
Field Alert Reporting: Supplier Contracting
Implications for Drug Developers

For emerging companies establishing their first supply
chains, ensuring notification requirements in supply agreements for when commercial-stage
manufacturing issues arise may not be top of mind. However, it is important for drug developers
whose contracts enable continuation of a supply arrangement into the commercial-stage to be
familiar with the U.S. Food and Drug Administration’s (FDA’s) field alert reporting (FAR)
requirements for new drug application (NDA) and abbreviated new drug application (ANDA) holders
to ensure adequate communication between developers and their suppliers.

By way of background, the FAR regulations at 21 C.F.R. §§ 314.81(b)(1) and 314.98(b) require NDA
and ANDA holders to notify their FDA field office (using an Form FDA 3331a) within three business
days of “receipt” of: (1) information concerning any incident that causes a distributed drug product
or its labeling to be mistaken for, or applied to, another article; or (2) information concerning any
bacteriological contamination, or any significant chemical, physical, or other change or deterioration
in the distributed drug product, or any failure of one or more distributed batches of the drug product
to meet the specification established for it in its approved application. In brief, timely notification by
suppliers really does matter here and should not extend past one business day if at all possible.

This past summer, the FDA issued final guidance clarifying reporting timelines and the facts and
circumstances that trigger submission of FARs. Amongst other things, the FDA clarified that the
FAR requirements apply to all products marketed under an NDA or ANDA, including positron
emission tomography drugs, designated medical gases, and combination products containing a drug
constituent part. However, products that are only marketed abroad pursuant to a foreign approval
with non-U.S. labeling are not subject to FDA’s FAR requirements. FDA also clarified that report-
triggering events are not limited to active ingredient issues but can also include issues related to
inactive ingredients, processing aids, and packaging.

Additional key takeaways include:

FARs are required even when a problem is identified and corrected within the three business
day reporting window.

FARs are required even when a problem is identified beyond the three business day reporting
window; however, a Form FDA 483 finding can result from the failure to submit timely FARs.

Day “0” for calculation of the three business day reporting window is the day information
triggering the report was received, even if received by a third-party contractor or supplier.

Follow-up or final FARs are recommended but not required if significant new information is
received.
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Separate initial FARs are required for a problem impacting drug products covered by multiple
applications, but if conducting a single investigation into the issue after submitting the initial
FARs, any follow-up can be provided in a single follow-up or final FAR.

Investigations into issues identified with undistributed products should consider whether those
issues may exist in distributed products, triggering a FAR.

Possible changes or deterioration in distributed products triggering FARs include
contamination by bacteria, yeast, mold, virus or other microorganisms.

Issues leading to recalls do not release an NDA or ANDA holder from FAR reporting
responsibility.

Overall, FDA’s FAR requirements necessitate prompt or immediate notification of any information
discovered by suppliers that could trigger a FAR for NDA and ANDA holders. For supplier
agreement negotiations, requiring prompt or immediate notification of issues in clinical-stage
agreements positions a developer well to require the same in the commercial stage when FAR
requirements apply. Additionally, in the commercial stage, FARs can prompt unannounced FDA for
cause inspections and can also lead to expensive product recalls, so early notification, investigation,
and remediation of issues warranting a FAR submission can help minimize potential liability and
resource expenditure to remedy any issues that arise.

Pharmaceutical Manufacturers Beware: New
State Drug Transparency Laws and
Enforcement Mechanisms Are Coming In
2022

In 2016, states began passing pharmaceutical price reporting laws.  These laws are designed to
bring transparency to a pharmaceutical manufacturer’s drug pricing process by requiring drug
manufacturers to report pricing and other information related to the cost, development, and sale of
drugs.  By October 2021, approximately twenty states have passed or are implementing
transparency laws.  While many of these laws are applicable to drug manufacturers, pharmacy
benefit managers, and health carriers, recent enforcement of these laws has focused only on drug
manufacturers.
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Each state has its own set of unique requirements that drug manufacturers must meet in order to
distribute drugs within each individual state.  Reporting is often completed via an online portal
administered by the state’s implementing agency.  Some states will use this submitted data to
produce public reports about the cost of prescription drugs with a goal of educating the state
legislature and the public about the cost of drugs and to provide accountability for increased prices.

Enforcement of these state reporting laws is beginning to take shape as states pass legislation and
implement administrative guidance – the majority of which provide for civil or administrative
penalties.  Enforcement authorities typically assess fines for each day a manufacturer is in violation
and may increase penalties the longer the violation persists.  Additionally, the appeals process for
any enforcement action typically follows either a prescribed process codified by the state law or
defaults to the appeals process under the state’s administrative procedure act.

Accordingly, pharmaceutical manufacturers will need to be vigilant as more sates pass and
implement drug transparency laws. These laws require different reporting deadlines, the reporting
of different information, disclosures based on different dollar thresholds, and have different
requirements and processes for protecting confidential information and trade secrets.  For the latest
developments in this area, please see Goodwin’s recent client alert.  For an in-depth analysis of
these laws, please see our publication, State Drug Transparency Laws: Considerations for
Pharmaceutical Manufacturers, in Chapter 8 of the American Health Law Association’s  2021
edition of Health Law Watch.

Don’t Forget about the States!
Understanding the Maze of State Billing
Laws for Physicians and Laboratories
Providing Anatomic Pathology Services

Laboratory tests play a critical part of the healthcare system.  Ordering and billing for these tests,
however, is not always cut-and-dry.  Compliance with federal laws and rules (like the Clinical
Laboratory Improvement Amendments (CLIA), the Anti-Kickback Statute (AKS), and the Eliminating
Kickbacks in Recovery Act (EKRA) – not to mention Medicare billing requirements is essential.  but,
laboratory testing companies and physician practice groups must also pay attention to an array of
state laws and regulations that place restrictions on which parties can bill for laboratory tests and
for how much, among other requirements.  These laws are important, as they can dictate
significantly how, where, and with which entities laboratory testing companies do business.  These
laws can also have a significant impact on how physicians can order critical tests for their patients.
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As laboratories and medical groups continue expand nationally, and the trend in mail-order
laboratory testing, spurred by the COVID-19 pandemic, continues, it is important for both
laboratories and practice groups not to overlook compliance with applicable state laws and
regulations, including states’ direct billing, anti-mark-up, and disclosure laws.

What tests are at issue?

State laws regarding laboratory billing practices are focused on “anatomic pathology services.”  This
could include, for example, cytology, molecular pathology, hematopathology, histopathology,
surgical pathology, and blood banking services performed by a pathologist.  Put another way, state
laws focused on billing for laboratory tests are concerned with those procedures that diagnose
disease based on the macroscopic, microscopic, biochemical, and immunologic and molecular
examination of organs and tissues.

Hypothetical Example:  Patient Smith visits Dr. Jorgensen, a
dermatologist.  Dr. Jorgensen seeks to biopsy a suspicious mole that she
spots when Patient Smith visits.  Dr. Jorgensen’s practice group does not
have an in-house laboratory with the capabilities needed to run the relevant
pathology test.  Dr. Jorgensen regularly sends tissue samples for processing
to Oncology Lab LLC, a nationwide provider of pathology testing services for
dermatologists and other specialists.  Oncology Lab receives the tissue
sample, conducts the relevant testing, and returns the test results to Dr.
Jorgensen’s office to deliver to the patient.  Oncology Lab charges $100 per
test.

In the hypothetical above, for example, the referring physician and the lab that runs the test are
both subject to a series of laws and about who can bill for these tests, who can pay for the tests, and
how much can be charged, all depending upon where Dr. Jorgensen, Patient Smith, and Oncology
Lab LLC are located.  These state direct billing laws, anti-markup laws, and disclosure laws, apply
regardless of whether the test is paid or covered by government insurance, commercial insurance,
or the patient directly on a cash pay basis.

Direct Bill Laws

Many states have so-called “direct billing” laws that require the laboratory that performed the
anatomic pathology services must bill the patient (or the patient’s payor, or a limited set of other
individuals or entities) for the test.  According to the College of American Pathologists (“CAP”), the
idea is that “payment for anatomic and clinical pathology services should be made only to the person
or entity who performed or supervised the service.”   The purpose of these laws is to prohibit so-
called “pass-through billing” or “client billing,” under which a laboratory bills the practice group
that ordered the test, and the practice group then in turn bills the patient.

Under a direct billing model, the treating physician is not incentivized to order additional or
unnecessary testing or to refer patients to one specific laboratory over another, simply on the basis
of the amount of profit the treating physician might earn.  Rather, the physician orders the tests that
the patient needs, the laboratory runs the tests, and the laboratory bills the patient or payor for the
tests.  Direct billing, according to CAP, helps make certain that quality – as opposed to financial
considerations – influence the physician’s selection of a pathology services laboratory.

Under a pass-through or client billing model, the treating physician can score an extra profit by
charging the patient for the full price of the laboratory service that the physician received at a
discount. This practice may also incentivize health care providers to choose certain laboratories
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(i.e., lower quality laboratories charging lower fees) or order certain laboratory tests (i.e., to
increase profits) – both of which are not in the best interest of the patient.

Because of the perverse incentives, and the potential effect on quality of care, many states prohibit
pass-through or client billing and mandate direct billing as the only acceptable pathology services
billing practice. In fact, the pass-though billing prohibition under California law was spurred
by a September 2005 Wall Street Journal article, titled How Some Doctors Turn a $79 Profit from a
$30 Test. The article describes startling studies indicating that “physicians are more likely to order
services for patients if they have a financial incentive.” An author of one such study by the Center
for Health Policy, described in the article, stated that pass-through laboratory testing “appears to be
done exclusively to earn more revenue and increase profits.”

For example, California law states, “A [licensed health care provider] shall not charge, bill, or
otherwise solicit payment, directly or indirectly, for anatomic pathology services if those services
were not actually rendered by that person or under his or her direct supervision.” [Cal. Bus. & Prof.
Code § 655.7(a)(1).] New York law similarly restricts billing of clinical laboratory services to the
“recipient of the services, such recipient being the person upon whom the clinical services have
been or will be rendered.” [N.Y.P.H.L. § Sec. 586(1).]

Why Care?

First, state laws vary – while some states are only focused on tests that require the use of a
pathologist to read the results, many other tests are not.  Most states indicate that a laboratory can
bill a patient, the patient’s payor, a patient’s representative, a patient’s employer or health plan, a
patient’s union, or a relevant government agency; some states permit a laboratory to bill a health
care facility or hospital for a pathology test; other states (like Maryland) appear to prohibit it. 
Similarly, some states’ laws apply where the patient is located, some apply where the provider who
ordered the test is located, and others could even apply where the lab is located.  Put another way,
laboratories that operate in multiple states need to clearly understand the rules in all of their states
of operation and may need to adjust and modify their practices accordingly.  There is a potential lack
of consistency across states that can create disruption and require complicated and administratively
burdensome internal policies and practices.

Second, not all physicians may understand how direct billing works, especially when they order
expensive laboratory tests for their patients.  Some practice groups include billing for lab tests as
part of their financial projections; however, direct bill laws may prohibit this practice and mandate
that the laboratory that performed the test bills the patient directly.  By failing to account for
whether an entity is in a direct bill state or not, their financial projections may fall flat.

At the federal level, Medicare rules clearly require direct billing for outpatient hospital laboratory
services – i.e., in order to receive Medicare reimbursement for a laboratory test, the laboratory must
bill the patient or the payor directly – and pass-through billing is prohibited.  However, physicians
may be reimbursed for clinical laboratories services performed by third party laboratories so long as
certain disclosures are made to Medicare. [45 C.F.R. § 405.515.] This adds yet another layer of
complication for laboratory testing companies and for practice groups, as a patient’s status as a
Medicare beneficiary must be factored into account.

Hypothetical Example:  In a state with a direct billing requirement,
Oncology Lab must bill Patient Smith (or Patient Smith’s insurance company
or other relevant payor) the $100 for the cost of the mole biopsy test.

Anti-Markup Laws
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A second type of law that applies to pathology testing services is the so-called “anti-markup” law. 
Anti-markup laws might technically permit a lab to bill a physician practice group for a test
performed.  But, these laws also prohibit the physician practice group from charging a patient or the
patient’s payor any more than the amount the group paid to the lab.

At a national level, Medicare has a similar anti-markup rule, prohibiting physicians and practice
groups from marking up the cost of purchased laboratory tests.  The idea is “that allowing physician
group practices or other suppliers to purchase or otherwise contract for the provision of diagnostic
tests and then to realize a profit when billing Medicare may lead to patient and program abuse in
the form of over utilization of services and result in higher costs to the Medicare program.” [71
Fed.Reg. 69624, 69688.]

Why Care?

First, and again, state laws vary.  Therefore, laboratory companies’ business plans must vary by
state and may not be subject only to the federal Anti-Markup Rule.  Second, physician practice
groups seeking to turn a profit on laboratory tests ordered from outside labs could easily run afoul of
these state requirements.  States that prohibit marking up laboratory services include like
California, Michigan, and Oregon, as follows:

Bus. & Prof. Code § 655.5(c). “It is also unlawful for any person licensed under this division or
under any initiative act referred to in this division to charge additional charges for any clinical
laboratory service that is not actually rendered by the licensee to the patient and itemized in
the charge, bill, or other solicitation of payment…”
Michigan, Comp. Laws Ann. § 445.161(1). “A person licensed to practice medicine by an
agency of the department of licensing and regulation, a hospital, agency or any other entity
billing patients or third parties for laboratory work, shall not bill a patient for laboratory work
performed by a clinical laboratory for any amount in excess of the amount billed by the clinical
laboratory to the licensed person for such services.”
R.S. § 676.310(1). “…However, a practitioner shall not mark up, or charge a commission or
make a profit on services rendered by an independent person or laboratory.”

Penalties for violation of state anti-markup rules include imprisonment for up to one year and/or
fines ranging from $500 up to $10,000 – and may include reprimand by the state medical board.

Failing to comply with Anti-Markup Rule may also mean a violation of the federal Anti-Kickback
Statute (AKS) and/or the Stark Law. Penalties for violating AKS include incarceration, exclusion
from federal health care programs, and civil monetary penalties of $11,803 to $23,607 per claim,
plus three times the amount of damages.

Hypothetical Example:  In a state with an anti-markup rule and no direct
bill rule, Oncology Lab may be able to bill Dr. Jorgensen for the $100 cost of
the mole biopsy test.  Dr. Jorgensen can then pass the test’s charge through
to the patient; however, Dr. Jorgensen cannot charge the patient more than
$100.

Disclosure Laws

A third type of state law governs the ordering of pathology testing services:  disclosure laws. 
Disclosure laws do not technically prohibit labs from billing physician practice groups, and they also
do not technically prohibit practice groups from marking up laboratory test prices.  Instead, these
laws require that a physician practice that purchases a test from a laboratory (and passes the cost of
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such test along to the patient) must disclose the price that the physician paid for the test to the
patient and the applicable non-federal third-party payors. These laws do not ban markups for
laboratory services, so long as the markup is disclosed. States with disclosure laws include but are
not limited to, Arizona, Pennsylvania, and Texas, as follows:

Stat. Sec. 36-472(B). “The bill to the patient shall specify the actual charge by the reference
laboratory together with the reasonable specimen collection charge by the referring laboratory
or physician.”
Admin. Code § 5.48. “A notification of charges for laboratory tests performed for the patient
shall be sent to the patient by the clinical laboratory unless the patient has been billed directly
or otherwise notified of the charges by the laboratory.”
Health & Saf. Code § 161.061. “(a) A person licensed in this state to practice medicine,
dentistry, podiatry, veterinary medicine, or chiropractic may not agree with a clinical,
bioanalytical, or hospital laboratory to make payments to the laboratory for individual tests,
combinations of tests, or test series for a patient unless:

the person discloses on the bill or statement to the patient or to a third party payor the1.
name and address of the laboratory and the net amount paid to or to be paid to the
laboratory; or
discloses in writing on request to the patient or third party payor the net amount.2.

(b)The disclosure permitted by Subsection (a)(2) must show the charge for the
laboratory test or test series and may include an explanation, in net dollar
amounts or percentages, of the charge from the laboratory, the charge for
handling, and an interpretation charge.”

Why Care?

Importantly, physician practice groups need to be aware when they are operating in a disclosure
state so that their billing and invoicing systems are appropriately calibrated to include any lab
testing costs.

In addition, we often think of the federal ban on pass-through billing and the federal anti-markup
rule, but laboratories, hospitals, and physician practice groups that order lab tests from outside labs
should be aware of and make sure their practices comply with this complicated web of state
requirements.  Providers may be using one compliance model to comply with federal laws in
connection with federal health care programs, but such model may violate applicable state laws.

Hypothetical Example:  In a state with a simple disclosure requirement,
Oncology Lab could submit a bill to Dr. Jorgensen (instead of Patient Smith);
however, when Dr. Jorgensen bills Patient Smith for the test, the physician
must also disclose that she paid Oncology Lab $100 for the test.

Nationwide telehealth groups and digital health providers ordering tests for patients located in
different states or hospitals, laboratories, or physician groups ordering laboratory tests from outside
their home state, may also prefer a one-size fits all model; however, this might require tailoring all
operations to fit the strictest regime of no pass-through billing or markups across the board.  Other
providers – particularly those that are more local or regional in nature – might find it more feasible
to have a state-by-state model with laboratory billing policies and procedures tailored to each state.
 Further, Medicare providers may find it easiest and most efficient to implement Medicare markup
restrictions for all laboratory billing, including cash pay and commercial patients.

*          *          *          *          *



As depicted above, states vary widely on their regulation of laboratories and violations of state law
may trigger not only civil penalties but criminal prosecution as well.  Laboratory testing companies
and physician practice groups should pay particular attention to their policies and compliance
programs, which must be crafted to account for these additional complexities.  In addition, existing
laboratories and physician practice groups should analyze and update their compliance policies to
ensure that they are aligned with existing state and federal requirements.

For questions regarding current laboratory compliance with federal and state laws or for questions
related to expansion and compliance concerns, please reach out to Anne Brendel at
abrendel@goodwinlaw.com or Matt Wetzel at mwetzel@goodwinlaw.com.

The Office of the National Coordinator for
Health Information Technology
Interoperability and Information Blocking
Final Regulation: Key Concerns for Health
Information Technology Companies and
Developers

As of April 5, 2021, health information technology companies and developers are required to
comply with the information blocking provisions of the Centers for Medicare and Medicaid
Services’ (CMS) and the Office of the National Coordinator for Health Information Technology’s
(ONC) Information Blocking Final Regulation (“Final Rule”), implementing specific provisions of the
21st Century Cures Act (the “Cures Act”). The objective of the Final Rule is to (i) promote
interoperability and support the access, exchange, and use of electronic health information; and (ii)
reduce burdens and costs related to accessing electronic health information and to reduce
occurrences of information blocking.

While compliance with the Final Rule is required, enforcement mechanisms are still evolving and are
not yet final. This affords health information technology (“Health IT”) companies and developers the
time and opportunity to familiarize themselves with the Final Rule and the exceptions outlined by
the ONC.

What does the Final Rule require or prohibit?

The Final Rule prohibits so-called “Actors” from engaging in information blocking
practices—such as interfering, preventing, or substantially discouraging the use, access, and
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exchange of electronic health information. An “Actor” is any individual or entity that is a (i) health
care provider, (ii) developer of Health IT, (iii) health information network, and/or (iv) health
information exchange. There is no duty to proactively make electronic health information available,
but these entities must not engage in information blocking practices in response to a legal request
for electronic health information.

What is information blocking and why is it discouraged?  What are examples of information
blocking?

The Final Rule was promulgated by the ONC because Congress expressed concern that Health IT
companies were knowingly interfering with the free exchange of information. Information blocking is
such a practice, and involves any efforts that are likely to materially discourage the access, use,
and/or exchange of electronic information when the entity knows that the practice is likely to do so.

The types of behavior that would be considered information blocking include (i) refusing to provide
electronic health information or ignoring reasonable requests; (ii) imposing any unreasonable
limitations on the use or requests for access to share electronic health information; (iii) establishing
contracts, business associate agreements, licensing terms, and/or policies that would unnecessarily
restrict the sharing of electronic health information; and (iv) configuring technology in a way to limit
interoperability.

Put another way, if an electronic health record platform were to restrict its software such that a user
is able to export electronic health information for its own use without a fee, but any request to
transfer or exchange electronic health information to a competitor’s platform would require a fee,
the company’s activity would likely be considered inappropriate information blocking under the
Final Rule.

What constitutes electronic health information?

“Electronic health information” includes electronic protected health information (“ePHI”) as defined
under HIPAA, if such ePHI is maintained in a HIPAA designated record set (“DRS”). However, unlike
HIPAA the new information blocking regulations do not apply to hand written or verbal health data.
Additionally, it is important to note that records do not have to be used or maintained by or for a
HIPAA covered entity to fall within the definition of electronic health information.

What agency is responsible for enforcement of the Final Rule?

The Cures Act authorizes the Office of Inspector General (“OIG”) to investigate any allegations of
information blocking. Health IT companies and developers could face up to $1,000,000 in civil
monetary penalties per violation. If an OIG’s investigation and determines that an Actor has engaged
in information blocking activities, the OIG will refer the provider to the appropriate agency to
address the alleged violation (e.g. a HIPAA privacy violation would be referred to the Office for Civil
Rights to address the violation). The OIG has issued a proposed rule for enforcement outlining
enforcement priorities and has requested input on the proposed rule. Any conduct prior to the
effective date of the OIG’s rule will not be subject to civil monetary penalties.

How does the Final Rule impact the health information sharing community and Health IT
companies and businesses?

Companies should ensure current privacy policies and practices with respect to sharing electronic
health information comply with the Final Rule. Companies’ vendors and Health IT systems should
also ensure that the information infrastructure simultaneously protects the transfer electronic health



information and facilitates the flow of electronic health information between Health IT systems.
Companies should also review current business associate agreements and consider any updates that
may be necessary to comply with the new information blocking regulations.

Additionally, companies may also want to consider implementing a policy and procedure that covers
the review of all proposed transactions and arrangements, which involve the transfer of electronic
health information, to ensure compliance with the Final Rule. This is especially important for Health
IT companies to consider as developers and managers of software solutions for providers and other
customers.

As regulators continue to push for accountability in the Health IT industry and ultimately the
improvement of overall patient care, Health IT developers and businesses must welcome and
embrace software and technologies that facilitate compliant sharing of electronic health information.

Follow our blog to receive additional updates and alerts on the Final Rule and the OIG’s proposed
final rule. Our health care regulatory team intends to publish more in-depth guidance on the
nuances of these regulations for Health IT companies and developers.

List of Artificial Intelligence and Machine
Learning (AI/ML)-enabled Devices Available
on FDA’s Website

The U.S. Food and Drug Administration (FDA) now provides a
list of Artificial Intelligence and Machine Learning (AI/ML)-Enabled Medical Devices that
are legally marketed in the United States. These include devices (1) cleared via 510(k) premarket
notifications, (2) authorized pursuant to De Novo requests, and (3) approved via premarket approval
applications, or PMAs. FDA explains that the list, developed by FDA’s Digital Health Center of
Excellence, while not exhaustive or comprehensive, is intended to increase transparency and access
to information on these devices that span across medical disciplines.

Read the client alert.
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Judge Dismisses Pfizer’s Lawsuit Over HHS
Limits on Drug Copay Assistance

In a previous post published on the Washington Legal
Foundation’s Legal Pulse blog, Goodwin Partners Matt Wetzel and William Jackson discussed the
potential implications of a high-profile recent lawsuit lodged by Pfizer against the U.S. Department
of Health and Human Services (“HHS”) Office of Inspector General’s (“OIG”) over Pfizer’s drug
copay assistance.

Pfizer’s lawsuit sought a declaration that two copay assistance programs it designed to help patients
afford its drug for the treatment of Transthyretin Amyloid Cardiomyopathy (“ATTR-CM”) would not
violate the Anti-Kickback Statute or Beneficiary Inducement Statute. The drug is the only FDA
approved treatment for such disease. Originally, Pfizer, under the advisory opinion process, had
requested OIG determine if either of the programs would violate the Anti-Kickback Statute. In an
earlier post, we identified the need for the federal government to issue clear standards that would
provide drug companies and others with clear notice as to the rules in this area.

On September 30, 2021, the U.S. District Court for the Southern District of New York ruled against
Pfizer, (a) refusing to make a determination on one of the proposed copay programs and (b) ruling
that the government’s appropriately made its prior prohibition of the company’s other copay
program.  We examine each below.

The Independent Charity Program

Pfizer originally requested an advisory opinion approving the company’s proposal to fund an existing
third-party charity’s copay assistance fund, which would in turn provide financial support to
qualifying patients to cover the costs of their co-pays. The OIG refused to provide such an opinion.
OIG indicated it was investigating a substantially similar course of action. Further, OIG stated that a
Corporate Integrity Agreement with Pfizer prohibited OIG from approving a second similar program.
HHS regulations prohibit OIG from issuing an advisory opinion where “[t]he same, or
substantially the same, course of action is under investigation, or is or has been the subject of a
proceeding involving the Department of Health and Human Services or another governmental
agency.”

Pfizer then brought suit in the U.S. District Court for the Southern District of New York, arguing
that the Court had the power to issue a determination on whether the Independent Charity Program
would violate the Anti-Kickback Statute or Beneficiary Inducement Statute. The Court, however,
refused.  The Court asserted the claim was too far remote and the facts too underdeveloped to
satisfy the prudential ripeness criteria.

The Direct Program
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While OIG refused to issue an advisory opinion on Pfizer’s independent charity program, it did issue
a advisory opinion against Pfizer’s other proposal to directly fund patients’ co-pays, including for
government beneficiaries.  OIG’s opinion found Pfizer’s controls and patient qualifications
insufficient to curb the risk of fraud and abuse. It stated that, because there existed off-label
treatments alternative to the FDA-approved treatment, the program would risk of patient steering
and have anti-competitive effects. Further, OIG stated the program circumvented one of HHS’s key
pricing controls – i.e. requiring Medicare beneficiaries to cover some portion of the costs for their
care in order to help ensure more considerate, comprehensive care decisions – and thereby exposing
beneficiaries to the economic effects of drug pricing.

When the OIG’s advisory opinion was challenged in the lawsuit, the Court stated that OIG’s
conclusion was not contrary to law. Because (i) the Anti-Kickback Statute prohibits “all
remuneration that induces purchases of drugs (unless payments fall into one of the safe harbors)”,
and (ii) the intent of the program was to increase the number of Medicare beneficiaries who
purchase the drug, the Court stated it was unable to issue a judgment in Pfizer’s favor.

Key Takeaways

What is the impact of the Court’s decision?  Outside of its obvious impact on Pfizer’s ability to fund
the specific independent charity program and its own copay assistance plan at issue in the litigation,
we believe the impact will be slim.  The government has made clear for many years that it expects
any sort of charity support or copay assistance to come with significant controls and guardrails in
place.  Those principles still stand.  The Court’s decision in the Pfizer matter reaffirms the OIG’s
significant discretion in deciding how to enforce and interpret the health care fraud and abuse laws. 
The government will continue to expect strong controls in place for these sorts of arrangements –
especially if Medicare beneficiaries are involved – and will continue to scrutinize single-drug
assistance funds carefully.
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