Frequently Asked Questions:

Reporting the National Drug Code (NDC)

to the Iowa Medicaid Enterprise (IME)
The IME has delayed implementation of the NDC requirement until December 17, 2007.  This FAQ is intended to address all types of questions surrounding the new NDC requirement (hospital, physician, RCH and FQHC).  

Q1. What is the rationale for implementing Section 2006 of the Deficit Reduction Act of 2005 (DRA) prior to the issuance of a final rule from the Centers for Medicare & Medicaid Services (CMS)?

A1. Obviously, this question is now moot, by virtue of CMS having now issued its final rules.  However, it is noted that the rationale for implementing this requirement is based on the DRA itself, which required states to implement this change January 1, 2007.  The fact that CMS had yet not issued final rules at the time this question was first received did not change the requirement under DRA.  The IME will delay implementation of the NDC requirement until December 17, 2007.  
Q2. Why has IME selected this effective date?

A2. The federal requirement has actually been in effect since January 1, 2007, but the earliest the IME systems could be made ready to collect the NDC and support the listing of rebatable drugs was May 23, 2007.  However, in order to give providers additional time to adjust their systems, the effective date has been postponed. The implementation date for the NDC requirement will be December 17, 2007. 

Q3. What provider types does this apply to, and what is the rational in applying this policy to hospitals? 

A3. All claims for dates of service for drug products administered in an office/clinic or other outpatient setting which are reported with a "J" code must also include the corresponding National Drug Code (NDC) number. Hospitals were not specifically excluded under the DRA from this requirement.  However, based on final CMS rules and guidance from CMS, Department of Human Services (DHS) is currently interpreting the requirement as follows: The DRA requirement would include claims sent to the IME for covered outpatient drugs administered in an outpatient hospital setting to the extent that the drug cost is not bundled within the cost of the service but is billed separately by the hospital.  340B hospitals that receive discounted drugs and bill Medicaid for the actual acquisition cost of the drug are specifically exempted, per final CMS rules and CMS guidance. Therefore, and because hospitals are not able to bill for drugs outside an APG, the current DHS interpretation is that if a drug is bundled into an APG, then the drug does not meet the requirement for reporting NDC.  DHS’s interpretation is based upon final CMS rules and guidance from CMS. 
Q4. Will this only apply to drugs that are separately billable to Iowa Medicaid?

A4. Yes, current DHS interpretation is that if a drug is bundled into an APG billed by a hospital or encounter code billed by an FQHC or RHC, then the drug does not meet the requirement for reporting an NDC.  DHS’s interpretation in this regard is based upon final CMS rules and CMS guidance. 
Q5. Please provide a list of drugs that are separately billable.

A5. The NDC requirement applies to all drug products administered in an office/clinic or other outpatient setting (including hospital outpatient departments) that is reported with a "J" code unless the code is not separately payable.  If there are specific J codes about which providers are concerned, they should be forwarded by the provider to the IME Provider Cost and Rate Setting Unit for further review. The list of rebatable drugs is available on the IME website at www.ime.state.ia.us/Providers/index.html.  The list is in an Excel format for easy sorting. 

Q6. What about J codes paying $0 under the existing reimbursement system?

A6. Payments for J code drugs in an outpatient hospital setting are made via the appropriate APG to which a given J code groups.    Per DHS’s interpretation of CMS final rules and corresponding CMS guidance, the APG payment system is a “bundled payment” methodology.  CMS guidance has indicated that J code drugs that are included in a bundled payment methodology are exempt from the NDC reporting requirement. To the extent that a hospital bills for a J code drug that either does not group to an APG or which is otherwise billable separately outside of an APG, such would need to include that drug’s NDC.  This is because payment for any such J Codes would be outside of the APG system and would not meet the “bundled” payment exemption.  
Q7. Is there a "cheat-sheet" showing APGs that pay the J code separately?

A7. Consistent with the response under Q.4. above, payment under a given APG is "all-inclusive" of all services rendered in a given outpatient encounter, including injectable and infused drugs.  There will not be any separately billable/payable J code drugs, outside of the appropriate APG to which the J code drug would appropriately group.  Therefore all J codes billed in an outpatient setting will bundle to an APG which does not meet the requirement for NDC billing per current DHS interpretation.  DHS interpretation is consistent with final CMS rules and guidance.  

Q8. Where are providers to list the National Drug Code (NDC) on the claim?

A8. CMS-1500 (08/05): In box 24A enter qualifier “N4” followed by the NDC number in the gray area above the date of service.  No spaces or symbols should be used in reporting this information.  Note that only the CMS 1500 (08/05) version of the form is allowed after September 1, 2007.  For the 837P electronic professional claim, the NDC should be submitted using the 2410 LIN loop and qualifier of N4.

UB-04/Institutional: not applicable as all UB charges should bundle into an APG. 

Q9. What does IME mean when it states that the NDC must be in the patient's file? Does this mean the medical record, or the billing file? 

A9. IME recommends the patient's medical record support claim history by including the NDC in the event of a post-payment review (in addition to the claim submission requirement).  The provider can determine where to store this information with the understanding that all documentation must be presented upon request from the IME. 
Q10. Does the NDC requirement apply to hospitals that participate in the 340B drug discount program?

A10. No.  The DRA requirement would include claims sent to the IME for covered outpatient drugs administered in an outpatient hospital setting to the extent that the drug cost is not bundled within the cost of the service but is billed separately by the hospital.   This would not include 340B hospitals that receive discounted drugs and bill Medicaid for the actual acquisition cost of the drug.
Q11. Will the IME's claims processing system be able to accommodate this new information? 

A11. Yes. IME is already able to capture and process the NDC as required.   Note: at this time, the IME is not editing claims for rebatable NDC or correct placement on the claim form. This will occur December 17, 2007.  Therefore, providers should not assume that IME payment prior to that date means that the code or claim form completion was correct. 

Q12. Is a J-code/NDC crosswalk available for providers?

A12. No. CMS has not made such a crosswalk list available to the IME.  The list of rebatable drugs made available to the IME has been posted on the IME website at www.ime.state.ia.us. 

Q13. The NDC on my package is only 10 digits, how do I convert it to the 11-digit standard?

A13. It should be noted that many NDCs are displayed on drug packaging in a 10-digit format. Proper billing of an NDC requires an 11-digit number in a 5-4-2 format. Converting NDCs from a 10-digit to 11-digit format requires a strategically placed zero, dependent upon the 10-digit format. The following table shows common 10-digit NDC formats indicated on packaging and the associated conversion to an 11-digit format, using the proper placement of a zero. The correctly formatted additional "0" is bolded in the following example. Note that hyphens indicated below are used solely to illustrate the various formatting examples for NDCs. Do not use hyphens when entering the actual data.
	10-Digit Format on Package
	10-Digit Format Example
	11-Digit Format
	11-Digit Format Example
	Actual 10-Digit NDC Example
	11-Digit Conversation of Example

	4-4-2
	9999-9999-99
	5-4-2
	09999-9999-99
	0002-7597-01 Zyprexa 10 mg Vial
	00002-7597-01

	5-3-2
	99999-999-99
	5-4-2
	99999-0999-99
	50242-040-62 Xolair 150 mg Vial
	50242-0040-62

	5-4-1
	99999-9999-9
	5-4-2
	99999-9999-09
	60574-4112-1 Synagis 50mg Vial
	60574-4112-01


Q14. Can the J code be added to the IME’s rebatable drug code list (along with the NDC number) so that we can cross walk to our systems as well as to the Medicaid fee schedule?  

A14. Developing and maintaining such a list would be difficult, due to ongoing changes in NDCs and the absence of a 1:1 relationship between a given NDC and J code.  CMS has not made a crosswalk list available to the IME.  The list of rebatable drugs has been posted to the IME website at http://www.ime.state.ia.us/Providers/index.html. 

Q15. We are confused as to whether the NDC reporting requirement applies to all rebatable drugs in addition to J code drugs.  

A15. Consistent with the provisions under the DRA 2005, the NDC requirement only applies to J code drugs.  It does not apply to other rebatable drugs.    

Q16. The quarterly list of rebatable drugs posted by IME is effective on the same day that it becomes available.  This means there is no lead-time for provider offices to order drugs from manufacturers.  Please explain.  

A16.  The list is made available to the IME 45 days after the effective date of the list.  We are posting it as quickly as possible.  We will honor the last quarter’s list until the posting date of the new list. Providers will not be penalized for the delay in the posting of the new list. 

Q17. If an oncology patient is currently on a course of treatment with a drug not on the rebate list, can we complete the course of treatment and still receive reimbursement for the drug?  (i.e., treatment has already started, and may not conclude prior to 5-23-07). 

A17.  If the treatment is billed as outpatient services with an APG, then the NDC requirement does not apply.  If the treatment were provided in a physician/clinic setting then all NDC requirements would apply.  

Q18. Is there a contingency plan for facilities with systems that will not accommodate submission of NDC information at this time?  

A18.  All providers and claims that meet the NDC requirement must follow the NDC requirement effective December 17, 2007.  There is no additional contingency plan past this time frame. 

Q19.  When we bill we will have to go through every table for each drug.  Our billing time will now take at least five times the normal amount.  Where do we send these people for treatment if the drug is not rebatable? 

A19.  The IME will reimburse only those J code drugs that are on the current rebate list.  If the provider will be administering a J code drug that is not on the rebate list, then the provider must inform the patient before the treatment that Medicaid does not cover the drug.  The patient then has the choice to agree to pay for the drug or to access treatment from another provider.   

Q20.  DRA only applies to single source and the "top 20" multiple source drugs, so why does IME require all J code drugs be reported?


A20.  It is true that the top 20 multiple source list reporting requirement does not take effect until January 1, 2008.  IME decided that implementing this requirement regardless of “top 20” or “single/multiple source” status would be more straightforward because neither the provider nor IME would have to draw any distinction.

Q21.  Does this apply to FQHC’s or  RHC’s?  If so, how is this billed since physician administered drugs are not currently reported as “J-codes”?

A21.  The DRA requirement would include claims sent to the IME for covered drugs administered in a clinic setting to the extent that the drug cost is not bundled within the cost of the service but is billed separately by the clinic.   At this time, DHS has determined that the NDC reporting requirement does not apply to RHC’s and FQHC’s as these provider types are paid through an encounter code (i.e., bundled into the cost of the service). This interpretation is consistent with final CMS rules and related CMS guidance.  
Q22.  Does the NDC requirement impact the VFC (Vaccine for Children) Program? 

A22.  Currently no vaccine acquired through the Vaccines for Children (VFC) program (administered by the Iowa Department of Public Health) is billed to the IME.  Instead, providers acquire these vaccines directly through the VFC program.  Therefore, the NDC requirement does not apply for VFC vaccines administered to children on Medicaid.  

Q23.  We have come across an issue where the box packaging has a different NDC number than the individual vials contained inside.  Which number do we report? 

A23.  Legal packaging would require that the NDC on the box match that of the vial.  The IME will pay only those NDCs that are rebatable. 

Q24.  Routinely our suppliers cannot provide medication because the manufacturer is having production problems or demand is greater than supply.  When this occurs, how will we be reimbursed for these medications?  

A24. The IME will only pay those NDCs that are rebatable.  You may need to work closely with your suppliers to make sure no substitutions are 

allowed. 

Q25.  How do we report compounded drugs?  Should each component be billed separately with its own NDC number, or do we continue to use either generic J3490 as CMS directs us to do? 

A25.  It is noted that this question would relate only to claims for compounded drugs submitted by physician or other practitioner offices that are able to prescribe and/or administer drugs.  Regardless of the J code used to bill for the compounded drug, any individual component therein would need to itself also be rebatable and have a corresponding (rebatable) NDC, if separate payment for the individual compound components is being sought.  The NDCs for each component contained within the compounded drug would need to be reflected on the claim, corresponding to an appropriate J code with the number of appropriate units. 
Q26. I would like to clarify if the requirement for NDC level detail on hospital outpatient drugs applies to Critical Access Hospitals (Informational release No.647).  Since CAHs are not reimbursed under the OPPS methodology, the reference to drugs 'bundled into the APG' being excluded from the requirement, made me question whether this memorandum even applied to CAHs.

A26. No, the NDC reporting requirement does not apply to CAHs.  This is because they would bill and be paid under the APG methodology (i.e. "bundled" payment arrangement) for their interim payments during a given cost-reporting year.  They are then cost-settled at the end of each fiscal year.

Q27. I have sent claims to IME for J-codes related to devices that I do not consider "drugs."  IME has denied my claim either because I did not include an NDC or because the NDC was not on the relatable list.  Are these claims really not payable?

A27. Under consideration (beginning 4/4/2008): IME is currently considering excluding certain J-codes from the NDC requirement.  The list of codes is under review by the IME and guidance has been requested from CMS.  Providers should continue to submit these claims, even though they may deny.  If a set of J-codes is ultimately excluded, all claims that were previously denied for NDC in this code set will be adjusted and paid by the IME.  This answer will be updated when the issue is resolved.
Q28. If the units for the pharmacy REV code is a "1", then we MUST include a J code & NDC code? Do we have an option to NOT report the J-code if only one drug is administered?

A28. If the revenue code requires detail coding such as a J-Code (i.e. revenue code 636), the NDC is required on the claim regardless of the number of drugs administered.

Q29. What if Medicare is prime?  Medicare requires "J" codes on some drugs, but not the NDC numbers.  What if Medicaid is second to Medicare?  On the Medicare claim there is a "J" code and no NDC number.  Medicare crosses the co-pay and deductible over to Medicaid, and no NDC number.  Will we be required to file the NDC number on these Medicaid claims to obtain payment from Medicaid for co-pays and deductibles when Medicaid is second.  Also what about other Insurances who are prime to Medicaid and do not require and "J" codes or not the same "J" codes, and Medicaid is second.

 
A29. The NDC requirements are as follows:
· NDC is not required on Part A claims -The NDC is not required by Iowa Medicaid Enterprise on Part A cross-over claims.  The NDC is required under the law; however, IME has decided that the state will assume the risk for paying claims without the NDC because of limitations in the IME claims processing system.  

· NDC is required on Part B claims – The NDC must be included on the claim filed to Medicare if a J-code is being billed.  When filing electronically with Medicare, the NDC should be included on the claim filed with Medicare, and the NDC will pass through to Medicaid.

Note: NDC is required to be included on all other claims for J-codes filed with Medicaid, including when Medicaid is the secondary payor.  

Q30. If the NDC is missing from the claim form or is incorrect, will IME deny the entire claim or just the line item?

A30.  If the NDC is not listed the entire claim will not be denied. Only the line item will be denied.
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