	Month/

Year 
	Category
	National Supplier Clearinghouse Advisory Committee (NSCAC) Jan 2013 Questions
	Answer
	Status

	Jan/2013
	CMS 855/change of information/revalidation/PECOS
	1. Will the application fee ($523 for 2012 or $532 for 2013) be based on the day of the postmark? 
When close to the end of the year when paying by pay.gov, can they accept the fee on the day paid or can suppliers be given a choice of the year in this example?  
Refunds – is there a process? Suppliers have made multiple requests. 
	The application fee is based on the date when the application is submitted. If the application is submitted January 5, 2013 for example, the supplier should remit $532. Payment of $523 on December 31, 2012 would not be accepted for an application submitted January 5, 2013. 
Call NSC customer service and determine if refund is due. The NSC sends to CMS. It is the NSCs understanding the supplier should have reasonable responses. If there are examples, please let the NSC know. If problems, NSC can follow-up with CMS on the suppliers behalf. 
	Closed

	Jan/2013
	CMS 855/change of information/revalidation/PECOS
	2. Please explain the difference in processing the 855S for a merger vs. an asset acquisition. Example: Two commonly owned companies (2 separate Tax ID# with multiple locations) merge which results in a single Tax ID #. 
Will a new application fee will be required for number 1, 2 and 3? 
In a true merger, what date will be the effective date? 
	The application requirements and processes for mergers and acquisitions are the same, and are dependent on the tax id being reported for the enrolled entity.

1 – If the merger results in a new tax ID not previously enrolled with the NSC, a New Application is required. A new PTAN will be issued.

2 – If the merger results in a new tax ID already enrolled with the NSC, an Additional Location application is required. A new PTAN will be issued.

3 – If the merger results in no change in tax ID for the enrolling location, a Change of Information is required to report new “ownership”. A new PTAN will not be issued.
An enrollment fee is not required for 1 and 3. To clarify 2, the supplier should follow the instructions for changing your tax ID number on the new application, not adding a new location.
Will go with the merger date as the effective date. 
	Will be discussed in person for March  meeting. 

	Jan/2013
	CMS 855/change of information/revalidation/PECOS
	3. Can PECOS be used to process the changes for a merger? Is the process the same as adding a new location? 
	 PECOS is designed to meet all enrollment needs and can therefore be used to submit information regarding mergers and acquisitions.  
	Will be discussed in person for March meeting.

	Jan/2013
	CMS 855/change of information/revalidation/PECOS
	4. What are the significant changes to the CMS855S that is being rolled out in January 2013. Is the new form available now and what is the deadline of when the old form will no longer be accepted? 
There are several changes that are significant. Want to have an opportunity to submit concerns. Will there be a separate instruction as in the past. 
In the new form it asks what state you are doing businesses in for the new application. 

	As reported in previous meetings, the changes to this version of the 855S are primarily formatting and instruction clarifications. The new version was available on the CMS web-site on January 10, 2013. As posted on our web-site and via listserv message on 12/6/12: Effective January 7, 2013, DMEPOS suppliers will submit hard copy Medicare enrollment information on the revised CMS-855S application form (1/13). Although the revised application will be available, the existing 855s (7/11) will be accepted during a 120-day grace period.
What matters is the state in which the supplier is operating not where the patient is coming from. Refer to state laws – enforcing the state laws. New application tries to clarify where the supplier normally does business. If a license is requested, respond with the licensure information where the equipment was supplied. 
	Closed

	Jan/2013
	CMS 855/change of information/revalidation/PECOS
	5. When a supplier is completing a change of address they sometimes get their number frozen because the DME MAC receives a do not forward letter back. Is there any way that the NSC can check and see if there is an application for change of address on file before they turn the number off? Or is there any type of follow up made to prevent this from happening?
Please clarify process? 
	DNF alerts are placed on the supplier’s file by the DME MAC if a remittance notice is returned. If a change of information is in house at the NSC, we will remove the alert. 
The DME MAC sends the NSC the returned mail for the supplier. Then the NSC looks in house if it can be resolved and will remove the alert if they have it. The supplier should call the NSC if it is lengthy time for a resolution.    
	Closed

	Jan/2013
	Licensure/Accreditation/
Bonding
	6. A licensed supplier in Arizona is providing service to patients whose permanent address is in another state, but has traveled to Arizona for treatment at Mayo Clinic. The supplier only services them while they are in Arizona. Because the supplier does not have a license for the state of the patients permanent address, they are being told by the NSC Site Inspector they are violating licensure requirements (example enclosed). Is the NSC now requiring suppliers to have licenses from the beneficiaries’ permanent address?
This is a place of service issue, therefore also a DME MAC issue. There is no way for the NSC to know that the item was supplied in AZ to a patient whose permanent residence is CA. What should we do in this scenario if we get a development letter looking for the license where the beneficiary lives?  
	A supplier is required to have all applicable licenses for the state in which they provide the service/item.  If the service is provided in AZ for a patient who lives in CA, the AZ regulations would apply.  If the provider is going into CA, that is another matter.

If the site inspector is asking for the license from where the beneficiary lives, just need to respond back to the request where the item was supplied.  
	Closed

	Oct/2012
	Licensure/Accreditation/

Bonding
	7. For patients that move out of state with oxygen equipment that is greater than 36th months where the provider who is paid the 36th month is responsible for taking care of them until 5 years is reached and the provider is responsible for providing content.  What typically happens is a provider will work with a local provider to have tanks or liquid content delivered to a patient and then have the local provider send the delivery tickets for proof of delivery to the original provider to bill for content.  This would mean a provider in the state the patient has moved to is licensed and the provider responsible for the patient is not in that state. 

What is a provider to do in these circumstances?  Medicare requires the provider to take care of the patient’s needs, no local provider will take the patient when there is only content needed and the patient has moved out of the service area of the original provider.
In the case of subcontractor who is licensed in the state, but the main supplier who is responsible for billing is not. Is this scenario ok because the main supplier has a subcontract with the licensed supplier? 
	FROM THE DME MAC --The supplier that receives the 36th rental payment for Oxygen is responsible to continue services for the next 24 months for that beneficiary by any means. This could be that the supplier drives to wherever the beneficiary moved to deliver contents or they sub-contract services with a supplier in that new area. If the supplier in the new area is OK taking Medicare’s payment, they can bill Medicare for the services. If the new supplier does not want Medicare’s payment, they can charge the initial supplier whatever they want, the first supplier will have to pay that supplier and the first supplier will continue billing Medicare. 

The only other option is that if the Oxygen has reached the 5 year RUL, they could get new equipment and start all over.
There is nothing in the claims system that will stop these types of claims from processing for suppliers using the permanent address on file. The recommendation is to make sure file is well documented that includes this information. This is not something that the NSC routinely handles. 
	Ongoing

	Jan/2013
	Site Visits/Overland Solutions
	8. A supplier reported that a Site Inspector asked for a photo ID to prove who the person they were working with to prove who they said they were. Is this a requirement?
We will ask if they will require a manager or authorized rep?
	Inspectors request photo identification to verify that the person is a manager or authorized rep that can speak on behalf of the day-to-day operations at the company. If they do not provide proof of identification, we continue with the inspection. 
A knowledgeable representative should be available to answer questions. 
	Closed

	Jan/2013
	Site Visits/Overland Solutions
	9. I have had 3 very recent site visits (California, Rhode Island, and Colorado) where the inspectors are asking for a complaint log, and don’t seem to be satisfied that our complaint form/report is not exactly like the sample posted on the NSC website. There seems to be a new emphasis on this. Would the NSC be willing to reinforce with the site inspectors that the sample forms are just samples, and not a required format?
The NSCAC will provide examples of this happening on the NSC tracking sheets so that the NSC can continue to educate the inspectors and their managers. 
	While the forms on the NSC Website are templates, suppliers are expected to use forms that are similar and capture comparable information based on what is required in the supplier standards.  
	Ongoing

	Oct/2012
	Other - CBIC
	10. See enclosed CBIC questions submitted previously. 

Deanne also requested that the questions also be forwarded to the DMEMACS. 
	CMS has not provided the answers. Hope to have answers by Medtrade. 
This request will be forwarded.
	

	
	
	
	
	

	
	
	
	
	


Updated January 4, 2013; January 16, 2013 pm.
National Home Infusion Association (NHIA) DAC questions related to the inclusion of External Infusion Pumps and Supplies in the Round 1 Re-Compete of Competitive Bidding.

The Medicare Part B benefit states…

“Drugs administered through a covered item of DME:  These drugs are supplies necessary for the effective use of DME and are typically furnished by suppliers that are either pharmacies (or general DME suppliers that utilize licensed pharmacists) for administration in a setting other than the physician’s office.  Most DME drugs are billed to the DME MAC.”

NHIA believes that the second scenario “(or general DME suppliers that utilize licensed pharmacist)” is extremely rare and limited to few drugs covered by Medicare Part B.   

NHIA also believes that general DME suppliers will have the ability to place lower bids for the pumps and supplies because their cost structure is much different than that of a Home Infusion Pharmacy.  Home Infusion Pharmacies incur the cost of…

· highly skilled Professional staff (Pharmacist, Registered Nurses), 

· ongoing clinical monitoring of patients,

· strict regulatory and accreditation standards,

· USP 797 cleanroom environments to prepare medications,

· liability insurance,

· quality assurance and compliance programs,

The CBIC’s bid determination process is likely to award general DME suppliers winning bids, strictly based on price, with no guarantee that they will have a licensed pharmacist to utilize.

NHIA does not believe that Home Infusion Pharmacies will dispense drugs if they do not control the pumps and supplies utilized in the administration of ordered medications for the following reasons...

· Patient Safety – increased risk of medication error

· Liability

· Regulatory (state pharmacy laws vary)

This has the very real potential reducing access to the cost effect delivery of home infused medications and driving Part B beneficiaries to higher cost of care settings (hospital or skilled nursing facilities).  

Based on the outline above NHIA has the following questions…

1) Will CMS allow general DME suppliers that do not own credentialed pharmacies to bid on the external infusion pumps and supplies?  
2)  If so, who will compound and dispense the drugs?  Home infusion pharmacies will be very limited in their ability to manage the patient’s home infusion therapy.  For patient safety/ liability reasons NHIA does not believe that Home infusion pharmacies will compound and dispense drugs to Part B beneficiaries unless they control the supplies and equipment used to infusion the drugs.  

3) How will the CBIC determine the right mix of providers to meet the projected needs of Part B beneficiaries for all covered infusion drugs?  The external infusion pumps and supply codes are not drug specific.  For example, the codes E0781, Ambulatory Infusion Pump, and A4222, Infusion Supplies, are utilized for numerous drug therapies covered under the DME benefit, including chemotherapy, pain management, cardiac care, chelation, to name a few.  Some home infusion pharmacies specialize in the delivery of one or more of these therapies, but do not necessarily provide the entire spectrum of infusion drug therapies covered under the DME benefit.  Example:  A Home Infusion Pharmacy may not have a USP797 compliant   negative pressure environment equipped with a biosafety cabinet, necessary to compound chemotherapy drugs.   This pharmacy may provide IV pain management, chelation, IVIG and other drugs that are not considered hazardous, but would not have the capabilities of providing custom compounded chemotherapy drugs.

4) Can a pharmacy bill for a covered DME drug only, without providing the pump, if it does not win the external pump and supply bid?  Again, NHIA strongly believes that many infusion pharmacies will not provide infusion drugs without having direct control of the pumps and supplies necessary to administer the drug.   This will likely limit access to Home Infusion Pharmacy services and drive patients to higher cost of care settings.
5) If a provider submits a bid for a product category do they need to bid on each and every HCPCS code in the product category?  Most Home Infusion Pharmacies deal only with patients that require ongoing clinical monitoring.  They do not typical provide HCPCS Code E0784 - External Ambulatory Infusion Pump, Insulin.  Conversely, providers that do typically provide Insulin Pumps do not provide other HCHPS code in this category.   
6) Will suppliers that do not win a bid in the round 1 rebid continue to have the ability to bill Medicare Part B for denial for the HCPCS codes that are included in the External Infusion Pump and Supplies Category?   Many drug therapies that are not covered under Medicare Part B are covered by secondary payers and/ or Medicare Part D.  Current processes require that suppliers receive a denial from Medicare Part B in order to bill and obtain payment for service from a secondary payer.  Patient access to care may be limited beyond Part B.
Management of the external infusion pumps and supplies are directly related to the accurate delivery of ordered medications, which is the legal duty of the dispensing pharmacist.  The following questions are related to the selection and ongoing management of the External Infusion Pumps used to infuse drugs covered by Part B.

A)  Who will determine the method of administration, the DME supplier or the pharmacy?  Home infusion pharmacies assess patient’s abilities, activity level, home environment, etc., and then select a method of administration that is appropriate for the drug(s) being delivered.  Medicare Part B covers both ambulatory and stationary pumps.  As technology has advanced, ambulatory pumps are now able to deliver a wide range of therapies.  One great advantage to ambulatory pumps is that the patient does not need an IV pole, which greatly reduces the risk of falling. 

B)  Who will train the patient on the use of the equipment and supplies?   Home infusion therapy requires extensive patient education and training, which often begins in an institutional setting before the patient is discharged to his or her home.  

C) Who will be responsible for programming the pump?  It is standard practice that the Infusion pump is programmed by a clinician (pharmacist and/or nurse) before it is sent to the patient home with the medication.  The pump program MUST be matched to the medication concentration in the vessel for the correct dosing to be delivered or a medication error will result. 
D)  Who will field equipment related patient calls that arise after normal business hours (the DME supplier or the pharmacy)?  Home infusion pharmacies are required to be on call to address patient questions and concerns 24/7/365.  
E)  If a replacement pump is necessary due to an equipment malfunction, who will program and deliver the replacement pump?  Again, we have great concerns with the increased risk of medication error.  

F) When there is a change in a patient’s medication order (dose/ frequency/ duration) who will be responsible to change the pump program, or deliver a new pre-programmed pump?   Infusion pharmacies often monitor patient labs and coordinate drug dosage changes with the patient’s ordering physician.

G) Are the batteries commonly used in ambulatory external infusion pumps the responsibility of the winning bidder, even after the duration of coverage of the pump has ended?
H) Who will be responsible for repairs and loaner equipment when maintenance and servicing are required for external infusion pumps that have already capped prior to implementation of CB?
