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Disclaimer

The views expressed and ideas presented in this session are those of the
speakers and are not necessarily shared by the presenters’ employers.

Any examples provided are hypotheticals and should not be attributed to
any individual company.
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Patient Services

TYPES OF PROGRAMS

Pharmaceutical and biopharmaceutical manufacturers have been receiving greater
attention and scrutiny from the government and other entities regarding their
interactions with patients through their patient services programs.

(Patient Support\
Program
Support provided to
commercially insured Patient
patients in the form of: Assistance
* Benefits investigation
- Prior authorization and Programs [ \
appeal support Free product or co-pay Independent
&Patient education j assistance to uninsured or Charitable Copay
underinsured patients Foundations

Donations to foundations
that provides co-pay
assistance to gov't insured
patients

\- )
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Risk Mitigation

CONSIDERATIONS

Operational controls are critical to mitigating risks associated with patient services
programs.

Patient Support Services

« Purpose and types of services provided

- Appropriateness of HCP and Patient interactions Anti-Kickback Statue

*  Privacy laws

. Relationship with §a|es ' False Claims Act

« Balanced information provided

« Monitoring & auditing of services and
Hubs/specialty pharmacies HIPAA / Data Privacy

Patient Assistance Programs FDCA / Off-Label

« Coverage for off-label uses of product

« Measures to exclude Medicare/Medicaid
patients

Adverse Events Reporting

Independent Charities

« Organizational structure that makes funding
decisions

« Exchange of information and data
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Survey Results

ORGANIZATION OVERVIEW

What is the size of your Where is your Patient Services team
organization? located within your organization?
Patient Services (dedicated group) _
Advocacy

Managed Markets/Market Access _

Medical Affairs N

Other (please specify) _

0% 10% 20% 30%

Other:

« Both Patient Services and Brand/Commercial

+ Both Brand/Commercial and Managed Markets/Market Access
» Corporate Responsibility

* No dedicated patient service team

mSmall mMid-Size ®Large (Top 20 Pharma)
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Survey Results

TEAM STRUCTURE AND SERVICES

Which of the following types of individuals/groups does your Patient
Services team include?

Call Center

Case Manager

Field-based Case Manager

Nurse Educator

Reimbursement Specialist (Virtual)

Field-based Reimbursement Specialist

Other:

« Channel Management to manage
the specialty pharmacies

Other (please specify) .

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
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Survey Results

TEAM STRUCTURE AND SERVICES

Which of the following services does your Patient Services Team provide and
how are they managed?

HCP Drug or Disease State Education
Patient Drug or Disease State Education
Prior Authorization Support

Benefit Verification

Reimbursement Support

Patient Assistance Programs

Co-Pay Assistance

I

Adherence Management

Patient Surveys / Rewards Programs — Other:
I — « SPP governed under separate
Nutritional / Dietary Support | ——— policies & processes
(— « Third-party vendors leveraged for
Injection or Product Usage Training providing these services
* “Hubs” typically defined services
Lab Services == are BV/PA/Appeals +
—— general/approved public payor
Other information or policies
0% 10% 20% 30% 40% 50% 60% 70% 80%

m Other mInternally Managed ® Specialty Pharmacy ®Hub
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Funding to Independent Charities

NEW SETTLEMENTS AND CORPORATE INTEGRITY AGREEMENTS

Jazz, Lundbeck, and Alexion
Agrees to pay a total of $122.6M to resolve allegations US WorldMeds
that they each violated the False Claims Acts by illegally
paying the Medicare or Civilian Health and Medical
Program (ChampVA) copays for their own products
through purportedly independent foundations as conduits.
Jazz and Lundbeck also entered a CIA with the OIG.

Agrees to pay $17.5M to resolve allegations that
they violated the False Claims Act by paying
kickbacks to patients and physicians to improperly
induce prescriptions of its drugs Apokyn and
Myobloc. US WorldMeds also entered into a CIA.

Astellas and Amgen Chronic Disease Fund (Good Days)
Agrees to pay a total of $125.75M to resolve & Patient Access Network
False Claims Act allegations that they each paid .
illegal kickbacks to Medicare patients using Foundation
copay assistance foundations as conduits. Both Agrees to pay a total of $6M to resolve allegations
companies also entered into a CIA. that they were used as a conduit to pay kickbacks
to Medicare patients. Both foundations also entered
into a CIA.
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Survey Results

FUNDING TO INDEPENDENT CHARITIES

Does your company provide funding to Has your funding process changed in the past 1-2
independent charities or independent years due to the ongoing environment of
co-pay foundations? regulations, investigations and CIAs focused on this

type of funding?

HYes mNo mUncertain B Yes ENo EUncertain
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Survey Results

FUNDING TO INDEPENDENT CHARITIES

What department/function is responsible for Is there a clearly defined process and/or

reviewing and approving funding requests? system utilized for reviewing and approving
funding requests?

Dedicated Grants Review (o) Both defined process
commiee NN 48% .o
330/0 Defined process only

1590/p System utilized
49/6  Neither

Independent Charity
Interaction Team

Compliance

Are there specific and defined criteria for
donating to an independent charity?

Commercial / Brand

Medical -

tegal [ Other:

» Government Affairs /
Advocacy

Other (please specify) - * Legal and Compliance
« Corporate Responsibility

0% 10% 20% 30% 40% 50% 60% H Yes: CompanY'Wide M Yes: Determined by Brand
ENo W Uncertain
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Patient Data Privacy

CONSIDERATIONS

»Use of Patient Data State Comprehensive-
Privacy Law Comparison

»Storage of Patient Data

»Data Privacy Regulations
« HIPAA
- GDPR

« State Specific Privacy Laws
+ California Consumer Protection Act e

Cross Committee

Image source: https://iapp.org/resources/article/state-comparison-table/
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https://iapp.org/resources/article/state-comparison-table/

Survey Results

DATA PRIVACY

Does your company deploy a data Is your patient services platform
privacy management program? HIPAA compliant?

Uncertain Uncertain
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Survey Results

DATA PRIVACY

What specific components of patient data

Who in your organization has access to
are shared between functional areas?

patient data or information?

No patient information is shared ||

ANl
information is shared

No One

Third Party vendor only

(does not share information
internally)

Brand / Commercial
Management

Case Manager

Nurse Educator

Reimbursement Specialist

Sales Representative

Other (please specify)

Other:

 Clinical Operations

« Patient Services

« Internal Market
Access Team Lead

e Hub can share
patient data only
with internal
patient services
and
legal/compliance if
needed

» De-identified data
only

Patient Name

Patient Address
Medical History

Drug Shipment
Co-payment Assistance
Insurance Information
Free Drug Provision
Financial Information

Other (please describe)

Other:

Patient data can
be shared with
patient
services/legal &
compliance

Patient data is not
shared outside of
patient services

General status on
reimbursement
and patient
training

0% 10% 20% 30% 40% 50% 60% 0% 10%20% 30%40% 50% 60% 70% 80%
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Survey Results

COMPLIANCE CONCERNS

What is your biggest concern regarding patient services and compliance?

Call Center Monitoring
HIPAA Compliance
Patient Consent

Case Manager Activities

Sales Rep-Patient Interactions

Nurse Educator-Patient Interactions

Nurse Educator-HCP Interactions
Reimbursement / Benefit Support Provision
Independent Charitable PAP Funding

Other:

+ Field Reimbursement
Specialists Interactions

+ Patient Data Management

+ Sales Interactions with
HUB and HCPs

+ Overall Data Management

« Interactions between sales
and HUB, nurse educators,
and field reimbursement
specialists

Specialty Pharmacy Provision of Patient Support Services
Hub / Vendor-Patient Interactions

Hub / Vendor Management

Gap Drug / Bridge Program

Free Drug Provision

Co-Pay Card Management

Other (please specify)

Q
x

20% 40% 60%

PROPERTY OF HELIO HEALTH GROUP. ALL RIGHTS RESERVED | PROPRIETARY & CONFIDENTIAL | 15







