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armaceutical manufacturers are responsible for auditi
monitoring as part of an effective compliance progra

Jne of seven elements
orporate Integrity Agreements

\/ and MA require certification that a manufacturer hé
onducted audits a part of its compliance program

onstrates “proactive” vs. “reactive” action by a
ufacturer

RMA Code states that companies should periodically
itor speaker programs for compliance with FDA regu




guidance and regulations make clear that pharmaceu
ufacturers are responsible for all vendor activities the
)lve a healthcare professional

e Corporate Integrity Agreements are holding comps
ountable for vendor activity




tifying areas for improvement in the business process

ISt In addressing future issues up front in the contracti
ess

ldes documentation that may be necessary when
ective action is required (e.g. termination or modificati
ntract, etc)

duct due diligence on vendors you are looking to cont
ho you may have inherited through acquisition




alancing Business and Complianc

Challenges when Auditing




se of urgency to get things done

cating additional time and resources while managing
ay operational responsibilities

culties in taking steps to remedy findings
ntrenched vendor

0o far along in negotiations




ating compliance awareness with business units

erting resources when a business unit needs a vendo

00SINg appropriate resources for an audit
ting access to people / documents / systems
Jdressing resistance from stakeholders and business u

ermining what courses of action to take with audit res
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rviews with key personnel to identify risks

)ne-on-one sessions
asual conversations

rnal audits, QA review or Finance may discover pote
dor issues




ments to physicians
label Promotion
sparency

sider what direction investigative and enforcement
ons will take:

dvisory Opinions
suidance provided by the FDA, DOJ and OIG
)IG Work plan
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ed on potential reasons for the audit, determine the
opriate scope:

and / Product / Business Unit
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me period




nternal audit group may have the infrastructure and
tionships to efficiently manage an audit for the Comp

external resource can provide an independent perspe
will have a good understanding of regulatory and
pliance issues important to pharmaceutical companie
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ermine the specific areas of risk to evaluate

elop a methodology to test controls in place for each
tional area or process managed by a third party venc

elop a timeline for the audit that balances business
ectations and compliance obligations (e.g. NV, MA, e
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Speaker Program Vendor APPROVAL PROCESS AND DOCUMENTATION
Focus Area.
Business Objective: The vendor must provide verification that a speaker program has been approved and conducted in
accordance with Company policy and using approved promotional materials.
Business Risk/Impact: The Company is committed to sponsoring speaker programs in order to educate and inform other healthcare
professionals about the benefits, risks and appropriate uses of company products. Because of the potential
impact to healthcare professionals, the approval process and content of a program must be carefully

examined to avoid implicating any elements of the Federal Anti-Kickback Statute, Stark Laws and even the
ECDA

Effectiveness of Comments
control activities

Process for Approving A Speaker
Program: = Has the vendor submitted all required

Vendor has followed approval documentation: itemized expenses, invitee
guidelines provided by the list, promotional material, venue .
Company when planning a information? Audit Tests
speaker program.

Has the vendor reviewed the speaker’s
qualifications and training requirements in {

accordance with Company policy?

Overall self-assessment:
Actions Needed:
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ritizing audit findings
ermine what “buy-in” or approval will be needed
ermine what internal resources and effort are availabl

sponsibility for resolving issues should be assigned to
Iness unit

Compliance should provide guidance and oversight
the remediation plan

erous findings may require a more comprehensive @
)W-up audit

temic findings may require modification or review of t
dor relationship
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tify all key stakeholders in the business process (e.g
iness unit, Compliance, Legal, etc.)

ermine who should own the responsibility in the Busi
for:

anaging the action plan
eviewing and monitoring the action plan

valuating the effectiveness of action plan




much has been invested in the relationship?
at will be the impact on the business unit?

long will it take to choose a new vendor?

much will it cost to replace a vendor (i.e. from ident
2\ vendor, to going “live”)?




ring Compliance Requirements D
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aming with Procurement to reinforce compliance

sure vendor can comply with company policies, SOPs
siness rules

onsider requirements when co-promote partner Is
nvolved

ablish a process for communicating process and

nagement changes that must be approved by the
mpany

guire company-specific training for vendor representati
d contractors

ablish periodic auditing of program




ine termination provisions

ablish scheduled reporting requirements for expenses
umentation (i.e. monthly, at the end of each program,

)

ablish document retention requirements (e.g. attendee
S, copies of medical and promotional materials distribu

Jense receipts, etc.)

guire notification if vendor is under or comes under
estigation
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