then they're like, ‘Well, I never knew this,’ or, ‘I didn't hear that… If I 

knew this was being screened for, I wouldn't have done it,’ and that kind of stuff.”  

 

As several other counselors explained to me, stressing that a test might come back positive, what 

it might be positive for, and that she would receive a call from the genetics department if it were, 

was a mainstay of counseling. This served as a “buffer,” as Willa put it, that was lost in the 

transition:  
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“I think that there's still some left to be desired with the patients that do come back high risk… 

[previously] it wasn't out of left field, if we did get a screen positive result, that they would be 

hearing from us, and they also knew who we were. We weren't cold calling them with high-risk 

results…when we did have those patients, I do think it was a little bit buffered than the way that 

it is now.” 

 

Acacia added that initially when NIPT counseling was in genetics, “when someone came back 

with a positive or an inconclusive result, we'd had those conversations that those things can 

happen. And we had prepared them better for these different situations…” Presumably, a patient 

who had discussed the test in more detail with Wynonna might have had that buffer, and had 

some preparation for different kinds of outcomes from testing. In contrast, a patient whose 

education came from Waverly and who fell into the 5% risk profile would suffer the shock and 

burden of the cold call herself.  

 

“Is this the gender test?” Counseling on fetal sex but not SCAs 
This situation was compounded by the phenomenon that Jeanette discussed above of patients 

assenting or requesting NIPT believing it was only going to be a fetal sex test (often referred to 

as gender in my observations). Counselors, OB providers and administrators I talked to 

recounted many women who conflated the fact that NIPT could test for fetal sex with NIPT 

being a test solely for fetal sex, and would be caught off-guard by receiving results for a genetic 

condition:  

 

“[patients] weren't aware that maybe they wouldn't get a result, or that they wouldn't get a result 

just for fetal sex. . . Then they're like, ‘Well, I never knew this,’ or, ‘I didn't hear that… If I knew 

this was being screened for, I wouldn't have done it.’” 

 

In the 19 counseling sessions I observed, finding out fetal sex or gender was brought up 11 times 

by the prenatal care provider independently of patients asking for it. And in 2 instances patients 

directly asked about NIPT in the context of finding out gender - as Waverly discussed in Chapter 

4, finding out fetal sex was one of the most common reasons prenatal providers cited for 

women’s interest in NIPT. 

That NIPT was largely viewed by patients as a gender test was certainly known to the 

policy-makers working on the NIPT transition to OB. One of the committee leaders joked to me 

several times that “really, we’re just providing patients with a very expensive gender test” (recall 

that HealthCorp paid for NIPT testing, not an outside health insurer). In the bioethics logic, it 

would make sense to avoid testing for sex so that it was clear that NIPT was a genetic test and 

patients could engage in decision-making based only on the risks and benefits of the genetic 

information they might receive. Including testing for fetal sex only muddies the waters; fetal sex 

and genetic anomalies are two very different types of information that are only joined by the 

medium through which they can be discerned (i.e. maternal blood). While the option to not 

include fetal sex was available to HealthCorp from a technical standpoint, it didn’t make sense 

within the org-market logic to not give their patients (cum customers) “what they wanted.” And 

“what they wanted” was marketed to them aggressively by NIPT companies as an incentive to 

test. Furthermore, viewing patients as customers engaged the market-driven framing of 

motherhood in which finding out fetal sex is an important and exciting ritual during pregnancy.  



 

 
73 

 But uptake of NIPT based on fetal sex was also driven by providers presuming patients 

interests in fetal sex, many of whom brought up the ability to find out sex (prior to the 20 week 

anatomy scan) in their counseling without prompting by the patient. Below is an example where 

Aurora brings up fetal sex results independently of being asked by her patient. Aurora is a 

certified-nurse-midwife who happened to be working at HealthCorp West for a few days while 

they were short-staffed. Aurora typically worked with patients in a more rural branch of 

HealthCorp. She warmly welcomed me to observe her counseling discussions but warned me she 

was sure she didn’t do a good enough job since the genetics information was not “her thing.”  

 

Aurora: There are two ways to look at it [prenatal testing]: one is screening, where nothing is 

invasive – it’s bloodwork alone and early ultrasound called the nuchal translucency, which is a 

fancy term for looking at the risk of Down Syndrome early on. It’s about 90-95% accurate, and 

that’s in the blue book there. 

 

[continuing] But we also offer a new test, which is bloodwork again from your arm. This one 

is more specific to down syndrome and you also find out the gender. Of course, nothing is 

ever 100% on anything, remember. It also looks for trisomy 18, 13 and sex chromosome 

anomalies, but Down Syndrome is most common in ages 35 plus. And you do it early on -- 

you get the kit at 11 weeks and then you also do the 16-weeks second trimester screening.” 

 

Aurora here is an outlier in that she discussed “gender” as well as some information on SCAs. 

This was the only time that SCAs were called out specifically in my observations, if they were 

discussed at all.  

Recall how including SCA information was handled at HealthCorp when deciding how to 

structure women’s options for NIPT results. Concerns with declination and legal liability drove 

HealthCorp’s decision to automatically include SCA information for patients: because OB 

providers were unlikely have the time and expertise to explain SCAs sufficiently for patients to 

knowledgably decline testing, patients simply weren’t given the option to decide if they wanted 

SCA information at all. In the bioethics logic, patients would be expected to have an option to 

learn about and then opt-in or opt-out of SCA information: viewed as individuals, patients may 

have different interests and needs regarding SCA information. This perspective on SCAs 

conflicts sharply with both the org-market and legal logics conceptualizations of patients: as a 

customer, patients should be given what they want, and few are eager to hear about SCAs unless 

there is a problem; additionally, as a potentially litigious mother, the patient may sue us. 

Protecting HealthCorp from a market and a legal perspective and automatically including SCA 

testing meant that in my observations of counseling sessions, SCAs were hardly discussed. 

A typical description of SCAs the following exchange between Kate and her patient. Kate 

was nurse practitioner who took a no-nonsense, direct approach in her work. She carried herself 

as slightly higher in status than some of the other nurses working, although it wasn’t clear to me 

that anything in her title would indicate that. When I interviewed Kate after shadowing some of 

her sessions, she expressed the most interest of any of the clinicians I met in directing her 

patients towards using NIPT. As she explained it, she believed it was a “better” test and she 

thought it was best for her patients to use it, considering it her role as their nurse to tell them 

what to do. This perspective is in full view in the following exchange in which her patient came 

in with her mind already clear that she would use the state screening system, and is persuaded by 

Kate to use NIPT instead. In Kate’s description, Trisomies 13 and 18 are condensed into “down 
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syndrome-like problems,” sex chromosome anomalies are not mentioned at all, and NIPT is 

again discussed as a “replacement” for the state screening program despite testing for different 

things (with overlap for down syndrome).   

 

PT: Well, last time I did the two different blood tests. And then I had the nuchal study. And then 

I was thinking if I did that this time and there was some kind of screen positive that maybe I 

would pursue diagnostic.  

 

Kate: Yea and that’s what a lot of people do. So instead of the state screening where you had 

the two bloods and the nuchal, that’s replaced by NIPT which is the non invasive prenatal 

testing, or the newer testing. And then plus one other blood draws from the state. The advantage 

of NIPT is that it’s more accurate.  

 

PT: Ok?  

 

Kate: So you’ll get better results – less false positives and the numbers are better. It’s not 100% 

because it’s still a screening, but it’s a lot more accurate than doing the state screening. You 

don’t do the nuchal, which is the ultrasound. But it will pick up anything that needs to be picked 

up on the other ultrasound. And the nuchal translucency the real purpose is to look for the risk 

for down syndrome, so but the blood test is much better for that down syndrome risk than 

looking at the ultrasound.  

 

PT: Oh, ok.  

 

Kate: It’s either kind of one or the other. I mean you could do the state screening if you wanted 

to. You know... 

 

PT: I mean I’ll go on your recommendation, if you think that makes more sense.  

 

Kate: Yea, that makes more sense. And then the other thing is if you want to do the 

amniocentesis or the CVS to start with, um the new testing tests for three different things – so 

down syndrome and two of the trisomies which are like down syndrome like problems and 

the accuracy is like 1 in 99%. 

 

Note that Kate first focuses on steering her patient away from the state screening option, and 

only after she has described it as “better” and “more accurate” does she explain what NIPT also 

looks for and gives any sense of in what way accuracy is better than other tests.  

 

Patient as consumer: providers’ biases shaping counseling 
What can account for the differences in how these women were counseled on NIPT? The 

way the NIPT transition to Obstetrics appointments was structured systematized the provision of 

certain aspects of testing education and not others. Things that were systematically provided 

were: 1) online educational resources; 2) a brief in-person discussion with a prenatal provider; 3) 

signing an order form, which included checking a box specifically for fetal sex results; 4) a 

physical test kit and reminders for a timeline to complete blood work. The transition structurally 

maintained a counseling session, but without systematizing the content of these in-person 
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sessions (where most women made their decisions, even if additional information was available 

in other education resources) the informed consent process became more symbolic than 

meaningful. And like other organizational activities that have been decoupled from their 

institutional goals, what filled in the gaps between the symbolic structure and on the ground 

practice was individual actors’ personal biases (Edelman 1992).  

We can deduct from the data already presented how different logics conceptualize the 

needs, interests and values of the pregnant patient. The patient that the genetics department 

envisioned was one for whom information is empowering; she is an information gatherer; yet 

requires guidance from authority; she requires full and thorough information to avoid surprises, 

mis-haps, and cold calls. This is also the rationale that underpins the practice of informed 

consent: patients as rational decision-makers ought to be in possession of authoritative 

information on the risks and benefits of a medical procedure prior to consenting. In the push 

against paternalism and against coercive practices (particularly eugenics) patients must be more 

like partners in medical decision-making.  

The organizational logic reveals quite a different motherhood frame, one imbued with 

paternalism and consumerism. But the patient on whom the OB-based NIPT education system 

was based was envisioned either as a consumer or a potential litigant. Over multiple 

conversations and interviews employees at HealthCorp referred to patients as “customers” -- 

often catching themselves and referring to them as patients. How does a customer differ from a 

patient? She is a person who could harm the organization’s reputation or bottom-line by being 

unhappy with her care or walking away from HealthCorp altogether; she is someone whose 

interests and complaints are important; who is able and ought to use resources given to her to 

make an informed decision, with or without the guidance of an authority figure.  

As I touched on in Chapter 4, viewing pregnant patients as consumers framed their needs 

for education and test results around what they “want” to know. But women’s interests in testing 

are a kind of “unknown unknown” -- without first knowing the range of testing available, how 

can women know what information they want to know before they assent to testing? To fill this 

information vacuum, my interviewees cited a narrow band of interests they believed patients had 

with regards to undergoing genetic testing. Yet the logic of patient as consumer allowed 

paternalist biases regarding what women want or need to know to creep into counseling. The 

most prominent was that women just wanted to know “100%” that their baby was “healthy” or 

“OK” or “normal.” This was typically discussed in opposition to more detailed or precise 

information that might be gleaned from a screening test. For instance, Sandra the genetics 

administrator stated:  

 

“They just want to know if the baby's okay. "Tell me yes or no." We get calls from patients 

looking, and we talk to them about their results all the time. It's like, no, they don't want to hear 

about the number or the risk. "Everything's fine?" "Yes. Everything's fine." "Okay. Thank you." 

You know?” 

 

Providers focused on what made patients satisfied or happy and decided when something might 

be too difficult or too scary to talk about in pregnancy.  

For example, in our conversation, Abigail a certified nurse-midwife and I talked about 

the kinds of topics she did and did not like to discuss with patients. Abigail was one of my 

favorite prenatal providers to shadow, and a person whose advice to her patients helped to 

alleviate anxiety for me in my own pregnancy. Between her appointments, she and I had wide-
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ranging discussions about genetic testing and the various anxieties new technologies could 

engender for pregnant patients. She had a calming, friendly and fun presence with her colleagues 

and her patients, and the years of experience working with women labor in shone through in her 

bedside manner. I was surprised by her views on what she chose to discuss and not discuss with 

her patients partly because of the extensive background I knew she had in feminist literature and 

reproductive health. Below, she very clearly articulates some of the paternalist frames of 

women’s interests when pregnant I have highlighted, sharing how she viewed part of her role in 

counseling women as protecting them from information they simply did not need to concern 

themselves with early in a pregnancy. In response to a question about how concerned she would 

be about patients receiving results for anomalies they weren’t prepared to receive, she describes 

her preference not to discuss more complex genetic conditions with patients prior to testing:  

 

“I think it's an issue, but I don't know that it's really a solvable issue…I feel like T13, T18, 

people aren't ready to hear that. Nobody's ready to hear that about their baby. And so, with 

those situations where there's something basically worse going on with the baby than T21, I feel 

like it doesn't ... It's not a problem for me that they've gotten that information. I don't think that 

there's something that really needs to be done on the front end to make sure that people 

understand that they're being tested for that.”  

 

For Abigail, viewing her role as protecting patients from uncomfortable information meant that  

discussing “something worse than T21”  “on the front end” was less desirable than a patient 

simply receiving a positive test result without discussing those “worse” conditions in counseling. 

She then used patient responsibility framework to justify this conviction, essentially arguing that 

part of a patient’s role is to come to the prenatal appointment already knowing whether she 

would want information on these rare conditions: 

 

“… the information itself is so overwhelming, and if people really would have preferred not to 

have that information before the birth, then I feel like those people are people who should have 

chosen not to do the testing in the first place.” 

 

The changes in how women were counseled in Obstetrics had the unintended effects of allowing 

providers’ biases to more overtly impact the content of their counseling.  

Combined with how the transition structured women’s choices to avoid potential 

litigation and liability, the consumerist framing of patients interests and responsibilities resulted 

in a very problematic consent process for NIPT.  OB providers, looking at patients as customers 

considered not simply what a patient ought or should know about testing, but what a patient 

wanted to know. But what she wants was assumed or intuited by clinicians without input from 

the patient herself, and was often based on romanticized notions of motherhood in which women 

should be protected from difficult or scary information. Paradoxically, the way the system was 

organized with increased responsibilities for patients to self-educate meant that patients were 

expected to navigate their NIPT choices based on a set of unknown unknowns. The standard 

information women received included very little discussion about the health and lifestyle 

implications of the conditions being tested for; other potential health conditions not being tested 

for (i.e. those included in the state screening testing); the additional crossroads and interventions 

women would encounter if their results didn’t come back low risk; or the conditions they were 

additionally being tested for that were not discussed with them at all (SCAs and other trisomies).  
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Re-Prioritizing: Women above Organizations 
 

 

 

“If we do not attend to how institutional myths are coupled to actual work, how couplings 

change, and what couplings mean to inhabitants, our knowledge of how and why institutions 

matter is limited.” 

(Hallett 2010) 

 

This dissertation uses the transition of work from the Genetics department at HealthCorp 

to the Obstetrics department to produce a fine-grained study of how a once tightly-coupled 

practice of patient education and informed consent was de-coupled from institutional structures 

in place to ensure patient autonomy. Using relational ethnography methods, the dissertation 

traces the processes moving patient education and consent practices from their “incarnate” form 

while in Genetics, to the creation of more ceremonial structures that sustain the “myth” of 

informed consent but (arguably) not the substance when in Obstetrics. Organizational policies at 

HealthCorp responsible for the de-coupling process had a constitutive impact on patients: both 

who they were within the organization, and their empirical and normative experiences as patients 

and prospective mothers. Empirically, HealthCorp’s policies impacted the resources available to 

patients when NIPT moved from Genetics to Obstetrics: less time was allotted to counseling, less 

information was provided during counseling and education sessions, the information provided 

was less in-depth, and less tailored to women’s individual needs or interests.  Normatively, the 

policies also constructed new responsibilities on women to self-educate about NIPT, and to know 

in advance, without being told what testing options were available to her, what kind of 

information she would want to know from NIPT.  

In Chapter 3: Shifting Work, I focused on the shift in logics that occurred during the 

transition from Genetics to Obstetrics, showing that the work of NIPT education and counseling 

did not simply move from one department to the other, but changed considerably in the process.  

I addressed the differences between how counseling occurred in the two departments as a “gap” 

between the ideal version as enacted in Genetics, and the reality of the work in a general practice 

department. Into this gap new meanings and practices were formed, many of which entailed a 

change in the imagined patient around whom the organizational system was constructed. 

Following a market-based and organizational-based logic that viewed patients under a utilitarian 

lens, patient education was consciously constructed on the assumption that most patients would 

receive a negative or low risk test result. From the market-based logic the system borrowed the 

idea of “caveat emptor” and built into the system significant assumptions of patient self-

education. From the organizational logic, the system assumed that women were overwhelmingly 

likely to receive a negative result; counseling should cater to their presumed lower educational 
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needs. This utilitarian framework for viewing patients’ needs contrasted with the individualist 

logic of bioethics under which patient education was viewed as an inherent good.   

In Chapter 4: Shifting Risk, I described what happens when Organizations come first and 

when their needs are prioritized over patients’ needs. Using data from transition committee 

deliberations over how to communicate NIPT results, I highlighted the way the locus of risk 

shifted from the patient to the organization. Critically I showed how information was conveyed 

intending to manipulate the outcomes of patient actions in ways that promoted the organization’s 

interests in managing liability risks and improving efficiency. I contrasted how results were 

conceptualized in committee decision-making during the transition with how genetic counselors 

discussed patient’s needs in the resulting process. This highlighted how genetic counseling 

focused on “patient-centered” outcomes like comprehension, managing anxiety, and planning for 

different possible results, whereas the transition to general care constructed the resulting process 

around “organization-centered” outcomes like “CYA-ing” the organization against potential 

lawsuits, and minimizing extraneous patient questions -- particularly questions deemed 

“unnecessary” because they were from patients with negative results.  

In Chapter 5: Assembly Line Consent, I used ethnographic observations and interview 

data to detail the significant changes the transition meant on the ground for women. Education 

for NIPT became more variable and site- and provider- specific:  assessment for consistency and 

thoroughness wasn’t built into the system, it instead relied on patient self-education and self-

reporting by patients if confusion led them to call the Genetics department with questions. 

Furthermore, in-person education sessions by OB clinicians were often reliant on stock phrases 

that cut out much of the nuance in the substance of education as it had taken place in Genetics. 

These changes placed the onus on women to clarify questions in their own time, and placed the 

onus of receiving cold-calls on women. As I showed with data from fieldwork and interviews, 

when the organization comes first, the patient pays the price. Prioritizing organizational values 

for efficient workflows and minimizing legal risk resulted in information that was tailored to 

minimize patient questions, privileged women’s options to learn or not learn their fetus’s sex 

over other potential results options, and often relied on misleading marketing claims regarding 

NIPT accuracy. In interviews, NIPT was alternately explained to me to be almost diagnostic, but 

still screening; not perfect, but nearly so; a gateway to invasive testing, or a panacea to avoid it. 

These various meanings were not spelled out to patients in their counseling sessions. This meant 

that they had to bear the risk of not understanding the decisional value of NIPT testing, 

particularly for conditions with unclear accuracy levels, and had their preferences for results 

(SCA vs. fetal sex) chosen for them based on what would minimize the organizations legal risks. 

This structure reified market-driven interests in fetal gender knowledge by baking it into the 

system for results, and reinforced the image of the litigious mother, furthering the fears of 

medical professionals that lead to defensive medicine. 

 

The Constitutive Impact of Law and Organizational Policy in Prenatal Testing 
 

As studies in large organizations -- healthcare and otherwise -- show, organizational 

implementation of a law dramatically affects its impact in practice. In the 1990’s study of 

California’s (then new) Prenatal Screening Program, legislation intended to preserve informed 

consent and patient autonomy actually led to patients and providers feeling coerced into 

acquiescing to testing (Press and Browner 1997). In Edelman’s work, laws aimed at promoting 

and preserving diversity in hiring created a structure in organizations (human resources offices) 
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that was able to re-write the meaning of diversity suited to organizational needs. Paradoxically, 

this enabled less racial and ethnic diversity in hiring rather than more (Edelman, Riggs Fuller and 

Mara-Drita 2001). Moreover, framing disputes between workers at large organizations as 

interpersonal rather than legal disputes allowed organizations to handle potential legal infractions 

as personnel disputes -- effectively bypassing regulations put in place by EEOC or Title IV 

legislation (Edelman, Erlanger and Lande 1993).  

In this study, California’s prenatal screening legislation created a space for patient 

education and counseling to happen, but does not dictate the way it should happen, or at what 

point a patient is sufficiently informed about prenatal screening. Without oversight (state or 

organizational) into the substance of patient education, informed consent became “symbolic 

compliance” with professional norms and legal requirements. As such, the process itself wasn’t 

sufficient to avoid instances detailed in my interview data -- where it was known to HealthCorp 

that patient education and counseling wasn’t “working well” or wasn’t “doing a good job” and 

patients would be confused, upset, or even unaware they had engaged in testing if and when they 

received a call from the genetics department. Because NIPT eventually came to be seen as 

procedurally analogous (routine, non-invasive) to state screening options, the attitude towards 

counseling and education carried over from state screening processes to NIPT.  

Because the process for state screening worked well for HealthCorp’s goals, during the 

NIPT transition it did not to overhaul the prenatal education system to remedy such situations 

where patients would (seemingly) unknowingly choose prenatal screening, but to maintain the 

status quo. Instead, the state screening program provided a powerful justification for how 

HealthCorp chose to structure the patient education process: we already know it’s a problem, but 

it’s a problem we know how to handle. And in the name of efficiency and organizational needs, 

we will accept these same problems with the NIPT education process rather than unknown 

problems that might arise were we to change the system altogether.  

Furthermore, within the legal logic, women were conceptualized through the frame of the 

“litigious patient” who might sue Organization, or at a minimum file a grievance over her care. 

Constructing the NIPT system around the risks this potential patient posed restricted the 

information she was provided with and the options available to her. Concerns over potentially 

litigious patients helped to justify decisions to organize patient pre-education around simplified 

concepts like “just screening” or “only 99% but not 100%” “nothing’s perfect;” to phrase the 

wording of results letters in ways that privileged organizational efficiency and minimizing legal 

risk over patient comprehension; and justified removing potential options women had around 

which forms of results she could choose. This in turn constructed the meaning of NIPT as a very 

different kind of test and technology than, I argue, it was understood to be by professionals. 

Ultimately, in the instances I observed, it was often winnowed down from a complicated and 

difficult to understand genetic test that returned a wide range of genetic results with a wide range 

of accuracy to one that primarily tested for Down Syndrome; could return fetal sex at an earlier 

date than other tests; and was 99% accurate although not 100% accurate.  

 

Practice Implications: A Clear Need for Regulations 
The constitutive impact of organizational policy on the construction of NIPT as a simple 

blood test for Down syndrome surfaces serious policy implications from this study. As the 

controversy over NIPT in academic literature points to, cffDNA technology and NIPT testing is 

a very powerful new technology; it simply isn’t just another evolution in blood screening tools 

available in pregnancy, but presents a radically new future for testing in pregnancy when 
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termination is still legally an option for many women. Health policy could push back against the 

view that creating a “barrier” in the form of in-depth counseling prior to using NIPT (as 

HealthCorp worked hard to avoid by streamlining NIPT in with regular prenatal appointments) is 

a bad outcome. Constructing NIPT as a simple and easy blood test for women to use plays into 

the commercialization of NIPT and the bottom-line profits of manufacturers. And it ignores the 

ways in which NIPT departs significantly from prior technology, and thus requires a different 

approach to its use.  

The gap between the ideal form of informed consent and the symbolic compliance of 

“assembly line consent” at HealthCorp points to a regulatory hole that needs to be filled. In the 

absence of strong guidance on what must be included or accomplished through the informed 

consent process for testing, inequalities formed: large variations developed between what 

different patients learned of NIPT and their other prenatal screening options. These occurred 

within the same HMO and even within the same department once NIPT use transitioned to a 

general practice department. This also occurred despite legislation requiring informed consent 

for prenatal screening (albeit written for a different technology) and guidelines on counseling 

from professional associations. This points to the need for new policy models at the state and 

federal level to guide the way.  

While creating these models is outside the scope of this study, one potential avenue 

would be to work within existing Medicaid reimbursement systems to set guidance on education 

and consent for prenatal genetic testing. The need for more detailed consent for such a novel 

technology has already been anticipated by legal scholars. For instance, Jaime King argues that 

NIPT ushers in a new era for prenatal informed consent in which patients choose different tiers 

of genetic information they would like results for. For instance, patients could choose to receive 

information on common aneuploidies but decline information on genetic conditions that would 

present later in life (King 2011). As the case of finding out fetal sex at HealthCorp demonstrates, 

asking patients to make a decision about their results both ensures they will be informed about 

the option to opt-in or opt-out, and also increases the likelihood they will receive education about 

the conditions they will receive results for. This is one way that NIPT education and informed 

consent could be regulated and systematized.  

Another way a similar outcome could be reached would be to more closely regulate the 

NIPT industry. For one, the provision of test results could be held to industry-wide standards in 

which certain accuracy levels have to be attained before being used in patient populations. 

Another could be standardizing NIPT order and consent forms as described above to include a 

tiered consent and declination section whereby patients could choose the different forms of 

genetic information they would like to receive (if any).  

If it’s not feasible with current numbers of genetic counselors in the United States to take 

on education for cffDNA testing, what can organizations do to improve systems? System wide 

attention needs to be paid to how education systems and test consent and ordering happen. At 

best we should approach structures of informed consent and patient counseling as ways to hold 

space, but not sufficient in and of themselves. I have two practice-oriented suggestions for 

healthcare organizations on this front.  

 First, bring back a smidge of (professional) paternalism: keeping a focus on what patients 

need to know, or ought to know, as opposed to what they want to know might help standardize 

education when moved into a more varied department. Viewing patients as customers and 

consumers led administrators and clinicians to frame education and results around what they 

perceived patients wanted to know about testing, often at the detriment of what - professionally - 



 

 
81 

was recommended patients should know. What often replaced the “ought” of education was 

influenced by market-based frames of motherhood (e.g. women’s interest in fetal sex), and a 

protectionist paternalism that operated on the assumption women should be protected from scary 

or anxiety-inducing information. Fears about litigation from patients similarly constrained the 

choices available for women with regards to SCAs. This limited the information women were 

given in scope and depth, and likely added considerably more distress to the 5% of women who 

received positive results from their screening. This situation is likely to become more common as 

NIPT technology develops and pushes into whole genome testing. Including different classes of 

conditions to receive results for, as King suggests, is one way of systematizing the options 

patients can access for their results (King 2011).  

Secondly, organizations ought to address ingrained biases in medical practice and 

individual physicians to avoid discussions about disability. Patient education should include 

some discussion of conditions being tested for, and should include what kinds of lifestyle and 

health impacts this might have on the child and the family. This should be a corollary aspect of 

test decision-making, and not an additional resource that women and families may or may not 

read. In my data, biases also extended to pregnant women’s needs and interests. In order to 

counter this, organizations ought to create points in the system where different patients’ interests 

can be known, systematically.  

More research needs to be done to understand when and how this could occur, but as the 

capacity of genetic testing continues to grow in all areas of medicine, similar systems will need 

to be developed to guide patients and clinicians through wide range of test capabilities and 

understanding what value they bring to individual patients’ medical decision-making. Finally, 

what both of these suggestions indicates is that general practitioners ought to have more in-depth 

training in genetics and specifically in genetic counseling before being required to discuss a 

complex genetic test with patients in a time-constrained setting.  

 

Theoretical Contributions 
Healthcare organizations are a vibrant place to study institutional theory. It is a setting where 

law and organizations operate in different ways than has been explored in other studies in the 

field of sociology of law and sociology of organizations. As such, this study extends several 

different theories in these fields.  

First, this study extends work in institutional theory on the way logics shift meanings in 

everyday life, demonstrating the constitutive impact they have on patient care when implemented 

in organizational policies. Moving from a bioethics-oriented logic in Genetics to a market and 

organizational oriented logic in Obstetrics departments (Chapter 3: Shifting Work) entailed a 

shift in the patient at the heart of the system for NIPT education. The shift in logics then entailed 

a shift in frames used to think about patients’ needs, motivations and identities. Frames have 

been studied in the realm of how actions are interpreted and categorized (Albiston 2005), and 

how laws are enacted and understood (Edelman, Riggs Fuller and Mara-Drita 2001); this study 

also demonstrates they can shape the subject of laws and policies -- in this case, the patient. 

When drawing from a bioethics logic to frame patients, they were viewed as an individual -- one 

who had individual interests and preferences to be accounted for during a counseling session, 

and one who might receive any number of different outcomes from her test results. Within this 

framing, individuals are information-seeking and information-empowered; the best way to help 

her come to a decision autonomously would be to provide her with ample time and information 

to make a decision about NIPT. Under the org-market logic that took on prominence during the 



 

 
82 

transition process, an individual patients’ needs were framed by a utilitarian calculus balancing 

her care with thousands of others patients, against the needs of employees and their time 

constraints, and against the impacts of the market. Her identity was informed by the statistical 

likelihood she would receive a negative result, and in this framing, easy access to testing and 

giving a patient what she ‘wants” was the key to her empowerment as a patient. In both 

scenarios, the system is set up to help the patient, but this looks different because of the different 

logics and frames informing policy makers what is important. Similar changes happened in the 

resulting process: the prevailing risk ecosystem and the reasonable bearer of those risks changed 

when the organizational and legal logics framed patients’ identities, needs and responsibilities. 

Viewed as a legal subject, patients were framed as potentially litigious, making certain forms of 

test results too risky for the organization to take on; borrowing from a market framing again, a 

dominant perspective was that women as consumers ought to bear the risks of using the product - 

to take on the responsibility of educating themselves, and of understanding the impact of 

decisions to screen prior to knowing her results.  

Secondly, this study extends the field of institutional logics by showing that not only do 

actors use multiple logics to achieve their aims (McPherson and Sauder 2013) but institutional 

logics may be operate simultaneously as a new hybrid logic. In my data, the three logics of 

bioethics, law and organizational interests became entwined in a variety of forms throughout the 

transition process. For instance, the very expectation to continue an informed consent and 

education process for NIPT when it transitioned (despite its perception as a “routine” test) was 

informed by the predominance of bioethics logics of patient informed consent. It was bolstered 

by the legal substantiation of this practice in the state screening system, as well as logics to 

minimize legal liability for wrongful birth lawsuits. Thus, the process of informed consent was 

maintained despite presenting challenges to its organizational setting. But as a hybrid logic, 

bioethics and law worked together to create a system that was not just about getting a patient a 

test (as many other blood draws were dealt with) and yet also not like the system had been in 

genetics: it created a new process. Legal logics and organizational logics then aligned around the 

question of how much, when, and by whom the counseling and education process would occur: 

under the legal logic, it was most important that the process occur at all, and under organizational 

logic it needed to fit within a time and resource constraints facing Organization. While the ways 

it was eventually implemented “competed with” and “won” against bioethics priorities, it wasn’t 

a zero-sum process - each institution was represented in some form. However, emphasis for 

bioethics was in this case on “form” as the intent of many of the bioethics aims were decoupled 

from the structure eventually put in place.  

Hybridized logics also enabled different frames for patient expectations to merge together. 

For example, the expectation for increased patient self-education relied on bioethics frames of 

patients as information seekers and gatherers combining with the organizational frame of a 

consumer who bears the responsibility of educating herself. This was bolstered by legal framing 

that patients may be litigious: self-education materials diminish liability risks by showing 

patients had access to testing information. In these examples we can see that actors and systems 

use logics in multiple ways:  logics may not only compete, but may combine and work together.  

 

Re-Prioritizing Women 
The most troubling - but also inspiring- data to come out of this study is the power of 

logics to change women’s care while pregnant: different logics conceptualize different needs and 

interests for women which results in different access to care and resources. It is dismaying to see 
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so many forces working in harmony to estrange women from their own care, to prioritize and 

privilege the needs of markets and organizations over patients. But it also points to a way 

forward. One of the most pressing current arguments about reproductive care in the US is that 

women are not treated the same as other patients, or even as they would be treated at other 

moments in their own lives. We ask women to be the risk managers of their pregnancy, but 

romanticize their interests thereby diminishing their need for information. Thus, women are only 

entrusted with some information and some of it is withheld in the interest of market competition, 

organizational efficiency and minimizing legal risks. By prioritizing organizational interests over 

women’s interests, women are asked to recede to the background in the same way their interests 

are expected to be ceded to benefit fetal development; it is another manifestation in which 

women are asked to produce a particular outcome for someone else, even if that goes against 

their own needs, interests or desires.   

Prenatal testing is not going away - it is getting more powerful and more sophisticated, 

and it is becoming more routine. Our policies need to reflect that women are going to want to 

engaged with these tests in different ways - their interests are not monolith. they also should not 

be subsumed by organization’s needs; if we assume organizations are going to operate in their 

own interest, then policy needs to fill the gap that exists between the purpose of informed 

consent and organizations’ symbolic compliance with it if, as I showed, the org-market logic is 

prone to viewing patients within a utilitarian calculus where needs are balanced against those of 

many, this goes double for pregnant women; they are even less likely to be viewed as an 

individual and more likely to be seen as vessels producing a particular outcome in their 

offspring. Standardizing how tests are developed and marketed, setting norms and expectations 

for education and informed consent, and creating healthcare delivery systems that presume 

abnormal rather than normal findings in test results are all concrete ways that policy can manifest 

the bioethics logic of patient-centered outcomes that prioritizes women over organizations. in 

These arguments are part of a project to make justice and equality claims around pregnancy 

centered more fully on women as persons while pregnant -- a frame that it is vital the medical 

community gets behind sooner rather than later. Policy-makers at all level of medical care must 

address the frames with which women are treated as prospective mothers to empower them as 

decision-makers and as people.  
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Appendices 
 

Appendix A: Interview Guide: Genetic Counselors & PNS 

 

I understand you’re a prenatal screening coordinator – could you you tell me a little bit about 

what you do in that role here? 

 

As a GC can you walk me through how a high-risk pregnant patient would have discussed 

prenatal screening, including NIPT, at HealthCorp before the transition to the new process?  

 

IF NECESSARY: What would a typical conversation about prenatal testing and screening be 

like with your patients?  

Prompts: How would you begin? 

What kinds of topics and questions would you often cover? 

What kinds of questions did you typically get?  

IF RELEVANT: Can you tell me about a difficult conversation you’ve had?  

What made it difficult? 

 

A few questions regarding NIPT: 

 

In your understanding, how does NIPT differ or compare to traditional screening methods, for 

instance serum or quad screening? What do you think are some of the biggest challenges it poses 

to clinical use? 

 

IF RELEVANT: When you discuss NIPT with patients, what do you typically talk about? About 

how much time do you spend on describing the test?   

 

IF RELEVANT: When you discuss NIPT with patients, what kinds of questions do you usually 

get? About how much time do you typically spend answering questions?   

 

Transition Process 

 

 

From your perspective/role in Genetics, What were goals and concerns around transitioning 

NIPT at HealthCorp?   

Follow up: What were some of the goals and concerns your department was working with? Were 

these different from HealthCorp’s overall goals or concerns?  

 

What was most important to you as a genetic counselor to prioritize when making changes to 

how NIPT is used? What were some of the things you thought were most important the policy do 

or reflect (prompt: provider education, pt education, system efficiency]  

Follow up: How well do you think those issues or concerns have been addressed/achieved in 

how things have transitioned? 
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Patient autonomy, education and informed consent comes up a lot when people talk about NIPT 

and how to utilize it. But we don’t often discuss what we mean by these things in depth.  

I’m curious what patient autonomy means to you?  What does it look like in its ideal form? What 

about in a problematic form? 

What about a well-educated patient? And a poorly educated patient?  

And informed consent, what role do you see informed consent sheets and discussions playing in 

how we get to patient autonomy or how we get to an informed patient?  

 

How did these topics figure into the policy discussions regarding the transition?  

 

What about the process for obtaining informed consent implemented in the transition- are there 

standards either from a PNS or a genetic counselor perspective you would ideally see regarding 

pt education/clinician education? And processes for informed consent that you would advocate? 

What about those particular processes makes them desirable? And how do you think the 

transition process has succeeded or still faces challenges in that regard? 

 

 

Professional Mindset and Background  

 

Some people have described a different culture and mindset between genetic counselors and 

general practitioners. Do you agree with this?  

How do you think professional differences came out in committee discussions?  How do you 

think those differences shaped the resulting transition policy? 

 Could you describe any examples or instances of this?  

Would professional differences between providers shape interactions with patients when 

discussing prenatal screening options and NIPT?  

 

 

NIPT technology is moving really quickly, and a lot of new developments are coming down the 

pipeline. How did this play out in committee discussions regarding moving NIPT to general 

practitioners who don’t necessarily have a background in genetics?  

 Follow up: what were some of the different interests and constraints discussed? What 

kinds of challenges do you see in the future as technology develops?   

 

 

What has been the most successful aspects of the transition?  What has been the least successful 

aspects of the transitions?  What do you think could still be improved?  Thinking of future 

developments, what do you think practitioners will face regarding NIPT as new innovations are 

introduced? 

 

 

Law/State PNS Program 

 

California is unique in that it has its state-funded prenatal screening program. How do you think 

the PNS program affects HealthCorp’s implementation of NIPT?  
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How did working with the PNS program affect the decisions of the transition committee about 

implementing NIPT testing? 

 

IF RELEVANT: How do you interact with HealthCorp in your role working also with PNS? 

 

 

I’m interested in the role of the law in the committee’s decision-making process. In what ways 

do you think law or legal concerns figured into the committee’s work, or into resulting policies?  

If not law, what about the state and the state program? How might you have approached the 

transition differently if you didn’t have the PNS program to organize with? 

 

Do you have any concerns about the law and NIPT?  In what ways do legal issues come up in 

your work?  Can you give me an example? What kinds of legal issues are you concerned about 

and how have you addressed these concerns?  

 

 

 

 

IF TIME:  

NIPT has taken relatively quickly for a new medical test.  What do you think is driving the speed 

with which NIPT is being adopted – market, worry about liability, pt interest? 

 

In your ideal world, how would healthcare organizations and our healthcare system approach 

prenatal genetic testing? 

 

Is there anything I haven’t asked that you think I should have asked? 
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Appendix B: Interview Guide: Prenatal OB 

 

Questions on Transition and Provider Ed.  

 

What do you remember best from the training you got on NIPT? As in, what were the biggest 

takeaways you came away with?  

 

How do you think NIPT compares with the other screening or diagnostic tests available to 

patients through HealthCorp or the state program? 

 

What was your impression of the transition overall?  

Have similar things happened with other technology in prenatal care? 

What do you think the goals of the transition were?  

What was the overall message you got about adding the test to your 3I appointments? 

Prompts: Oh it’s similar to ______ you do all the time; important for patients according to 

feedback we’ve gotten best for the department or HEALTHCORP efficiency-wise 

 

Discussions with PT 

 

What do you try to cover with all of your AMA patients -- what are the highlights or most 

important? 

 

And what are the topics/types of things that tend to vary in your discussions? Why? 

 

** IF NECESSARY: What aspects of discussing NIPT are you most comfortable with? Least 

comfortable with? Are you more or less comfortable talking about NIPT than you are talking 

about other screening tests? 

 

What have you found most useful when talking about NIPT with patients? Pamphlets, decision 

tree, other? 

Do you have a sense of what’s most popular with patients? 

 

 

PT Decision-making 

 

What do you think is most important for patients in the decision-making process regarding NIPT 

and other prenatal screening options? [Prompts: time, resources, advance research…) 

And how do you think those aspects fare doing discussions during the 3I appointments? 

 

In an ideal setting, what do you think patient autonomy looks like regarding NIPT decisions? 

 

** IF NECESSARY: In your experience, what’s most typical  --  patients making a decision 

about NIPT on the spot, or taking more time and deciding later? 

 

 

Concerns 



 

 
92 

 

Some people are concerned with how fast NIPT is moving and that patients might receive results 

for conditions they weren’t prepared or didn’t know they were testing for – have you had any 

experience with that? What about the opposite – patients refusing a test and then later wishing 

they had done it? What do you find more concerning? 

 

 

Does adding NIPT in to the 3I visits bring up legal concerns for you? 
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Appendix C. Decision Tree from HealthCorp 

 

 

 

 

 
 

 

 

 

 

  



 

 
94 

Appendix D. HealthCorp “Facts About Prenatal Testing”
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