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e HITSP(Healthcare Information Technology Standard)

KEHHS (Department of Health and Human Service) " EHR®D 7= [ZHIT(Health Information
Technology) 2% HIEL. FEEDHL7REH AN

eC37 LAB report document: CDA R2

eC36 LAB result message,T14 Send LAB result, C35 LAB result terminology: HL7 V2.5.1
eTP20 Access control: HL7 V3 RBAC

e TP22 Patient ID cross-reference: V2.5

eT23 Patient demographic query:V2.5/vV2.5.1

¢TP30 Manage consent directives:V3 privacy consent related specifications

¢C39 Encounter message: V2.5

¢C41 Radiology result message: V2.5

eC47 Resource utilization message: V2.5

eC32 Continuity of care document: CCD/CDA R2

¢C32 Summary document: CDA R2

¢C34 Patient level quality data message: V2.5/V2.5.1

¢C38 Patient level quality data document using IHE medical summary(XDS-MD): CDAR2/V2.5

C:Component
TP: Transaction Package
T: Transaction
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e SAIF(Services Aware Interoperability Framework)
|H4 : SAEAF(Services Aware Enterprise Architecture Framework)
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. 1073-20401 Health informatics — Point-of-care medical device communication — . 11073-10417 NP/IS Health informatics — Personal health device communication — Device
Application profile — Common networking infrastructure specialization —Glucose meter

. 11073-30400 Health informatics — Point-of-care medical device communication — . 11073-10408 NP/IS Health informatics — Personal health device communication — Device
Transport profile — Ethernet specialization — Thermometer

. 11073-30503 Health informatics — Point-of-care medical device communication — . 11073-10471 NP/IS Health informatics - Personal health device communication - Device
Transport profile — RF wireless — Local area network (WLAN) specialization — Independent living activity hub

. 11073-10441 Health informatics - Personal health device communication - Device . 11073-20601 NP/IS Health informatics — Personal health device communication —
specialization — Cardiovascular fitness and activity monitor Application profile — Optimized exchange protocol

. 11073-10442 Health informatics - Personal health device communication - Device . IS 11073-10201 Health informatics — Point-of-care medical device communication —
specialization — Strength fitness Domain information model

. 1S/11073-10472 Health informatics - Personal health device communication - Device . IS 11073-20101 Health informatics — Point-of-care medical device communication —
specialization — Medication monitor Application profile - Base standard

. DIS/11073-20301 Health informatics — Point-of-care medical device communication - . IS 11073-30300 Health informatics — Point-of-care medical device communication —
Application profile - Optional package, Remote control Transport profile - Infrared wireless

. 1S/11073-20200 Health informatics — Point-of-care medical device communication — . IS 11073-30200 Health informatics — Point-of-care medical device communication —
Application profile, Association Control Function Transport profile - Cable connected

. 1S/11073-20201 Health informatics — Point-of-care medical device communication - . IS 11073-10101 Health informatics — Point-of-care medical device communication —
Application profile, Polling Mode Nomenclature

. 1S/11073-20202 Health informatics — Point-of-care medical device communication — . 1S/11073-00000 Health informatics — Point-of-care medical device communication -
Application profile, Asynchronous Mode Framework & overview

. 1S/11073-10102 Health informatics — Point-of-care medical device communication - . 1S/11073-20102 Health informatics — Point-of-care medical device communication -
Nomenclature Annotated ECG Application profiles MIB Elements

. 1S/11073-10103 Health informatics — Point-of-care medical device communication - . p/NWIP/11073-00101 Health informatics - Point-of-care medical device communication —
Nomenclature, Implantable Device, Cardiac Technical report — Guidelines for the use of RF wireless technology

. 11073-10404 Health informatics — Personal health device communication — Device ° pNWIP/11073-10316: Health informatics - Point-of-care medical device communication
specialization — Pulse oximeter - Device specialization - Dialysis device

. 11073-10407 Health informatics — Personal health device communication — Device . 11073-10400 NP/IS Health informatics — Personal health device communication — Device
specialization — Blood pressure monitor specialization — Common framework

. 11073-10415 NP/IS Health informatics — Personal health device communication — . 11073-10406 NP/IS Health informatics — Personal health device communication — Device
Device specialization — Weighing scale specialization — Basic ECG (1 to 3-lead ECG)

. 11073-00103 NP/TR Health informatics - Personal health device communication -
Technical report — Overview
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P11073-10419 Health informatics - Personal health device communication - Device °
specialization - Insulin pump

P11073-10420 Health informatics - Personal health device communication - Device °
specialization - Body composition analyzer

P11073-10421 Health informatics - Personal health device communication - Device
specialization - Peak expiratory flow monitor (peak flow)

P11073-10418 Health informatics - Personal health device communication - Device
specialization - INR analyzer

P11073-10413 Health informatics - Personal health device communication - Device
specialization - Respiration rate

11073-30505 Health informatics - Point-of-care medical device communication -
Transport profile - RF wireless - Wide area (Mobile Phone) Network (WWAN)

11073-00201 Recommended Practice for Health Informatics - Point of care medical
device communication - Recommended practice - Profile template

11073-10443 Health informatics - Personal health device communication - Device
specialization - Physical activity monitor

11073-20000 Health informatics - Point-of-care medical device communication -
Application profile - Framework and overview

11073-10104 Health informatics - Point-of-care medical device communication -
Nomenclature - Virtual attributes

11073-10202 Health informatics - Point-of-care medical device communication - Domain
information model (DIM) - XML schema format

11073-20103 Health informatics - Point-of-care medical device communication -
Application profile - Clinical context management (CCoM)

TS/11073-92001 Health informatics - Point-of-care medical device communication -
Medical waveform format — Encoding rules

TS 11073-92301 Health informatics — Medical waveform format — Encoding rules, 12-
lead ECG

TS 11073-92302 Health informatics — Medical waveform format — Encoding rules, long
term ECG

TR 11073-92205 Health informatics — Medical waveform format — Encoding rules,
Reporting with HL7 clinical document

= R A AR Y

TR 11073-92206 Health informatics — Medical waveform format — Encoding rules, SCP-
ECG

11073-92202 NP/TS Health informatics — Medical waveform format — Encoding rules,
DICOM-ECG

27933 HL7 Annotated ECG Waveform Data Standards

ISIWG/IEC #80001-1 ISO/IEC 80001 Application of Risk Management for IT-Networks
incorporating medical devices - Part 1: Roles, Responsiblities and Activities

TR 80001-2 Application of risk management for IT-networks incorporating medical
devices — Guidance for health delivery organizations

Application of risk management for IT-networks incorporating medical devices —
Guidance for wireless networks

Application of risk management for IT-networks incorporating medical devices —
Guidance for the communication of medical device security needs, risks and controls

Application of risk management for IT-networks incorporating medical devices — step by
step risk management

IS 11073-91064 Health informatics — Standard communications protocol, ECG (SCP-
ECG)

1S/11073-90101 Health informatics - Point of care medical device communication - Part
90101: Analytical instruments- Point of care test

TR#21730 Health informatics - Use of mobile wireless communication and computing
technology in HC facilities recommendations for mgmt of electromagnetic interference
with medical devices

DIS/11073-60101 Health informatics — Point-of-care medical device communication -
Application gateway, HL7 (v2) observation reporting interface

IEC 82304-1, Healthcare Software Systems — Part 1: General requirements

Rosetta terminology Mapping
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DAM for CDS Inputs.

Figure 1. Domain Analysis Model for CDS Inputs.
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0.7 + Birth Date [0..1] maintenance (2.g.,
+is amociated with + Age[0.1] +population HEDIS vs. USPSTF).
+
S

+ Entity Type [0..7]
+ Entity Identifier [0

Includes an Act's association
with a note (e.g., discharge

Includes: Observer,

g‘:vﬁré:-';:l::;e::a.e +is associated with summary amociated with
. 0.
Provider Patient —— Encounter) or Encounter.
Relative Relati i .. b= hatient __J Includes Observations nested|
e e 0.~ PUCEL L within Observations (e.g.,
+ Relationship Type TS 7 = o Pim e i estacacs Sypaes - Hgb and HCT within CEC).
—————— + Association Type Code
+ Relationship Type //Rae Code 4
Role Time Interval [0..1] r
+is +is associated with i - E.g., for lisinopril (medication),
A Classification
associated X - ___]| type - therapsutic uss, value -

= =~ anti-hypenensive; type = drug

Family History Observ ation with - + Classification Type
can be clasified
0.7 4700y ,.n Tean be claslec 2%+ Classfication Valus] class, value - ACE inhibitor.

Relative = 0.
are‘l ative + Age of Death [0.1] [gr————___ \&\ Healthcare Act
- i iz associated wi N + Type Act Attribute Includes concepts such
' 0. ——= + Status - as: negation, "family
Encounter 1=+ TemplateiD[0.7] + Attibute Type Code [-~----~{ hitory of” fora
H e + Identifier [0.."] problem lig entry,
H + Location Type Code [0..7] + DateTime procedure laterality,
.: + Location [0..1] observation method
! Other Observation
Pr e + Obsemation Focus Code
Decison support data needs + Value [0..1] . Includes obaen'atiuljs
analyss only indicated need + Procedure Code Interpretation [0..1] ==+ =uch as surveys, Patlent
for the following heatlhcare + Procedure Site Gode [0..1] preferences, social
act data for relatives: (1) h!StOFY- pregnancy
problem and age of onset history, past CDS
{represented here as act communications.
attribute); (2) genetic 5
laboratory test results. Problem Observation 7
Malking the relationship mors| e e Affiliation
generic to enable future . Affiliation Status Time Interval
expansion. Profiles and -
implementation guides can
regtrict the act data needed Medical Equipment i
to the above elements for Observation e s
family history purposes. - + Goal Focus Code
+ Equipment Code W Gha
Medication Observ ation e Laboratory Observ ation Physical Finding Observation
+ Medication Code Observ ation + Tesd Code Finding Gode

Patient Posdtion Code [0..1]
Finding Location Code [0..1
Value [0..1]

Mormmal Range [0..1]
Interpretation [0..1]

- + Specimen Location Code [0..1]
Causa.tlve Agent Code + Specimen Type Code [0..1]
Reaction Code [D..1] + Value [0..1]

Severity Code [0..1] + Nomal Range [0..1]

Reaction DateTime [0..1] + Intepretation [0 -1.]

+ Medication Dose [0..1]
Medication Route [0..1]
Medication Rate [0..1]
Coverage Time Interval [0..1]
+ Refill Information [0..1]

++ 444

o
+ 4+ 4+ 4




HL7 JAPAN

Composite Privacy DAM 1—X/%5—X

®

:

Information Requester Information Sender l:zént -
{Custodian) Substitute Decision Maker
-
w Patient

Privacy Policy Author

16
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HL7 JAPAN

\.

e DCM(Detailed Clinical Model)
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GCS(Glasgow Coma Scale) =&

HL7 JAPAN

BIER. 5. EPHEDIERZENETNICFHEL T E4, V5, M672E

LIz SEEDAHE A5 5E3~158EHY, ChIZE->TER

oE :GAAR (Eye Opening)
e A4 :BFEMIC
e 3R:EFRAEIZKY
o 2m:&MEIZKY
o 1m:GRBRET
@J*ﬁ% E (Best Motor Response)
MR RICHED
55 & TR BB &R 58 AT BE
4 53 PRk FE B R | ok
SH-MmiREMKRE. BF
2 5 iR R R RS
1m:Fo2=<#HMT
oV : F:& (Best Verbal Response)
Sm:ERm AR
AR SERREL
3m :SEEREL
2R EBRAEDOE
1R REET

E

18



HL7 JAPAN

Bl: G Z5RT—

O—<X R7—)LDCM

class Information Model/

Name: Information Model
Author: Michael van der Zel
Version: 0.66b

Created: 8-1-2010 13:51:46
Updated: 2-7-2010 23:35:21

wrootconcepts
GlasgowComaScale

acontainers
ltems

INT

«data,denivatio... -
TotalScore .-

constraints -
{value}
{formula}

inv: self value = sum
(Items)

inv: self.value == 6 an
selfvalue <= 24

edata enumerations
E=Eye opening

co

co

adata enumeration»
M=Best motor response

edata .enumerations
V=Verbal reaction

co

+

+ 4+ o+ o+

«enum»

Mo response: CO =1

Mot possible to determine (C): CO =0

Spontaneous: CO =4
To pain: CO=2
To speech: CO=3

aenum»

+ o+ o+

Extension: CO=2

Flexion-abnomal: CO =3
Flexion-withdrawal: CO =4

No responsa: CO =1

Paralysis(P): CO=0

To painful stimulus: localizespain: CO =5
To verbal command: obeyss CO=6

aenums
Inapproprnate words: CO =3

Mo response: CO =1
Oriented and converses. CO

O

Disonented and converses. CO =4
Incomprehensible sounds: CO =2

=5
Tube (Tracheotomy (T} CO =

0

19



e HL7 & #TK 5 (2)

HL7 JAPAN

SAIF(Services Aware Interoperability Framework)
|H4 : SAEAF(Services Aware Enterprise Architecture Framework)

Health Care Devices
EEI. BREBIBREICET SR8 ZISO, IEEEEH(IZHITE

RIM(Reference Information Model)
HEDEEIEToNTLSH, HI0FFERZFLHEFELERELFLY

DAM(Domain Analysis Model)
RIMR—R TIER, H—ERZRBIHHRIELETIL

DCM(Detailed Clinical Model)

(Data type R2)

Arden Syntax 2.7
ERREXEICEENED

20
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\.

GreenCDA

HEALTH LEVEL SEVEN® INTERNATIONAL

q

-
INTERNATIONAL

greenCDA

Because It's Good for

the Environment!

21



e CDA XML I

_HL7 JAPAN

e CDA XMLD& t#%£(%. Structured Clinical Document® N FAE R {t#%
(2L TLNS A

FEERME -S> EE L
HFLWERBE>EHIZEoT-

o TEHMNKZ
o I—FEAFELRSF

22



BRRE

o FHEAIZCDAMENT

LT
o XA EILnormative CDA ?

o CDANZEEMZHELT

ZL<T
o XMLEZRMLHRICEMNMLT?

ZN#EgreenCDAEME 5
(good for the environment!)



b

=

\.

HL7 JAPAN

R E DR

MEEHLHD CDADRHEE

normative CDA ~BE#ZE#TES
ETHOCDADHERZHFD(BONDFHEELXBIET)
BRFAAREZALT (2 ELI=RF—
AX—TIIBEBTXENEED

TLAVME EEESRIZCDA RMIMIZERLALTEL, B
HET HEKREHFTIERLY

FENBEZTHHIZE

BRIz TEH-1TE<

24
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_HL7 JAPAN.

IMPLEMENT:

Create:

Validate:

greenCDA&IE

e

il

sender

&

myGreenCDA xsd

myGreenCDA xml| [ >

myGreenCDA xslt

L

recipient

myC DA xml

CJ

CDA xsd

G

myCDA.sch

25
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HL7 JAPAN

DESIGN:

70Ot X

myGreenCDA xml
myGreenCDA xsd
myGreenCDA xslt

myCDA. sch g—

CDA xsd

26



e CCD ® problem ACT

HL7 JAPAN

A problem act (ternplateld 2.16.840.1.113883.10.20.1.27) SHALL he represented with Act,

The walue for “Act / @classCode” in a prohlem act SHALL be “ACT” 2.16.840.1.113883.5.6 ActClass
STATIC

The wvalue for “Act / @moodCode” m a problem act SHALL bhe “EVI™ 2.16.840.1 113383.5.1001 ActMood
STATIC

The walue for “Act / code / @NullFlavor” in a problem act SHALL be “MA” “Mot applicable™
216,840 1 113883 5. 1008 MullFlavor STATIC,

& problem act MAY contain exactly one Act / effectiveTime, to mdicate the tming of the concern (e.g. the
interval of time for which the problem 15 a concern).

& problem act SHALL contain one or more Act / entryRelationship.

& problem act MAY reference a problem obsetvation, alert observation (see section ... ) of other clinical

statement that 15 the subject of concern, by sething the walue for “Act /entryRelationship / i@ typeCode” to
he “SUBT” 216 840.1. 113883 51002 ActRelationshipType STATIC,

The target of a problem act with Act/ entryRelationship / @typeCode="SUET* SHOULD he a problem
ohservation (in the Problem section) or alert ohservation (in the Alert section, see section ...), but MAY be
somme other chinical statermernt.

27



HL7 JAPA™
<ProblemBeport:

<!—— DocumentInformation here ... ——3*

<PatientInformation>

<Patient bhirthDate="197304030454-0300" gender="MN":

<Id idiuthority="patientIdiuthoritcy™
idWalue="patientIdValus"/>

<Matme >
<GivenrHenrv</Given>
<Family>Levin</Family:>
<3uffix>the 7th</Suffixns

< Name >

</Patient>
</PatientInformations>

< !—— EncounterInformation here ... ——3>

<Problemlet>
<TimeRange start="2009112Z4" end="2002112a6"/>
<Problem statu=s="555c1003"
healthStatus="271593001"
age="27" agelnit="y">
<TimeRange start="Z009112Z5" end="Z009112a6" />
<Topic codelystem="2.16.840.1.11538583.6.96"
code="233604007 "/ >
</Problem:
</Problemdet:

</ProblemBeports

Green CDAT®OEEh

6517 CRith

28
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Functional Model



e EHRTIZ7%<EHR-SOH#EEEET L

EHR(Electronic Health Record)
- RECHL HEEELI—F
- LO—FZBRT 5T —3ER
- ENEH . EREXFLOZRNS. RARICET ST T DR
EHR-S(EHR System)
- RO KGR ZTIRIET DV I T
- RCERD B HEFF
- R E IR L ZHLORALG=—X
- B/ VIVRTLBHDIWNEER AT LGV AT L




!’E EHR System Functional Model (EHR-S FM): #Z#&

_HL7 JAPAN

200348 IOMMSHLI~ADEE

- IOM(Institute of Medicine, RKEEF#ZAT) KU 7 DIREIZET
BHAE U ADFET

— HL7IXIOMEDEEIZKSEHRY AT LBEEET ILEHFEDI—T 1
*—hDEFEZTS

- Z—XELTIRRIZE D<K i (pay for performance) |

200344 A: EHR-S FM FHHIZ#&E F(HL7 EHR WG)

200446 A: DSTU(draft standard for trial use)z& 2

20074 2H: EHR-S FM )1J—X1.0 [XANSIFR#EELTREE

2009411 A: ISO/HL7 10781:2009 “Electronic Health Record-
System Functional Model, Release 1.1"M 1T



5;]_17* EHR-S FM: by L)L

HL7 JAPAN
o DC.1 Care Management
=-
S
— DC.2 Clinical Decision Support
9
E’: DC.3 Operations Management and
@ Communication
gl S Clinical Support
=]
-g S2 Measurement, Analysis, Research and Reports
=
< . ) _ )
(4] S.3 Administrative and Financial
N1 Security
1IN 2 Health Record Information and Management
IN.3 Reqgistry and Directory Services
IN.4 Standard Terminologies & Terminology Services
IN.S Standards-based Interoperability
IN.G Business Rules Management
IN.7 Workflow Management

EHR-S FM Release 1.1



I/

HA

DC.1.1 (Record Management)
- DC.1.1.1 (Identify and Maintain a Patient Record)
DC.1.1.2 (Manage Patient Demographics)
DC.1.1.3 (Data and Documentation from External Sources)
DC.1.1.3.1 (Capture Data and Documentation from External Clinical Sources)
DC.1.1.3.2 (Capture Patient-Originated Data)

DC.1.1.3.3 (Capture Patient Health Data Derived from Administrative and Financial
Data and Documentation)

DC.1.1.4 (Produce a Summary Record of Care) 10
DC.1.1.5 (Present Ad Hoc Views of the Health Record)

DC 1.2 (Manage Patient History)

DC.1.3 (Preferences, Directives, Consents and Authorizations)
DC.1.3.1 (Manage Patient and Family Preferences)
DC.1.3.2 (Manage Patient Advance Directives)
DC.1.3.3 (Manage Consents and Authorizations)

DC.1.4 (Summary Lists)

- DC.1.4.1 (Manage Allergy, Intolerance and Adverse Reaction List)
DC.1.4.2 (Manage Medication List)
DC.1.4.3 (Manage Problem List)
DC.1.4.4 (Manage Immunization List)

................. EHR-S FM Release 1.1



ID# Typ [Name Statement/Description See o
P P Conformance Criteria
e also
DC.1.1.1 | F |ldentify and Statement: Identify and maintain a S.1.4.1|1. The system SHALL create a single logical
Maintain a single patient record for each patient. (g5 51| record for each patient.
Patient Record [Description: A single record is needed | : —
o o] [UToeRES, 6 Wil A% i 5.3.1.24 The system SHAL_L provide the ab_lllty tp create a
A X record for a patient when the identity of the
organize it unambiguously for the S.3.15 patient is unknown
provider. Health information is captured IN.2.1 '
and linked to the patient record. Static "7 3l The system SHALL provide the ability to store
data elements as well as data elements |IN-2.3

that will change over time are
maintained. The patient is uniquely
identified, after which the record is tied
to that patient. Combining information
on the same patient, or separating
information where it was inadvertently
captured for the wrong patient, helps
maintain health information for a single
patient. In the process of creating a
patient record, it is at times
advantageous to replicate identical
information across multiple records, so
that such data does not have to be re-
entered. For example, when a parent
registers children as new patients, the
address, guarantor, and insurance data
may be propagated in the children’s
records without having to re-enter them.

more than one identifier for each patient record.

The system SHALL associate key identifier
information (e.g., system ID, medical record
number) with each patient record.

The system SHALL provide the ability to uniquely
identify a patient and tie the record to a single
patient.

The system SHALL provide the ability, through a
controlled method, to merge or link dispersed
information for an individual patient upon
recognizing the identity of the patient.

IF health information has been mistakenly
associated with a patient, THEN the system
SHALL provide the ability to mark the information
as erroneous in the record of the patient in which
it was mistakenly associated and represent that
information as erroneous in all outputs containing
that information.

IF health information has been mistakenly
associated with a patient, THEN the system
SHALL provide the ability to associate it with the
correct patient.

The system SHALL provide the ability to retrieve
parts of a patient record using a primary identifier
secondary identifiers, or other information which
are not identifiers, but could be used to help
identify the patient.
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HL7 JAPAN

EHR-S FM: _ HL7 EHR-S FM
* $91600D 14 EE Release 1.1
« 91,0000 & 14 E %
Hee0J4—)L HEIOJ4—IL
FaT— L 7 DiB) (4 E D B 1)
. 38 -4
FMAOALEHIN=YD SR
vk J A ERE —| Evidentiary (&
* EHR-S(j:joElj»f—)lx Recgl‘r]dgl;/l"j;)aggzefint&
ICEETHE | REST Evidentiary Support :
BaMEs7 RM&ES
| TERRREe | HE-RET
(Behavioral health) A0 5%
T MRER | ERERERZ




HL7 JAPAN

EHR System
Functional
Model (EHR-S
FM)

DC 1.1, CC3
... SHALL ...

DC1.1, CC5
... SHOULD ...

THAE Tdh 5

EREIRFIZZE

BIZFM®D
B ¥

FEEETE

TIL~DEEHE

\ 4

INREE FP

RM&ES AP

B H FP1
INREE
RM&ESIZEE

EE: EHR-S FMIZ (L&

ALZELY

RH-R2EHFP

v

N/ \/

DC1.1, CC3: SHALL

B H FP2
K- 22 4H
RM&ESIZE &

DC1.1., CC4: SHOULD

E1

DC1.1, CC3: SHALL

DC1.1, CC4: SHOULD

RH-Z2EHFP

DC1.1, CC3: SHALL
DC1.1., CC4: SHALL

INEERR FP

[E|2

DC1.1, CC3: SHALL
DC1.1, CC4: SHALL

&2
RE-RIMEHFP
DC1.1, CC3: SHALL
DC1.1., CC4: SHALL

B H FP1
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S\ |

PHR-S

Interop
- ETIL
EHR-S
Ja74—
U n
—

/

FM&ZA
J4—I)L

EHR-S FM
Release 2.0

Other Industry Initiatives

Privacy, Health
Security, || Certifica- Info
Confident tion Exchang

jality e

Data Use
*Fraud Mgt

*Quality
*Rev Cycle

EHR-S FM 2.0IZxt 9 514> vk —XR

s EHR-S FM Release2.0% IR+
L ISO/TC215T#HEXRIEB LL THER

SOA
SAIF

R1.1
%

®E

International
Stds

(ISO TC215
1ISO 20514,
18308, 13606)




PHR-S FM

Personal Health Record System
Functional Model



HL/7 PHR-S FM

ZRERETHH L

PHRY AT LML ITNILES G0, FORE, HAWLIEE
555 EE

EaiE (certification) D= D TL— LT —I DiE
SATLHEEERMEOT U A—RAU



EHR

EHREPHRMELY

- BEERFRFILDHERE

. ERITEEERTH D

. FARHI[Zepisodic TREAR - HEBTRITZIZ S N DS
- BIREHR. 2EHEMT—2. BRT—2%F=2T

PHR

C ERID O

L,
Az

. RIS TIRALN
. EFENTHLTERETEHED
. EDBEEOBETF—A%55RT 5H?

¥|1SO/TC215CPHRDEE . RAO—JIZEAT ATRMANEZTYDDOH S



l;]f PHR-STH A EH|

PHRD IRV AT ALAIZ(EHREID)IBARMIZEHNELS

PHRIZEHR, EHR- X T L E. HAREEDHEEN . AR
FALIEDLBH D

T4\ —¢txa )T+
TOtA FAH.avFE—)L
HEBTBICTHH- T BEET 5T —3FEHDIH_E

PHRY R T LlE 1DPHRY AT LET )L, EHR-V AT L,
HIE(Health Information Exchange): DR EER A NE

PHROD1E#IL AT kB T L [ETR 5770
ERMICIEERG OB RNHD




e PHR-S FM: #2#&

HL7 JAPAN

HL7 PHR WG(&H#][XEHR-PHREEWGEMHE (I 1) [EPHREEHRD E
RIERZIBORBICEREH T, ERLRBEAFYUZEELTIM:
20034, PHR FMEL TRETIZE F

20074, ST2HPHR FMEZEZRFK T HILERTE

2008458 . DSTUMD AR

. 2FEMITTDSTUZHR. ANSIFRIE LTS

. HFEBITITIEWAY, a7 L7 HHEE

201049 A . ISO/HL7 NP 16527 “Personal Health Record System
Functional Model, Release 1 (PHRS FM)” ZISO/TC215#{F¥(IEH &L

THRIR



!/Lz PHR-S FM:ky 2L AL

HL7 JAPAN

Account Holder Profile

Manage Histoncal Clinical Data And Current
State Data

Wellness, Preventive Medicine, and Self Care

. *g% .zﬁ.\E (% BJI:E!I: E E"] = ;EII% Manage Health Education

}E; é ;h' "C‘ LY %) Account Holder Decision Support

o %*g% ﬁlé [Z[XID % % . Manage Encounters with Providers
AR5, SRR, ., iE 10 Frovder Management
SHEEENTSN
T3

Financial Managemeant

Administrative Management

Other Resource Management

Health Record Information Management

Standards Based Interoperability

Security

Auditable Records
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i RCRIM

HL7 JAPAN

Reqgulated Clinical Research Information
Management

aRREMmEE



I- RCRIMBE DA (L Fk

1. ICH

International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use

AKBRERRMAGN-EF 1P -3 EEL:
2. CDISC

Clinical Data Interchange Standards Consortium
EZRmART - IZREELEEE  KE

3. HL?7

Health Level Seven
EEIGRAE(CEE KE

4. ISO TC215 WG6

Pharmacy and medicines business

48



m ISO TC215

> ICH., CDISC. HL?

> ECRBIZEBAOEHES/FREH D
s CDISCEHL?

> CDISCiR#%ZHL7{t

s FDA. CDISC. NCI&HL7
> BRIDGZ'OIZb
> HL7 RCRIMTCDISC¢HLZ V3IDIVEYY)
> ECRBIYBAORES/EEH R

= PhRMA. HL7. EuroRec

> EHR/CR7°III°)‘I|~
v Electronic Health Record for Clinical Research
> abRIBEREEBFHINTDIiEHE

49



e ICH

HL7 JAPAN

International Conference on Harmonisation of Technical

Requirements for Registration of Pharmaceuticals for
Human Use

MBI=/ '  EC (EU), MHLW (JP), FDA (US)

EXRT : EFPIA, JPMA, PhRMA
IFPMA

EFTA, Health Canada, WHO

* ICH #i#%
an £ 23 Guidelines
T2 13 Guidelines
*hER 18 Guidelines
BER 6 Guidelines/Specifications

Aye—-J1RE : eCTD (EFHE) .ICSR (FIFRAEHS)

50
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fer CDISC

\.

HL7 JAPAN

Clinical Data Interchange Standards Consortium

Operational 12 A Databasel Submission
Data Data

Interchange Interchange

& Archive: & Archive:
ODM, LAB SDS, ADaM

ODM = Operational Data Model/Std SDS = Submission Domain
Standards
LAB = Laboratory Data Model/Std ADaM = Analysis Data Models

Hi#: Rebecca Kush, CDISC



e CDISCi&BRJ0—

Ewlnloml CRF

i COICE#EHEEDI TS T http://www.tri-kobe.org/cdisc/resources/project01/index.html
52
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HL7 JAPAN

RCRIMEFEIRAE

O #f8i%: Regulated Reporting

>
>

Individual Case Safety Report (ICSR) . Part 1:Part2
Generic Incident Notification (GIN)

O fAi%: Regulated Products

>
>

Structured Product Labeling (SPL)
Regulated Product Submission (RPS)

O 4Fis: Regulated Studies

YV V V V VYV VYV VYV VY VYV VY VY

Annotated ECG (aECG)

Clinical Trial Laboratory (CT Lab)

Drug Stability Reporting (eStability), Release 2

Clinical Research Filtered Query Service (CRFQ)

Clinical Trial Registration & Results, Release 1

Biomedical Research Integrated Domain (BRIDG), Release 1

CDISC Content to Message - Study Participation, Release 1

CDISC Content to Message - Study Design, Release 1

CDISC Content to Message - Subject Data, Release 1

EHR Clinical Research Functional Profile(EHR/CR FP)

ICSR Individual Case Safety Report, IDMP Identification of medicinal products
substances. pharmaceutical products. dose forms. Units. medicinal products

53



CRIM Projects in Context

Pharmaceutical Application Framework

HL7 JAPAN . 10
Regulatory Submission N\
Common I
Technical o Forms IND Patent Information Meetings 1B Special and Pediatric Protocol Annual Reports Labeling Foreign Labels Promotional Material ‘
Document
e Manufacture
e Exceipient Control
i i . " p— e Control of Drug Product
> General Information Stability » Biopharmaceutical Bioavailability ~ PopPK «  Container Closure
o Pharmaceutical Development e Human PK Faciliti
) ) . acilities
« Safety and Efficacy Studies: Placebo controlled Dose Response Active Comparative
- ¢ Uncontrolled clinical studies Meta Analyses
o Toxicology: Gen/Cac/Repro ADME . Post Marketing CSR and PSUR
o Pharmacology: Pharmacodynamics/ Pharmacokinetcs
Regulatory
Operations & *  Regulatory Interactions Meetings/Presentaions/Decision Submission Tracking - Periodic and NDA/SNDA Queries Commitment Tracking Promotional Material GMP documentation
Management
e Vendor Audits Site Audits Software Audits Internal Audits
Regulatory SPL
Submissions
g Research Draft Label Label Updates ‘Worldwide Labels
Protocol Safety
. submission
Case Management
15 day Filing notification
/ rotocol Regigtr
Scientific CDISC Data Standards: ODM, SDTM, ADaM
’ . Results e T T S e T PAT C ST ;
Research, +  Equipment Analyze Samples | o Analyze Samples | | «  Tabular summations on event counts «  Engineering
monitoring . Aggregate events dynamically using MedDRA hierarchy . Schedule
and gomrac(s,lgz, «  Proportional reporting ratio (PRRs) for alert prioritization and epidemiological +  Process Control
. - PR, o - esumes, evaluation
. *  MedDra, Who, Drug dictionaries -preferred terms. - indication specific tree Approvals ! N . ) y «  lIssue Inventory
0perat|ona| collect sample . collect sample o Satisfying multiple regulatory reporting requirements «  Tabletize
data . data Case Report Forfs . Collect, code and classify ad event data from multiple sources
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