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	APhA Working for You...  

6/18/10 APhA Comments to HHS on Draft Framework for Multiple Chronic Conditions 
6/27/10 APhA Letter to CMS on Proposed Decision Memo for Counseling to Prevent Tobacco Use  

Upcoming Activities/Deadlines...   

6/30/10 HHS Request for Comments on Genetic Education Training Draft Report 
7/1/10 FDA Request for Comments on Experimental Study of Patient Information Prototypes 
7/6/10 CMS Request for Comments on HCR Rule on PECOS, NPI and DME 
7/13-14/10 FDA Joint Advisory Meeting on Avandia 
7/22-23/10 FDA Joint Advisory Meeting on REMS for Certain Opioid Analgesics 
7/27-28/10 FDA Public Meeting on REMS 



In This Issue…
   – HCR Update: APhA Talks to CMS on Implementing the Long-Term Care Waste Reduction Provisions
   – Reminder: CMS Comments on HCR Rule on PECOS, NPI and DME Due July 6
   – APhA Urges HHS to Include MTM in Strategic Framework on Multiple Chronic Conditions
   – APhA Urges Including Pharmacists in Medicare Tobacco Cessation Proposal
   – FDA Hosts Public Meeting on Naming, Labeling, and Packaging Practices to Reduce Medication Errors



HCR Update: APhA Talks to CMS on Implementing the Long-Term Care Waste Reduction Provisions 
On June 28, APhA participated in a call with the Centers for Medicare and Medicaid Services (CMS) staff regarding the mandate within the health care reform law, the Affordable Care Act, that directs the Agency to require Medicare Part D plans to utilize specific, uniform dispensing techniques (such as weekly, daily, or automated dose dispensing) when dispensing covered Medicare Part D drugs to enrollees residing in long-term care facilities in order to reduce waste associated with 30-day fills. Becky Snead, Executive Director of the National Alliance of State Pharmacy Associations (NASPA) also participated in the call. The following day, APhA attended a meeting of CMS staff and several other pharmacy groups that have an interest in this issue. CMS is seeking stakeholder feedback on how best to implement the requirement. While APhA is supportive of the goal – reduced waste – we continue to have concerns with the details of the program. 

Both meetings provided pharmacy the opportunity to engage in a dialogue with the Agency. For example, the June 29 meeting included a healthy discussion of how short-cycle dispensing might work for Medicare Part A beneficiaries but not long-term care residents, and whether the supply chain can ramp up to cover so many more of the Medicare patient population. Additionally, pharmacy provided the following recommendations: 

· Have a single approach for each facility and pharmacy; 

· Provide grant monies to help pharmacies purchase technology; 

· Pay a dispensing fee for each transaction; 

· Recognize that states vary in how they address automation in long-term care settings; 

· Phase in the program to provide pharmacies time to implement; 

· Focus on brand medications rather than less expensive generic medications; 

· Allow some flexibility, including allowing for a pharmacist's clinical judgment; 

· Carve out drugs such as controlled substances and drugs that may need to be titrated; and 

· Assess current return and reuse programs. 

CMS will take this feedback into consideration as they finalize their proposal. Comments by the Agency raised concerns. The Agency expressed reluctance to pilot the changes because in their opinion the benefits of short cycle dispensing are already well known. In addition, they do not feel they have the statutory authority to require plans to pay a dispensing fee for each file. Instead they currently plan to leave this issue to contract negotiations between the payors and pharmacies. They also asked for feedback on what should be assessed to measure the impact of the proposal. APhA will continue to engage on this issue as the proposal is finalized through the regulatory process and will provide any updates. 

Reminder: CMS Comments on HCR Rule on PECOS, NPI and DME Due July 6 
As previously reported, the Centers for Medicare and Medicaid Services (CMS) is accepting comments on its interim final rule (IFR) to implement several provisions in the Affordable Care Act, the new health care reform law. The IFR addresses changes in Medicare and Medicaid provider and supplier enrollment, ordering and referring, and documentation requirements, and changes to Medicaid provider agreements. Specifically, the IFR implements the provision which requires all providers of medical or other items/services and suppliers that qualify for the National Provider Identifier (NPI) to include their NPI on all applications to enroll in Medicare and Medicaid, and include the NPI on all claims for payment under Medicare and Medicaid. The NPI on claims will be verified against provider information in the Provider Enrollment, Chain and Ownership System (PECOS). CMS states in the IFR that these provisions are an important step in controlling fraud and better ensuring that only qualified provides are participating in the Medicare and Medicaid programs. APhA will be advocating for a soft enforcement launch while systems get implemented and avoid overburdening pharmacies with claim rejections. Comments on the IFR are due on their effective date, July 6.  

APhA Urges HHS to Include MTM in Strategic Framework on Multiple Chronic Conditions 
On June 18, APhA commented on the Department of Health and Human Services (HHS) Interagency Workgroup on Multiple Chronic Conditions draft report, "HHS Strategic Framework on Multiple Chronic Conditions." APhA supported the overall direction of the framework and recommended several areas where pharmacists could be utilized to help better manage the health status of these patients. Specifically, APhA provided data and information on successful medication therapy management (MTM) programs, including the APhA Foundation MTM programs and the Medication Therapy Management in Pharmacy Practice: Core Elements of an MTM Service. Read APhA's comments on the "HHS Strategic Framework on Multiple Chronic Conditions" draft guidance.  

APhA Urges Including Pharmacists in Medicare Tobacco Cessation Proposal 
On June 27, APhA commented to the Centers for Medicare and Medicaid Services (CMS) on its proposed decision memo discussing CMS' proposal to cover two individual tobacco cessation counseling attempts per year for certain Medicare beneficiaries. APhA expressed support for expanding Medicare's preventive services to cover counseling for tobacco cessation; and strongly recommended that the Agency include payment to all qualified health care providers, including providers not recognized as Medicare Part B providers such as pharmacists, for these counseling services. Read APhA's comments to CMS. 


FDA Hosts Public Meeting on Naming, Labeling, and Packaging Practices to Reduce Medication Errors 
On June 24-25, the Food and Drug Administration (FDA) held a public workshop entitled "Developing Guidance on Naming, Labeling, and Packaging Practices to Reduce Medication Errors" to initiate dialogue and share information about the design of drug and therapeutic biologic container labels, carton labeling, and product packaging, and practices to develop testing of proprietary names to reduce medication errors. The input from this workshop will be used to develop draft guidance for industry in these areas to reduce medication errors. Recommendations included having the manufacturers standardize the format of labels and the development of testing of proprietary names as they relate to reducing medication errors. Comments are due July 23. For more information, visit FDA's Web site. Read APhA's article. 




