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On September 19, 2014, the U.S. Department of Health and Human Services Office of 
Inspector General (“OIG”) released a study showing that pharmaceutical manufacturer 
safeguards to prevent Medicare Part D (“Part D”) beneficiaries from using co-pay 
coupons may not be completely effective.1  The study analyzed 40 co-pay coupons from 
30 pharmaceutical companies, along with the disclaimers included with the coupons 
and the pharmacy claims edits used to identify and disqualify Part D enrollees.  The 
study found that these safeguards have had only limited effectiveness because (1) 
written disclaimers and warnings cannot stop a patient from presenting a coupon at a 
pharmacy, and (2) while claims edits can prevent a discount from being applied, most 
manufacturers use inaccurate information to identify Part D enrollees.   

Simultaneously with the issuance of the report, OIG issued a Special Advisory Bulletin 
stating that manufacturers are responsible for ensuring that their co-pay coupon 
programs do not induce federal health benefit beneficiaries to purchase their branded 
drugs over generics.2  Therefore, pharmaceutical manufacturers must take note that the 
identified deficiencies in Part D enrollment verification could result in criminal and civil 

                                                   
1 Office of Inspector Gen., Dep’t of Health & Human Servs., Manufacturer Safeguards May Not Prevent 
Copayment Coupon Use for Part D Drugs (2014), available at http://oig.hhs.gov/oei/reports/oei-05-12-
00540.pdf. 
2 Office of Inspector Gen., Dep’t of Health & Human Servs., Special Advisory Bulletin: Pharmaceutical 
Manufacturer Copayment Coupons (2014), available at 
http://oig.hhs.gov/fraud/docs/alertsandbulletins/2014/SAB_Copayment_Coupons.pdf. 
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enforcement actions under the Federal anti-kickback statute (“AKS”)3  and the False 
Claims Act (“FCA”).4 

While the Special Advisory Bulletin and report suggest heightened scrutiny of 
manufacturer coupons made available to Part D beneficiaries, the OIG has proposed 
new rules published on October 3, 2014, that would provide safe harbor protection and 
CMP exceptions for certain items and services to Part D beneficiaries that meet 
specified requirements.5  The proposed rule will be discussed in a separate EBG Client 
Alert that will soon be available. 

Federal Fraud and Abuse Laws 

The AKS prohibits the knowing and willful solicitation, receipt, offer, or payment of 
remuneration to induce the purchase of any item or service for which payment may be 
made in whole or in part under a federal health care program.  As a result of changes 
made to the Social Security Act as part of the Patient Protection and Affordable Care 
Act, if any action that violates the AKS results in claims for reimbursement from a 
federal health care program, the government may also seek civil damages under the 
FCA.6   

Pharmaceutical manufacturers may be liable under the AKS and the FCA if they offer 
coupons to induce patients to choose, or physicians to prescribe, more expensive 
branded drugs over lower cost generics.  The beneficiary inducement civil monetary 
penalties (“CMPs”) may be implicated if the coupons induce patients to choose a 
particular provider, practitioner, or supplier. The OIG expressed the concern that even 
though the manufacturer pays all or a portion of the higher co-pay associated with the 
branded drug, the federal health care program must cover the remainder of the 
significantly higher cost. 

OIG Report Findings 

Pharmaceutical manufacturers typically employ two types of measures to prevent 
federal health program beneficiaries from using co-pay coupons for branded drugs: (1) 
written notices to beneficiaries and pharmacists and (2) claims edits to check the 
enrollment status of the patient attempting to use the coupon.  OIG found that 
beneficiary and pharmacist notices are generally ineffective because they are printed in 
small fonts or are displayed separate from the coupon itself.  Also, OIG found that 
notices to pharmacists have little effect because many alerts appear throughout 
pharmacy claims transactions, and pharmacists may pay little attention to additional 
alerts.  Moreover, both forms of notice merely provide warning about eligibility and 
                                                   
3 42 U.S.C. § 1320a-7b(b) (2012). 
4 Id. § 1320a-7b(g). 
5 Revisions to Safe Harbors Under the Anti-Kickback Statute, and Civil Monetary Penalty Rules 
Regarding Beneficiary Inducements and Gainsharing, 79 Fed. Reg. 59,717 (Oct. 3, 2014), available at 
http://www.gpo.gov/fdsys/pkg/FR-2014-10-03/pdf/2014-23182.pdf. 
6 Patient Protection and Affordable Care Act of 2010, § 6402(f)(1), Pub. L. No. 111-148, 124 Stat. 119, 
759 (codified at 42 U.S.C. § 1320a-7b(g) (2012)). 
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cannot actually prevent a Part D beneficiary from presenting a co-pay coupon at a 
pharmacy. 

The OIG noted that pharmacy claims edits provide a more effective method of 
preventing Part D beneficiaries from using co-pay coupons because the manufacturer 
rebate program uses provider- or patient-specific information to verify the patient’s 
enrollment status.  However, OIG found that most manufacturers use payer bank 
identification numbers (“BINs”) or the patient’s date of birth (i.e., the patient’s age) to 
determine Part D enrollment status, both of which are unreliable reference points.  A 
payer’s BIN cannot always identify Part D coverage because manufacturers only collect 
payer BINs indirectly, and such information may be outdated or inaccurate when it is 
used in a claims edit.  Likewise, a patient’s birthday may not correctly predict Part D 
coverage because some Medicare beneficiaries are disabled and under the age of 
sixty-five. 

Although processor control numbers and Part D benefit stage information (i.e., patient-
specific out-of-pocket spending amounts) could more accurately predict Part D 
enrollment, most manufacturers have limited or no access to this information.  Even 
using multiple points of information in a pharmacy claims edit could significantly 
increase the reliability of the edits.  However, 30 percent of manufacturers reported that 
their claims edits only check the primary insurer’s BIN.  Another 20 percent of 
manufacturers’ claims edits rely on Part D benefit stage information, and 17 percent rely 
on the patient’s date of birth.  

OIG found two other circumstances that prevent the coupon system from operating 
efficiently.  First, the majority of manufacturers do not audit their claims edit process 
through process reviews or retrospective claims reviews and therefore cannot verify 
whether the edits are applied correctly.  Second, Part D plans cannot provide a 
supplemental layer of review because application of a co-pay coupon at a pharmacy is 
treated as a secondary insurance claim that occurs after the primary insurance claim 
has been processed. 

Considerations for Manufacturers and Pharmacies 

OIG sends a clear message through the report and the advisory bulletin that a 
manufacturer will be liable for any inducement of physicians to prescribe the 
manufacturer’s brand name drug over a generic under the AKS and for any resulting 
sales subject to the FCA stemming from a co-pay coupon program if adequate 
protections to identify and exclude Part D beneficiaries are not in place.  OIG states that 
failure to establish such protections supplies evidence of intent necessary to prove AKS 
claims.  In addition, although the OIG focused on the liability of manufacturers, the 
Special Advisory Bulletin states in a footnote that pharmacies accepting manufacturer 
coupons for Part D beneficiaries may also be sanctioned under the AKS, FCA, and the 
beneficiary inducement CMPs.   

In light of the Special Advisory Bulletin and report, manufacturers should ensure that: 



 

• co-pay coupon programs for all products use pharmacy claims edits that use 
reliable, accurate insurer or beneficiary information; 

• pharmacy claims edits check multiple points of insurer and beneficiary 
information; 

• prominent, easy-to-read warnings about federal health care program exceptions 
are affixed to coupons, debit cards, and other means of providing rebates; and 

• audits of pharmacy claims edits are conducted regularly to ensure accuracy. 

*           *          * 

This Client Alert was authored by Constance Wilkinson, Alan Arville, and Benjamin 
Zegarelli. For additional information about the issues discussed in this Client Alert, 
please contact one of the authors or the Epstein Becker Green attorney who regularly 
handles your legal matters. 
 
 
 
About Epstein Becker Green 
Epstein Becker & Green, P.C., established in 1973, is a national law firm with approximately 250 lawyers 
practicing in 10 offices, in Baltimore, Boston, Chicago, Houston, Los Angeles, New York, Newark, San 
Francisco, Stamford, and Washington, D.C. The firm’s areas of practice include health care and life 
sciences; employment, labor, and workforce management; and litigation and business disputes. Founded 
as an industry-focused firm, Epstein Becker Green has decades of experience serving clients in health 
care, financial services, retail, hospitality, and technology, among other industries, representing entities 
from startups to Fortune 100 companies. For more information, visit www.ebglaw.com. 

 

IRS Circular 230 Disclosure 

To ensure compliance with requirements imposed by the IRS, we inform you that any tax advice 
contained in this communication (including any attachments) is not intended or written to be used, and 
cannot be used, for the purpose of: (i) avoiding any tax penalty, or (ii) promoting, marketing or 
recommending to another party any transaction or matter addressed herein. 

 

If you would like to be added to our mailing list or need to update your contact information, 
please contact Lisa C. Blackburn at lblackburn@ebglaw.com or 202-861-1887. 
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This document has been provided for informational purposes only and is not intended and should not be construed to constitute 
legal advice. Please consult your attorneys in connection with any fact-specific situation under federal law and the applicable 
state or local laws that may impose additional obligations on you and your company.  

© 2014 Epstein Becker & Green, P.C.         Attorney Advertising 
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