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Purpose: To highlight gaps in the professional ethics of ophthalmology.

Design: Perspective.

Methods: Presentation of problematic cases in ophthalmologic ethics with juxtaposition of ethical, legal, and conscientious view-
points informed by relevant literature.

Results: What is legal, ethical, and conscientious overlap but are not identical. Professional ethical guidelines, when they exist, are
stricter than what the law requires, but are silent on several contemporary controversies. Conscientious guidelines can vary from
loosest to strictest as they apply to individuals with wide variability. The relationship of ophthalmology to society changes, and ethical
guidelines lag for some of the interactions.

Conclusion: The rules of ethics for ophthalmology need to be updated and evidence of activity and oversight made public. Failure to
do so invites greater external regulation.
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Ethics is the field of philosophy dealing with what is right and wrong. Ethical standards depend on historical eras,
cultural context, and religious background. They are subjective and changing. For example, Lucien Howe was president
of the American Ophthalmological Society in 1901 and endowed the Howe Medal of the society. He, and others of his
era, believed in eugenics and advocated forced sterilization of those with genetic mutations leading to congenital blinding
diseases." In the contemporary world, ethical analysis has changed. There is no government, culture, or religion in the
world where forced sterilization for a genetic mutation is considered ethical.

Laws are rules set by governing bodies that regulate behavior. Ethical and legal behaviors overlap but are not
identical. For example, it is both illegal and unethical to purchase a foreign version of ranibizumab at a low price and
then administer it to a patient in the United States as Lucentis and bill Medicare at a higher price, pocketing the
difference.” However, there exist unethical behaviors that are legal and illegal behaviors that are ethical. There is no
ethical violation if an ophthalmologist not on duty in Florida uses recreational marijuana, but it is illegal to do so. On the
other hand, it is legal for an ophthalmologist to accept rebates from pharmaceutical companies in the purchase of
intravitreal drugs,’ but it is unethical to allow the rebate to affect his prescribing behavior.* As with ethics, laws change
over time. For example, smoking marijuana by adults is legal in Colorado, but was illegal before 2012.°

Because it can be impossible to discern a causal link between behavior and intention, establishing an ethical violation
can be more difficult than violating law. An ophthalmologist who chooses to use a drug of equivalent efficacy, but
a larger rebate, can assert that the basis for the choice is on-label status, or non-compounded origin, or reduced
medicolegal concern, rather than inurement, and it would not be possible to prove otherwise. In other cases, evidence
exists, such as a temporal correlation between prescribing behavior and a rebate change but is inaccessible as confidential
practice information. A second-order ethical dilemma can thereby arise. An ophthalmologist within a group can witness

unethical behavior yet be bound by confidentiality from bringing it to account.
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Conscience refers to the internal sense of right and wrong, one’s moral compass. Whereas ethics and laws apply to
groups of people, conscience applies to individuals. The boundaries of the set of behaviors compatible with one’s
conscience are fuzzier than those for ethical and legal behavior. Conscience varies from person to person and within the
same person over time. Moreover, conscience refers to a feeling, whereas ethics and laws refer to actions. Although
fuzzy, conscience is essential, because the oversight of ethics boards and legal enforcement is intermittent and piecemeal,
but the physician’s conscience is his constant companion.®

There are behaviors that are legal and do not violate ethics yet can trouble one’s conscience. For example, an
ophthalmologist’s group may accept pharmaceutical company rebates and allow the use of intravitreal injectable drug
samples, and one may have voted against the group’s decision and been outvoted, yet if one stays in the group, one’s
conscience may be conflicted according to the principle of guilt by association. As another example, a hospital may have
a rule that a case cannot be booked for surgery with a plan to explant a dislocated intraocular lens implant and
simultaneously implant a secondary intraocular lens on grounds that reimbursement to the hospital is less than a two-
procedure plan — one operation to explant the dislocated implant and a second one to implant the replacement implant.
The ophthalmologist may disagree yet have no other options as to where to operate and the patient may not be able to
travel elsewhere for care. Figure 1 illustrates schematically the relationships of ethics, laws, and conscience.

Many medical situations are unclear from the standpoints of ethics, laws, and conscience. For example, in the process
of in vitro fertilization multiple embryos are produced and frozen. If the frozen embryos are destroyed there are people
who believe that murder has been committed.” Their view is that the embryo is a human being at an early stage of
development. There are others who believe that there is nothing ethically wrong with the action. Their view is that the
embryo is a clump of cells that is nonviable without special technology. Laws differ on the matter across countries.® The
ethics of reproductive endocrinologists’ practices are being challenged, the applicable law is in flux, and the consciences
of the involved patients and physicians vary on the matter.

Another current area of ethical unclarity involves the diversity, equity, and inclusion (DEI) movement, which has
sparked controversy in medical training and ophthalmology over ethical issues. Proponents argue that medical school and
ophthalmology residency admissions discriminate against certain groups of applicants by using standardized test scores.”
They propose that patients be cared for by doctors trained in cultural as well as technical competence and trained to
overcome alleged unconscious bias.'® Opponents of DEI in medical training contend that these efforts undermine
meritocracy, are divisive, based on assertions without evidence, and waste resources.'! Other ethical issues such as air

travel to medical meetings with effects on climate and generation of medical plastic waste with environmental harm are

Law Ethics

Conscience

Figure | Venn diagram sketching the relationship of laws, ethics, and conscience. They are not coincident, not invariable in time, nor across people.
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currently under debate. For these topics it would be foolish to prematurely publish ethical rules which might need to be
retracted when the controversies are resolved.

One branch of ethics concerns professions such as ophthalmology. Professional ethics are codes of conduct that are
developed and to which members of the profession are held accountable The American Academy of Ophthalmology
(AAO) has rules of ethics published on its website that are enforceable on its members. These include:

1). Necessity of informed consent for medical and surgical procedures.

2). Prohibition against misrepresentation of services and charges.

3). Prohibition against altering the medical record.

4). Prohibition against an ophthalmologist’s economic interest influencing clinical judgment and practice.

5). Disclosure of conflicts of interest by ophthalmologists to patients, the public, and colleagues.*

Professions have an implied social contract in which they are granted privileges in return for attending to respon-
sibilities. To the extent that society deems self-regulation effective, external regulation is withheld. When self-regulation
is overlooked, society reserves the right to impose external regulation.'* Therefore, periodically, ophthalmologists need
to examine whether we live up to our self-set rules of ethics. This Perspective contends that rules 1-3 are generally
followed. We do less well regarding rules 4 and 5 and can and should improve. Moreover, there are some ethical
situations that the current rules do not address. Some ways that we could improve are suggested and some dilemmas in
need of guidance are indicated.

Ophthalmologists recognize that accepting payments from drug and medical device companies can influence clinical
recommendations.'® Therefore, before ophthalmologists are allowed to speak at Academy meetings, they must disclose
the presence or absence of financial relationships.

However, influence is not a dichotomous variable that is either present or absent. It is a continuous variable. The
larger a financial relationship is, the greater the probability that the relationship influences the ophthalmologist’s clinical
judgment and practice. One can go to the Sunshine Act website and check the value of payments made to ophthalmol-
ogists by drug and medical device companies.'*'> The clinical judgment of an ophthalmologist who has received
payments exceeding 100,000 dollars in a year (many such examples exist) is more likely to be influenced by the payment
than will the judgment of one receiving 100 dollars in a year.'®'” Yet, under existing Academy guidelines the disclosure
slide for the two ophthalmologists can look identical to the audience.

Despite flaws, at least financial disclosures between ophthalmologists at meetings are required and policed in their
rudimentary forms. Such is not the case in relationships of ophthalmologists and their patients. This is egregious, because
of the asymmetry of knowledge in that relationship.'® An ophthalmologist at a meeting has enough knowledge apart from
a financial disclosure slide to assess whether bias is present in the presentation. In fact, the question is routinely posed in
the post-presentation feedback whether the speaker showed bias. This is not the case when an ophthalmologist faces his
patient. The patient is unaware that the ophthalmologist pockets an additional sum should a more expensive drug A be
recommended than a less expensive drug B of equal efficacy. It is uncommon for these discussions to occur, and the
AAO does not attempt to enforce disclosure to patients as it does disclosures to ophthalmologists even though it says it
requires disclosure to patients.”

What might we do to improve the situation?

For presentations at meetings, instead of a dichotomous financial disclosure slide and the speaker’s opinion as to
relevance, consideration should be given to a calibrated slide. This slide would list the total of payments made to the
speaker from the Sunshine Act website. It would also show a histogram with the top 10 payers to the speaker and their
respective amounts. Each subsequent slide of the presentation would have in the corner the figure for the total payments.

Training programs should not allow drug and medical device companies to pay for dinners at restaurants for journal
clubs, fluorescein conferences, and surgical conferences. Ethical norms for ophthalmologists are instilled in training.
A higher standard should prevail there even if it is legal outside a training program setting to have sponsored dinners. In
private practice, paid speakers should not just be required to acknowledge payment but should have on each slide of the
presentation the amount paid to provide the speech in addition to the total amount paid to the speaker from the Sunshine
Act website. The example of the American Ophthalmological Society is the best. Its annual meeting is paid for by the
members. No industry payments subsidize the meeting.'?
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Ophthalmological entities that have a presence on the internet should have a tab referring to financial disclosure; this
should be incorporated into the AAO’s rules of ethics. It should require disclosure regarding acceptance of rebates from
drug and medical device companies and list the sum of the rebates accrued annually for the past 5 years broken down by
the payer. Academic training programs do not reap the financial rewards of drug rebates that private practices do, but they
can avail themselves of the federal 340B drug discount program established in 1992 whereby they pay prices 25-50%
lower than the average wholesale price for expensive medications, receiving market prices when they bill payers, and
using the difference to fund operations.'® Their community practice affiliates can profit from rebate programs just like
any private practice.® Both types of financial inurement should be made public. To avoid the appearance of influence
buying, ideally the rebates and mark-ups should go toward patients, not physicians. For instance, rebates and mark-up
revenue could be allocated to the purchase of patient bad debt at discounted rates, which could be forgiven. Alternatively,
these revenues could go toward research and development rather than the prescribing physicians’ income.

A less formal, but no less powerful force influencing rectitude in the ethical decision-making of ophthalmologists is
a free press. I have participated in meetings in which decisions with ethical implications were considered through the lens
of what is generically termed the New York Times test. In that test, the participants ask, “What if this comes out in the
New York Times (substitute the applicable local newspaper)? How would this affect our practice?”?* Sometimes it leads
to abandonment of a questionable action. Other times, it leads to disguise. For example, the cash payment for a premium
intraocular lens may be redirected using a group accounting rule from direct flow to the surgeon’s bottom line, to general
reduction of group overhead, to deflect criticism of conflict of interest. In the United States, ophthalmic ethics benefits
from freedom of the press. In countries with a press subservient to the government the effect on medical ethics works in
reverse. For example, Wuhan ophthalmologist Li Wenliang was censured for ethically alerting the public to the initial
Wuhan Covid-19 outbreak.?' Dr. Angelina Guskova attempted to warn the Russian public about the medical dangers of
fast track development of the atomic power industry in the years preceding Chernobyl but was forbidden from publishing
her observations.”

United States governmental payments to ophthalmologists are large and rising. Most of these are payments for
services to patients, but with the Covid-19 pandemic, the Economic Injury Disaster Loan (EIDL) and Paycheck
Protection Program (PPP) provided funds to pay employees and cover practice expenses when economic life was
disrupted. The Office of the Inspector General estimates that $200 billion of the $1.2 trillion disbursed was used
fraudulently.”® Cases of fraud include ophthalmic practices.”**> However, beyond fraud, there is the issue of the proper
recipients of the funds. What are the ethics of ophthalmologists using the PPP money to supplement their own incomes in
addition to their employees’? One might contend that the money should go only to furloughed employees, as intended by
the legislation, not to the ophthalmologist owners to keep their incomes at pre-pandemic levels, but the AAO rules of
ethics do not cover such scenarios.

In the United States, ophthalmologists frequently renegotiate contracts with insurers. Sometimes these come to an
impasse with the ophthalmologists asking for higher reimbursement and the insurer for lower. Is it ethical to ask the
patients of the practice to lobby in favor of the ophthalmologists? One might contend that this is unethical, but the AAO
rules are silent on the matter. An update to include social, cultural, and business aspects to ophthalmology professional
ethics would be welcome.

Examples of ethical dilemmas not covered by professional guidelines are dependent on context. In countries with
nationalized health insurance, ophthalmologists do not negotiate with insurers. However, one could consider that an
ethical issue arising in that context, but not the United States, would be the determination of the cost per quality adjusted
life year threshold that the National Institute for Health and Care Excellence (NICE) in the United Kingdom considers
acceptable for coverage of an ophthalmic treatment. There is no such threshold specified my governmental payers of
health care in the United States. Thus, discussions of ethical gaps in ophthalmology are rooted in society. This
Perspective concerns the situation in the United States.

Ethical decision making comes up every day in an ophthalmologist’s life. Our professional culture is not a talisman
that makes us immune to human ethical failings; rather it is a muscle that atrophies if not used. Moreover, the existence
of a professional webpage devoted to ethics does not constitute evidence of its efficacy.* The AAO needs to publish use
statistics on ethics committee activity so that the interested profession and public can see what the level of oversight is.
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Currently, there is no transparent way to review AAQ ethics committee activity, rules reviews, dismissals, and enforce-
ment actions, nor to see if ethical violations have led to repercussions. We owe it to ourselves to review whether our rules
of ethics guide our behavior and nudge our consciences in the direction we aspire to go, and if they do not, to revise
them. We owe it to our patients to make our ethical rules strong, contemporary with the evolution of ethical thinking, and
public. If we do not, our ethics become lip service and we can expect more external regulation.
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