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ADVISORY OPINION OF THE CODE OF ETHICS

Subject: Disclosure of Professionally Related
Commercial Relationships and Interests
Issues Raised 1) How can an ophthalmologist assess the potential for conflict

of interest?

2) When and how must an ophthalmologist disclose
professionally related commercial relationships and interests to
patients and other relevant parties?

Applicable Rules Rule 2. Informed Consent
Rule 11. Commercial Relationships
Rule 15. Conflict of Interest

Definitions (exclusively for the purposes of this Advisory Opinion)

Commercial health care entity - A proprietary health-related business having separate and
distinct objectives with regard to profit, such as pharmaceutical, devices, and medical
equipment industries and related entities or business partners.

Threshold financial interest/ownership - One hundredth of one percent (.01%).
Family member - Spouse, domestic partner, parent, mother-in-law, father-in-law, child,
spouse of child, grandchild, brother, sister, or spouse or child of a brother or sister.

Ownership - An interest held by an individual or an individual’s family member.

Commercial relationship — A formal business relationship between a commercial health care
entity and a physician.

Conflict of interest — A discrepancy between the ophthalmologist’s professional
responsibilities to serve the patient’s best interests and his or her own personal interests or
incentives.

Commercial interest - See expanded definitions under “Financial Relationships That Require
Disclosure”
1) Fee arrangements with another physician or practitioner (other than any of the
ophthalmologist’s partners, co-employees, employees, or employer).

2) Interest in facilities, equipment, devices, procedures, and pharmaceutical agents.

Background

Although holding commercial interests in itself is not necessarily unethical, the
ophthalmologist must respect the importance of the patient’s interest above his or her own
when these interests differ. Patients have a right to trust that a service or product is
recommended to them because it is an appropriate balance of safety, efficacy, and cost
based on sound professional judgment and unbiased by extraneous factors or inducements.



A conflict of interest is a discrepancy between the ophthalmologist’s professional
responsibilities and his or her personal interests or incentives. When a practicing
ophthalmologist has professionally related commercial interests, the potential exists for a
conflict of interest in patient care. It is essential that conflicting commercial interests be
disclosed to the patient and to colleagues who may be affected by them. However, not all
commercial interests necessarily raise conflicts. Of equal importance in this discussion is the
distinction between, and the physician’s understanding of, those arrangements or
relationships that raise conflicts of interest and those that do not. Examples of
arrangements or relationships with commercial healthcare entities that do not raise conflicts
include hospital-sponsored golf tournaments for the hospital’s clinical staff or a modest,
industry-sponsored meal in a setting conducive to an educational endeavor.

A general guideline (embraced by the British Medical Association and the American College
of Physicians) as to the appropriateness or inappropriateness of a commercial relationship
or other such arrangement is for the ophthalmologist to assume the position of the patient
and ask himself or herself the following: Would you be willing to have these arrangements
or inducements generally known? This Advisory Opinion is based on this criterion of
accountability, with the recommendation to err on the side of disclosure when in doubt.

Ophthalmologists should be careful to observe any additional disclosure requirements that
may be mandated by state or federal law.

Financial Relationships That Require Disclosure

The following are examples of specific commercial relationships that require disclosure to
patients and other relevant parties. These examples identify a disclosable professionally
related commercial interest:

1. Fee arrangements with another physician or practitioner (other than any of the
ophthalmologist’s partners, co-employees, employees, or employer), specifically, if
any portion of the global fee for the ophthalmological service is allocated, divided, or
split with the other physician or practitioner through the direct or indirect payment or
reimbursement practices of any third-party payor or payment agency, or if the global
fee for the service of the other physician or practitioner is allocated, divided, or split
with the ophthalmologist.

2. Interest in facilities (such as Ambulatory Surgery Centers (ASCs), optical
dispensaries and laser centers), equipment, devices, procedures, and pharmaceutical
agent, specifically, if an interest of one hundredth of one percent (.01%) or more in
one of the above is directly or indirectly owned by (a) the ophthalmologist, (b) a
family member, (c) any other physician or practitioner with respect to whom the
ophthalmologist has a commercial relationship described in paragraph (1) above, or
(d) any entity of which any person described in clause (a), (b), or (c) above is either
an owner, partner, shareholder (otherwise than as a shareholder in a mutual fund),
or venturer with a one hundredth of one percent (.01%) or more interest, or a
consultant, officer, director, trustee, beneficiary, or employee. An exception may be
made for facilities such as ASCs and laser centers if it would be apparent to a
reasonable person that those facilities are an integral part of the ophthalmologist’s
practice facility and hence are likely to be owned in whole or in part by the
ophthalmologist or the ophthalmologist’s practice group. For the purposes of this
document, stock options shall be considered to be the ownership of an interest in an
entity even if they have not been exercised or they are not currently exercisable.

3. Stock options as consultant compensation. Stock options may be utilized by publicly
traded or start-up companies as a form of compensation in clinical research and
product development consulting relationships. Because stock options have potential
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value that is closely linked to the outcomes of research or success of product
development, they create financial incentives that may bias the actions of an
ophthalmologist conducting clinical trials and must be disclosed to patients and other
relevant parties.

4. Direct financial support from commercial health care entities, whether by cash
payments, debt forgiveness, or by other means.

Arrangements That May Require Disclosure

The following are examples of potentially problematic arrangements between commercial
health care entities and ophthalmologists. The ophthalmologist should scrutinize such
arrangements for the potential to bias patient care and then adequately disclose them to
the patient and other relevant parties.

1. Holding a controllable, negotiable interest in an ophthalmic-related business (e.g.,
financial investment, stock holdings, options, or warrants) either directly or through
a family member that creates a conflict between the financial interests of the
ophthalmologist and the medical interests of the patient.

2. Board membership or a paid consultant relationship with an ophthalmic-
related business.

3. Receiving commercial support of educational and scientific meetings and research
where the sponsor controls or influences the content of the meeting or research.

4. Contractual relationships with commercial health care entities in which economic
incentives or penalties may influence patient care.

5. Any express or implied obligation to promote a company’s products.

6. Accepting noneducational gifts from commercial health care entities. It is important
to realize that the acceptance of a gift establishes a relationship between the donor
and the recipient with expectations of reciprocity and that these gifts may violate a
professional policy on conflicts of interest.

7. Participating in noneducational or nonbusiness-related activities (e.g., social
functions, meals, travel, and entertainment) where there is no genuine professional
benefit to the physician and no apparent benefit to, or advancement of, patient care.

Disclosure Methodology

Disclosure to Patients

Disclosure of conflicts of interest to patients should be either oral or written. In the case of
an oral communication, the disclosure of the ophthalmologist’s commercial interests shall be
made as part of a communication containing a recommendation for treatment or a referral,
and it shall reasonably apprise the patient of the commercial interest in question if that
commercial interest has a reasonable chance of biasing decisions about patient care. If the
patient expresses concern about the apparent conflict of interest, then the patient should be
informed of alternative avenues of obtaining care from other physicians with whom the
ophthalmologist has no disclosable professionally related commercial interests.

In lieu of an oral communication to a patient, the ophthalmologist may make the required
disclosure in a written communication using one or more of the following forms, or by using
a similar methodology:

e Posting a conspicuous sign in an area that is likely to be seen by patients and
patients’ guardians.

e Incorporating a conspicuous written notice in the ophthalmologist’s existing office
documents, such as prescription sheets, office information or policy booklets, referral
forms, and any similar regularly distributed information handout.

e Providing a written disclosure document for a patient or a patient’s guardian.
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Disclosure to the Public and Other Relevant Parties

Disclosure to the public and other relevant parties shall also be either oral or written. The
communication shall prominently disclose the ophthalmologist’s disclosable professionally
related commercial interests at the beginning of the communication.

Timing of Disclosure

An ophthalmologist’s professionally related commercial interests must be disclosed to
patients and other relevant parties when he or she makes a recommendation for, a referral
to, offers a description of, or generally discusses one or both of the following:

e The advantages and disadvantages of the patient seeing another physician with
whom the ophthalmologist has professionally related commercial interests.

e Facilities, equipment, devices, procedures, or pharmaceutical agents with which the
ophthalmologist intends to treat the patient and with which he or she has
professionally related commercial interests.

Applicable Rules

Rule 15. Conflict of Interest. A conflict of interest exists when professional judgment
concerning the well-being of the patient has a reasonable chance of being influenced by
other interests of the provider. Disclosure of a conflict of interest is required in
communications to patients, the public, and colleagues.

Rule 11. Commercial Relationships. An ophthalmologist’s clinical judgment and practice
must not be affected by economic interest in, commitment to, or benefit from professionally
related commercial enterprises.

Rule 2. Informed Consent. The performance of medical or surgical procedures shall be
preceded by appropriate informed consent.
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