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Foreword

This is a supplement to tierthcominglHE Quality, Research and Public Health Technical
Framework. Each supplement undergoes a process of public comment and trial implementation
before being incorporated into the volumes of the Technical Frarkew

This supplemen submitted for Public Commehetween June 4 and JulyZ)10. Comments are
invited and may be submitted to the IHE forumbt#://forums.rsna.org/forumdisplay.php?2&%

In order to be considered in development offthal Implementatiorversion of the supplement
comments must beceived by July 06, 2010. Pleasse the Public Comment Template provided in

30

35

40

45

the thread and submit comments by posting the completedatngs an attachment to a Reply or

New Thread.

This supplement describes changes to the existing technical framework documents and where
indicated amends text by additidmo{d underline) or removal beld-strikethrough), as well as

addition of largenewset i ons i ntroduced by editords instr.i
for readabilityarenot bolded or underlined.
ABoxedod instructions |ike the sample below in

relevant section(s) into the relevargchnical Framework volume:

Replace Section X.X by the following:

General information about IHEanbe found atwww.ihe.net
Information about théHE Quality, Research and Public Heatimbe found at:

http://www.ihe.net/Domains/index.cfm

Information about the structure of IHE Technical Frameworks and Supplecaatis found at:
http://www.ihe.net/About/procescfmandhttp://www.ihe.net/profiles/index.cfm

The current version of the IHE Technical Framewcakbe found at:

http://www.ihe.nefl'echnical Framework/index.cfm

Rev. 1.0- 201606-04
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Introduction

Retrieve Process for Execution (RPE) is a proposed IHE standamalladyorative workflowor
collaborative process managenmemvolving three main actors: 1/ the manager of process
definitions, 2/ the manager of runtime processes and 3/ the performer of process activities.

RPE started as Retrief&otocolfor Execution Profile a proposed automated naeedm for an
Electronic Health Record (EHR) to retrieve a complex set of clinical research instructions (a study

protocol) from a

research sponsor 6s EI

ectroni

instructions within the EHR. Interest has sigcewn to expand RPE to support processes from
other domains involving collaborative workflow like quality, public health and patient care support.
RPE now does this consistent with accepted IT standards for process management.

Open Issues and Questions

No open issues at this time.

Closed Issues

No closed issues at this time.

Rev. 1.0- 201606-04
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Volume 11 Integration Profiles

| Add the following to section 1.1.5

1.1.5 Copyright Permissions

To be completed
160

| Add the following to section 2.5

2.5 Dependencies of the RPE Integration Profile

Retrieve Process for Execution (RPE) is not strictly dependent on any IHE ,gofiler
performance of activities, the Retrieve Form for Bedpture (RFD) and Redaction Services profiles
165 can be used very synergistically for febmased subiasion of appropriately redacted EHR data.

| Add the following to section 2.7 |

2.7 History of Annual Changes

To be completed
170

Add Section X to the QRPH Technical Framework

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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X Retrieve Process for Execution Integration Profile

Retrieve Process for ExecutionRR) is a proposed IHE standard éotlaborative workflowor
collaborative process manageméamtolving three main actors) the manager of process
definitions, 3 the manager of runtime processes anth& performer of process activities.

X.1 Purpose and Scope

The Retrieve Process for Execution (RPE) profile started as Refietacolfor Execution, a

proposed automated mechanism for an Electronic Health Record (EHR) to retrieve a complex set of
clinical research instructions (a study protocolpfroa r esear ch sponsor 6s EI
(EDC) systemand to execute these instructions within the EHR. Interest has since grown to expand
RPE to support processes from other domains involving collaborative workflow like quality, public
health andpatient care support. This new version of RPE now does this consistent with accepted IT
standards for process management.

X.2 Use Cases

X.2.1 Clinical Trials
In the clinical research usase below, we describe the before and after effects of implewndime

Retrieve Process for Execution (RPE) profile for an investigational new drug clinical trial scenario.
Scenario

e The setting for the clinical trial use cas
delivered sidéby-side with clinical research

e The site, Holbin Medical Group, is a mudite physician practice, employing over 100
physicians in a variety of specialties.

e Hol binds CEO encourages the physicians to
pharmaceuticasponsored clinical trials.

Before RPE

Preconditions

1. A Clinical Research Protocol is defined by a clinical trials expert at PharmaGen, a biopharma
research sponsor

2. Holbin provides support for clinical research activities in the form of a Research Department
of twelve dedicated studyordinators, mostly RNs, along with clerical and e=tiéry
support personnel

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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3. Holbin Medical Group uses an Electronic Health Record (EHR) and a number of sponsor
provided Electronic Data Capture (EDC) systems for documenting clinical trial activities

UseCase

1. Clinical Research Site's Involvement:

. Hol binés involvement in a clinical stud
receives a request for proposal (RFP) from PharmaGen

ii. A Study Coordinator, Patricia Zone, RN, evaluates the RFP for business viafdity
clinical appropriateness, provides the requested documentation back to the sponsor,
and agrees to participate

iii.  After being approved as a site for the PharmaGen #1234 trial, the site Holbin Medical
Group provides the required regulatory documentatiaghgésponsor

2. Following trial set up, Patricia contacts Corey Jones, a patient at Holbin, about participating
in thetrial and Corey agrees to participate as a subject. A number of tasks deal with this
individual patient:

I.  Obtain proper consent anther documentation from study candidate Corey Jones.

i. Register Corey in the EHR as a candidat
index.

iii.  She also registers Corey as a candidate in the EDC system.

iv. She schedules Coreyo6s &HRusdgdulmgmodue randn g Vv
flags the visits as pertaining to the trial #1234.

v. Screening results are then examined to confirm continued enroliment in the trial.
3. After screening, Patricia then obtains and schedules the next set of study activities

correspading to the path (arm) thru the trial assigned for Corey.

Postconditions
1. Holbin Medical Group uses an EHR and the EDC system to document the PharmaGen #1234
trial activities.

After RPE

Preconditions

1. A Clinical Research Protocol is defined by the chiitials expert at PharmaGen using a
study design tool.

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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2. The resulting study design definition document is stored and made available for access by a
ProcessDefinitionManager (implemented by an EDC or other system).

3. A ProcessStateManager (implemented b¥EBXT or other system) is available to deploy, run
and manage the execution of the clinical trial process.

4. Hol binés EHR (or other system) can 1 mpl eme

Use Case

1. Clinical Research Site's Involvement:

I.  The ProcessActivityEacutor uses the RetrieveProcessDefinitions transaction to
obtain a list of protocols from the ProcessDefinitionManager.

2. Screening:

i.  ProcessActivityExecutor uses the InitiateProcess transaction to notify the
ProcessStateManager that the site wishes to aipatient into the study.

ii.  ProcessActivityExecutor uses the RetrieveActivities transaction to obtain from the
ProcessStateManager the set of screening activities.

iii.  ProcessActivityExecutor uses the UpdateActivity transaction to send the
ProcessStateManagiie screening results. (Note if activities have associated RFD
forms then UpdateActivity may be replaced by RFD form retrieval and submission.)

iv.  ProcessStateManager uses the ReceiveProcessStateAlert transaction to notify the
ProcessActivityExecutor that tipatient passed screening and has been enrolled in
the trial.

3. Treatment:

i.  ProcessActivityExecutor uses the RetrieveActivities transaction again to obtain from
the ProcessStateManager the next set of study activities for this patient.

ii.  ProcessActivityExecutanses the UpdateActivity transaction to send the
ProcessStateManager updates of activities as they are performed. (Note if activities
have associated RFD forms then UpdateActivity may be replaced by RFD form
retrieval and submission.)

iii.  ProcessActivityExecwarr can at any time use the ReceiveProcessStateAlert
transaction to notify the ProcessStateManager that the patient has withdrawn from the
trial.

iv.  ProcessStateManager can at any time use the ReceiveProcessStateAlert transaction to
notify the ProcessActivitykecutor that the trial has been placed on hold.

Postconditions

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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1. Holbin uses the ProcessActivityExecutor audit trail of study activity transactions to
document itos entire PharmaGen #1234 trial

2. PharmaGen uses the ProcessStateManager ailditftthe study process to document the
275 entire #1234 trial for all sites and patients.

X.2.2 Public Health Case Reporting

From a draft IHE proposal for Public Health Case Reporting Workflow:

Existing problem: In order to execute essential public hedliictions, local and state public
280 health agencies rely heavily on the reporting of public health cases from providers and other

entities at the point of care. The absence of a comprehensive public health case reporting

workflow limits providers and othemnéties to send a public health case report that contains

timely and complete public health information in a case investigation. Regardless if a

provider uses a paper or electronic form, information as to how to report and what ancillary
285 information to intude is uncertain.

How problem could be solvedPresently, gaps exist in describing the protocols involved in
sending a public health case report. CDC6s
(NCPHI) and the Council of State and Territorial Epiddogssts (CSTE) host the Case
Report Standardization Workgroup (CRSWg), which intends to describe the relationships

290 between ongoing public health case report activities aimed at improving the timeliness and
completeness of reporting across the spectrunuloligohealth.

Why IHE : Ultimately, the Public Health Case Reporting Workflow will help develop a
coordinated approach for developing public health profiles at IHE and could inform the
development of the Technical Framework for the Quality, Research ahd Redlth

295 (QRPH) Technical Committee.
é
The use case to describe public health case reporting has already been described by the
American Health I nformation Community (AHI
Caseo, 2008. URL:

300 http://healthit.nhs.gov/portal/server.pt/gateway/PTARGS 0 10741 848112 0_0 18/PHCRD
etailed.pdf

The use case is also supported by HITSP Interoperability Specifi¢idijol1l, 2008. URL:
http://wiki.hitsp.org/docs/IS11/IS12.html

Based on the AHIC use case, the extension of [RPE] (and [RFD]) may serve as a conduit to
305 further describe the public health casport workflow along with the systems, tools, and
resources used to enable case reporting.

Two key use case scenarios described in HITSP IS11 (referenced above) are shown below (note the
figures shown are within the IS11 document and not part of thigispgon):

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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