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Disputing Units on Medicaid State Invoices 

By Barbara Lutz, CIS Senior Compliance Manager 

barbaralutz@cis-partners.com 

Throughout the past five (5) years I have assisted manufacturers with processing Medicaid State Invoices 
and answering difficult  questions that arise during the process.  One of the biggest challenges 
manufacturers face is  dispute creation and resolution.   I  have encountered a wide array of issues, from 
smaller manufacturers questioning if they could even dispute units, to larger manufacturers asking how 
they determine what units to dispute and the best tools to use for assistance. 

Let me start with the most important point…. It is okay to dispute units on State Medicaid Invoices.   
In fact, it is to the manufacturer‟s advantage to dispute units.  Disputing units can save manufacturers 
millions of dollars! 

The next challenge for manufacturers is how to determine what units to dispute.  The first step in 
disputing units on Medicaid Invoices is to start analyzing the data that goes into the processing of 
invoices.  Analyzing your data will allow you to uncover possible utilization errors like basic data entry 
errors, submissions for terminated products, prescription discrepancies and unit of measure differences.  
Once you uncover these more basic issues, step two would be to start asking and researching more 
complex questions like:  Are PHS providers double dipping?  Is the doctor writing out 1 script but 
providing 200 tablets?  Does the amount reimbursed on the invoice correlate with the requested rebate? 

Another challenge is coming up with an approach for analyzing your data.  I would recommend following 
these three (3) easy steps when analyzing your data.  First, get familiar with your drug information (i.e. 
how it is dispensed, units per RX, sales and distribution, seasonal utilization, etc.).  Second, get to know 
the States by building and maintaining a working relationship with your contacts and get familiar with 
reimbursement formulas.  Third, begin to set up and run reports and metrics on dispute resolution cycle 
times and common dispute reasons.  This will allow you to see trends and the main reasons for disputing. 

Once you learn more about your data, you can take your analysis to the next level and start to use more 
complex tools that will assist in finding additional issues.  You can ask the States to send Claim Level 
Data (CLD), set up and run variance tests on claims that will assist in flagging problem areas (i.e, prior vs. 
claimed units, units per RX), and/or purchase validation tools like DNA data that allow you to set up 
parameters to identify outliers (i.e. PHS double-dipping). 

As you can see, performing claims analysis and disputing units on Medicaid Invoices is a very important 
part of processing quarterly Medicaid Invoices.   If you have any additional questions on this subject, 
please feel free to contact me at any time. 
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By: Meredith Taylor, Esq. 

Editor-In-Chief and PCX Product Manager 
 

The Problem with J-Code Claims 

By Raul Reyes, CIS Compliance Manager 

raulreyes@cis-partners.com 

 

J-Code claims have become an ever growing concern amongst pharmaceutical companies since the Deficit Reduction Act of 2005 (DRA) was put into effect.  
The DRA “Final Rule” requires states to report and claim physician administered drug utilization that is normally reported through Healthcare Common 
Procedure Coding System (HCPCS) or J-Codes.    Only a handful l of states had been doing this prior to DRA, so many manufacturers are realizing a sharp 
increase in utilization of these types of products and may also be receiving invoices for prior quarters.  Increased utilization leads to increased rebates; hence, 
the spotlight has been placed on J-Code claims for manufacturers who have significant sales in this area. 

A J-code claim is essentially no different than the Medicaid claims that manufacturers have been processing since the inception of the Medicaid Drug Rebate 
Program.  The only difference between a regular product and a J-code product is that a J-code product cannot be self-administered.  This should not prevent J
-codes from being processed any differently; rather, it should make manufacturers aware of the possibilities for issues that could arise from J-code units 
appearing on their invoices. 

The DRA requires that all states start collecting this data as of January 1, 2007.  Many states have successfully applied for waivers giving them more time to 
implement the new requirement because of the difficulty in producing accurate data.  J-codes and HCPCS codes need to be „crosswalked‟ to the correct 
National Drug Code (NDC) in order to receive a rebate from the manufacturer.    It is possible for a HCPCS or J-Code to be applicable to more than one NDC, 
however.  States are implementing methods to perform the crosswalk successfully, but ultimately they are depending on physicians‟ offices to submit correct 
information.  The DRA requires physician offices to submit the correct NDC utilized when a J-code or HCPCS code could lead to more than one NDC. 
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Continued from Page 1… 

Manufacturers need to be aware of possible NDC data reporting issues from the states.  It is crucial to be aware of the J-Code products that may 
be in your portfolio and educate your staff on the potential issues they may encounter when analyzing the state quarterly utilization data.  Most 
importantly, it is important to work with the state Medicaid offices to resolve any issues that you encounter while processing your quarterly state 
Medicaid invoices. 

References  

CMS Releases, the Final Rule, and the J-Code Crosswalks can be found at our PCX website: http://gp.cis-pcx.com 
The Centers for Medicare and Medicaid Services:  http://www.cms.hhs.gov 
The Journal of Oncology Practice: http://www.jopasco.org 
West Virginia Department of Health and Human Resources:  http://www.wvdhhr.org/bms/sPharmacy/PractitionerOutpatient/FAQsNDC_HCPCS.pdf 

 

 

HOME 

Controlling Medicaid Fraud Through MFCUs 

By: Meredith Taylor, Esq., CIS Senior Compliance Manager 

meredithtaylor@cis-partners.com 

 

Medicaid serves over 41.9 million Americans, providing  affordable healthcare services to those who do not otherwise have access.  In fact, 
approximately 13% of this Country‟s population is served through Medicaid services amounting to over $278.3 billion spent per year.1   Therefore, 
efforts to detect, resolve, and prevent Medicaid fraud are imperative to sustain the success of the Program and ensure that funds are not being 
wasted, diverted, or mis-used in anyway. 
 
The Office of the Inspector General (OIG) is responsible for investigating claims under the False Claims Act (FCA).2   As I stated in my January 
27th Blog Article: “The OIG is a government agency created to “protect the integrity of Department of Health and Human Services (HHS) 
programs, as well as the health and welfare of the beneficiaries of those programs.” [i] The OIG investigates fraud by conducting audits, detailed 
investigations, and inspections. The OIG is what I like to call the “fraud police.”3   

Under the FCA, a company is liable if it “knowingly presents, or causes to be presented, to an officer or employee of the United States 
Government or a member of the Armed Forces of the United States a false or fraudulent claim for payment or approval.”4   In addition to the 
Federal False Claims Act, 23 states have enacted their own FCAs under which the state investigative bodies and Attorney Generals investigate 
and prosecute claims of fraud against the state Government.5   

From time-to-time, the federal and state Governments work together to fight fraud.  Because the Medicaid Drug Rebate Program is funded by 
both the Federal and State Government, it lends itself to such a situation.  The mechanism through which Medicaid fraud is typically investigated 
is though  individual Medicaid Fraud Control Units (MFCU).6   

Until 1995, MFCUs were voluntary; now, they are required by federal law.  There is one MFCU for each state, with the exception of North Dakota 
who has obtained a waiver.7   Each MFCU is funded jointly by the state and federal Government and conducts investigations of Medicaid fraud in 
its state.  MFCUs can work independently, or with the OIG depending on the nature of the fraud.  Because the MFCUs are federally funded (up to 
75%), they must abide by federal requirements including mandating the staffing of units with: investigators, attorneys, and auditors.8   

The units are certified annually by the Department of Health and Human Services and are subject to un-announced site visits.  Most of the 
MFCUs are housed within the state Attorney General‟s Office; they cannot be associated with the state Medicaid agency in any way as this could 
be seen as a conflict of interest.9  

MFCUs fight a variety of Medicaid Fraud perpetrated by: family physicians, dentists, OB-GYNs, nurse practitioners, pharmacists, home healthcare 
facilities, nursing homes, pharmaceutical manufactures, medical device companies, etc.  Recipients of Medicaid fraud cannot be prosecuted by 
MFCUs.10  
 
Types of fraud may include: billing for services never performed, double billing Medicaid and a private insurer, billing for patients visits that never 
occurred, unnecessary billing for false diagnoses, etc.   Any type of falsifying of information reported to the State Medicaid Agency or CMS can 
fall under the type of fraud prosecuted by MFCUs.11  
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MFCUs are supported by The National Association of Medicaid Fraud Control Units (NAMFCU).  NAMFCU brings national attention to the MFCUs 
and assists to improve the quality of the fraud investigations by providing training programs, technical assistance, and interstate cooperation to its 
members.12   Each MFCU is a member of NAMFCU, and they are divided up into 6 regions.13 

MFCUs have the budget, national support, and staff to investigate Medicaid fraud.  With the federal and state deficits in need of replenishing, you 
better believe that MFCU employees are not standing in the unemployment line.  It‟s not just the OIG that may come knocking on your door  
anymore! 
1    http://www.cms.hhs.gov/MDFraudAbuseGenInfo/ 
2    31 USC 3729 
3    http://pharmacomplianceblog.blogspot.com/search?q=Meredith+Taylor+OIG+ 
4    http://pharmacomplianceblog.blogspot.com/search?q=Meredith+Taylor+OIG+ 
5    States with FCA: CA, DE, DC, FL, GA, HI, IL, IN, LA, MA, MI, MT, NV, NH, NM, NJ, NY, OK, RI, TN, TX, VA, WI 
6    http://www.namfcu.net/about-us/about-mfcu 
7    For a listing of each MFCU office: http://www.namfcu.net/states 
8    http://www.namfcu.net/about-us/about-mfcu 
9    http://www.namfcu.net/about-us/about-mfcu 
10  http://www.namfcu.net/about-us/what-is-medicaid-fraud 
11  http://www.namfcu.net/about-us/what-is-medicaid-fraud 
12   http://www.naag.org/medicaid_fraud.php 
13  http://www.namfcu.net/about-us  
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Conduct Unbecoming a Pharmaceutical or Medical Device Manufacturer– 

Emerging Regulations from the Massachusetts Department of Health 

By: Judy Fox, CIS Senior Compliance Manager  

judyfox@cis-partners.com 

 

Massachusetts is getting tough.  On August 10, 2008, a healthcare reform bill entitled, “An Act to Promote Cost Containment, Transparency and 

Efficiency in the Delivery of Quality Healthcare” was signed into law in the state of Massachusetts.  The law (Chapter 111N) is the most 

comprehensive and stringent of its kind.  Massachusetts is the only state to: 

 

 Author its own Marketing Code of Conduct 
 Prohibit certain payments to Healthcare Practitioners (HCPs) by both pharmaceutical and medical device manufacturers 
 Require certain aggregate financial disclosures by manufacturers 
 Require disclosure of free drug samples and the provision of  demonstration or evaluation units 
 Make disclosure data part of the public record (one of two states) 

 

There have been attempts to regulate manufacturers‟ sales and marketing behavior in the past.  The Office of Inspector General (OIG) provides 
guidance to pharmaceutical manufactures regarding sales and marketing practices, participation in Government Programs, and other commercial 
activities.  Pharmaceutical Researchers and Manufacturers of America (PhRMA) Code on Interactions with Healthcare Providers and the 
Advanced Medical Technology Association (AdvaMed) Code of Ethics for Interaction with Healthcare Providers provide guidelines for members to 
follow in regard to sales and marketing activities. 
 
Two states, California and Nevada have passed laws requiring manufacturers to follow either the PhRMA Code (CA) or their own Code of Conduct 
(NV).  However, neither of these states have measures in place equal to those mandated in Massachusetts Chapter 111N and the corresponding 
proposed regulation. 
 
Presently, Chapter 111N has passed, but the regulation necessary to interpret and implement the law is still in draft form (it is set to pass 
imminently).  The proposed regulation will require pharmaceutical and medical device manufacturers to adopt the MA Code of Conduct and comply 
with a number of other compliance requirements explored in this article. 
 
The MA Marketing Code of Conduct uses the PhRMA and AdvaMed Codes as a baseline to guide pharmaceutical and medical device 
manufacturers who market or sell prescription drugs or medical devices in the state.  It also applies to HCPs who are licensed to prescribe drugs 
and provide healthcare in Massachusetts and any partnerships or corporations comprised of such HCPs. 
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The following outlines a number of requirements the proposed regulation and the MA Marketing Code of Conduct seek to mandate: 

 

Restricting marketing practices including: 

 grants and grant programs, 
 consulting contracts, 
 subsidies in exchange for prescribing or disbursing prescription drugs or medical devices, 
 entertainment or recreational items, and 
 distribution of chotchkies such as pens and mugs. 

 

Prohibiting meals that are: 

 part of entertainment or recreational events, 
 offered without an informational presentation or without a pharmaceutical or device agent present, 
 outside of a HCP‟s office, hospital or training facility, and 
 provided to a practitioners spouse or guest. 

 

Allowing meals in certain situations such as: 

 in connection with informal session (must be modest and occasional), 
 third party scientific, educational or charitable conferences, and professional meetings  (sponsored by manufacturer), and 
 in conjunction with a consultant meeting, bona fide services, genuine research, or clinical trials. 

 

Restricting the following in regard to CMEs, conferences, and meetings: 

 direct payment of meals, 
 financial support for the personal expenses (lodging, travel, etc) of a non-faculty HCP, and 
 sponsorship of a CME that is not compliant with standard set by an accrediting body such as the Accreditation Council for Continuing 

Medical Education (ACCME). 

 

The following outlines a number of permissions allowed under the proposed regulation and the MA Marketing Code of Conduct seek to mandate: 

 

Manufacturers may provide: 

 scholarships for residents and interns, and 
 compensation and reasonable expenses of conference faculty and provide sponsorships provided payment is made directly to the 

conference or meeting organizer 

 

HCPs may be compensated for: 

 professional and consulting services for a genuine research project or clinical trial, 
 reimbursement of the reasonable cost for training on a medical device (but only if under a written agreement to purchase the device), 
 rebate of discount provided as a price concession during the normal course of business, and 
 bona fide services such as participation on an advisory board or company sponsored speaker program. 

 

Additional permissible activities include: 

 marketing activities such as providing practitioners with peer reviewed articles and advertising in peer reviewed journals, and 
 reimbursement counseling, patient assistance programs and the provision of prescription drug samples and medical device 

demonstration units. 

 

In addition to the requirements in the Marketing Code of Conduct, the proposed regulation requires Manufacturers to develop and implement Policies 

and Procedures for investigating noncompliance and assign a Compliance Officer who is responsible for ensuring compliance. 

 

Additionally, Massachusetts will require manufacturers to file an annual report with the name, title, and address of the Compliance Officer, and a 

description of its training program, investigative Policies and Procedures, and a certification of compliance by the Compliance Officer.  The 

certification includes full disclosure of the permissible activities and payments to HCPs. 
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The disclosure of payments to HCPs requires disclosure of any, “fee, payment, subsidy or other economic benefit with a value of at least $50, 
directly or through its agents, to any covered recipient in connection with the company‟s sales and marketing activities.”  Massachusetts applies 
one of the broadest definitions of sales and marketing activities including: 

 advertising and promotional or other activities used to influence sales or market share, influence the prescribing behavior of an 
individual  HCP, or to evaluate the effectiveness of a sales force, 

 product education and training, and 
 any economic benefit with a value of $50 or more for any purpose other than for permissible activities under consulting, research 
 projects,  and clinical trials. 

 
The annual reports provided to the Department of Public Health will be made available to the public through a website established by the 
Department.  Anyone will be able to view information provided by the manufacturers including any fees, payments, or other benefits related to 
sales and marketing, including product samples and demonstration units.  The value, purpose, and nature of any payments made to HCPs can 
also be viewed on the website including the name of the individual recipient.  Also in the annual reports are the strict disclosure requirements 
including certification that the company did not structure any payments, fees, or economic benefits to HCPs  as a means to circumvent the 
reporting requirements under Chapter 111N. 
 
Compliance is mandated beginning July 1, 2009, with the first annual report due into the department in July 2010.  That means mere months 
before, Policies, Procedures, and training have to be in place.  Massachusetts isn‟t getting tough, Massachusetts is tough. 
 
References  
Pharmaceutical and Medical Device Manufacturer Conduct, Melissa J. Lopes, Deputy General Counsel, Massachusetts  Department of Public Health , January 2009 
Code on interactions with Healthcare Professionals, Pharmaceutical Researchers and Manufacturers of    America, January 1, 2009 
Code of Ethics for Interactions with Healthcare Providers, Advanced Medical Technology Association, July 1, 2009 
M.G.L.A 111N section 1 et. seq. 
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Clinical Trial Regulation in India 
By: Alaina Anderson, CIS Compliance Manager 

alainaanderson@cis-partners.com 

 
India has become a hotspot for clinical trials. It is anticipated clinical research will be $2 billion/year industry in India by 2010. However, the 
infrastructure, including regulations and staff, are not able to support this growth in the industry. India will have to make a great push to continue to 
support this growth. 
 
The Indian Government has indicated a severe shortage of appropriately trained staff, not only for Governmental regulatory positions, but also 
research personnel and ethics committee members. Additionally, there is a shortage of laws and regulations. 
 
India‟s legislation in the area of pharmaceuticals consists of the Drug and Cosmetics Act and Rules of 1945 which has been amended several 
times since.  The Act mainly governs the importation, manufacture, sale, and distribution of drugs. The related rules do require authorization for 
clinical trials; however, there appears to be little regulation of clinical trials beyond this. 
 
Currently, drugs are regulated by both state organizations and the Central Drugs Standard Control Organization (CDSCO) division of the Indian 
Federal Government. The breakdown on the CDSCO website indicates the CDSCO is responsible for regulating clinical research. Yes, it is the 
states that have responsibility for investigation and prosecution of violations to the law. 
 
Whether due to the lack of regulations or the lack of a centralized regulatory body, the current system is breaking down.  W e have heard several 
times over the past year that a proposed Central Drug Authority (CTA) bill is circulating through Parliament in India. This bill proposes to provide 
the central organization the authority to take legal action against pharmaceutical companies that circumvent the norm. 
 
Although there is opposition for this bill, a greater infrastructure of regulation and oversight is needed if India is to sustain this growth in clinical 
research. Without more stringent oversight, the safety risk to subjects is too great and the reliability of data is too weak for pharmaceutical 
companies to continue conducting studies in India with clear conscious. 
 
References 

http://cdsco.nic.in/html/Drugs_ContAd.html 
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Letter from the Editor 

Meredith Taylor, Esq. 

Happy Anniversary!! 

 

Dear Readers, 
 
This month, we celebrate the  two year anniversary of the CIS newsletter.  I have been receiving some wonderful feedback about our publication, 
and I could not be happier to hear that you have been enjoying our articles.   Just last week one of my clients told me that they save  our newsletter 
to their shared drive for access by the entire Government Programs team and Compliance Department.   Another client told me that they print out 
our newsletter and leave it in their break room for employees to read.  And, I constantly get emails from people in all types of business functions 
who would like to join our distribution list. 
 
This newsletter began as a forum to discuss the Government Programs and the specific nuances and issues with the participation in those 
Programs.  Over the past year, we have expanded our topical areas to cover issues in the Research Clinical and Development, Sales and 
Marketing, and Corporate Compliance arenas.  The CIS news letter has now become a source focusing on “hot issues” in our industry. 
 
For those of you who are PCX subscribers, you are able to access all of our old newsletters on the PCX.  For the GP site, you can go to gp.cis-
pcx.com -> Federal Programs -> Newsletters.  We have provided an index which outlines all of the articles and authors and links to the 
newsletters.   This feature is Coming Soon to the CR&D PCX. 
 
I would like to thank you all for reading our newsletter over the past two years.  It has been our pleasure to provide you with current and thought 
provoking articles about our complex industry.  If you have any comments, questions, or suggestions about the newsletter, please contact me at 
any time. 
 

Best Regards,  

Meredith Taylor, Esquire 

Editor-In-Chief and PCX Product Manager  

meredithtaylor@cis-partners.com 
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New Hire Brings Pharmaceutical Federal Contracting and Compliance 

Expertise 
By: Jackie O’Connor, CIS Marketing Associate 

jacquelineoconnor@cis-partners.com 
 

CIS is pleased to announce that David Rice has joined the management team as Director of Federal Contracting. 

David Rice has over 25 years diverse pharmaceutical industry experience including FSS Contracting, Business Development, FSS Compliance, 
Pricing and Contracting, Finance and Auditing.  Prior to his work at Workforce Strategies, Inc. (WSI), Dave held key positions in Auditing, Pricing 
and Contracting and Federal Government Compliance at Pharmacia, Pharmacia & Upjohn and The Upjohn Company.   

“Dave‟s work with pharmaceutical manufacturers and his vast experience and knowledge in the federal government market will be a valuable asset 
to CIS and compliments our staffing across Government Programs participation,” said Chris Cobourn, VP Regulatory Compliance and Practice 
Lead.   

“This is especially true now with many companies needing assistance with their 5-year Federal Supply Schedule solicitations, and with the 
government looking at additional ways to procure pharmaceutical products, such as blanket agreements and Corporate Exigency Contract‟s. His 
experience, operations and business development abilities add immediate value and will enhance our client service capabilities.”  

David Rice formerly held the position of Chairman of AMSUS-Sustaining Members (Association of Military Surgeons of the United States) an 
industry organization that brings together private healthcare industry representatives with key Department of Defense, Department of Veterans 
Affairs, and U.S. Public Health Service decision makers.   

http://www.cis-pcx.com/
mailto:meredithtaylor@cis-partners.com
http://www.cis-pcx.com/
mailto:jacquelineoconnor@cis-partners.com
mailto:meredithtaylor@cis-partners.com
mailto:jacquelineoconnor@cis-partners.com

