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I. 
Document Intent

This document defines a problem with Medication Terminology usage from multiple perspectives.  This document does not define a solution, although elements which must be addressed by the solution may be included.  The intent is to develop a single statement that all parties agree expresses the nature of the problem from their perspective.  

II. Work Statement
Can the industry arrive at a clear use of which medication terminologies to use in what business cases? There are multiple, valid perspectives in the creation and use of medication terminology. There is a perspective of the software vendor building products that can be used by clinicians and pharmacies, using standards that cite terminologies. There is the perspective of the clinician and the pharmacist. There is the perspective of the patient or caregiver. There is the perspective of the manufacturer and the regulator. There is the perspective of the medication data user – for quality, for reporting, for auditing, etc. There is the perspective of the terminology entity that creates and maintains codes and terms that come from one or more consistent, maintained, usable and available controlled vocabularies.

A. HITSP Impact

HITSP needs to employ vocabularies consistently. 
· Ideally, HITSP will specify a single code set/vocabulary for a business purpose.  

· Alternatively, we can (can we?) specify more than one code set/vocabulary with a defined path toward convergence on one code set/vocabulary for a business purpose.
The goal is to support uniformity without excessive implementation or harmonization cost.

In employing vocabularies and information exchanges (such as standards, messages) consistently, we need to understand the context. The terminology and the information exchanges are not necessary reusable until the context is explored further. 

The following diagram is taken from the Federal Medication Terminologies (FMT) Enabling Health IT Interoperability presentation. The diagram shows a broad spectrum of medication terminology use along a timeline. A timeline is not germane in this discussion; the drawing shows how different terminologies enter the life of medication identification. To help constrain the work to a hopefully achievable timeframe, and for the purposes of this discussion, we will focus on the HITSP affected areas (Drug Prescribed/Drug Dispensed/Drug Admin/PHR/EHR blocks shown on the chart below). It is hoped that even with narrowing the focus we can connect to the other important functions shown on the diagram with ease.

[image: image1]
1. Communicating Medication Information

Electronic prescribing has exposed the current inability to communicate, use and re-use medication information consistently across computerized systems. To fill the voids, industry is using various means.

Free Text

Because of the different perspectives, free text strings of drug names, sometimes combined with strength and dose are often shared between prescribers and pharmacies. 

Representative NDCs 

An 11-digit NDC code that depicts a category of medication exclusive of package size and manufacturer/labeler. A representative NDC should not be a repackaged NDC, obsolete NDC, private label NDC or unit dose NDC unless it is the only NDC available identifying that category of medication.

Representative NDCs may be used instead of free text in electronic prescribing (such as for relaying dispensed medications). There are a number of challenges to using representative NDCs; since NDCs are not maintained or distributed centrally, there is no usable, stable, maintained “official” list of NDCs, other than as provided by proprietary information vendors. NDCs are reused and dropped by packagers, so it is not always simple to resolve the meaning of a particular “representative” NDC. Additionally, the selection of the particular representative NDC is not standardized; in other words, in addition to there not being an “official list” of available NDCs, there does not exist an “official list” of representative NDCs that all users can draw from.  

Representative NDCs are also used in relaying formulary and benefit information 

Since prescribing systems typically operate at a label name level of specificity, it is not always necessary to supply all NDCs that tie to a given label name. In order to reduce the size of the formulary and benefit files, it is possible to use one or a subset of representative NDCs to define a category of medication. A representative NDC is an 11-digit NDC code that depicts a category of medication regardless of package size and manufacturer/labeler. In order to maximize the opportunity that the selected NDC exists among the various drug files, a representative NDC should not be a repackaged NDC, obsolete NDC, private label NDC or unit dose NDC unless it is the only NDC available identifying that category of medication.

2. Clinician/Pharmacy Vendor Implementation Needs

A software vendor building products that can be used by clinicians and pharmacies uses standards that cite medication terminologies. Many times the vendor uses drug knowledgebase products. Ideally, the industry should name a specific medication terminology for a specific concept that is used in the standards. Entities using multiple terminologies to share the same information would require mapping to take place. While mapping between terminologies can be done, mapping is expensive and difficult to maintain, so it would be much better in the long run if mapping is not supported or required.

The software vendor would expect the medication terminology to be available for use, treated as a product on the market – with clear support functions (questions/requests for changes, etc), publishing requirements to meet market needs, etc. A “real” terminology, built on fundamental terminology principles such as concept permanence, multiple consistent views, centralized distribution, and a formal release schedule might ease the difficulties currently faced by software vendors in their need for stable and consistent data.

There has been some discussion of obtaining all the medication terminologies needed from one source. Currently it appears daunting to read an implementation guide and be pointed to multiple websites for medication terminologies, each with their own levels of support, etc. Vendors are familiar with obtaining multiple code lists (NDC, ICD, CPT, UPC, etc). Perhaps the concern is with having to obtain multiple code lists from multiple entities when trying to relay related data as with describing a medication. Perhaps if the support/publishing/etc requirements are well established and with clear industry guidance on how to use the terminologies from multiple sources together in business cases, the concern will be less. Or perhaps the market will develop products to join the terminologies. But it is important that the roadmap be clear for implementers.

3. Clinician/Pharmacist Needs

Clinicians have used free text to relay medication information via manual means (paper prescriptions). The user interface to software products cannot burden the clinician or pharmacist with the need to understand and use the technical “back end” characteristics of of terminologies, A formal terminology would allow the end user to see familiar terms in an interface that is connected behind the scenes to “the semantic machinery” of a formal terminology that could allow easier data use and reuse. Exploration of vendor’s needs to accurately express medication information needs to be included. Pharmacists have used the NDC and information provided by drug knowledgebase companies to relay medication information (for example in claims billing), but as more electronic sharing of medication is becoming necessary, exploration of impact to pharmacists will need to occur.

4. Patient/Caregiver Needs

An important perspective, especially as Personal Health Records become more used in healthcare, is the patient and/or caregiver. In some usages, the more clinical medication information (such as dispensed prescription) is appropriate for a patient perspective. However, the need to provide medication information in an easy to read is a perspective that also needs to be included.

B. HITSP Business Cases for Consideration

5. Overview

The following sections list certain HITSP use cases that have had specific exchanges that deal with medication information. Each section lists a general description of the use case, followed by a section “Exchange Entities” that attempt to define what players are involved. The humans are listed as entities, as they have to “exchange” with the software system, but for purposes of this discussion, the exchanges between the systems is described further. The next subsection describes the exchange actions – what information is being communicated between the entities. The next subsection cites what medication-based information is exchanged, and the code list(s) involved in current standards. Some sections may not be complete at this time.
6. Medication Orders

The HITSP TP43 Medication Orders Transaction Package is used to define transactions between prescribers (who write prescriptions) and dispensers (who fill prescriptions). It is used for new prescriptions, refill requests, prescription change requests and prescription cancellations. Orders/prescriptions may occur in many different real world settings, such as inpatient, long term care and ambulatory settings. It also supports medication history.
a) Exchange Entities
	Clinician

	Pharmacist

	Clinician Vendor

	Pharmacy Vendor

	Facility Vendor

	Intermediary

	Payers/processors

	Health Plans


b) Exchange Actions

	Clinician system sending new prescription to pharmacy system 

	Pharmacy system response

	Pharmacy system requesting a modification of a prescription to a clinician system

	Clinician system response

	Pharmacy system requesting additional fills of a prescription to a clinician system

	Clinician system response

	Clinician system cancelling a prescription to a pharmacy system

	Pharmacy system response

	Clinician/pharmacy/entity system requesting medication history from a clinician/pharmacy/payer/processor/plan/entity system

	Clinician/pharmacy/payer/processor/plan/entity system response

	Long term care clinician system notifying pharmacy system of prescription modification

	Pharmacy system response

	Facility requesting a refill to a pharmacy system

	Pharmacy system response


c) Medication Information (Code Lists)
There are other concepts/data elements used in the exchange of medication. These tables note just the medication elements that have code lists associated with them.
	Data Concept
	Code List(s)

	Product name 
	Text

	Product identifier
	RxNorm, NDC, proprietary drug database code, UPC, etc

	Pharmaceutical dosage form
	NCI values of Diagnostic, Therapeutic, and Research Equipment - Pharmaceutical Dosage Form

	Units of Presentation (Strength)
	NCI values of Units of Presentation

	Quantity with qualifier
	Qualifier - X12 Data Element 673 and NCPDP code list (original, remaining, sufficient, etc)

	Potency Unit
	NCI values of Property or Attribute - Unit of Measure - Unit of Category - Potency Unit


If Compound,
	Data Concept
	Code List(s)

	Product identifier
	RxNorm, NDC, proprietary drug database code, UPC, etc

	Final compound quantity
	X12 Data Element 673 and NCPDP code list (compound final)

	Potency Unit (Final Unit of Measure)
	NCI values of Property or Attribute - Unit of Measure - Unit of Category - Potency Unit

	Final compound dosage form
	NCI values of Diagnostic, Therapeutic, and Research Equipment - Pharmaceutical Dosage Form

	Route of administration
	SNOMED (also FMT)


(1) Prescription Information

	Data Concept
	Code List(s)

	Dispense As Written 
	NCPDP code list

	DEA Schedule 
	NCI Administrative Concept - Research Resource - Information Resource - Terminology Subset - Structured Product Labeling Terminology - Structured Product Labeling DEA Schedule Terminology - Schedule of Controlled Substances

	Diagnosis
	ICD-9, ICD-10

	Drug Utilization Reason for Service (type of conflict detected)
	NCPDP code list

	Drug Utilization Professional Service (intervention performed)
	NCPDP code list

	Drug Utilization Result (action taken)
	NCPDP code list

	Drug Utilization Co-agent (co-existing agent contributing to the DUR event (drug or disease) conflicting with the prescribed drug)
	NCPDP code list

	Drug Utilization clinical significance level
	NCPDP code list

	Sig
	SNOMED for all but Dosage Form (FMT Potency Unit)

	· Dose information
	

	· Dose calculation information
	

	· Vehicle information
	

	· Route of administration information
	

	· Site of administration information
	

	· Timing
	

	· Duration
	

	· Maximum dose restriction
	

	· Indication
	

	· Stop indicator
	


7. Medication Formulary and Benefits Information

The HITSP TP46 Medication Formulary and Benefits Information Transaction Package is used to accomplish two tasks. The first task is to perform an eligibility check for a specific patient’s pharmacy benefits. The second is to obtain the medication formulary and benefit information. The eligibility checking is not a required prerequisite to the loading of formulary information. If the eligibility of a patient is already known or if the Formulary Retriever is updating their files, eligibility checking is not performed. The second task of the Medication Formulary and Benefits Information Transaction Package is to obtain the medication formulary and benefit information. 

From the NCPDP Formulary and Benefit Standard Implementation Guide:

Formulary and benefits data can consist of the following types: Formulary Status, Payer-specified Alternatives, Coverage Information, Copay Information, and Drug Classifications. Lastly, a Cross-Reference may be used to tie the different types of information to a particular benefit plan or group.
a) Exchange Entities

	Clinician

	Pharmacist

	Clinician Vendor

	Pharmacy Vendor

	Facility Vendor

	Payer/processor

	Health Plan

	Intermediary


b) Exchange Actions

	Clinician system requesting eligibility information of the payer/processor or health plan

	Payer/processor/health plan response

	Formulary publisher (payer/processor, health plan, intermediary) sends formulary and benefit information to clinician system

	Clinician system response

	

	Pharmacy system requesting eligibility information of the payer/processor or health plan

	Payer/processor/health plan response

	

	Pharmacy system requesting predetermination of benefits information of the payer/processor or health plan

	Payer/processor/health plan response


c) Medication Information (Code Lists)

There are other concepts/data elements used in the exchange of medication. These tables note just the medication elements that have code lists associated with them.
	Data Concept
	Code List(s)

	Formulary Status:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Formulary Alternatives:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Alternative Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Alternative Drug reference identifier
	Proprietary drug database code

	Drug Classification:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Benefit Coverage:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Product Coverage Exclusion, Prior Authorization, Medical Necessity, Step Therapy:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Step Medications:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Step Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Step Drug reference identifier
	Proprietary drug database code

	Step Drug qualifier
	NCPDP code list

	Quantity Limits:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Age Limits:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Gender Limits:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Resource Link:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Benefit Copay (Drug Specific):
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code

	Prior Authorization Drug ID Form List:
	

	Product identifier
	UPC, HRI, NDC, HCPCS, UPN, representative NDC (RxNorm in future)

	Drug reference identifier
	Proprietary drug database code


8. Medication Dispensing Status Transaction

This HITSP T42 Medication Dispensing Status Transaction provides a medication prescriber with the dispensing status of an ordered prescription (dispensed, partially dispensed, or not dispensed). This transaction is used for original prescriptions, refills and renewals. It uses the NCPDP SCRIPT Standard Implementation Guide Version 10.1 RXFILL message to provide status. The RXFILL message is a notification from the pharmacy to the prescriber. The base set of information includes demographics about the patient, prescriber, and pharmacy in addition to drug identification and dispensing status. 

a) Exchange Entities

	Clinician

	Pharmacist

	Clinician Vendor

	Pharmacy Vendor

	Facility Vendor


b) Medication Information (Code Lists)

The medication information exchanged is either prescribed or dispensed, depending what the pharmacy has knowledge of. See the Medication Information (Code Lists) cited under section Medication Orders.
9. Summary Documents

The HITSP C32 Summary Document Using HL7 Continuity of Care Document (CCD) Component describes the document content summarizing a consumer's medical status for the purpose of information exchange. The content may include administrative (e.g., registration, demographics, insurance, etc.) and clinical (problem list, medication list, allergies, test results, etc) information. Any specific use of this Component by another HITSP specification may constrain the content further based upon the requirements and context of the document exchange. This specification defines content in order to promote interoperability between participating systems. Any given system creating or consuming the document may contain much more information than conveyed by this specification. Such systems may include Personal Health Records (PHRs), EHRs (Electronic Health Records), Practice Management Applications and other persons and systems as identified and permitted. 

a) Exchange Entities

	Consumer

	Clinician

	Pharmacist

	Consumer Vendor

	Clinician Vendor

	Pharmacy Vendor

	Facility Vendor

	Intermediary


b) Exchange Actions

	Consumer system sending summary of medication to clinician/pharmacy/facility system


c) Medication Information (Code Lists)

There are other concepts/data elements used in the exchange of medication. These tables note just the medication elements that have code lists associated with them.
	Data Concept
	Code List(s)

	Medication Product Form
	National Cancer Institute (NCI) Thesaurus

	Medication Route
	NCI Thesaurus or HL7 v2 defined

	Medication Type
	SNOMED

	Medication Brand Name
	RxNorm

	Medication Clinical Drug Name
	RxNorm

	Medication Drug Class
	NDF-RT

	Medication Packaged Product
	NDC

	Medication Ingredient Name
	FDA Unique Ingredient Identifier (UNII)

	Medication Vehicle
	SNOMED

	Allergy/Adverse Event Type
	SNOMED

	Vaccine Administered
	HL7 code

	Problem Severity
	SNOMED

	Allergy/Adverse Event Product
	See medication fields.


10. Pharmacy Health Plan Authorization Request and Response Transaction 
The HITSP T79 Pharmacy to Health Plan Authorization Request and Response Transaction is intended to provide a mechanism for a pharmacy to request approval from a health plan to authorize certain healthcare products and services, as required by the patient’s health plan contract. The health plan responds to the pharmacy whether the product or service is approved. 

a) Exchange Entities

	Pharmacist

	Pharmacy Vendor

	Facility Vendor

	Intermediary

	Payers/processors

	Health Plans


b) Exchange Actions

	Pharmacy system sending a request for prior authorization with claim to a payer/processor/health plan system 

	Payer/processor/health plan system response

	Pharmacy system sending a request for prior authorization request only to a payer/processor/health plan system 

	Payer/processor/health plan system response

	Pharmacy system sending a request for prior authorization inquiry to a payer/processor/health plan system 

	Payer/processor/health plan system response

	Pharmacy system sending a request for prior authorization reversal to a payer/processor/health plan system 

	Payer/processor/health plan system response


c) Medication Information (Code Lists)

There are other concepts/data elements used in the exchange of medication. These tables note just the medication elements that have code lists associated with them.
	Data Concept
	Code List(s)

	Product/Service ID
	NDC, proprietary drug database code, UPC, etc

	Unit of Measure
	NCPDP code list

	Special Packaging Indicator
	NCPDP code list

	Route of Administration
	SNOMED


(1) Prescription Information

	Data Concept
	Code List(s)

	Dispense As Written 
	NCPDP code list

	Diagnosis
	ICD-9, ICD-10

	Drug Utilization Reason for Service (type of conflict detected)
	NCPDP code list

	Drug Utilization Professional Service (intervention performed)
	NCPDP code list

	Drug Utilization Result (action taken)
	NCPDP code list

	Drug Utilization Co-agent (co-existing agent contributing to the DUR event (drug or disease) conflicting with the prescribed drug)
	NCPDP code list

	Drug Utilization clinical significance level
	NCPDP code list


If Compound,
	Data Concept
	Code List(s)

	Compound Dosage Form Description Code
	NCPDP code list

	Compound Dispensing Unit Form Indicator
	NCPDP code list

	Compound Product ID
	NDC, proprietary drug database code, UPC, etc


11. Patient Health Plan Authorization Request and Response Transaction 
The HITSP T68 Patient Health Plan Authorization Request and Response Transaction is intended to provide a mechanism for a healthcare provider (other than a retail pharmacy) to request approval from a health plan to authorize certain healthcare services, when required by the patient’s health plan contract. The response from the health plan indicates that the health plan has determined that the particular service(s) will or will not be covered, and what is the level of coverage if that information is available from the health plan. 

a) Exchange Entities

	Clinician

	Clinician Vendor

	Facility Vendor

	Intermediary

	Payers/processors

	Health Plans


b) Exchange Actions

	Clinician system sending a request for prior authorization to a payer/processor/health plan system 

	Payer/processor/health plan system response


c) Medication Information (Code Lists)

There are other concepts/data elements used in the exchange of medication. These tables note just the medication elements that have code lists associated with them.
	Data Concept
	Code List(s)

	(not known)
	 


12. Future Project of Clinical Research

A project which is expected to come forward in the future is to facilitate the use of electronic health information to support global clinical research activities, to ensure that divergent and disparate standards do not inhibit the use of electronic health records (EHR) for future research and clinical decision support.

(TBD)

III. Terminologies

A. Federal Medication Terminologies (FMT)

FMT is a set of controlled terminologies and code sets developed and maintained by various Federal agencies, including the Food and Drug Administration (FDA), National Library of Medicine (NLM), Veterans Health Administration (VHA), National Cancer Institute (NCI) and Agency for Healthcare Research and Quality (AHRQ). The meanings represented by these codes include medication proprietary and nonproprietary names and clinical drug code (from RxNorm); ingredient names and Unique Ingredient Identifiers (from UNII); routes of administration, dosage forms, and units of presentation (from the NCI Thesaurus NCIt); and certain pharmacological drug classes (from the National Drug File Reference Terminology NDF-RT). 

The Federal Medication Terminology incorporates data from various medication models maintained by the Food and Drug Administration (ex. UNII, NDC Codes), National Library of Medicine (RxNorm), the Veterans Health Administration (NDF-RT), and the National Cancer Institute (NCIt). 

Information on the Federal Medication Terminologies may be found and downloaded from the NCI Web portal terminology resources page at www.cancer.gov/cancertopics/terminologyresources/FMT 

Component vocabulary systems:

· Food and Drug Administration
· Substance Registration System (SRS)

· Drug Registration and Listing (eLIST)
· Component terminologies:
· National Drug Code (NDC)

· Unique Ingredient Identifier (UNII)
· National Library of Medicine

· RxNorm
· Component code sets:

· Semantic Clinical Drug (SCD)

· Brand Name (BN)

· Department of Veterans Affairs/Veterans Health Administration 

· National Drug File Reference Terminology (NDF-RT)

· Component terminologies:

· Mechanism of action
· Physiologic effect

· Structural class

· National Cancer Institute

· NCI Thesaurus (NCIt)
· Component terminologies (SPL subset):

· Pharmaceutical dose form

· Route of administration

· Unit of presentation

· Package type

· Agency for Healthcare Quality and Research

B. International Health Terminology Standards Development Organisation (IHTSDO) Systematized Nomenclature of Medicine Clinical Terms (SNOMED CT®)

SNOMED CT consists of a technical design, core content architecture, and Core content. SNOMED CT Core content includes the technical specification of SNOMED CT and fully integrated multi-specialty clinical content. The Core content also includes a concepts table, description table, relationships table, history table, ICD-9-CM mapping, and Technical Reference Guide. Additionally, SNOMED CT provides a framework to manage language dialects, clinically relevant subsets, qualifiers and extensions, as well as concepts and terms unique to particular organizations or localities. For more information visit www.ihtsdo.com 

IV. An example of a harmonization action

The Medication Terminology Work Group has published a problem statement on two different sources of Route of Administration that it is attempting to help facilitate harmonization. Briefly, 

Route of Administration is the means by which a substance is introduced on or into the body.  The issue is how to represent the Route of Administration concept with a controlled vocabulary.  The HITSP specifications, at present, are inconsistent regarding the vocabulary for Route of Administration.  Standards cited in HITSP/C80 Clinical Document and Message Terminology and HITSP/C83 CDA and CCD Content Modules Component include FMT/FDA Route of Administration and HL7 v2.5.1 Table 0162 Route of Administration.  However, NCPDP SCRIPT 10.1, a key standard for HITSP/TP43 Medication Orders, is currently constrained to SNOMED for Route of Administration. Also NCPDP Telecommunication Standard, used in HITSP/IS07 Medication Management (for eligibility verification and predetermination of benefits) and HITSP/IS77 Remote Monitoring (prior authorization functions), also uses SNOMED for describing the route of administration for a compound.

V. Impacts
A. US Government 

FDA – The FDA has a regulatory requirement under Section 508.30 of the Federal Food, Drug, and Cosmetic Act to use terminology in its labeling that is consistent with a drug product’s established name terminology that is developed by the United States Pharmacopeia.  FDA works closely with USP, other regulators, and the international pharmaceutical industry to standardize and harmonize these components of a drug product’s established name.  

SPL – Structured Product Label is an HL7 Clinical Document Architecture Implementation Guide for Medication Product Information.  The FDA requires manufacturers to submit medication information is this format.  
HIPAA – The NCPDP Telecommunication Standard transactions (Version 5.1) and the ASC X12N Implementation Guides transactions (Version 4010A1) were named in the Health Insurance Portability and Accountability Act of 1996 (http://www.cms.hhs.gov/HIPAAGenInfo/). The final rule was published in February 2003 with effective date of compliance of October 16, 2003.

The next round of HIPAA is underway with the NCPDP Telecommunication Standard Implementation Guide transactions (Version D.0), the ASC X12 TR3s (Technical Reports) transactions (Version 5010), and the NCPDP Medicaid Subrogation Standard Implementation Guide (Version 3.0) to be named in the final rule which is expected early 2009. The effective date of compliance will be published with the final rule.

MMA – The Medicare Modernization Act (http://www.cms.hhs.gov/MMAUpdate/). Information on electronic prescribing in Medicare and Medicaid  (http://www.cms.hhs.gov/EPrescribing/).

The "foundation standards" for electronic prescribing named November 2005 were NCPDP SCRIPT Standard (Version 5.0), ASC X12N 270/271 transaction (Version 4010A1), and the NCPDP Telecommunication Standard (Version 5.1). In April 2008, a final rule was published for the next set of uniform standards for electronic prescribing which included NCPDP Formulary and Benefits Standard (Version 1.0), NCPDP SCRIPT Standard (Version 8.1), and the National Provider ID. The new requirements are effective April 1, 2009.  The industry has requested to CMS and NCVHS to move from SCRIPT Standard Version 8.1 to Version 10.6 for implementation in January 2010.

Statutory and Regulatory Requirements – The term “statutory requirement” refers to a requirement that is part of an enactment made by the U.S. Congress and expressed in a formal document (e.g., FD&C Act and HIPAA).  The term “regulatory requirement” specifically refers to a requirement that is part of the Code of Federal Regulations.  If conflicts arise, a statutory requirement trumps a regulatory requirement because the regulations are intended to be the interpretation of the statute. Neither Federal Register notices nor implementation guides are considered regulatory requirements according to 24CFR990(c).

Where regulations conflict with other regulations, there is no consistent determiner of which regulation prevails.  In these situations, the conflict should be noted and conveyed to the appropriate agency/administrator to initiate a technical correction, if necessary and appropriate.

VI. Examples of Component Terminologies and Code Sets
A. National Drug Code (NDC)

· Maintained and distributed manufacturers and packagers (in conjunction with the FDA)

· Tylox 100 capsules in a bottle - NDC - 0045-0526-60

· Tylox 100 capsules in a blister pack - NDC - 0045-0526-79 

B. Unique Ingredient Identifier (UNII)

· Maintained by FDA and EPA, distributed by FDA Substance Registration System (SRS)

· Oxycodone hydrochloride UNII - C1ENJ2TE6C 

· Oxycodone - UNII - CD35PMG570 

· Acetaminophen  - UNII - 362O9ITL9D

· Peanut - UNII - QE1QX6B99R 

· Milk - UNII - 917J3173FT 

· Citronella oil - UNII - H711OZ709T

· Tartrazine (FD&C Yellow #5) - UNII - I753WB2F1M

C. RxNorm 

· Maintained and distributed by NLM

· Semantic Clinical Drug (SCD)

· Diazepam 10 MG Oral Tablet – RxCUI 197590

· Brand Name (BN)

· Valium – RxCUI 202472

D. NDF-RT 

· Maintain by VA, distributed by NCI 

· Mechanism of Action

· Adrenergic agonists – N000000012

· Physiologic effect

· Bronchodilation – N0000008321

· Structural class

· Alkaloids – 0000007503

E. NCIt code sets

· Maintained and distributed by NCI
· NCIt Pharmaceutical Dosage Form

· Tablet, orally disintegrating – C42999

· NCIt Route of Administration

· Oral – C38286

· NCIt Potency (Units of Presentation)

· Spray - C48537

· NCIt Package type

· Bottle – C43169
F. SNOMED

· Maintained and developed by International Health Terminology Standards Development Organization, (IHTSDO), based in Copenhagen, Denmark. It is distributed in the United States by the National Library of Medicine.
· Pharmaceutical/biologic product
· Antineoplastic agent (product) – 27867009
· Antineoplastic agent (product)
· Route of administration value (qualifier value) – 284009009
· Ophthalmic route – 54485002
· Type of drug preparation
· Radiopharmaceutical dosage form (qualifier value) – 385281008
VII. Terminology Used In This Document  

Code set – a collection of coded concepts.  Typically this is focus on a particular concept domain rather than a broad collection across multiple domains.

Coded concept – A concept is an atomic unit of a vocabulary. Each concept within a vocabulary has at least one unique identifier (known as the concept code, or simply code) that identifies the concept within the context of a specific vocabulary. In addition to a code, a concept has at least one name, which is often displayed to represent the concept in user interfaces. Concepts can have more than one name, representing aliases or synonymous names for the concept, and these names may be in multiple languages. Typically, one of these names is the "preferred name" for the concept. Concepts may also have a definition, as is found in some cases in the LOINC® vocabulary, in the UMLS meta-thesaurus, or in the Healthcare Provider Taxonomy codes.

Value set – a collection of coded concepts assembled to address a particular use in an attribute/field.  A value set may include coded concepts from multiple vocabularies or code sets.  

Vocabulary – A vocabulary (also known as a terminology) is a collection of concepts along with their relationships to each other. In some vocabularies, the relationships are hierarchical (such as ICD 9 Clinical Modifications), where some concepts are subtypes of other concepts, representing hypernymy. In others, more complex relationships are recorded, such as in SNOMED CT®, where a single concept can be related to a number of other concepts through a variety of relationship types, and multiple hypernyms (or parent concepts) can be recorded. The term ontology is often used to describe these more complex vocabularies. Other vocabularies do not make these relationships explicit, and appear instead to be flat lists of codes, such as LOINC®. A final class of vocabularies deserves special note. These vocabularies define a grammar through which legal vocabulary terms can be constructed. The Unified Code for Units of Measure (UCUM) is defined in this fashion. The list of vocabulary terms in UCUM is effectively infinite and therefore cannot be enumerated.
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