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SDTM Standard for electronic submission of trial data recognized in FDA

CDISC Clinical Data Interchange Standards Consortium Guidance on eCommon Technical Doc,

HL7 Heaalth Level 7 De facto standard health data interchange recogniaed by HHS

ANS| American National Standards Institute International organization serving as umbrella organization for HL7 and ASTM
ISO International Standards Organization Technical Committee 215 umbrella for healthcare IT

IHE Integration the Healthcare Enterprise Umbrella organization influential in prescribing standards

ICH International Conference on Harmonisation :r;g;iir?/r(gnﬁiezﬁtgclIi?:tliiir:glpree;]nuggga?(;?yagig::g;s‘ of which USFDA Is
HISB Healthcare Informatics Standards Board Umbrella organization of healthcare SDOs
ASAP American Society for Automation in Pharmacy Key SDO for electronic prescribing

SDO subconnittee driving development of the Continuity of Care Record

ASTM American Society for Testing and Materials (CCR) for patient transfers

Umbrella organization driving adoption of healthcare standards, including

CEN European Committee for Standardization CDISC, in Europe

CHI Consolidated Health Informatics Initiative US umbirella organization for inter-agency harmonization

SDO responsible for standards supporting electronic transmission of

NCPDP National Council for Prescription Drug Programs L )
prescribing information

SNOMED | Standard Nomenclature for Medicine HHS-approved standard for healthcare nomenclature

MedDRA Medical Directory of Regulatory Affairs |CH-approved standard for adverse event reporting nomenclature

23] : Intel (2005)
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ST 75y sl | maes || aysezz | ausme
Infra TTA 20086, My - TTA
Reference Information Model (RIM) ver2,16 HL7 - - - HL7 Korea
Data model Meta model Ver3.0 HL7 2002, 05 - - -
Arden Syntax HL7 - - - -
HL7 Ver3.0 HL7 - - - -
HL7 Ver2 5 HL7 2003, 06 - - -
HL7 Ver2 4 HL7 2000, 10 - - -
Datainterchange | HL7 ver2 3 1 HL7 1999, 04 - - -
Clinical Context Management (CCOW) HL7 - - - HL7 Korea
Clinical Document Architecture (CDA) Ver2.0 HL7 2005, 05 - - -
MFER
MFER Ver1 02 committee 2004, 02 - - -
Medical waveform (Japan)
encoding rules MFER
MFER Viewer Ver1 31 committee | 2004, 09 - - -
(Japan)
Requirements for EHR Reference Architecture ~ A Txo
(SO/TS 18308) ISOTC 215 2004 KSXISO 18308 | 7|z E&¥
;ifgg% Indicators Conceptual Framework (ISO/TS IS0 TC 215 2004 B KSXISO 21667 | 74 Xy
Health Informatics: Country Identifier Standards R A T=xo
(SO/TS 17120) ISOTC 215 2004 KSXISO 17120 | 7|2 &9
EHR Definition, Scope and Context (ISO/TR 20514) | ISO TC 215 2005 - KSXIS0 20514 | 7|= Z&¥
T;ﬁtg) Informatics: Profiling Framework (ISO/TR IS0 TC 215 2005 B KSXISO17119 | 7& Exy
Health Informatics -Good Principles and Practices
for a Clinical Data ISOTC 215 2006 - - -
Warehouse (ISO/TR 22221)
Hi: Identification of Subjects of Health Care (SO/TS | g 1 o15 | Preparationfor| ; R

22220) publication

13606-1 -EHR Communication - Part 1: Reference
Model (ISO/IS 13606-1)

13606-2 - EHR Communication - Part 2: Archetype
Interchange ISOTC 215 DIS - - -
Specifications (ISO/IS 13606-2)

13606-3 -EHR Communication - Part3: Reference
Archetypes and ISOTC 215 DIS - - -
Term Lists (ISO/IS 13606-3)

Deployment of a Clinical Data Warehouse (ISO/TS IS0TC 215 WD

ISOTC 215 FDIS - - -

Data structure

29585)

HI: Provider Identification (ISO/TS 27527) ISOTC 215 WD - - -
13606-5 -Interface Specification ISOTC 215 NWI - - -
Health Summary Record -Minimum Data Set ISOTC 215 | Preliminary - - -

12967-1 Health Informatics -Service Architecture IS0 TC 215

-Enterprise Viewpoint Preliminary ) ) B

12967-2 Health Informatics -Service Architecture

-Information Viewpoint ISOTC 215 | Preliminary ) ) B
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Semantic linkages between Information Models and
Data structure Terminologies ISOTC 215 Preliminary - - -
*to be kept informed via WG1/WG3 Watching Brief
Clinical analyzer interfaces to laboratory information systems - B B B
Use profles (S 18812) IS0TC215 | 2003
Format of length limited globally unique string identifiers (IS ISOTC 215 2006 ~ ~ B
18232)
HL7 version 3- Reference information model, release 1 (S | |+ 10015 2006 B B .
21731)
Digital imaging and communication in medicine (DICOM) ~ ~ ~
including work- flow and data management (IS #12052) IS0TG 215 2006
Interoperability of tele- learning systems (TS 16058) ISOTC 215 2004 - - -
Iwn)teroperablhty of tele- health Syst & Networks P.1 (TR 16056- IS0 TC 215 2004 B B B
Izr;teroperablhty of tele- health Syst & Networks P 2 (TR 16056- IS0TC 215 2004 ~ ~ ~
Interoperability & compatibility in messaging and ~ ~ ~
communication standards (TR 18307) IS0TC 215 2001
Web access to DICOM persistent objects (IS 17432) ISOTC 215 2004 - - -
Genomic sequence variation Markup Language (IS #25720) ISOTC 215 FDIS - - -
Data Interchange Exchange of information between healthcare information B R B
systems - Development of messages ISOTC 215 DS
HL7 Version 2 5 Messaging standard (IS #27931) ISOTC 215 NWIP - - -
CDA (Release 2) (IS #27932) ISOTC 215 NWIP - - -
IWF)iE Global Standards Adoption Part 1-Process (DTR #28380- | |o+ 10015 NWIP B . B
Document Registry framework (NWIP/TS #277790) ISOTC 215 NWIP - - -
Message & communication - Web access reference (IS 10159) ISOTC 215 NWIP - - -
Harmonized data types for information interchange (IS 21090) ISOTC 215 NWIP - - -
g;ggzﬁses for developing and implementing a msg std (TR IS0 TG 215 Preliminary B B B
Trusted end-to-end information flows (DTS 21089) ISOTC 215 Preliminary - - -
IHE Global Standards Adoption Part 2 - Integration and content - ~ ~ ~
orofies (28380-2) ISOTC215 | Preliminary
Requirements for EHR reference architecture (ISO #18308) ISOTC 215 - - - -
) HI: Requirements and specifications of common essential e B B R
Business elements for health summary records (TR) ISOTC 215 | Prelminary
requirements for an
EHR HI: EHR standards Map (TR) ISOTC 215 Preliminary - - -
. On ballot
EHR system functional model (IS #10781) ISOTC 215 (07-04-04) - - -
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Content Health Vocabulary - Vocabulary structure hi-level qual ) ) )
indicators (TS 17117) S0TC215 2002
Integration of a reference term model for nursing (IS 18104) ISOTC 215 2003 - - -
Vocabulary for Terminological systems (IS 17115) ISOTC 215 ||:Sr gégsss - - -
. . Approved
Common Terminology services (release 1) (IS #27951) ISOTC 215 2006-09-07 - - -
Approved
Common Glossary for ISO/TC 215 (TS #28379) ISOTC 215 2006-09-13 - - -
HI: Conceptual framework for patient findings and problems in ISOTC 215 Approved ) ) )
terminologies (TS/ISO #22789) 2006-06-19
HI: Criteria for the categorization and evaluation of terminologies ISOTC 215 Work in . ) )
(TS) (Revision of ISO/TS 17117) progress/WD
Semantic Content
HI: Principles and guideline for the maintenance of ISOTC 245 | Pralimina ) ) )
terminological systems (TR) Y
HI: Principles and guideline for the measurement of -
conformance of the use of terminological systems (TR) ISOTC215 | - Preliminary
HI: Transforming clinical description into higher level - ) ) )
classification: Principles and issues (TR) ISOTC 215 | - Preiminary
HI: Harmonization: Traditional medicine (TrM) terminologies (TR) | ISOTC 215 | Preliminary - - -
Cross terminology referencing, including drug references in . ) ) )
laboratory testing (To be identified) ISOTC215 | - Preiminary
HI: Guide for international healthcare terminology standard ISOTC215 | Prelimin ) ) )
development (TR) Y
Semantic harmonization across infromation models and -
terminologies ISOTC 215 |  Preliminary - - -
Directory services for security, communication and identification . ) ) )
of professionals and patients (DTS #21091) IS0TC215 Published
Health informatics public key infrastructure-1 (TS 17090-1) ISOTC 215 2002 - - -
Health informatics public key infrastructure-2 (TS 17090-2) ISOTC 215 2002 - - -
Health informatics public key infrastructure-3 (TS 17090-3) ISOTC 215 2002 - - -
HI: Privilege Mgmt and AC-1 Overview & Policy Mgmt (TS ISOTC 215 2006 B R B
22600-1)
el HC Info Privilege Mgmt & Al Control P-2 Priv Mgmt (TS
nfo Privilege Mgmt & Access Control P-2 Priv Mgmt B B ~
20600-2) ISOTC 215 2006
GL on data protect to facilitate trans-border flow of phi (IS | .o~ 16015 | Puplished } ) :
22857)
Classffication of safety risks from health software (DTS #25238) | IS0 TC 215 ba'ig‘ffggg{ 5 o - : :
HI: Measures for ensuring patient safety of health software - ; } :
APSOHIP (TR #27809) ISOTC 215 | Passed NWIP
HI: Information security Mgmt in health using IS 17799 (IS Passed DIS R R B
#7799) ISOTC215 | 56-10.00)
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HI: Public key infrastructure-1 Framework and overview (IS IS0 TC 215 Passed DIS

17090-1) (06-10-20)

o . . ) Passed DIS
HI: Public key infrastructure-2 Certificate profile (IS 17090-2) ISOTC 215 (06-10-20) -
HI: Public key infrastructure-3 Policy Mgmt of Cert Auth (IS Passed DIS B
17000-3) SOTC215 | 06-10-20)

Guidance on risk evaluation and management in the
depolyment and use of health SW (TS #29321) ISOTC215 | Passed NWIP

Application of risk management to the manufacture of health ISOTC 215

SW (TR #29322) Passed NWIP -

HI: Secure archiving of EHR Part 1 Principles and requirements Passed B

(TS 21547-1) ISOTC215 | (55.09-11)

) - o Passed

HI: Secure archiving of EHR Part 2 Guidelines (TS 21547-2) ISOTC 215 (06-09-11) -
Security HC Info Privilege Mgmt & Access Control P-3 AC Mgmt (TS Passed .

29600-3) ISOTC215 | 36.00.06)

Audt rais for EFR (S #27789) S0TC 215 (02?8%36) -

Pseudonymisation (TS #25237) s0TC215 | FeseabIS -

HI: Functional and structural Roles (N354/TS 21298) ISOTC 215 - -

Health informatics-The information security Mgmt Guide for
remote maintenance services for medical devices and health | ISO TC 215 Preliminary -
information systems (TR)

Health informatics-The information security Mgmt Guide for
remote maintenance services for medical devices and health | ISO TC 215 Preliminary -
information systems (TR)

Health informatics - EHR communication- Part 4 Security (TR IS0TC 215

13606-4) Preliminary -
Health cards - General Characteristics (IS 20301) ISOTC 215 2006 -
Health cards - Numbering system/Registration procedure (IS IS0TC 215 2006 .
20302)

E?gigt 4!—)|ea\th card data Part 4 Extended Clinical Data (IS | o515 015 2006 .

Patient Health Card data Part 1 General Structure (IS 21549-1) ISOTC 215 Published -

Patient Health Card data Part 2 Common objects(IS 21549-2) ISOTC 215 Published -

Health CardS | b et Health Card data Part 3 Limited clincal data(iS 21549-3) | 1SOTC 215 Published .

Patient Health Card data Part 5 Identification data (IS 21549-5) ISOTC 215 FDIS on ballot -

Patient Health Card data Part 6 Administrative data(IS 21549-6) ISOTC 215 DIS approved -

Patient Health Card data Part 7 E-prescription to Med data (IS IS0 TC 215 FDIS balot approved
21549-7) (06-10-20)

Patient Health Card data Part 8 Links (IS 21549-8) ISOTC 215 | NWIP approved -
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Study for the use of cards and other technologies in the health care o _ _ _
area, not specified as patient data cards (TR) ISOTC 215 Preliminary
Health cards : : : :
Overview of National healthcare professional card projects and/or IS0 TG 215 Preliminary B .
plans (TR)
Functional Characteristics for prescriber support systems (TR ISOTC 215 Active items after ~ B B
#22790) NWIP approval
Business requirements for an Intemat'l coding system for medicinal |\ 5015 Reclassified B . .
products (TR #25257) Preliminary
Specification of a terminology model for representation of medicinal IS0 TC 215 Reclassified B . .
products (TS #22226) Preliminary
' . . Reclassified
Electronic reporting of adverse drug reactions (TS #22224) ISOTC 215 Prefiminary - - -
Health informatics- identification of medicinal products-structures and
controlled vocabularies for pharmaceutical dose form, units of | SO TC 215 Preliminary - - -
presentation and routes of administration (IS)
Health informatics- identification of medicinal products-structures and - ~ B B
Phamacy & controlled vocabularies for units of Measurements (IS) IS0TG 215 Preliminary
Medication | Health informatics- identification of medicinal products-structures and -
Biz controlled vocabularies for Ingredients (IS) ISOTC 215 Preliminary B . .
Health informatics- identification of medicinal products-structures and
controlled vocabularies for Pharmaceutical product identifiers | ISOTC 215 Preliminary - - -
(PhPIDs) (IS)
Health informatics- identification of medicinal products-data elements
and structures for the exchange of regulated product information for | 1ISO TC 215 Preliminary - - -
drug dictionaries (IS)
Health informatics- Pharmacovigilance-structures and controlled
vocabularies for laboratory test units for the reporting of laboratory | ISOTC 215 Preliminary - - -
results (IS)
(Fllse)alth informatics- Pharmacovigilance- Individual case safety report ISOTC 215 Preliminary ~ B B
Business requirements for the reporting of pharmacist services (TR) ISOTC 215 Preliminary - - -
Use of mobile wireless communication and computing technology in
HC facilities recommendations for mgmt of electromagnetic | ISOTC 215 2007 - - -
interferences with medical devices (DTR #21730)
ngoqr)wedlcal device communication domain info model (IS 11073- EEE Published 2006 ~ B B
Application profile -Base standard(IS 11073-20201) |EEE Published 2006 - - -
Transport profile - Infrared wireless(IS 11073-30300) |EEE Published 2006 - - -
Devices
Transport Profile - Cable connected (IS 11073-30200) |EEE Published 2006 - - -
?8% 1V\)/Iedica\ device communication - Nomenclature (IS 11073- EEE Published 2006 ~ B B
ISO/IEEE/11073-90201 HI: PoC medical device communication - EEE Passed ~ B B
Medical waveform format -encoding rules (DTS/11073-90201) (06-10-02)
HI: PoG medical device communication - Part 90101: Analytical | g5 16045 ) R } }
instruments - PoC (IS/11073 - 90101)
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ISO/IEC 80001 Part 1: Application of risk management for IT - ISOTC 215 Passed )
Networks incorporating medical devices (ISUIWG/IEC #28680) (06-10-16)
ISO/IEC 11073-20301 HI: PoC medical device communication -
Application profile - optional package, Remote control (DIS/11073- | ISOTC 215 DIS ? -
20301)
ISO/IEC 11073-60101 HI: PoC medical device communication-
Application gateway, HL7 (v2) observation reporting interface (DIS | ISO TC 215 DIS? -
11073-60101)

ISO/IEEE/NWIP #11073-00000 HI: PoC medical device

communication - Framework and overview (1S/11073-00000) IS0TC215 | CDstageorDIS| -

ISO/IEEE/NWIP #11073-10102 HI: PoC medical device

communication - Nomenclature annotated ECG (IS/11073-10102) ISOTC215 | CDstage or DIS B

ISO/IEEE/NWIP #11073-10103 HI: PoC medical device
communication - Nom -Implantable device, Cardiac (IS/11073- | ISOTC 215 |CD stage or DIS -
10103)

ISO/IEEE/NWIP #11073-20102 HI: PoC medical device

communication - Application profies MIB elements (IS/11073-20102) ISOTC 215 | CD stage or DIS B

ISO/IEEE/NWIP #11073-20200 HI: App profile assoc control

function (IS/11073-20200) ISOTC215 | CDstageorDIS| -

ISO/IEEE/NWIP #11073-20201 HI: PoC medical device

communication - Application profile, polling mode (IS/11073-20201) ISOTC 215 | CD stage or DIS B

ISO/IEEE/NWIP #11073-20202 HI: PoC medical device

communication - App profile AsynchZiinous mode (IS/11073-20202) ISOTC 215 | CD stage or DIS B

Devices

HI-Medical waveform format -encoding rules, Reporting with HL7

clinical document architecture (CDA) (NP/TS) S0TC215 Preiminary )

HI-Medical waveform format -encoding rules, SCP-ECG (NP/TS) ISOTC 215 Preliminary -

HI-Medical waveform format -encoding rules, 12-lead ECG (NP/TS) ISOTC 215 Preliminary -

CEN en1064: 2007, ISO 11073-91064 - HI - Standard

communications protocol, ECG (SCP-ECG) (NT/IS) SOTC215 | Prelminary .

HI- Personal health device communication - device specialization -

common framework (11073-10400 NP/IS) SOTC215 | Preiminary .

HI- Personal health device communication - device specialization -

pulse oximeter(11073-10404 NP/IS) SOTC215 | Prelminary .

HI- Personal health device communication - device specialization -

Heart rate monitor(11073-10406 NP/IS) SOTC215 | Preiminary .

HI- Personal health device communication - device specialization -

blood pressure monitor(11073-10407 NP/IS) SOTC215 | Prelminary .

HI- Personal health device communication - device specialization -

Thermometer(11073-10408 NP/IS) SOTC215 | Prelminary .

HI- Personal health device communication - device specialization -

weighing scale(11073-10415 NP/IS) SOTC215 | Prelminary .

HI- Personal health device communication - device specialization -

Giucose meter(11073-10417 NP/IS) ISOTC215 | Preliminary .
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HI- Personal health device communication - Application profile - - B ) )
common networking infrastructure (11073-20401 NP/IS) S0TC215 Preiminary
HI- Personal health device communication - Application profile - - } )
optimized exchange protocol (11073-20601 NP/IS) S0TC215 Preiminary
HI- PoC medical device communication - Transport profile - Inter-LAN -
(11073-30400 NP/IS) ISOTC 215 Preliminary - - -
HI- PoC medical device communication - Transport profile - RF -
Devices | wireless - LAN (wLAN) (11073-30503 NP/IS) SOTC215 | Preliminary
HI- The information security management guide for remote
maintenance services for medical devices and health information | ISOTC 215 Preliminary - - -
systems
ISO/IEEE/NWIP#11073-00101 HI: Technical report - Guidelines for ) ) )
the use of RF wireless technology (o/NWIP/11073-00000) ISOTC 215 | preNWIPfor TR
HI: PoC medical device communication - device specialization -
Dialysis device (PNWIP/11073-10316) SOTC215  |preNWIPfor TR| - - . .
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AHRQ Agency for Healthcare Research and Quality
ANSI American National Standards Institute

CT Computer Tomography

DICOM Digital Imaging and COmmunication in Medicine
ECG ElectroCardioGram

EMR Electronic Medical Records

EHR Electronic Healthcare Records

EU European Union

GSDF Grayscale Standard Display Function

HHS Department of Health and Human Services
HL7 Health Level 7

IBM International Business Machine

[EC International Electrotechnical Commission

IHE Integrating the Healthcare Enterprise

P Intelligent Property

IPv6 Internet Protocol version 6

1SO International Organization for Standardization
IT Information Technology

ITU International Telecommunication Union
HIPAA Health Insurance Portability and Accountability Act
HIS Hospital Information System

HP Hewlett Packard

KBA Korea Biometrics Association

MIT Massachusetts Institute of Technology

MRI Magnetic Resonance Imaging

NASA National Aeronautics and Space Administration
NGI Next Generation Interent

OPT Out of Patient Testing

PACS Picture Archiving and Communications System
PC Personal Computer

PCT Personal Care Testing

u-21=2} SW £0F | u-Heatth 377



PDA
PKI
POCT
RFID
RIS
SDO
SELF
SoC
TAC
TTA
USN
WHO
WLAN

Personal Digital Assistants

Public Key Infrastructure

Point of Care Testing

Radio Frequency [Dentification
Radiology Information System
Standard Development Organization
Self Environment for Life

System on a Chip

Tactile Air Command
Telecommunication Technology Association
Ubiquitous Sensor Network

World Health Organization

Wireless Local Area Network
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