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Key Compliance

Challenges in U.S.
Medical Information
Services

Executive Summary

Medical Information (MI) Services play a critical role in the U.S. healthcare ecosystem by providing accurate,
scientifically balanced, and non-promotional information to healthcare professionals (HCPs), patients, and caregivers.
These services ensure that pharmaceutical and biotechnology companies fulfill their ethical and regulatory
obligations, while supporting the safe and effective use of medications. 45

However, Ml functions face a host of compliance challenges in a complex and evolving regulatory environment.
Distinctions between promotional and non-promotional communication, stringent documentation requirements,
increased use of digital channels, and the growing reliance on third-party vendors all contribute to a heightened risk
profile ¢, Navigating these challenges is essential not only to meet regulatory expectations but also to maintain public
trust, ensure patient safety, and safeguard organizational integrity.”

This white paper explores the key compliance challenges facing U.S.-based Medical Information Services, examines
the underlying regulatory frameworks, and outlines strategies for establishing robust, future-ready compliance
practices.

1. Introduction

Medical Information Services serve as a crucial interface between pharmaceutical companies and the healthcare
community. These departments are responsible for responding to unsolicited requests for scientific information about a
company's products, typically from healthcare professionals (HCPs), in a manner that is accurate, evidence-based, and
compliant with all applicable regulations. -
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Unlike marketing or sales departments, Ml operates in a non-promotional capacity, emphasizing objectivity
and scientific integrity. > ¢ This unique positioning brings a complex compliance burden, particularly in the
U.S., where federal laws, regulatory guidance, and industry codes govern all interactions related to drug
and device information.2 4

Key regulatory bodies such as the U.S. Food and Drug Administration (FDA), the Office of Inspector Generall
(OIG), and the Department of Health and Human Services (HHS) have issued detailed expectations
regarding how companies manage medical inquiries, maintain records, and communicate off-label or
sensitive information. 47 Additionally, guidelines from organizations like PARMA (Pharmaceutical Research
and Manufacturers of America) and the Medical Affairs Professional Society (MAPS) help shape best
practices. 3¢

As the field adapts to digital transformation, artificial intelligence, and increasing globalization, Ml
professionals must remain vigilant. Compliance in this context is not a one-time achievement but a
continuous process of monitoring, training, auditing, and evolving alongside regulatory expectations. ?

2. Regulatory and Legal Framework

Compliance in U.S. Medical Information (Ml) Services is shaped by a multifaceted regulatory environment
that spans federal law, industry codes, and global best practices. The framework is designed to ensure that
information shared with healthcare professionals and patients is truthful, balanced, and scientifically
substantiated, while also protecting patient privacy and data integrity. 358

2.1. U.S. Food and Drug Administration (FDA)

The FDA regulates the dissemination of information about prescription drugs and medical devices,
particularly focusing on the distinction between promotional and non-promotional communications.
Medical Information departments are permitted to respond to unsolicited requests for off-label information,
provided the responses are:

e Factual and evidence-based,
e Scientific in nature,
o Non-promotional,
o Documented appropriately, and
e Deliveredreactively (never proactively)!
Key FDA guidance documents relevant to Ml include:

e Guidance for Industry: Responding to Unsolicited Requests for Off-Label Information About
Prescription Drugs and Medical Devices (2011),

¢ Promotional labeling and Advertising Regulations (21 CFR Part 202).!
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2.2. 21 CFR Part 11: Electronic Records and Signatures

This regulation governs the use of electronic systems in maintaining records and ensuring data integrity. Ml
systems that document interactions, such as inquiry databases, must ensure:

Audit trails,

Secure access controls,

Verified electronic signatures, and

Validation of systems for accuracy, reliability, and consistency. 2

This is particularly relevant in digital Ml platforms, such as email, live chat, and Al-driven response systems.

2.3. HIPAA and Patient Privacy

The Hedalth Insurance Portability and Accountability Act (HIPAA) establishes national standards for
protecting sensitive patient health information. While Ml teams typically interact with HCPs rather than
directly with patients, they may receive identifiable patient data. Ml departments must:

e Limit the collection of personal health information (PHI),
e Ensure secure storage and transmission of any PHI received,

e Train staff to identify and appropriately handle PHI in compliance with HIPAA. 3

2.4. False Claims Act and Anti-Kickback Statute

Improper communication of product information can potentially violate the False Claims Act (FCA) if it leads
to the reimbursement of products for non-approved uses 7. Similarly, providing information that could be
construed as an inducement to prescribe may violate the Anti-Kicklback Statute.. While Ml teams are meant
to remain unbiased, any appearance of promotional intent must be rigorously avoided. 47

2.5. PhRMA Code and Industry Standards

The PhRMA Code on Interactions with Healthcare Professionals provides voluntary standards for ethical
practices in the dissemination of product information. It emphasizes:

e Separation of medical and commercial functions,
e Scientific integrity,
e Transparency in interactions,

e Prohibition of inducements. ®
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These guidelines are widely followed within the industry and are often incorporated into internal
compliance training and standard operating procedures (SOPs).

3. Key Compliance Challenges

Despite clear regulatory guidance, the dynamic nature of healthcare, technology, and global operations
presents significant compliance hurdles for Medical Information (Ml) teams. Below are some of the most
pressing challenges faced by U.S.-based Ml services:

3.1. Promotional vs. Non-Promotional Communication

One of the most persistent and complex compliance issues is maintaining a clear boundary between
promotional and non-promotional content. Medical Information responses must be factual, objective, and
evidence-based, without any intent to influence prescribing behavior. >

Challenges include:

e Managing off-label inquiries while ensuring responses are unsolicited, balanced, and scientific.

¢ Preventing "promotional creep" in responses written or reviewed by individuals with commercial
affiliations.

¢ Ensuring digital tools (chatbots, websites, etc.) do not inadvertently offer proactive, promotional
information.

Risk: Violations may lead to FDA warning letters, reputational damage, or regulatory investigations.

3.2. Response Documentation and Recordkeeping

Regulatory bodies expect companies to retain accurate and auditable records of all Ml activities. This
includes documentation of:

e The initial inquiry (verbatim),
¢ Theidentity and credentials of the requester,
e The exactinformation provided,
e Dates and times of interaction. 24
Challenges include:
¢ Inconsistent documentation across teams or vendors,
e Technical limitations of Ml software platformes,

¢ Difficulty tracking multichannel interactions (e.g., phone, email, chat, in-person).
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Risk: Poor documentation undermines audit readiness and could suggest non-compliance in the event of
regulatory scrutiny.

3.3. Third-Party Vendors and Outsourced MI Services

Many pharmaceutical companies rely on contract research organizations (CROs) or third-party vendors to
provide Medical Information support. While cost-effective, outsourcing introduces complexity. 47

Challenges include:

e Ensuring vendor staff are trained to the same standards as internal teames,
¢ Monitoring and auditing vendor performance,

e Maintaining data consistency and integration across systems.

Risk: Compliance breaches by third parties can result i n regulatory penalties for the pharmaceutical
company, which holds ultimate accountability.

3.4. Digital Channels and Emerging Technologies

The rise of digital engagement, including Al, mobile apps, social media, and self-service portals, offers new
ways to meet customer expectations. However, these channels often operate with less human oversight. 1.7

Challenges include:

e Ensuring content delivered via digital platforms adheres to non-promotional standards,
e Managing Al-generated responses and training data compliance,

¢ Implementing proper controls for automated triaging and escalation.

Risk: Automated or Al-driven systems may inadvertently deliver unsolicited or non-compliant
information, opening companies to FDA or OIG enforcement.

3.5. Training, SOPs, and Organizational Alignment

Even with the best systems in place, human error remains a significant compliance risk. Adequate and
consistent training is essential to prevent misunderstandings about Ml boundaries and expectations. 56

Challenges include:

o Keeping pace with frequent regulatory updates,
e Ensuring all team members understand SOPs and escalation pathways,

¢ Integrating global teams into a unified compliance framework.

Contact us to learn how our experienced team can help ensure successful J www.ProPharmaGroup.com
outcomes throughout the product lifecycle. & Info@ProPharmaGroup.com

propharma



Risk: Inconsistent training can lead to variability in response quality and an increased likelihood of violations.

4. Case Studies and Real-World Examples

Case Study: Difficulty Monitoring Off-Label Requests Resolved Through System Enhancement

Background:

A mid-sized pharmaceutical company and its Medical Affairs team, working with ProPharma. The absence
of a structured tracking system made it challenging to identify trends or assess compliance risks tied to
Medical Science Liaisons (MSLs) and Sales Representatives.

Issue:

Without a centralized and standardized data capture system, the company could not effectively analyze
off-label requests or determine if specific individuals or regions were generating disproportionate volumes.
This data gap raised significant concerns about potential promotional violations and inconsistent
documentation practices, undermining both internal quality control and regulatory audit readiness.

Solution:

ProPharma partnered with the client's Director of Medical Information and Information Technology team to
configure their existing database and implement an automated tracking and reporting solution. This system
enabled:

o Categorization of incoming requests based on content and source,
¢ Flagging of off-label inquiries,

e Trend analysis across teams, geographies, and time periods.
Outcome:

The client successfully gained visibility into patterns of off-label interest and could now flag regions or
representatives, such as specific MSLs or Sales teams, with higher-than-average volumes. This enabled
targeted compliance reviews, proactive education, and appropriate escalation procedures. The improved
system increased transparency, reduced regulatory risk, and laid the groundwork for data-informed
compliance strategies. This case aligns with the recent requlatory emphasis on the proper communication
of scientific information regarding unapproved uses. The FDA's 2023 guidance on this topic highlights the
need for a clear distinction between promotional and scientific communication and supports the use of
structured processes to ensure compliance with off-label inquiries.'®

Lesson:

Collaborating across departments and with expert partners, such as ProPharma, can transform an
inefficient or opaque system into a robust, compliant, and data-driven operation that mitigates
compliance risk and supports informed strategic decision-making.
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5. Strategies for Ensuring Compliance

To navigate the complex regulatory landscape and mitigate risk, Medical Information (Ml) teams must
implement a comprehensive, proactive compliance strategy. 5 6.9 This involves structured processes,
cross-functional coordination, and a culture that emphasizes scientific integrity and regulatory
accountability.

5.1. Establish Clear and Detailed Standard Operating
Procedures (SOPs)

SOPs are the foundation of compliance in Ml services. They ensure consistency, outline escalation paths,
and clarify how to handle sensitive issues such as off-label inquiries.!

Best Practices:
¢ Develop Standard Operating Procedures (SOPs) that clearly distinguish between promotional and
non-promotional activities.

¢ Include detailed workflows for handling unsolicited requests, documenting interactions, and
responding through various channels (e.g., phone, emaiil, portal).

e Regularly review and update SOPs to reflect new regulatory guidance and technological
advancements.

5.2. Implement Robust Training Programs

Ongoing training ensures that Ml professionals, and any vendors or contractors, are fully equipped to
operate within regulatory boundaries 5.

Best Practices:

e Conduct initial onboarding and annual refresher training.

¢ Include scenario-based modules focusing on off-label inquiries, digital communication, and
documentation practices.

¢ Use knowledge assessments to verify understanding and retention of compliance principles.

5.3. Enforce a Strong Review and Approval Process

To minimize risk, all Ml content, standard response letters, FAQs, Al training data, and digital platform
outputs, must undergo formal review processes.*

Best Practices:

¢ Involve cross-functional reviewers (Medical, Legal, Regulatory) in content approval.
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o Ensure that off-label content includes appropriate disclaimers and references to peer-reviewed
literature.!

e Review digital content regularly to ensure compliance with changes in labeling, safety
information, or regulatory requirements.

5.4. Strengthen Vendor Oversight and Governance

When outsourcing Ml services, pharmaceutical companies must treat vendors as extensions of their
compliance structure. 4°?

Best Practices:

¢ Include compliance expectations and quality standards in vendor contracts.
e Conduct periodic audits and quality checks.

e Require documentation of training and SOP adherence from vendor staff.

5.5. Carefully leverage Technology

Digital tools, Al platforms, and omnichannel systems offer efficiency but must be implemented with
compliance controls. 2

Best Practices:

e Choose platforms that support secure, auditable recordkeeping and version control.
¢ Build compliance checkpoints into automated systems (e.g., flags for off-label inquiries).

¢ Ensure all digital content is aligned with current SOPs and approved for use in each channel.

5.6. Establish Ongoing Monitoring and Internal Auditing

Compliance is not static. Regular monitoring helps detect issues early and provides insight for
continuous improvement. -9
Best Practices:

e Conduct random audits of Ml responses and documentation to ensure accuracy and
completeness.

¢ Monitor inquiry trends to detect potential risk areas (e.g., frequent off-label interest).

e Track compliance metrics (response time, accuracy, documentation completeness).

5.7.Foster Cross-Functional Collaboration

MI teams do not operate inisolation. Effective compliance relies on close coordination with Legall,
Regulatory Affairs, Pharmacovigilance, and Commercial functions.
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Best Practices:
¢ Include Legal and Regulatory teams in content creation and governance.
¢ Define clear boundaries between Medical and Commercial functions.

¢ Encourage ashared understanding of compliance goals across departments.

6. Future Outlook

As the pharmaceutical and healthcare industries continue to transform, Medical Information (Ml)
services will face increasing pressure to operate efficiently, transparently, and in alignment with both
evolving regulations and stakeholder expectations. Compliance challenges will persist, but so will
opportunities to innovate responsibly.

6.1.Increased Regulatory Scrutiny of Digital and Al-Driven Channels

The growing adoption of artificial intelligence, machine learning, and digital self-service platforms will
invite greater attention from regulators. The FDA and other agencies are already examining how these
technologies are used to communicate medical information and whether such use remains within
regulatory bounds. ' ?

Anticipated Trends:
¢ Tighter guidance on Al use in healthcare communication.
e Expectations for human oversight, transparency, and accountability in automated systems.
e Greater emphasis on validation, data integrity, and explainability of Al outputs.
Implication:
Ml teams must prepare to justify how digital tools support, not undermine, scientific and regulatory

standards.

6.2. Expansion of Global Compliance Expectations

With many U.S. pharmaceutical companies operating globally, Ml teams will increasingly need to align
local practices with international regulations, such as the European Medicines Agency (EMA) guidelines
or country-specific laws in Canada, Japan, and Latin America. &?

Anticipated Trends:
¢ Harmonization of SOPs across markets, while respecting regional differences.
e Greater focus on global response databases and audit trail standardization.

¢ Centralized oversight functions to manage decentralized Ml operations.

Implication:
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A scalable, global compliance model will become essential to ensure consistency and minimize cross-
border risk.

6.3. Integration of Medical Information with Real-World Evidence and
Data Analytics

As the demand for real-world data (RWD) and real-world evidence (RWE) increases, Ml services may
find themselves involved in more complex scientific exchanges. HCPs are likely to request evidence
from observational studies, registries, and post-market surveillance. ?

Anticipated Trends:

e Growth of inquiries related to RWE, health economics, and patient outcomes.

e Tighter expectations around how this data is presented to ensure non-promotional, accurate
interpretation.

e Cross-functional collaboration with RWE and medical affairs analytics teams.
Implication:

MI professionals will need advanced scientific literacy and clear boundaries to avoid misrepresenting
complex data.

6.4. Demand for Proactive Compliance Culture

Future compliance success will depend less on reacting to issues and more on fostering a culture of
continuous improvement, transparency, and shared ownership across the organizations. 4 6.9

Anticipated Trends:

e Embedded compliance functions within Ml departments.
¢ Increased reliance on predictive analytics to identify risk patterns.

e Continuous professional development for Ml staff in compliance and regulatory science.

Implication:

Companies that invest in compliance as a strategic function, not just a regulatory necessity, will be
better positioned to maintain trust and reduce risk.

7. Conclusion

As the healthcare and pharmaceutical landscape continues to evolve, the role of Medical Information
(MI) services has never been more critical, or more scrutinized. These services serve as a bridge
between life sciences companies and the broader medical community, ensuring that healthcare
professionals and patients have access to accurate, balanced, and timely product information.
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However, delivering on this mission while maintaining strict requlatory compliance is an ongoing
challenge. Ml professionals must navigate complex issues such as the boundaries between
promotional and non-promotional content, the integration of emerging digital tools, the oversight of
outsourced services, and the expectations of increasingly global operations.

Compliance is not a one-time achievement, but a dynamic process that requires vigilance,
adaptability, and cross-functional collaboration. Organizations that develop robust Standard
Operating Procedures (SOPs), engage in continuous training, adopt responsible technologies, and
integrate compliance into their culture will be best positioned to meet regulatory expectations and
maintain trust with stakeholders.

Ultimately, compliance in Medical Information is not just about avoiding penailties, it is about protecting
patient safety, preserving scientific integrity, and upholding the reputation of the organization. ! 45
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