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Moral Distress with Obstacles to Hepatitis C
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Educational Research Alliance (CERA) Study of
Family Medicine Program Directors

Aditya Simba, PhD, Camille M. Webb, MD, Ramakrishna Prasad, MD, MPH,
N. Randall Kolb, MD, and Peter J. Veldkamp, MD, MSc

Background and Objective: To determine whether family medicine program directors (PDs) experi-
enced moral distress due to obstacles to Hepatitis C virus (HCV) treatment, and to explore whether they
found those obstacles to be unethical.

Design: An omnibus survey by the Council of Academic Family Medicine’s Educational Research Alli-
ance was administered to 452 and completed by 273 US-based PDs. The survey gauged attitudes and
opinions regarding ethical dilemmas in patient access to HCV treatment.

Results: Most of the respondents were male. Sixty-four percent of respondents believed that treat-
ment should be an option for all patients regardless of cost. Forty-one percent believed that it was un-
ethical to deny treatment based on past or current substance use, and 38% believed treatment should be
offered to patients who were substance abusers. Moral distress was reported by 61% (score >3) of par-
ticipants when they were unable to offer treatment to patients due to the patient’s failure to meet eligi-
bility criteria. In addition, PDs reporting moderate-to-high levels of moral distress were also likely to
report the following opinions: 1) treatment should be offered regardless of cost, 2) it is unethical to
deny treatment based on past behavior, 3) substance abusers should be offered treatment, 4) it is un-
ethical for medicine to be prohibitively expensive, and 5) Medicaid policy that limits treatment will
worsen racial and ethnic disparities.

Conclusions: Currently, important ethical dilemmas exist in the access and delivery of HCV therapy.
Although a diversity of opinions is noted, a significant proportion of PDs are concerned about patients’

inability to avail equitable care and experience distress. In some cases, this moral distress is in re-
sponse to, and in conflict with, current guidelines. (J Am Board Fam Med 2018;31:286-291.)
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With nearly 4 million infected individuals, Hepa-
titis C virus (HCV) is the leading cause of end-
stage liver disease, hepatocellular carcinoma, and
liver transplantation in the United States." We
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are at the forefront of significant change in the
treatment landscape. In the past, interferon-
based regimens were associated with serious side
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effects and few patients were deemed candidates
for therapy.'™*

Recently approved direct-acting antivirals, such as
sofosbuvir, ledipasvir, and daclatasvir have demon-
strated high efficacy with minimal toxicity, making it
possible to treat nearly all HCV-infected patients.®™
Hepatitis C treatment guidelines jointly developed
and issued by the American Association for the
Study of Liver Disease and the Infectious Disease
Society of America note that treating HCV infec-
tion results in a dramatic reduction in all-cause
mortality and substantially improves quality of life.
In addition, the guideline supports antiviral therapy
being offered early in the course of the disease to
prevent severe liver disease and other complica-
tions.’

A 12-week course of sofosbuvir and ledipasvir
costs nearly $100,000.”~? Historically, substance
use and psychiatric disorders were primary reasons
patients were not initiated on treatment. Current
criteria, put forth by several state Medicaid pro-
grams, makes the treatment available only to the
most advanced cases AND excludes patients with
evidence of substance abuse in the past 12 months.”
As a result, patients risk being denied access to
these therapies because of presumptive judgments
about their ability to adhere to the prescribed reg-
imens. As a result, the remarkable recent advances
in HCV treatment have elicited an equally dra-
matic ethical corollary: the difficulty of ensuring
equitable access. Beyond issues of capacity to de-
liver care and resource allocation, policies and un-
resolved ethical dilemmas limit the successful
translation of these advances to patients.

The previous dilemmas cause moral distress for
practitioners. Moral distress is the sense of psycho-
logical disequilibrium caused by a situation in
which someone believes they know the ethical ac-
tion to take, but find they are shackled from doing
so by institutionalized obstacles.'°~'* Eventually,
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this disequilibrium results in symptoms of negative
stress.” In this context, the attitudes and degree of
moral distress experienced by family medicine res-
idency program directors (PDs) as a result of the
ethical dilemmas surrounding patient access to
HCV treatment have not been examined. We re-
port the results of a nationwide survey of family
medicine residency PDs to explore ethical dilem-
mas confronting family medicine thought leaders
regarding patient access to HCV treatment, and to
measure the degree of moral distress they experi-
ence. In addition, we examined whether moral dis-
tress strengthens PDs’ ethical intentions. We hy-
pothesized that family medicine PDs experience
significant moral distress in caring for patients liv-
ing with chronic HCV who are unable to access
treatment and that these PDs would differ in their
determination of the point at which benefit out-
weighs cost under the current guidelines.

Methods

This survey was part of a larger omnibus survey
conducted by the Council of Academic Family
Medicine Educational Research Alliance (CERA).
Each year, 5 to 6 topics are chosen consisting of 10
questions each, in addition to core questions. The
CERA Steering Committee evaluates questions for
consistency with the overall subproject aim, read-
ability, and existing evidence of reliability and va-
lidity. We conducted pilot testing on family med-
icine educators who were not part of the target
population. Questions were modified following
pretesting for flow, timing, and readability.

Sample

This study was part of a larger CERA omnibus
survey administered between February 2015 and
March 2015.%"* The study protocol was reviewed
and approved by the Institutional Review Board of
the American Academy of Family Physicians. Of
the 452 PDs who received surveys, 273 responded.
Family Medicine PDs were chosen for this survey
because they represent key influencers in charge of
educational curricula within family medicine. In
addition, a recent study by our group documented
that most PDs (78%) believe chronic HCV repre-
sents a significant problem for primary care. Fur-
thermore, 62% of PDs believe that their program
should take steps to build capacity in HCV treat-
ment.'*
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Table 1. Baseline Characteristics of Family Medicine PDs (Responses by US Region*, Collected between February

2015 and March 2015)
Overall Northeast Midwest South West
Characteristic (N = 273) (N = 52) (N = 58) (N = 96) (N = 67)
Residency Program Context
Size of community (population)
<150,000 (n) 123 39 25 44 15
150,000-500,000 (n) 64 7 17 20 20
>500,000 (n) 86 6 16 32 32
Proportion of community-based programs (%) 78 84 73 77 82
Average age of program (years) 32.7 35.2 33.9 33.8 28.2
Proportion of programs with > 25% graduates from 48 63 46 55 28
non-US medical school (%)
Residency PD characteristics
Male (%) 64 61 71 64 60
Tenure (years) 6.3 7.4 6 6.1 6
PD attitudes toward statements pertaining to HCV
treatment-related ethical issues (Agree
responses, %)
“Treatment should be an option for all patients with 70 65 74 69 72
HCV regardless of cost”
“State Medicaid programs’ decision to limit access 70 63 72 74 69
to HCV treatment will worsen racial and ethnic
disparities in health care”
“It is unethical to deny access to treatment based on 47 44 50 52 39
the patient’s past or current behavior”
“It is unethical that a potentially lifesaving medicine 69 52 79 70 69
is so highly priced”
“Patients with active substance abuse should be 38 42 38 42 28
offered HCV treatment”
“Benefit outweighs cost only for patients with 35 38 26 42 30
advanced liver disease”
Moral distress (T'o what extent do you experience
moral distress when you are unable to offer
hepatitis C treatment to patients due to them
not meeting current eligibility criteria?)
Moral distress (high level) 61 60 60 57 69

*US regions as classified by the Center for Disease Control (CDC), https://www.cdc.gov/std/stats11/census.htm.

PD, program director.
HCV, Hepatitis C virus.

Questionnaire

We assessed attitudes and opinions of PDs re-
garding the ethical dilemmas inherent to patient
access to HCV treatment. A Likert scale ranging
from 1 = strongly disagree to 6 = strongly agree
was used to assess PD attitudes. In addition, the
degree of moral distress experienced by PDs was
also measured. Moral Distress was measured by
the question, “Moral distress occurs when you
know the ethically correct action to take but feel
powerless to take that action. To what extent do
you experience moral distress when you are un-
able to offer hepatitis C treatment to patients due
to them not meeting current eligibility criteria?”

That scale was from 0 to 7, validated on prior
moral distress studies."’

Data Analysis

Before embarking on the analysis, intercorrelations
between the variables were assessed. The recom-
mended procedure was followed for regression
analysis.'® All analyses were performed using SPSS
version 24 (Armonk, NY: IBM Corp).

Results
Out of 452 PDs who received the survey, 273
responded, for a response rate of 61%. Most re-
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Table 2. Matrix Highlighting Correlations between PD Characteristics’ and Their Attitudes

Variable Mean SD 1 2 3 4 5 6 7 8
1 Program Director Tenure 6.05 573 1
2 Age of Program 3231 1431 0.095 1
3 Gender 1.63 0.49 —0.002 0.044 1
4 Moral Distress 4.59 1.93  —0.052 0.101 —0.155* 1
5 Belief in Worsening 4.21 1.43 0.016 0.022 —0.264t 0402t 1
Disparity
6 Intent to offer treatment to 3.08 1.48 0.068 0.148*  —0.094  0.177"  0309" 1
active substance users
7  Intent to offer treatment 3.34 1.53 0.018 0.08 -0.254"  0.337"  0427" 05317 1
regardless of past or
current behaviors
8  Belief that it is unethical 4.11 1.56 0.073  —0.026 —0.276" 0419t 0477t 0212 03747 1
for life saving medicine
to be so expensive
9  Belief in Treatment 407 14 —0.042 0.134*  —0.174"  0.362" 0.4137  0.445"7 0.556" 0.280"
regardless of cost
N = 272.
*P < .05.
P = 01

PD, program director; SD, standard deviation.

spondents were male, from community-based pro-
grams, and had spent less than 5 years in their
position (Table 1). Sixty-four percent believed that
treatment should be an option for all patients re-
gardless of cost. A smaller percentage (41%) be-
lieved it was unethical to deny treatment based on
past or current behavior such as substance use, and
38% believed treatment should be offered to pa-
tients with substance abuse. A majority (61%) ex-
pressed moral distress (score >3) when unable to
offer treatment to patients due to them not meeting
eligibility criteria.

The effect of Regional HCV prevalence, resi-
dency program context, and PD characteristics on
PD attitudes was not statistically significant. Those
who believed treatment should be an option for all
patients with HCV regardless of cost also believed

it is unethical for potentally lifesaving medicine to
be so highly priced, and equally were more likely to
believe that patients with active substance abuse
should be offered HCV treatment.

Table 2 presents the intercorrelations between
our variables. All the PD attitude variables corre-
lated significantly with moral distress. The PD at-
titude variables also correlated significantly with
one another. We regressed all the various PD atti-
tudes and beliefs on moral distress, these are shown
in Table 3. We found that moral distress had a
significant effect on almost all the attitudes we
assessed. Essentially, our results indicate that PDs
experiencing moderate-to-high levels of moral dis-
tress believed that 1) treatment should be offered
regardless of cost, 2) it is unethical to deny treat-
ment based on past behavior, 3) substance abusers

Table 3. Association of Moral Distress (Independent Variable) with Program Director Beliefs

Belief Statement

Beta Weight

1 Belief in offering treatment regardless of Cost 0.36*
2 Belief that Benefit Outweighs Cost Only for Advanced Liver Disease -0.017
3 Belief that it is unethical to deny treatment Based on Past Behavior 0.333*
4 Belief that substance abusers should be offered HCV Treatment 0.177*
5 Belief that it is unethical for HCV Medicine to be so prohibitively expensive 0.415*
6 Medicaid policy limiting treatment will worsen racial and ethnic disparity 0.397*
*P < .001.

HCV, Hepatitis C virus.
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should be offered treatment, 4) it is unethical for
the medicine to be so prohibitively expensive, and
5) Medicaid policy limiting treatment will worsen
racial and ethnic disparities. The only attitude that
was not predicted by moral distress was the one
pertaining to the belief that benefit outweighs costs
only for patients with advanced liver disease. These
findings essentially indicate that PDs believe that
HCV treatment should be offered to all patients
regardless of the cost of treatment, patient history,
or patient substance usage status. In addition, the
Medicaid policies and the expensive nature of these
drugs are viewed as unethical and problematic by
the surveyed PDs.

Discussion

This is the first study to report on the attitudes and
moral distress experienced by family medicine res-
idency PDs due to the ethical dilemmas surround-
ing patient access to HCV treatment. The opinions
of Family Medicine PDs are particularly valuable
because they represent key influencers in charge of
educational curricula within family medicine. Our
results reveal that while a diversity of opinion ex-
ists, the majority of PDs experience ethical dilem-
mas pertaining to the inability of their patients to
access HCV therapy.

Currently, a course of HCV therapy can be up
to $100,000 for a 12-week course of antivirals.
Most PDs believed that treatment should be avail-
able regardless of cost to patients in need of ther-
apy. This is in line with available evidence that
suggests that early treatment of hepatitis C infec-
tion is cost effective.'”

Currently, patients with a history of prior sub-
stance use are sometimes at risk of being denied
access to HCV therapy because of presumptive
judgments about their ability to adhere to medical
regimens. Significantly, most PDs (53%) agreed
that it was unethical to deny access because of
substance abuse. Furthermore, a smaller percent-
age expressed the believed that even patients with
active substance abuse should be offered treatment.
These attitudes are consistent with the available
evidence as studies reveal that that even among
persons who inject drugs, adherence to treatment
programs can be high and rate of reinfection is
low.'

With safe and effective therapy available, the
decision to defer treatment is equally as deliberate

as the decision to start treatment. The decision to
defer treatment exposes patients to several dilem-
mas: 1) limitations in accurately staging liver dis-
ease with commonly available tools in primary care;
2) limitations in the ability to predict the progres-
sion of fibrosis; 3) an uncertain timeline for the
availability of newer agents at more affordable pric-
es; 4) even existing patient insurance status may
change over time; 5) in addition to the develop-
ment of liver cirrhosis, liver failure, and liver can-
cer, other health comorbidities may arise from
chronic hepatitis C infection; and 6) transmission
of hepatitis C to other patients. Current policies do
potentially pose a situation where patients may be
told to wait until they have more advanced dis-
ease.®™'% In light of these risks, physicians have a
moral obligation to ensure that patients understand
the risks and benefits of deferral, just as they would
if treatment was given. Applying the principles of
shared decision making is particularly important in
the context of life-threatening illnesses.”

Limitations

The response rate of our study was 60%. We did
not have data for nonrespondents. While data re-
flected the opinions of thought leaders within fam-
ily medicine, it may not reflect the opinion of all
family medicine physicians. Since this article exam-
ines the 2 main reasons patients are denied HCV
care: money and substance use, the possibility of
confounding exists. A future study conducted on a
larger sample of family medicine physicians may be
necessary to establish the generalizability of our
findings. In addition, future research should exam-
ine the social justice implications of varying levels
of restriction by state Medicaid programs.

Conclusion

Currently, important ethical dilemmas exist in the
access and delivery of HCV therapy. While a di-
versity of opinions is noted, a significant proportion
of PDs are concerned about patients’ inability to
avail equitable care and experience distress. In some
cases, this moral distress is in response to, and in
conflict with, current guidelines. A concerted effort
should be made involving all stakeholders to ad-
dress these issues at policy and practice levels.

To see this article online, please go to: bttp://jabfm.org/content/
31/2/286.full.

290 JABFM March-April 2018 Vol. 31 No. 2

http://www.jabfm.org

yBuAdoo Ag pa1osiold 1sanb Ag G20z Ae 9 uo /1o wigel mmmwy/:dny woij papeojumoq "8T0Z Yd4eN €T U0 0ZZ0.LT 20°8T0Z wigel/zzTe 0T Se paysiignd 1su1) :psjN wed preog wy ¢


http://jabfm.org/content/31/2/286.full
http://jabfm.org/content/31/2/286.full
http://www.jabfm.org/

References

1.

10.

Mitruka K, Thornton K, Cusick S, et al. Expanding
Primary Care Capacity to Treat Hepatitis C Virus
Infection Through an Evidence-Based Care Model—
Arizona and Utah, 2012-2014. MMWR Morb Mortal
Wkly Rep 2014;63:393-8.

. Huffman MM, Mounsey AL. Hepatitis C for pri-

mary care physicians. ] Am Board Fam Med 2014;
27:284-91.

. Kottilil S, Wright M, Polis MA, Masur H. Treat-

ment of Hepatitis C virus infection: Is it time for the
internist to take the reins? Ann Intern Med 2014;
161:443—-4.

. Arora S, Thornton K, Murata G, et al. Outcomes of

treatment for hepatitis C virus infection by primary
care providers. N Engl J] Med 2011;364:2199-207.

. Mainous AG 3rd, Seehusen D, Shokar N. CAFM

Educational Research Alliance (CERA) 2011 Resi-
dency Director Survey: background, methods, and
respondent characteristics. Fam Med 2012;44:691-3.

. Labcorp. Hepatitis C virus. 2011. Available from:

https://www.labcorp.com/wps/wem/connect/aeceb
80045217a569bd7bfc88514224c/LabCorp+ Virology+
Report+Hepatitis+ C+Virus.pd?PMOD=AJPERES
&CACHEID =aeceb80045217a569bd7bfc88514224c.
Accessed on May 28, 2015.

. Clark EC, Yawn BP, Galliher JM, Temte JL, Hick-

ner J. Hepatitis C identification and management by
family physicians. Fam Med 2005;37:644-9.

. Edlin BR. Sp473. Eradication of hepatitis C in per-

sons with limited access to health care. Presented at
Digestive Disease Week, Washington, DC, May 15—
19, 2015.

. Barua S, Greenwald R, Grebely ], Dore GJ, Swan T,

Taylor LE. Restrictions for Medicaid reimburse-
ment of sofosbuvir for the treatment of hepatitis C
virus infection in the United States. Ann Int M
2015;163:215-23.

Losa Iglesias ME, Becerro de Bengoa Vallejo R,
Salvadores Fuentes P. Moral distress related to eth-

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

ical dilemmas among Spanish podiatrists. ] Med Eth-
ics 2010;36:310-4.

Thomas TA, McCullough LB. A philosophical tax-
onomy of ethically significant moral distress. ] Med
Philos 2015;40:102-20.

Jameton A. Dilemmas of moral distress: Moral respon-
sibility and nursing practice. AWHONNS Clin Issues
Perinat Womens Health Nurs 1992;4:542-51.
Leggett JM, Wasson K, Sinacore JM, Gamelli RL. A
pilot study examining moral distress in nurses work-
ing in one United States burn center. ] Burn Care
Res 2013;34:521-8.

Camminati CW, Simha A, Kolb NR, Prasad R. In-
tent to Build Hepatitis C Treatment Capacity
Within Family Medicine Residencies: A Nationwide
Survey of Program Directors: A CERA Study. Fam
Med 2016;48:631-4.

American Association for the Study of Liver Dis-
eases, Infectious Diseases Society of America. Rec-
ommendations for testing, managing and treating
hepatitis C. October 28, 2016. Available from:
http://www.hcvguidelines.org/.

Darlington RB, Hayes AF. Regression analysis and
linear models: Concepts, applications, and imple-
mentation. New York, NY: Guilford Publications;
Aug 22, 2016.

Linas BP, Barter DM, Morgan JR, et al. The cost-
effectiveness of sofosbuvir-based regimens for treat-
ment of hepatitis C virus genotype 2 or 3 infection.
Ann Intern Med 2015;162:619-29.

Grebely J, Matthews GV, Hellard M, et al. Adher-
ence to treatment for recently acquired hepatitis C
virus (HCV) infection among injecting drug users.
J Hepatol 2011;55:76-85.

Elpern EH, Covert B, Kleinpell R. Moral distress of
staff nurses in a medical intensive care unit. Am J
Crit Care 2005;14:523-30.

Charles, C., Gafni, A., Whelan, T. Shared decision-
making in the medical encounter: what does it mean?
(or it takes at least two to tango). Soc Sci & Med
1997;44:681-692.

doi: 10.3122/jabfm.2018.02.170220

Moral Distress and Hepatitis C Treatment 291

yBuAdoo Ag pa1osiold 1sanb Ag G20z Ae 9 uo /1o wigel mmmwy/:dny woij papeojumoq "8T0Z Yd4eN €T U0 0ZZ0.LT 20°8T0Z wigel/zzTe 0T Se paysiignd 1su1) :psjN wed preog wy ¢


https://www.labcorp.com/wps/wcm/connect/aeceb80045217a569bd7bfc88514224c/LabCorp+Virology+Report+Hepatitis+C+Virus.pdf?MOD=AJPERES&CACHEID=aeceb80045217a569bd7bfc88514224c
https://www.labcorp.com/wps/wcm/connect/aeceb80045217a569bd7bfc88514224c/LabCorp+Virology+Report+Hepatitis+C+Virus.pdf?MOD=AJPERES&CACHEID=aeceb80045217a569bd7bfc88514224c
https://www.labcorp.com/wps/wcm/connect/aeceb80045217a569bd7bfc88514224c/LabCorp+Virology+Report+Hepatitis+C+Virus.pdf?MOD=AJPERES&CACHEID=aeceb80045217a569bd7bfc88514224c
https://www.labcorp.com/wps/wcm/connect/aeceb80045217a569bd7bfc88514224c/LabCorp+Virology+Report+Hepatitis+C+Virus.pdf?MOD=AJPERES&CACHEID=aeceb80045217a569bd7bfc88514224c
http://www.hcvguidelines.org/
http://www.jabfm.org/

