

What States must do in order to be eligible for federal funding under the new National All Schedules Prescription Electronic Reporting (NASPER) Act (Public Law 109-60)

The new NASPER law, which the President signed on August 11, 2005, provides funding for States who have a Controlled Substance Monitoring Program (CSMP) in place or who want to upgrade their current program.  Each State operating an authorized monitoring program would be required to cover Schedule II, III, and IV drugs.  Some of the requirements that a State must meet in order to be eligible for federal funding are set in the statute.  Other criteria will be determined through regulations promulgated by the Secretary of Health and Human Services (HHS).  The statute tasks the Secretary with developing minimum standards for all States in the following areas:

REGULATIONS SET BY THE SECRETARY

(1) Security criteria for information handling and for the database 
maintained by the State.  This would include efforts to use encryption 
technology or other appropriate technology to protect the security of the 
information;

 (2) Criteria for availability of information and limiting access to program 
personnel;

(3) Criteria for accessing the database, and procedures to ensure that information in the database is accurate;  

(4) Criteria for the use and disclosure of information, including a description of the certification process to be applied to information requests;

(5) Specification of a uniform electronic format for the reporting, sharing, and disclosing of information.


The Secretary is not required to initiate these regulations until six months after Congress first appropriates money to carry out this law.  As the NASPER bill was signed late this fiscal year, the first opportunity for funding the program will not come until FY 07, which begins on October 1, 2006.  Therefore, it is unlikely that the Secretary will finalize these regulations before April 1, 2007.  This delay can complicate State action in enacting a CSMP because the statute also requires that the States address these very same criteria in their own programs in order to be eligible for federal funding.  Since enacting legislation, or even regulations, often involves a long process, ASIPP members are encouraged to start talking with their State legislators and State Department of Health officials as soon as possible.  They should not wait until the final regulations are set by the Secretary.  It is possible for a State to enact its own CSMP, while at the same time providing a mechanism to allow the State to come into compliance and be eligible for funding once the federal regulations are set.  For example, a State could include a provision in its statute which would allow its State Department of Health to issue regulations bringing the CSMP into compliance with the federal regulations once they are finalized.  There is also the option for the State to set up its entire program by regulation.  Congressional sponsors of the legislation, however, believe that enactment of a CSMP by statute is the preferable route.  If a State sets up a program by regulation, the entire program can be wiped out with the strike of a pen should a new Administration come in and decide to end the program.  On the other hand, if the program is set by statute, it will be much more difficult to eliminate (i.e., it would require a specific act of the legislature to abolish the program).

CRITERIA SET BY THE NASPER STATUTE


In addition to the program criteria set by the Secretary, there is also criteria set by the NASPER statute itself.  The State must have these criteria in place to be eligible for federal funding:



(1) The individual State must have enacted legislation or regulations that 


permit the implementation of a State CSMP; 

(2) The State CSMP must provide for interoperability with border states who also have a CSMP;

(3) The State CSMP must cover all schedule II, III, or IV controlled substances;

(4) Reporting Requirements
:

 (a) Information required to be reported:  





(1) DEA Registration number of dispenser, 

(2) DEA Registration number and name of practitioner who prescribed the drug, 





(3) name, address, and telephone number of the patient,

(4) identification of the drug by a national drug code number, 





(5) quantity dispensed, 





(6) number of refills ordered, 





(7) whether the drug is a refill or a first-time request, 





(8) date of the dispensing, 





(9) date of the origin of the prescription,





(10) any other information required by State law

(b) A State is required to report the information back to dispensers within a week;

(c) The States must require dispensers to report the information electronically.  However, the State may waive this requirement if an individual dispenser is unable to submit the information by electronic means.

APPLICATIONS TO THE SECRETARY


Once the State has these provisions in place, it may submit an application for federal funding to the HHS Secretary.  In its application, the State must include:



(1) A budget cost estimate;

(2) An
agreement to adopt health information interoperability standards;

(3) Criteria for meeting the uniform electronic format requirement set by the Secretary;

(4) Penalties for unauthorized use and disclosure of information in the database;

(5) Security criteria for information handling and for the database 
maintained by the State;

(6) Criteria for availability of information and limiting access to program 
personnel;

(7) Criteria for accessing the database, and procedures to ensure that information in the database is accurate;

(8) Criteria for the use and disclosure of information, including a description of the certification process to be applied to requests for information;

(9) Penalties for the unauthorized use and disclosure of information contained in the database;

(10) Information on the relevant State laws, policies, and procedures, if any, regarding purging of information from the database.

   It is recommended that most of these items (i.e., penalties for unauthorized use, criteria for accessing the database, etc.) be include in the State’s CSMP statute when enacted.

ADDITIONAL REQUIREMENTS FOR THE STATE DATABASE


The NASPER statute also includes some addition requirements for the database:

(1) Compliance with the reporting requirements set by the statute;
 



(2) The database must be searchable by any field or combination of fields;

(3) Compliance with criteria established by the Secretary, with appropriate safeguards for ensuring the accuracy and completeness of the database;

(4) Appropriate security measures to protect the integrity of, and access to, the database.

DISCLOSURE OF INFORMATION FROM THE DATABASE


The statute provides some general guidelines to the States regarding information  disclosure.  The State may disclose information from the database in response to the following requests:

(1) a practitioner who certifies the information is needed for medical 
treatment; 

(2) law enforcement authorities, State licensing and disciplinary boards, or CSMP authorities who certify the information is needed and will further the purpose of an investigation or assist in the proceeding of a case; 

(3) request from another State or group of States with whom an 
interoperability agreement has been established; 

(4) State and Federal Health Departments or Drug Enforcement 
Administration (DEA) officials who certify the 
information is necessary 
for research being conducted by their department, and that such research 
is not investigative in nature; 

(5) an agent of the State who requests the information 
for the propose of 
implementing a State’s CSMP.

LIMITATIONS ON DISSEMINATION OF INFORMATION

The statute puts limitations on the dissemination of information provided from the database.  Specifically, when a valid request for information is made, the State is required to provide the minimum necessary information to accomplish the intended purpose of the request. When providing information to Health Departments or the DEA for research purposes, the States are required to limit the information to non-identifiable information.

DRUG DIVERSION


The statute also address the States’ responsibilities in regards to Drug Diversion.   States receiving grants are required to:

(1)  establish a program to 
notify practitioners and dispensers of information, which will help them identify and prevent the unlawful diversion or misuse of controlled substances;

(2) Consult with practitioners, dispensers, and other interested parties in 
establishing this program;

(3)  States are also allowed, to the extent permitted under State law, to notify the appropriate authorities if the State determines that the information in the database indicates an unlawful diversion or abuse of a controlled substance.

ADDITIONAL RULES OF CONSTRUCTION

For additional guidance on the drafting of State CSMP legislation, the NASPER law sets the following Rules of Construction.  The federal law:

(1) Does not restrict law enforcement agencies, State licensing or disciplinary boards or CSMP authorities from performing functions otherwise authorized by law;

(2) Does not preempt State law;

(3) Allows States to impose additional privacy protections;

(4) Does not 
supersede any current Federal privacy or confidentiality requirements;

(5) Does not create a Federal private cause of action.

ADVISORY COUNCILS


Finally, the statute authorizes each State to establish an Advisory Council to assist in the establishment, implementation, or improvement of a CSMP.  It is not mandatory for the State to establish this Council, however, the Energy and Commerce Committee report notes, “An advisory council can provide needed expertise to a drug monitoring authority, including assisting in developing standards for indicating unlawful diversion or abuse.”


For additional information, interested parties are directed to the ASIPP website for the House Energy and Commerce Committee and the Senate Health, Education, Labor and Pensions Committee reports on the NASPER law.













� In its committee report, the House Energy and Commerce Committee notes that States currently operating a prescription drug monitoring program use the May 1995 version of the Telecommunications Format for Controlled Substances of the American Society for Automation in Pharmacy.


� Certain reporting requirements are excluded, such as direct administration of a drug to the body, or a quantity limited to treat the user for 48 hours or less.


� Again, on items 5 through 8, the Secretary will determine the final minimum standards for these criteria.  


� Reporting Requirements:


	(a) Information required to be reported:  


		(1) DEA Registration number of dispenser, 


		(2) DEA Registration number of practitioner, 


		(3) name, address, and telephone number  of the patient, 


		(4) identification of the drug by a national drug code number, 


		(5) quantity dispensed, 


		(6) number of refills ordered, 


		(7) whether the drug is a refill or a first-time request, 


		(8) date of the dispensing, 


		(9) other information required by State law.


	(b) A State is required to report  the information back to dispensers within a week;


(c) The States must require dispensers to report the information electronically.  However, the State may waive this requirement if an individual dispenser is unable to submit the information by electronic means.
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