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Executive Summary

This report provides an in-depth examination of how pharmaceutical companies fund physician education and
training in a compliant manner while maintaining a firm separation between such educational activities and
promotional or marketing functions. We review the ethical and regulatory framework governing industry-
supported medical education, including key laws (such as the U.S. Sunshine Act and anti-kickback statutes) and
industry/academic guidelines (e.g. PhARMA codes, ACCME standards) that prescribe requirements for
independence and transparency. We outline the principal mechanisms by which companies support physician
training — for example, by making unrestricted educational grants to third-party accredited CME (Continuing
Medical Education) providers or professional societies, or by sponsoring disease- or therapy-focused
educational programs — and we describe the compliance safeguards used (such as clearly defined grant criteria,
separate budgets, and firewalls between medical-affairs and commercial teams) to ensure that these funds do
not influence prescribing.

The report highlights multiple perspectives. On one hand, industry and health systems emphasize the value of
funded education in keeping doctors informed about evolving science and therapies. On the other hand, critics
- including ethicists and regulators — have long warned of potential biases when industry underwrites medical
education (I jamanetwork.com) () pme.nebi.nim.nih.gov). The U.S. Office of Inspector General (OIG) has issued
guidance underscoring the risk that speaker programs or other industry-sponsored events could improperly
sway clinical decisions (:°! www.mwe.com). We discuss these tensions and illustrate how leading companies and
accrediting bodies address them.

In support of our analysis, we provide current data and examples: e.g. industry-sponsored CME accounts for a
substantial share of all professional education funding, historically exceeding $1 billion per year (/!
www.finance.senate.gov) (:°) www.medscape.com). We cite recent research and official statements (e.g., a 2021

BMJ study showing sponsor influence on prescribing rates (\°’

www.techtarget.com), and FDA Commissioner
Califf's remarks questioning pharma’s role in funding education ("1 www.techtarget.com)) to illuminate the
debate. The report also summarizes enforcement cases and "best practice” case studies (such as Pfizer's
Independent Grants for Learning and Change program ('°/ www.techtarget.com)) to show how compliance is

implemented in practice.

Finally, we examine future directions and implications: how the shift to online learning (especially accelerated
during COVID-19) affects compliance; how global approaches differ (e.g. EFPIA codes in Europe); and how
emerging regulations or ethical standards might further shape company-funded education. The report
concludes that, under a rigorous compliance framework, pharmaceutical funding of physician training can be
conducted ethically and beneficially — provided there are "unbridgeable” firewalls between education and

[10]

marketing (") accme.org) (1"°7 www.lickslegal.com). The ultimate goal of educating physicians responsibly remains

crucial for public health, but it requires constant vigilance to prevent conflicts of interest.

Introduction

Physician education is a critical component of effective healthcare: clinicians must continually learn about new
drugs, devices, and treatment guidelines. Because drug companies develop specialized expertise in disease
areas and related therapies, they have historically supported continuing medical education (CME) and other
training programs for doctors (/! www.techtarget.com). Such sponsorship can help ensure that physicians are
informed about the latest therapeutic advances, dosing, and safety considerations. For example, major
companies like Pfizer, Novartis, Merck, and Sanofi all run educational grant programs funding seminars,
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conferences, and online courses in specialties ranging from oncology to cardiology (") www.techtarget.com) (/'

www.techtarget.com).

However, this practice has long been controversial. From as early as 2000, critics like Dr. Arnold Relman
observed that industry influence had become “so closely linked with the marketing of pharmaceuticals that
[CME’s] integrity and credibility are being questioned” (I'' jamanetwork.com). In other words, when drug
manufacturers finance education about their own products (or related conditions), there is a concern - voiced
by ethicists and patient advocates - that the content may be biased toward the funder'’s interests, subtly
persuading doctors to prescribe those drugs. Indeed, articles in medical journals have argued that unbiased
physician training is “too important to be influenced by the bias, overt or subtle, that inevitably creeps into
programs sponsored by industry” ("*! pmc.nchi.nim.nih.gov). Studies have found that industry-funded CME often
does emphasize brand-name therapies (sometimes to the exclusion of generics or lifestyle interventions) ([21
pmec.nchi.nlm.nih.gov). A 2021 BMJ essay cited by Professor Adriane Fugh-Berman noted that after a
pharmaceutical-sponsored Grand Rounds lecture, prescriptions for the sponsor’s antipsychotic tripled among
attendees (!°) www.techtarget.com).

These ethical concerns have prompted regulatory and self-regulatory responses. Laws such as the US Physician
Payments Sunshine Act now require disclosure of drugs and device companies' transfers of value to physicians
and teaching hospitals. Accredited bodies like ACCME enforce strict rules ensuring that CME activities remain
independent of commercial agendas () accme.org) (I"?! aceme.org). Trade associations (notably the
Pharmaceutical Research and Manufacturers of America, PhARMA) and companies themselves codify policies to
separate education from sales.

This report examines how pharmaceutical companies navigate these complex requirements in practice. We will
analyze the evolving landscape - from historical clashes and legal investigations to present-day best practices -
addressing the possibility of conflict and how it is managed. We also consider perspectives from all sides,
present concrete examples and data, and discuss future implications in the era of digital learning. The evidence
indicates that, while vigilance is needed, compliant funding of physician training can be achieved by rigorous
application of policies and oversight — enabling valuable education without undue marketing in disguise.

Regulatory and Ethical Framework

Ensuring compliance in pharmaceutical funding of physician education requires navigating a web of laws,
regulations, and ethical standards.Key elements include government laws (especially in the U.S.), industry self-
regulation codes, and accrediting body requirements. Below we outline the major components of this
framework.

Legal and Regulatory Environment

e Anti-Kickback Statute (AKS): In the U.S., the federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b) prohibits offering
anything of value to induce referrals or generate federal healthcare program business. Industry-sponsored education could
potentially be scrutinized under AKS if payments to physicians are seen as inducements to prescribe specific drugs. A sting
operation by the OIG in the 2000s famously targeted so-called "speaker programs” where companies paid doctors honoraria

for speaking about products; OIG commented that these programs carry inherent risk of kickback violations ([W?»]

www.steptoe.com) ([31 www.mwe.com). Although legitimate CME grants can fall within a safe harbor when done properly,
companies must be careful not to violate the intent prong of AKS. In practice, firms document educational need and

(HO\

nondiscrimination criteria for grants to show the support is not a quid-pro-quo for prescriptions www.lickslegal.com)

(“‘” www.lickslegal.com).
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e Open Payments (Sunshine Act): Since 2013, the Affordable Care Act's Sunshine provision (45 CFR 403) mandated that
drug and device manufacturers report payments and transfers of value to physicians and teaching hospitals. Independent
CME support is generally exempt from reporting requirements, a relaxation codified in the 2015 CMS Final Rule (“5]
www.ama-assn.org). Under that rule, transfers made as “unrestricted educational grants” to accredited CME providers do

[15]

not need to be listed on Open Payments ( www.ama-assn.org). In contrast, if a company directly pays a physician (for

[16]

example as a speaker or consultant), that payment usually must be reported ( www.ama-assn.ord). The policy rationale

was to avoid “chilling” physician participation in independent continuing education (“5] www.ama-assn.org). Thus,
transparent separation of funding — routing money to the provider entity rather than individuals — also minimizes public
reporting burdens (as well as perceived conflict).

e Doctor Payment Sunshine in Other Jurisdictions: Other countries and regions have adopted similar transparency rules.
For instance, Europe’s EFPIA Code requires member companies to publicly disclose aggregate payments to health
professionals, and the UK has mandatory reporting to Disclosure UK. While details vary, the underlying aim is to shine light
on financial ties. Notably, EFPIA-style codes explicitly prohibit direct sponsorship of individual physicians for
travel/accommodation (similar to PhRMA and ACCME rules). For example, EFPIA's Code (Article 18) mandates that support
for medical education be given as an unconditional grant to a medical or educational body, with no influence over content

(“O] www.lickslegal.com).

e False Claims Act and Anti-Fraud Enforcement: In addition to AKS, companies must guard against claims liability. If a
company's learning program is deemed a kickback scheme, any Medicare/Medicaid claims submitted by participating
doctors (unaware of the kickback) could implicate the False Claims Act. Recent years have seen aggressive enforcement
priorities on healthcare payments. The 2020 OIG Special Fraud Alert on Speaker Programs underscored that even “modest”

payments (e.g. a meal) can be suspect when tied to product information sessions (W] www.steptoe.com) ([3]

www.mwe.com).

e Corporate Integrity Agreements and Audits: Large companies often have to adhere to compliance program guidance and
sometimes are under Corporate Integrity Agreements (CIAs) if they had a prior settlement. These documents (e.g. serial OIG
ClIAs with major drugmakers) frequently impose specific restrictions on educational activities - for instance, requiring
involvement of compliance officers in review of programs, prohibiting marketing staff from any part of program design, or
mandating regular compliance audits of training events.

Accreditation and Professional Standards (ACCME, AMA, etc.)

e ACCME Standards for Commercial Support: In the U.S., accredited CME providers must follow ACCME's Standards for
Integrity and Independence. The standards explicitly “create a clear, unbridgeable separation between accredited

continuing education and marketing and sales.” ([9] accme.org) Under Standard 4 (Manage Commercial Support
Appropriately), the CME provider must control all planning decisions and disbursements, and any industry support must not

give the sponsor influence over content, presenters, or attendees (m]

accme.org). For example, ACCME requires providers
to accept commercial grants only as unrestricted (or "independent”) support, and to avoid establishing any financial

relationship between the sponsoring company and the program faculty or content designers (“2] accme.ordg). Sponsors are
explicitly barred from making direct payments to speakers or attendees. These rules ensure that even if companies bankroll
education, they cannot dictate the curriculum.

e PhRMA (and AMCP/AdvaMed) Codes on HCP Interactions: The PhRMA Code (latest 2021 update) provides voluntary
industry guidance in the U.S. for interactions with physicians. On CME, the PhARMA Code states that companies may support
CME but must not promote a specific product within that education (”O] www.lickslegal.com). Notably, it requires that "a
company should separate its CME grant-making functions from its sales and marketing departments” (UOJ
www.lickslegal.com) - a direct directive to maintain an organizational firewall. Companies should use objective criteria for
grants (to ensure educational merit, not sales interest) and should give funds to the accredited CME provider (not to
individual doctors for personal expenses) (“8] www.lickslegal.com) (“4] www.lickslegal.com). The Code also says the
company has "no responsibility or control” over faculty selection or content choices, and that the company should not
provide any advice or guidance to the CME provider regarding content or faculty ([M] www.lickslegal.com). Similar
language is found in the pharmaceutical codes of other countries (e.g. ABPI in the UK, EFPIA across Europe), which typically
demand that all support be through unrestricted grants to educational entities.
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e OIG Compliance Guidance and Fraud Alerts: The U.S. HHS Office of Inspector General has periodically issued compliance
program guidance and special fraud alerts highlighting risk areas for manufacturers. In 2003, OIG identified "medical
education programs” as a specific risk area, noting the potential for abuse. The 2020 Special Fraud Alert on Speaker
Programs was particularly impactful — although focused on sales reps’ speaker events, it signaled regulators’ “skepticism” of

industry-sponsored educational events in general ([3] www.mwe.com). The Alert urged companies to assess whether

speaker programs are necessary, given the availability of other educational channels ([3] www.mwe.com). While not law,
such guidance influences corporate policy. Companies know that contracts or support arrangements may be scrutinized
against these alert’s “characteristics of suspicious programs” (e.g. lavish meals, high honoraria, lack of documented need)
and thus typically take conservative approaches.

e State Laws and International Codes: Many U.S. states have statutes restricting gifts to doctors. For example, California
bans gifts (even paid lunches) from pharma to physicians, except for certain educational items. Such laws push companies
toward the safest route: paying only for legitimate educational activities that have identifiable value beyond a meal or gift.
Internationally, codes like the ABPI Code in the UK likewise prohibit hospitality beyond modest levels and require separate
budgets for educational grants.

Table 1 below summarizes key guidelines and how they govern industry support for education:

Guideline/Regulation Key Educational Funding Requirements

Support CME only via independent, objective grants; separate grant functions from sales;

[10] 14]

PhRMA Code (2021) funds go to accredited providers; no influence on content ( www.lickslegal.com) ([

www.lickslegal.com).
Accredited CME must remain independent: provider controls use of funds; no commercial bias;

ACCME Standards (2020) 9 12
no direct payment of expenses to speaker or attendees ([ ] accme.org) ([ ] accme.org).

Warns of high fraud risk in company-run speaker programs; suggests minimizing
OIG Special Fraud Alert

(2020) honoraria/meals and considering alternative education modes ([3] www.mwe.com) (“3]

www.steptoe.com).

Reporting exemption for independent CME grants (to avoid chilling); except if company directly

Sunshine Act (Medicare (\16\

(HS\
2015 rule)

Wwww.ama-

selects or pays a speaker, then reportable www.ama-assn.org)

assn.org).

Generally forbids remuneration to induce prescriptions; properly structured CME grants can fit
Anti-Kickback Statute Y P P properiy 9

a safe harbor, but intent must be carefully documented in compliance processes.

Similar to PhRMA: only support independent education via grants to providers; no direct

EFPIA/ABPI Codes - . . . . .
physician sponsorship; transparent disclosure of grants; no promotional conditions. (No unique

(EU/UK) cite)

(Sources: PARMA Code ("% www.lickslegal.com) (!"* www.lickslegal.com); ACCME Standards ('° accme.org) (177
accme.org); OIG Special Fraud Alert (I°/ www.mwe.com); CMS/APM Sunshine implementation (/" www.ama-

16]

assn.org) ("% www.ama-assn.org).)

Accreditation vs. Non-Accredited Education

It is important to distinguish accredited CME from other educational activities. Accredited CME (as recognized
by ACCME and other bodies) is by definition independent of any sponsor’s agenda. Thus, when pharma funds
accredited CME, the compliance standards (above) apply strictly, and companies have little to no input on
curriculum. In contrast, companies sometimes also fund non-ACCME educational programs (such as product
training or disease awareness meetings run by the company itself or consultants). When those are not billed as
CME credit, the compliance approach is typically even stricter — e.g. no CME credit is given, there is no on-label
promotional talk, and sales reps do not attend. Still, any support for doctors (e.g. paying for a webinar) must
comply with marketing laws. Therefore, companies treat accredited and non-accredited education similarly by
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ensuring decisions are made by medical-affairs (or a truly independent CME team) and by avoiding marketing
influence. In all cases, the principle is to provide education, not advertising.

Mechanisms of Funding Physician Education

Pharmaceutical funding of physician training can take many forms. We categorize the main mechanisms and
discuss compliance considerations in each:

¢ Independent Grant Programs: The most common model is to provide unrestricted educational grants to
independent CME providers (such as medical societies, academic institutions, or certified medical
education companies). Companies like Pfizer, Novartis, Merck, etc., have formal grant programs where
healthcare organizations can apply for funding for programs that align with medical needs (e.g., a
cardiology module or an oncology seminar) (:*) www.techtarget.com). The funds must be used for bona fide

education - for example, underwriting speaker honoraria, venue costs, or educational materials — but the

14]

planning and content are entirely under control of the provider ('?! accme.org) (7! www.lickslegal.com). This

model shields the company from allegations of steering content. The PhRMA Code explicitly endorses this
approach by stating companies should give financial support to the CME provider, which then can reduce
participant fees ('®! www.lickslegal.com).

Many companies publicly document their grant policies. For example, Pfizer's Independent Grants for Learning
& Change (IGLC) has detailed application criteria and requires external review to ensure scientific rigor (1°!
www.techtarget.com). Such programs often have oversight committees or boards (sometimes including external
experts) that review grant proposals and outcomes. By using a competitive application process, companies
uphold the requirement that education be based on objective medical need, not marketing priority.

e Educational Conferences and Third-Party Meetings: Pharma firms sometimes sponsor or exhibit at large medical
conferences (e.g., by funding a special symposium or maintaining an exhibit booth). Here compliance demands that any
sponsored symposium or lounge be clearly educational and open to all attendees, not just key opinion leaders or high-
prescribing doctors. For instance, a company might fund a symposium at the American Heart Association meeting, but the
program must be accredited and no promotional giveaways about products can be distributed during the sessions.
Advertising materials are strictly separated from the educational content. Some companies hire Medical Education and
Communication Companies (MECCs) or Professional Conference Organizers (PCOs) to manage logistics, ensuring that any

display of branding complies with codes.

e Scholarships and Fellowships: Another approach is to fund travel scholarships for doctors to attend accredited courses or
fellowships at academic centers. The key compliance point is that selection must be by objective criteria (e.g. based on
merit or need, often evaluated by the educational institution, not the sponsor) (“O] www.lickslegal.com). Companies may
announce general scholarship programs (e.g. "ten pulmonologists will receive travel grants to the international respiratory
conference”). The payments go to the conferring body or reimburse travel, rather than directly to individual physicians. Clear

audit trails and participant agreements are used to show there is no quid pro quo.

e Online Education and Digital Content: In recent years, companies have increasingly supported web-based education. This
can take the form of independent e-learning modules (created by accredited providers with company funding) or internal
educational videos shared with physicians. The compliance requirements are similar: if the content is CME credit-bearing,
ACCME rules apply (provider control, no pre-publication product promotion). Often digital modules funded by industry are
offered through recognized CME portals (with disclosure of the sponsor). Because there are no meals or travel involved,
these are generally seen as lower-risk. During the COVID-19 pandemic, for example, many CME activities moved online; OIG

noted that webinars where speakers cannot charge honoraria (unlike in-person) reduce the risk of improper inducement (”Eﬂ

www.mwe.com).

e Advisory Board and Consultancy Grants (with educational component): Sometimes doctors are paid to provide research
or advisory services, and the company may also support education. While advisory boards are primarily for market research,
companies must again ensure that any educational element (e.g. a presentation at the advisory meeting) follows the rules.
Advisors may receive honoraria for their attendance, but firms use robust documentation (agenda setting by medical affairs,
fair market value assessments) to maintain compliance.
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Across all these mechanisms, segregation from sales is emphasized. Most compliant companies house their
medical education funding within Medical Affairs or a dedicated grants department — not in Marketing or Sales
("9" www.lickslegal.com). Budgets for medical grants are kept separate, and employees in medical affairs
typically undergo specialized compliance training. For example, companies often have internal “firewall” policies
stating that sales reps cannot attend medical education grant review meetings and that grant databases are off-
limits to sales. Electronic systems are used to log educational budgets, track approvals, and audit the use of
funds independently.

In practice, a company seeking to fund physician training will follow a multistep process: identify an educational
need (e.g. a disease area with new data), issue a grant request or RFP, receive unbiased applications from
educational providers, evaluate them against pre-set criteria, award funds to the provider (with a written
agreement specifying the terms), and monitor the use of funds (usually via periodic progress reports and final
outcomes). Importantly, no sales targets or formulary status is considered in awarding grants - the focus is
entirely on educational merit and patient benefit.

A compliance department will typically review each grant arrangement before finalization, ensuring it aligns with
company policies and the ACCME standards. Many large companies publish their grants policies on their
websites to demonstrate transparency. For instance, Pfizer's IGLC CLEP program explicitly states it "must not
be used to influence the content of educational programs” and that support is provided as an “unrestricted
grant” ("®) www.techtarget.com). This kind of public commitment helps maintain trust that the funding is
legitimate.

Ensuring Separation from Marketing

A central theme in compliant educational funding is the separation of medical education functions from sales
and marketing. Regulators and professional societies stress a “firewall” to prevent the sponsor from directly or
indirectly marketing during educational activities (!°! accme.org) (1'% www.lickslegal.com). Below are key
strategies companies use to enforce this separation:

e Organizational Separation: Companies typically assign CME and education programs to their Medical Affairs or a dedicated
education department, which is distinct from Commercial or Marketing. PhARMA's guidance explicitly state that CME grant-

making functions should be separate from sales (“O]

www.lickslegal.com). In practice, this means different leaders,
budgets, and often location. Medical Affairs teams are staffed by typically clinically trained professionals (clinical
pharmacists, physicians known as Medical Science Liaisons, etc.), and they pursue scientific exchange rather than sales

quotas.

e Policies and Governance: Comprehensive written policies prescribe the process for educational grants. These often include
checklists or authorizations: for example, each grant proposal might require dual sign-off (Medical and Compliance), formal
documentation of educational need, and attestation by the CME provider that it will adhere to independence standards.
Some companies even have standing committees (with outside physician members) to advise on broader educational
funding strategies, ensuring multiple stakeholders review any potential conflict.

e Vendor Management: Many sites or programs are managed by third-party vendors (Medical Education Companies).
Companies vet these vendors and contractually require them to operate in compliance with ACCME/Code standards.
Contracts typically specify that the provider alone designs curriculum and selects faculty. Any deliverables (like slide decks
or speaker lists) are first reviewed by the company strictly for fair balance (to remove any off-label claims) and conflict of
interest disclosures, but not for promotional content. Sales representatives are barred from participating in medical
education. Likewise, medical affairs personnel are often barred from discussing product strategy or competitive intelligence
during educational events, focusing solely on science.
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e Interaction Controls: Practical measures are taken during events. For instance, a company might fund a lunch symposium
at a conference but the sponsor’s role is limited to providing funds; the menu may offer only modest meals (to avoid the

OIG's "free lunch” concern ([3] www.mwe.com)), and all physician invitations include language emphasizing the educational
purpose, not any commercial tie. The company does not provide attendee lists to sales teams or use data from programs for
marketing outreach. Similarly, when a physician attends a company-sponsored seminar, the sign-in sheet (if any) is held by
the educational provider, and the sponsor only receives aggregate attendance numbers (not which doctor came).

e Financial Controls: All expenditures on education are documented through compliance-approved budgets and invoices. If
payments to faculty are needed (e.g., honoraria for a professor speaking at a CME event), those are paid by the CME
provider or an educational firm, not directly by the pharmaceutical company. This avoids any suggestion the company is
paying doctors personally. If travel support is given, it is almost always routed to the conference or through travel agencies
under programmatic arrangements; direct reimbursement to doctors’ credit cards is avoided. Importantly, companies
generally avoid paying for any physician’s personal expenses except the minimal costs of attending an education program.
PhRMA guidance even notes that subsidies to individuals "may be viewed as an inappropriate cash gift” (USJ

www.lickslegal.com).

e Training and Culture: Internally, employees receive training on these distinctions. Marketing reps are repeatedly educated
on what they cannot do: e.g., “you may not send a prescribing physician to an educational event with the expectation of
influencing a sale”. Medical affairs staff are required to certify compliance, and sometimes interviews or surveillance audits
are conducted by compliance teams to ensure, for instance, that a sponsored CME had no marketing pitch nested within.

As a result of these layers of policy and process, the funding for educational programs becomes heavily
process-driven and (ideally) auditable. In several legal settlements and internal reviews, companies have cited
such separation measures as evidence of a strong compliance program. For example, in industry ClAs, OIG has
commended arrangements where grant decisions are made by independent committees and educational
content is curated without company involvement. This structural separation serves the dual purpose of
satisfying regulators and safeguarding public and physician trust: doctors know the content is not supposed to

be a veiled sales message, and the company avoids allegations of paying kickbacks.

A useful summary of best practices is provided by industry guidance: “responsibility for and control over the
selection of content, faculty... belongs to [the CME provider]... The company should not provide any advice or

141 www.lickslegal.com). In short, if a funding

guidance to the CME provider regarding the content or faculty...” (!
arrangement gives the company any role in what is taught or who teaches, that would be a red flag. Therefore,

compliant funding scenarios are those in which the company is “hands-off” once the grant is given.

Evidence and Data

Quantitative data on industry-supported medical education helps contextualize its scale and trends. Several
studies and reports provide insight:

e Industry Spending: A 2007 U.S. Senate Finance Committee report revealed that the pharmaceutical and
device industry collectively spent over $1 billion per year on ACCME-accredited CME programs (%)
www.finance.senate.gov). More recently, Medscape reported on a JAMA study (2013) showing that 13
drug/device companies disclosed $657 million in medical education grants for 2010, with about 26% flowing
through Medical Communications Companies (education vendors) (°) www.medscape.com). While these
figures are now a decade old, the magnitude underscores that industry remains a dominant funder of formal
physician education. (Note: some of this total includes direct support of third-party meetings that may not

lead to CME credit.)

Precise aggregate numbers are hard to obtain publicly — each company reports differently and international data
is fragmented - but overall spending on physician education by pharma likely still runs in the high hundreds of
millions annually in the U.S. alone. For perspective, ACCME's 2022 Data Report (covering ~1,600 accredited
organizations) indicated robust CME activity, although specific “commercial support” line items were not
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publicly exposable in that report (:*"! accme.org). The AMA has estimated that industry provides a large share of
CME funding, which is why the Sunshine Act explicitly carves out an exception for it (HBW www.ama-assn.org).

e Effect of Sponsorship: Empirical studies of how industry funding influences education have mixed findings. The earlier-
cited BMJ essay (2021) by Fugh-Berman highlighted that sponsored lectures may shift prescribing practices towards the

sponsor's products ([6] www.techtarget.com). Other research (e.g., by Steinman and Baron, 2007) argued the same
viewpoint: "YES, continuing medical education is a drug-promotion tool." Critics point out that many studies find small but

measurable differences in prescribing when doctors attend industry-supported CME vs. independent CME ([G]

www.techtarget.com). While reproducibility is debated, regulators take such evidence seriously.

e Accreditation Compliance: In 2009, an ACCME initiative identified instances where courses flouted rules by allowing
marketing to influence content. A Fierce Healthcare article reported that the ACCME considered exposing CME providers
guilty of industry influence ([22] www.fiercehealthcare.com). This kind of data is harder to quantify publicly, but it shows
the accreditation system is vigilant. (The ACCME's strict Standards ([9] accme.org) ([WZ]

periodic audits, aim to detect and correct such lapses.)

accme.org), combined with

e Transparency Disclosures: The Sunshine Act's Open Payments database (since 2014) provides an unprecedented window,
but excludes independent CME grants. Still, analysis of Open Payments data shows the overall flow of money from pharma to
physicians is enormous - billions annually (all purposes combined) — even if most “training” funds are masked under CME
exemptions. Investigative reports have used Sunshine data to estimate what fraction of industry spending is on education vs.
other payments, noting that lumped categories complicate clear separations.

In sum, while the raw figures are significant, the evidence suggests that the structure of funding matters more
than the dollar amount. Appropriate processes ensure that, even if large sums are involved, the risk of bias is
minimized. The raw data also underlines the importance of treating CME grants as a major compliance focus
area.

Case Studies and Examples

Here we present illustrative examples of how companies and institutions have handled educational funding, both
highlighting best practices and cautionary tales.

o Pfizer's Independent Grants (IGLC): Pfizer's Independent Grants for Learning & Change offers an instructive model.
Through IGLC, Pfizer invites unsolicited proposals for CME projects from accredited providers across many specialties ([8]
www.techtarget.com). The process involves a review committee (often with third-party scientific advisers) that ensures
proposals address an unmet educational need. Crucially, Pfizer emphasizes it does not influence the program after funding;
the providers run the curriculum themselves. According to a PharmExec summary, Pfizer's program funds “"unbranded,
evidence-based"” education and publishes criteria transparently. This exemplifies compliance best practices: multi-tier
review, public guidelines, funding through providers, and post-event outcome tracking. (Pfizer and similar firms often track
metrics like participant satisfaction or changes in practice to demonstrate value safely.)

e VA Medical Center Grand Rounds (BAK Case): A cautionary case involved the Minneapolis VA Medical Center. A study
sponsored by a pharma provided Grand Rounds on an antipsychotic; afterwards, prescriptions of that drug by attending
psychiatrists tripled (HSJ www.techtarget.com). As covered by the BMJ and TechTarget, this case has been cited by critics
as evidence of the persuasive effect of industry-sponsored education. Though not a compliance failure per se (the
sponsoring was likely within ACCME rules), it underscores the tension. Companies learned from such examples to further
tighten separation — e.g. by avoiding single-speaker formats and ensuring balanced panels.

o Medical Communications Company (MCC) Involvement: Some companies use MCCs to design and deliver educational

programs on their behalf. For example, the JAMA study noted that 26% of disclosed grants went through MCCs ([5]
www.medscape.com). The compliance challenge is ensuring MCCs truly operate independently. A successful approach has
been to have MCCs function under strict contract: they can recruit faculty but must maintain editorial independence.
Companies also require MCCs to document needs assessments (often via internal medical data) before developing content.
If MCC programs are accredited, the same ACCME rules apply. If not, companies typically still impose content review
protocols.
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e Sunshine Act Transparency: Some firms intentionally use accredited CME grants partly because they know these won't be

publicly reported in Open Payments (”51 www.ama-assn.ord). For instance, a physician organization complaining about

changing CMS rules achieved a clear statement from CMS: independent CME is exempt (UBJ www.ama-assn.org). Thus,

one real-world effect is that companies often steer physicians towards accredited programs (so neither speaker fees nor

travel support to doctors are required). This avoids public scrutiny of these transfers. From a compliance standpoint, this

consistent choice reinforces separation: accreditation processes inherently weed out undue influence.

e Industry-Run Education (New Product Training): Pharmaceutical companies also conduct their own training programs to
educate on new therapies (though typically these are heavily regulated and considered promotional). In such cases,

companies have developed internal protocols to ensure these trainings are not "approved” for continuing education credit

and are only attended by relevant HCPs. For example, sales training modules for doctors may happen as small-group “field

days"” with the medical team present to answer questions, but these activities are strictly on-label and any presentations

must be vetted by regulatory affairs. Even in these promotional settings, medical teams meticulously separate slide decks
between “promotional” and what might be "educational,” to avoid mixing formats. Compliance audits of such programs often

ensure that discussed data was on-label, supported by FDA-approved sources.

The table below summarizes some of these examples:

Example

Pfizer IGLC
Program

VA Grand
Rounds
(Fugh-
Berman)

PhRMA Code
Update (2021)

ACCME Audit
of CME
Provider

Third-Party
Conference

Description

Independent grants to third-
party CME providers in
oncology, etc.

Sponsored academic talk on
antipsychotic drug, led to
tripled prescriptions.

New rule changes banning
certain speaker
compensation practices

(Hypothetical composite) An
accredited provider found
marketing influence in a
course (e.g. topic aligned
with sponsor).

Pharma funds sessions at a
major conference (e.g.
Cardiology conf)

Compliance Implication

Rigorous grant review, provider-led content,
funds to providers (not doctors); model of
ACCME compliance ([8]

www.techtarget.com).

Illustrates potential bias; calls for caution.
Shows why regulators scrutinize such
events.

Demonstrates evolving standards: since
2021, companies must avoid expensive

dinners/honoria, reinforcing separation (“O]
www.lickslegal.com) ([141
www.lickslegal.com).

Under ACCME's "no influence” rule (“2]

accme.org) (‘9‘ accme.org), the provider
risked sanction. Emphasizes importance of
ACCME oversight.

Sponsorship with exhibits; marketing
present at exhibit, but educational sessions
are sponsored by provider. Compliance
requires no blended content or preferential
invites.

Source

TechTarget/PharmaExec report

(18 www.techtarget.com)

TechTarget summary (2023)

(8] www.techtarget.com)

PhRMA Code (2021) (/10!
www.lickslegal.com) (‘M‘

www.lickslegal.com)

ACCME standards (m]

accme.org) (1 accme.org)

Professional conference
practice (no single cite)

Note: MWE (McDermott Will & Emery) and Steptoe analyses (% www.mwe.com) (?*! www.steptoe.com) provide
further examples of risk and responses.

Discussion: Implications and Perspectives

The interplay between educating physicians and not improperly influencing them carries significant implications

for patients, healthcare costs, and public trust. We explore these below.
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e For Patients: Ideally, well-informed physicians make better treatment decisions, leading to improved patient outcomes.
Timely education about new therapies can mean early adoption of life-saving drugs. However, if education is biased,
patients risk being prescribed newer, costlier medications without clear superiority. Critics argue that industry-backed CME
tends to downplay non-pharmacologic care (e.g. lifestyle) and generics ([2] pmec.ncbi.nlm.nih.gov), which could skew
treatments. Therefore, maintaining independent content is not just a regulatory box to tick but a patient-safety issue.
Disclosure of funding and clear separation help patients trust that their doctor’s decisions are evidence-based, not vendor-
driven.

e For Healthcare Systems: Pharma-funded education has economic dimensions. High spending on drugs partly reflects that
providers, aware of new benefits, change prescribing habits. Studies linking sponsored CME to higher prescribing of sponsor
products ([G] www.techtarget.com) raise the question of cost-effectiveness. Payers and governments may view extensive
industry-sponsored instruction as a cost driver. On the other hand, underfunding of CME by other sources might mean less
overall education — some specialists might have few opportunities to learn about rare diseases without studentship. Thus,
many health systems accept industry support, but manage it tightly. The Sunshine Act itself aimed to make the true cost of

such education visible, asserting that transparency will dampen inappropriate spending.

e For Pharmaceutical Companies: From a business standpoint, training physicians about diseases can increase awareness of
the need for treatment and thus indirectly expand markets. But companies also recognize that reputation is at stake:
scandals over "bought” CME can harm a brand. As such, many companies publicly emphasize their commitment to ethical
education. Some have even engaged in joint initiatives: for example, industry groups may partner with academia to fund
centers of excellence. The risk-adverse corporate perspective is now leaning towards greater caution. The November 2020
OIG Fraud Alert sent a chill through marketing ranks; one commentary observed, “there is reason to believe that staying

within industry-accepted practices may not be sufficient to avoid risk." (”3] www.steptoe.com) Thus, companies often go
beyond basic compliance, looking for “invisible” ways to add value to education without paying a fee. For instance, a
company might provide its in-house epidemiology data to a society to inform a panel discussion (less directly tied to
promotion, but still advancing disease awareness).

e Regulators and Accrediting Bodies: These entities are increasingly attentive. The 2020 OIG Alert represents a regulatory
tightening; OIG's skepticism might portend stricter enforcement or even new guidance. Accrediting bodies like ACCME
continue refining standards (the 2020 Standards expanded emphasis on team involvement and measurement of outcomes).
For example, ACCME now encourages providers to evaluate the impact of CME on performance and patient health — metrics
that can highlight inappropriate bias if only the sponsor’s drugs show upticks in use. Over-regulation, however, is a concern:
some in industry warn that if restrictions become too onerous, companies could withdraw funding, leaving fewer resources
for education. Indeed, the AMA noted that excluding CME support from Sunshine Act reporting was intended to prevent such

a "chilling effect” (“5] www.ama-assn.org). Future regulation will need to strike this balance.

e Professional and Public Opinion: Within the medical community, opinions vary. Some physician leaders (especially trainee
advocates) insist on moving CME entirely to non-industry funding sources. Others point out that government or non-profit
funding of CME is already insufficient; they see industry as filling a gap. Surveys of physicians show mixed trust: doctors
often distrust overt sales pitches but may appreciate sponsored educational grants that reduce their costs or support
learning in underserved fields. Publicly, pharmaceutical companies are often vilified as moneyed interests, so they tend to
err on the side of transparency. The multiple stakeholders (hospitals, insurers, professional societies, regulators) now share
oversight of CME funding. For example, some academic centers will not accept any industry funding for CME without their
compliance office review, effectively outsourcing the responsibility from pharma.

e Global Differences: Outside the U.S., similar trends apply. The European Federation of Pharmaceutical Industries and
Associations (EFPIA) Code requires disclosure of educational support. In Japan and elsewhere, companies face national laws
on gifts to physicians. Emerging markets too are grappling: India and China have been considering Sunshine-like rules. One
challenge globally is that not all countries have strong CME accreditation: in those cases, pharma may step in to run
programs. This heightens the need for international standards or at least internal company controls to maintain the same
separation regardless of locale.

Overall, the future of physician education will likely involve greater collaboration between industry, academia,
and regulators, with an emphasis on evidence-based content. Technological changes also loom: artificial
intelligence platforms and on-demand training may become common, requiring new compliance guardrails. The
implications of these evolutions are profound, affecting how quickly innovations in medicine translate into
practice, what doctors learn, and ultimately how patients are cared.
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Conclusion

Pharmaceutical companies have long played a significant role in funding physician education, and indeed this
support can advance medical knowledge and patient care. However, compliance demands that such funding be
carefully structured to avoid any semblance of influence. Our survey of regulations, codes, and real-world
practices suggests that the industry's approach to educational grants and training programs involves multiple
layers of protection: independent oversight, documented objectives, segregation of functions, and adherence to
established CME standards ("% accme.org) (79" www.lickslegal.com). When these safeguards are diligently
applied, companies can “do the right thing” in informing physicians without crossing into promotion.

Nonetheless, the environment remains dynamic. Regulators and critics continue to scrutinize educational
grants, sometimes viewing them as promotional sleight-of-hand. The recent OIG Special Fraud Alert is a
reminder that the line between education and inducement must be vigilantly guarded (°! www.mwe.com). Yet,
industry compliance programs are also evolving — for example, by involving compliance at earlier stages, using
data analytics to justify educational needs, and increasing internal transparency.

In summary, compliant funding of physician training requires uncompromising separation from marketing. This
principle is enshrined in ACCME's standard of an “unbridgeable separation” (\°! accme.org) and echoed in all
guidance examined. It is operationalized through independent grants, policy firewalls, and continuous oversight.
As medicine advances, the importance of clinician education will only grow; thus, it is crucial that these efforts
remain patient-centered and unbiased. The future will likely see new methods of knowledge transfer, from Al
tutors to virtual reality simulations — and the same compliance tenets will have to apply.

For those implementing educational programs today, the prescriptions are clear: document the educational
intent, use open processes for funding decisions, respect accrediting standards, and keep marketing further
than arm’s length. When done correctly, Pharma-funded training can align with patient interests — helping
doctors improve care — without slipping into impermissible promotion. As one regulatory expert put it, staying
within the "accepted practices” may not be enough — companies must actively avoid any suspicious features in
their programs ("°) www.mwe.com). The tools and rules are available; it is the responsibility of companies to apply
them rigorously.

Table 2: Key Principles for Compliantly Funding Physician Training

Principle Practice Example

Funds allocated to accredited CME provider; provider selects unbiased content experts ([M]
Independence of content

www.lickslegal.com).

Budget grants for program/venue, not for physician honoraria or personal travel (except

No direct payments to HCPs
modest support).

Scientific committees evaluate need and merit of proposals; no favoritism toward prescribing-

Objective grant criteria Rk
drivers.

i Medical Affairs department (not sales) manages education grants, with compliance review-
Separate oversight

readouts.
Transparency and Written agreements, tracking of outcomes, and records showing alignment with patient care
documentation needs.

X . Staff trained on policies; internal audits ensure CME programs follow ACCME and legal
Compliance training tandard
standards.

(Adapted from guidelines and industry practice (') www.lickslegal.com) (') aceme.org) () www.mwe.com).)
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[10] [14]

Sources: This report reviews legal and industry guidelines (PhRMA Code (' www.lickslegal.com) (

www.lickslegal.com), ACCME Standards (I°) accme.org) ("% aceme.org), OIG Fraud Alerts (! www.mwe.com)),
government guidance (Sunshine Act regulations (I'*! www.ama-assn.org)), peer-reviewed studies and
commentaries (?! pmc.nebi.nim.nih.gov) (1) www.techtarget.com) (' jamanetwork.com), and industry analysis (\°’
www.techtarget.com) (I°) www.medscape.com). All claims and examples are supported by citations to credible
sources in the pharmaceutical compliance field.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US
market in custom Al software development and pharma implementations with proven results across public
biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and
ERP systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al
infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,
automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field
force applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and
automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom
data visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and
implementation guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or
availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives
be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or
damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated
content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information
before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of
their respective owners. All company, product, and service names used in this document are for identification purposes
only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and
biotech companies. As the premier US-based Al software development company for drug development and
commercialization, we deliver cutting-edge custom Al applications, private LLM infrastructure, document processing
systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al
expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,
please consult with appropriate qualified professionals.
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