



DRAFT

To: 
HITSP Management
From:
HITSP Foundations Committee - Harmonization Subcommittee & Medication Terminology Work Group

Re: Recommendation:  Route of Administration Terminology Convergence and Regulatory Issue
The Harmonization Subcommittee & Medication Terminology Work Group of the HITSP Foundations Committee has identified legal and regulatory obstacles that are preventing the harmonization for Route of Administration, particularly as cited in HITSP’s Interoperability Specifications.  The harmonization problem is stated below and is discussed further, with multiple perspectives, in “Route of Administration Problem 20090317.doc.” The recommendation is in draft and is contained in “Route of Administration Recommendation 20091116.doc.” The goal is to create a path to converge on a single terminology/concept set to describe Route of Administration.  This path addresses both short-term and long-term considerations.

Harmonization Problem Statement:

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 Component and HITSP/C83 CDA 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 CT® 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 CT for describing the route of administration for a compound.
The HITSP internal consistency issue must be addressed, as well as resolution in the supporting standards, i.e., HL7 v2.x, NCPDP SCRIPT, NCPDP Telecommunication, Structured Product Label and should consider HL7 v3 during deliberation.

Ideally, what we need is a means to support a single uniform repository for RoA terms without excessive implementation or harmonization cost.

Regulatory Issue:

During identification of the harmonization problem, it was identified that different regulatory requirements have significant bearing on the convergence to a single terminology/concept set for Route of Administration that have bearing on the use cases in HITSP. 

MMA – The Medicare Modernization Act (http://www.cms.hhs.gov/MMAUpdate/) named transaction standards. Code sets were not named. Information on electronic prescribing in Medicare and Medicaid (http://www.cms.hhs.gov/EPrescribing/).
HIPAA – The Health Insurance Portability and Accountability Act of 1996 named transactions standards (and code sets not germane to this discussion). (http://www.cms.hhs.gov/HIPAAGenInfo/).

FDA – The FDA has a statutory requirement under both Section 502 and 508.30 of the Federal Food, Drug, and Cosmetic Act, and under Section 299.4 of Chapter 21 of United States Code to use terminology in its labeling that is consistent with a drug product’s established name terminology that has been developed by the United States Pharmacopeia (USP).  
HITSP Inconsistency

At the moment, there are three conflicting value sets/code sets for Route of Administration in HITSP specifications:  Medication Route FDA (aka FMT Route of Administration), HL7 Table 0162 Route of Administration and SNOMED CT.
.

The C83 approved document includes conformance statement C83-[163] “[Route of Administration] SHALL be coded as specified in HITSP/C80 Section 2.2.3.3.4.1 Medication Route FDA.”

The C80 approved document permits the use of both “Medication Route FDA” and “HL7 Table 0162 Route of Administration”.

The released version of IS07 cites “Federal Medication Terminologies” as a selected standard for TP43 Medication Orders but does not have a specific reference.

TP43 Medication Orders does not, at present, directly specify a terminology for Route of Administration in a Medication order.  TP43 does identify Federal Medication Terminologies as a selected standard.  In addition, HL7 v2.5/2.5.1 OMP and NCPDP SCRIPT 10.1 are selected standards for the Medication Order transaction.  This leads to a logical problem as HL7 v2.5.1 and NCPDP SCRIPT 10.1 do not employ the FMT Route of Administration.

As a note, Route of Administration is used in the NCPDP SCRIPT Standard for electronic prescribing, specifically in relaying the Sig (instructions) in a structured format (versus free text). During industry discussions of code sets for the Sig, participants selected SNOMED CT because it more accurately reflected the contextual use of "route", whereas the FDA representation did not (i.e., orally vs. oral).  In a more recent version of SCRIPT, SNOMED CT has been employed for electronic prescriptions to describe the route of administration for a compound prescription. It should also be noted that SCRIPT uses NCI concepts for Schedule of Controlled Substances, Pharmaceutical Dosage Form, Units of Presentation, and Potency Unit.

As a note, in the NCPDP Telecommunication Standard, Route of Administration describes the final route of a compound prescription for claims processing using SNOMED CT.

Requested Action:
The draft recommendation from the Subcommittee is to use SNOMED CT for the Route of Administration in the electronic prescribing and clinical research functionalities used in HITSP use cases, and to strongly recommend that SNOMED CT be considered for existing or future work within HITSP for consistency.  The Subcommittee is working on mapping between the two code sets for an interim solution.

However, there are regulatory hurdles which are outside the scope of the Subcommittee. The MMA and HIPAA regulations which name standards used and the FDA statutory requirement appear to be in conflict with a harmonized terminology. The Subcommittee is requesting this problem be discussed in HITSP Management, with a request for regulatory resolution taken to ONC for future action to support this recommendation.
� From Route of Administration Recommendation 20091116.doc
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