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Preface

1.1 Introduction

For 2009 the Medicare fee-for-service (FFS) program made an estimated $24.1 billion in improper payments.  Medicare review contractors compare the claims submitted by Medicare providers against entries in medical records to measure, prevent and correct improper payments.

· RACs identify and correct improper payments.   Recovery Audit Contractors (RACs) conduct post-payment review by comparing information from medical records to Medicare claims.  The Centers for Medicaid & Medicare Services (CMS) estimates that RACs will request over 1 million medical records from providers each year.  

· MACs prevent improper payments.  Medicare Administrative Contractors (MACs) conduct pre-payment and post-payment reviews of Medicare FFS claims.  CMS estimates that MACs will request several thousand medical records per year. 

Prior to the Electronic Submission of Medical Documentation (esMD) Phase 1 pilot, the provider had three choices when responding to these documentation requests:  mail paper, mail a CD containing a Portable Document Format (PDF) or Tag Image File Format (TIF) file, or transmit a fax.  The esMD pilot will give providers an additional option for responding to these requests for medical documentation:  electronic transmission via the Nationwide Health Information Network (NHIN).  
More details about esMD data exchange can be found in the esMD Implementation Guide (see www.CONNECTopensource.org/esMD).

1.2 Intended Audience

The primary audiences for this document include:

· Medicare Review Contractors that will receive medical documentation in esMD format sentby Health Information Handlers on behalf of Medicare providers,

· Developers of software that aim to assist Medicare Review Contractors in viewing and more efficiently processing documents received in esMD format,

· Health Information Handlers that will send medical documentation in esMD format to the Medicare Review Contractors on behalf of Medicare providers,

· Developers of Electronic Health Records (EHR) extraction software that assist Health Information Handlers more easily extract data from EHRs into the esMD format.  

It is assumed that the readers have prior knowledge of Health Information Technology Standards Panel (HITSP)/C62 Clinical Document Architecture (CDA) formats. 

1.3 Business Needs Supported
The esMD Phase 1 pilot will support the submission of documentation by providers such as physicians and hospitals to a limited number of Medicare Review Contractors.  

The purpose of this profile is to describe the esMD CDA formats and messaging formats and provide background information about the underlying standards upon which the esMD formats are based. It is intended to:

·  Communicate the data requirements necessary for Electronic Health Record (EHR) vendors to incorporate into the design and development of their EHR products, and 

·  Serve as the roadmap for Health Information Handlers (HIHs) such as Regional Health Information Organizations (RHIOs), Health Information Exchanges (HIEs),  Release of Information (ROI) vendors, and claim clearinghouses to use on behalf of providers submitting documentation to Medicare Review Contractors. 

	NOTE:  This document will refer to RHIOs, HIEs, ROI vendors, claim clearinghouses and others entities that move health information over NHIN gateways on behalf of health care providers known as “Health Information Handlers.”


Only a limited number of HIHs will be selected to participate in the esMD Phase 1  Pilot.

This esMD profile describes the content rules (e.g. what goes in which fields) and submission rules (e.g. how to address the packages, etc) for the esMD pilot. CMS will develop a different document called an "esMD Implementation Guide" to provide more detail such as contractor numbers, etc.  

1.4 Referenced Documents and Standards
The following documents and standards were referenced during the development of this profile. Specific deviations from or constraints upon these standards are identified below.

1) Org/SDO name: HITSP

Reference # / Spec Name: C62 Unstructured Document Component

Version #: v.1.1
NHIN Deviations or Constraints:
None

Underlying Specs:


None
Link: 

http://wiki.hitsp.org/docs/C62/C62-1.html
2) Org/SDO name: Centers for Medicare & Medicaid Services

Reference # / Spec Name: esMD Implementation Guide

Version #: v.1.0

NHIN Deviations or Constraints:
None

Underlying Specs:


None
Link: 

At the time this document was published, the esMD Implementation Guide was not yet published by CMS. This document will be updated once the Implementation Guide is available.
3) Org/SDO name: NHIN
Reference # / Spec Name: Document Submission Emergence Pilot Specification

Version #: v.1.1.0
NHIN Deviations or Constraints:
· Deviation from XDS Metadata defined within IHE ITI TF-3 Rev. 6.0 as described in section 3.2 “Submission Specifications”
Underlying Specs: IHE Cross-Enterprise Document Reliable Interchange

Links: 

http://healthit.hhs.gov/portal/server.pt?open=512&objID=1407&parentname=CommunityPage&parentid=4&mode=2&in_hi_userid=10741&cached=true
1.5 Relationship to other NHIN Specifications

This profile is related to other NHIN specifications as described below:

· Messaging Platform – specifies a base set of messaging standards and web service protocols which must be implemented by each NHIN node and applies to all transactions.  All NHIN inter-nodal messages are Simple Object Access Protocol (SOAP) messages over Hypertext Transfer Protocol (HTTP) using web services, must be encrypted and digitally signed. 

· Authorization Framework – defines the exchange of metadata used to characterize each NHIN request.  The purpose of that exchange is to provide the responder with the information needed to make an authorization decision for the requested function.  Each initiating message must convey information regarding end user attributes and authentication using Security Assertion Markup Language (SAML) 2.0 assertions. 

Together, the Messaging Platform and the Authorization Framework define the foundational messaging, security and privacy mechanisms for the NHIN. 

· Document Submission – allows an initiating NHIN node to “push” one or more patient-centric documents to another node. The esMD profile specifies use of this mechanism for the submission of PQRI program data from healthcare providers to CMS.

Profile Definition

This profile defines how esMD program data may be submitted by healthcare providers to the U.S. CMS using the NHIN. The profile also describes how feedback pertaining to these submissions may be sent by CMS to healthcare providers. 

The approach taken in the development of this specification was to balance the needs of:

· Medicare Review Contractors that desire to receive all data in a structured format to facilitate the review of Medicare claims, and

· Many HIHs that still retain some patient records in an unstructured format (such as imaged pdf files or tif files).
As a result of this balanced approach, the  esMD Phase I pilot will accept medical documentation only in the following format:

	Name of Specification
	Purpose
	Structured or Unstructured
	What Section in this Document

	C62 CDA


	For submitting any type of documentation in pdf or tif format


	Unstructured


	Section 3




The U.S. HITSP identified Health Level 7 (HL7) CDA R2 as the exchange standards for the electronic movement of health-related information among organizations according to nationally recognized standards.  The CDA documents are well-known to the EHR vendors and there is an existing certification process by Certification Commission for Healthcare Information Technology (CCHIT) for generation and consumption of CDA documents by EHR systems.

1.6 Design Principles and Assumptions

The following assumptions or design principles underlie this profile:

· The provider decides what to submit.  In both the current paper process and the new esMD process, the Medicare Review Contractor does not specify what the provider must send.  It is up to the provider to decide which documents to send.  This often includes discharge summaries, progress notes, orders, radiology reports, lab results, etc.  
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The esMD Phase I pilot will allow providers to send structured and unstructured documents.  The provider will have the option of sending structured documents or unstructured documents (imaged documents in pdf or tif format).  
· One Way Transmission:  Provider-to-Review Contractor.  The esMD Phase I pilot will be unidirectional (provider-to-Medicare Review Contractor).   Future phases will allow the Medicare Review Contractor to send the documentation request letter to the provider electronically.  

· Each package must contain documentation about a single Medicare beneficiary.  Throughout this profile, the term “package” will be used to refer to one or more documents associated with a single beneficiary.  Each package can contain multiple documents so long as all documents are related to the same beneficiary.  The technical term for a package is a “SOAP message.”  

1.7 Technical Pre-conditions

No technical pre-conditions have been identified specifically for this profile beyond those given in referenced specifications.
1.8 Technical Post-conditions

No technical post-conditions have been identified specifically for this profile beyond those given in referenced specifications.
NHIN Exchange of esMD Data

This profile utilizes the NHIN Document Submission service interface specifications. 

1.9 Authentication Framework

esMD will follow the HITSP C62 (v1.1) - Unstructured Document framework without modification. The purpose for use for all submissions shall be labeled as “Payment”. 
1.10 Submission Specifications

Document submission specifications shall conform with IHE ITI TF-3 Rev. 6.0 for Cross Enterprise Document Sharing (XDS) transmissions except as noted below.

The intendedRecipient field in the XDS Metadata shall use the HL7 XON data type for this profile.  This data type contains 10 subfields separated by a ^ sign, of which three are required:

1) XON.1 is the name of the organization that is the intended recipient.  In this profile, this shall be the name of the RAC that is intended to receive the submission.

2) XON.6 identifies the assigning authority for the identifiers appearing in XON.10.  This field shall be completed using the following string:  &CMS OID FOR RACS&ISO [ed. Note: Replace CMD OID FOR RACS with a CMS assigned OID].
3) XON.10 is the CMS Identifier for the RAC. An example appears below (bold text should be replaced with the appropriate values):  [Ed. Note: Replace CMD OID FOR RACS with a CMS assigned OID]

RAC ORGANIZATION NAME^^^^^&CMS OID FOR RACS&ISO^^^^CMS ASSIGNED IDENTIFIER 

The National Provider Identifier (NPI) associated with the claim can be input into either the “authorPerson” or “authorInstitution” but need not be placed in both fields.
1.11 Extra Metadata Elements

The submitter shall include three additional metadata slots for transactions submitted to esMD. The slot syntax and requirements shall conform with specifications for extra metadata elements contained in the IHE ITI TF-3 Rev. 6.0 for XDS transmissions.

Table 1 -Metadata Elements
	Slot 
	Definition
	URN Name for Slot
	Source

	Claim ID
	Metadata Slot to contain the claim number of the claim associated with the response package being submitted.
	urn:esmd:claimID
	R

	Case ID
	Metadata Slot to contain the identification number assigned by the Medicare contractor who made the additional documentation request.
	urn:esmd:caseID
	R


1.12 Error Handling

Error codes are defined in section 4 of Healthcare Enterprise’s (IHE’s) Information Technology Industry (ITI) Technical Framework, Volume 3. The esMD profile will reuse XDSRepositoryError. The following table shows the error, the error code, and a description of information which will populate the RegistryError text field.

Table 2 - Error Codes
	Error 
	Error Code 
	Description 

	Document not well formed 
	XDSRepositoryError 
	The document does not conform to esMD Profile. List violating elements if possible. 


1.13 esMD C62 Context Overview 

The document body of a C62 CDA could include an unstructured (e.g UTF8 Text) presentation preserved format, such as PDF or TIF file. The PDF document format is further specified in the International Organization for Standardization (ISO) PDF/A ISO#19005-1b, Document management - Electronic document file format for long-term preservation standard. 
T
The nonXMLbody element that contains a reference to the filename where the information block is encapsulated with the attributes of a document, such as persistence, authenticity, wholeness, etc.  E Examples of documents that would be embedded in the CDA document include plain text file or PDF. esMD C62 Standards.

Table 3 - esMD C62 Standards

	         esMD C62 Standard
	Description

	Integrating the Healthcare Enterprise (IHE) IT Infrastructure Technical Framework (ITI-TF) Revision 5.0 or later, Cross Enterprise Sharing of Scanned Documents (XDS-SD) Integration Profile
	This Integration Profile defines how to store healthcare metadata in clinical documents, including patient identifiers, demographics, encounter, order or service information, represented within a structured HL7 CDA R2 header, with a PDF or plaintext formatted document containing clinical information within a nonXMLBody. For more information visit www.ihe.net to retrieve Volume 1, and Volume 2 of the Framework

	International Organization for Standardization (ISO) PDF/A ISO 19005-1b. Document management - Electronic document file format for long-term preservation - Part 1: Use of PDF (PDF/A)
	Specifies how to use the Portable Document Format (PDF) 1.4 for long-term preservation of electronic documents. It is applicable to documents containing combinations of character, raster and vector data. For more information visit www.iso.org 


1.14 Submission Specifications

This profile describes how to use C62 formats to foster submission of medical documentation requested by the Medicare Review Contractor. This profile: 

· References underlying C62 Section Content Modules and Entry Content Modules, 

· Specifies constraints and other rules for using the formats, and 

· Specifies additional constraints for using standard vocabularies and code sets where applicable.  

The profile does not intend to detail CDA and messaging R2 implementation constraints but rather directs implementers to C62 messaging Content Modules Component for conformance specifications.
Table 4- Summary of esMD Specification

	Content Module
	C62

	Personal Information
	R

	Reason for Referral
	X

	History of Present Illness
	X

	Active Problems
	X

	Hospital Course
	X

	Plan of Care
	X

	Attachments in pdf or tif
	R

	Order Msg for drugs, labs, DME
	X

	Physical Exam
	X

	Vital Signs
	X

	Review of Systems
	X

	Diagnostic Results
	X

	Test Results
	X

	Functional Status
	X

	Progress Note
	X

	Medications Administered
	X

	Chief Complaint
	X

	Reason for Visit
	X

	Allergies and Other Adverse
	X

	Medications (incl. Current Meds)
	X

	Admissions Medication History
	X

	Hospital Discharge Medications
	X

	IV Fluids Administered
	X

	Problem List
	X

	Conditions
	X

	History of Past Illness
	X

	Hospital Admission Diagnosis
	X

	ED Diagnoses
	X

	List of Surgeries/Procedures
	X

	Procedures Performed
	X

	Discharge Diet
	X

	Advance Directives
	X

	Immunizations
	X

	Assessments
	X

	Assessment and Plan
	X

	Family History
	X

	Social History
	X

	Encounters
	X

	Medical Equipment
	X

	Referral Source
	X

	Mode of Arrival
	X

	Consultations
	X

	ED Disposition
	X

	Payers
	X

	Information Source
	X

	Language Spoken
	X

	Support
	X

	Healthcare Provider
	X

	Pregnancy
	X

	Comment
	X

	Purpose
	X


1.15 Attachments in the esMD C62 Format

The following constraints apply to the C62 attachments:

a. The file must be in .pdf or .tif format

b. Themessage size must not exceed 19 mb

c. The image resolution must be between 200 -300 dpi 

d. At least one file must be attached to a C62

e. Multiple files may be attached to a single C62

The 508 compliance standards address access to all information, documentation, and support provided to end users (e.g., Federal employees) of covered technologies. The information contained in this document is in compliance with 508 standards, and is available in alternate formats, upon request, at no additional charge.

The esMD Phase I pilot will allow providers to respond to RAC and MAC documentation requests via the Nationwide Health Information Network (NHIN).  











