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IHE PCD @ 15 Years!
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In 15 years, IHE 
PCD has become 
the ONLY successful 
standards-based 
initiative for the 
seamless exchange 
of device-sourced 
content.



PCD 2.0 Rationale
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Why “fix” a success story?!

World has changed!  Especially with coordinated care that spans time 
and geography

Care delivery is now as much about health & well-being as healthcare

Technology & Standards present new opportunities & challenges … 

Global marketplace is rapidly changing – a simple, clear “devices” 
message & “place” is needed

15 years is … 15 years!  (time for a freshening up…)

2019.10.14 - 17



PCD 2.0 Proposal - Overview
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1. Approved by IHE PCD leadership & PC / TC members
2. Simple name – Devices – Organized by (3) primary device use contexts
3. Subdomains maintain established, globally recognized brand labeling
4. Single TF w/ shared domain + specialized subdomain content
5. Domain external relationships unchanged + broadened …
6. New Domain Sponsors:  PCHAlliance for PCH & OR.net for DPI

IHE International 
Board

Deployment Cmtes. 
(National & Regional)

Devices (DEV) Domain

PCD Subdomain
Planning Cmte. Technical Cmte.

DPI Subdomain
Planning Cmte. Technical Cmte.

PCH Subdomain
Planning Cmte. Technical Cmte.

Devices Coordination Cmte.

Joint Planning Cmte.

Joint Technical Cmte.

IHE Members

IHE Sponsors

Special Committees

Domain Coordination

Testing & Tools + CASC

Marketing / 
Communications



PCD 2.0 Proposal @ PCH
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P r o p o s e d  W o r k i n g  G r o u p s

P r o p o s e d  P C H  S u b - D o m a i n

Personal 
Connected 

Health

Direct-to-Cloud
/ IoT

Vitals 
Acquisition 
Protocols

FHIR-Based 
Personal Health 
Data Exchange

Mobile Health 
Apps

Proposed PCH Subdomain Organization
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1. Joint Exploration Committee – Finalizing IHE – PCHAlliance MoU
2. PCD 2.0 Proposal Coordinated with exploration committee planning
3. Focused joint PCD & PCHA ”launch” discussions in Boston next week

2019.10.14 - 17



PCD 2.0 - Timeline
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2019.10.16-17 Joint PCD / PCHA Meeting & Reorg. “Launch”

2019.10.18 to 12.31 Finalize all intra-domain coordination / governance

2020 January 15TH Anniversary – PCD 2.0 Devices Domain 
Public Launch @ NA CAT ‘20 

2019.10.14 - 17



PCD 2.0 – IHE Board Request
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As the IHE PCD domain embarks on this next leg of the journey, it’s members 
have the following requests of the IHE International Board to approve:

1. Domain name change …

From “Patient Care Devices (PCD)” 

To: “Devices (DEV)”

2. Endorse the high-level intra-domain reorganization approach of …

ü (3) Subdomains:  DPI, PCD & PCH

3. General timeline from Boston meetings to Cleveland CATA
pp

ro
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PCD 2.0 – IHE Board Request
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PCD 2.0

What now … ?!
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PCD 2.0

What now … 
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Is a “Device”



PCD 2.0:  ”Device”? 

112019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion

IEC CDV 82304-1 � IEC 2015 – 19 – 62A/1013/CDV 

Table A.1 – Examples of software (SW) in or not in the scope of this standard 588 

In scope NOT in scope 
– SW-only products for health use 

– Mobile apps without “applied parts” (*)  

– Laboratory information SW 

– Radiology information SW 

– SW for individuals in fitness centres,  

– SW for finding best conception moment 

– Computer-aided diagnosis SW 

– Analysis SW for medical images 

– Clinical Decision Support software used to 
aid diagnosis, treatment, and health 
management of individuals 

– Individual stress relief SW with feedback  

– Training plan SW for re-VALIDATION 
purposes 

– SW for stimulating activity by Alzheimer 
patients 

– Electronic Health Record systems, 
including Electronic Medical Record 
systems 

– Hospital information systems 

– HEALTH SOFTWARE provided as a service 
hosted by an external organisation 

(*) “applied parts” are specific sensors or detectors that are 
applied to the human body to capture (bio)signals, e.g., for 
health purposes. A camera or microphone on a smartphone 
or tablet computer is not considered a specific sensor or 
detector. 

– SW that is not an executable, 
such as libraries, sets of 
reference values, .... 

– SW not addressing health 
issues for individuals 

– Hospital billing SW 

– Hospital equipment 
maintenance scheduling SW 

– Epidemiological study SW 

– Nurse training SW 

– Self-study for medical 
professionals 

– Electronic logbook for nursing 
home 

 

Also outside of the scope is 
software, or their updates, 
intended to drive (parts of)  

– Medical electrical equipment or 
systems covered by the IEC 
60601 series 

– In vitro diagnostic equipment 
covered by the IEC 61010 
series  

– Implantable devices covered 
by the ISO 14708 series 

 589 

 590 

Figure A.1 – Scope of this standard 591 
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IEC CDV 82304-1 � IEC 2015 – 6 – 62A/1013/CDV 

HEALTH SOFTWARE – 26 

Part 1: General requirements for product safety 27 

1 Scope 28 

1.1 Purpose 29 

This International Standard applies to the SAFETY of HEALTH SOFTWARE PRODUCTS designed to 30 
operate on general computing platforms and intended to be placed on the market without 31 
dedicated hardware, and its primary focus is on the requirements for MANUFACTURERS. 32 

1.2 Field of application 33 

This standard covers the entire lifecycle including design, development, VALIDATION, 34 
installation, maintenance, and disposal of HEALTH SOFTWARE PRODUCTS. 35 

IEC 82304-1 does not apply to HEALTH SOFTWARE which is intended to become part of a 36 
specific hardware designed for HEALTH use. Specifically, IEC 82304-1 does not apply to: 37 

a) medical electrical equipment or systems covered by the IEC 60601/IEC 80601 series; 38 

b) in vitro diagnostic equipment covered by the IEC 61010 series; 39 

c) implantable devices covered by the ISO 14708 series 40 
NOTE  This standard also applies to HEALTH SOFTWARE PRODUCTS (e.g., medical apps, health apps) intended to be 41 
used in combination with mobile computing platforms. 42 

1.3 Compliance 43 

Compliance with this standard is determined by inspection of all documentation required by 44 
this standard. 45 

Assessment of compliance is carried out by the MANUFACTURER and documented as part of the 46 
ACCOMPANYING DOCUMENTS. 47 

Where the HEALTH SOFTWARE PRODUCT is subject to regulatory requirements, external 48 
assessment of all documentation required by this standard is possible. 49 

Where this standard normatively references parts or clauses of other standards focused on 50 
SAFETY, the MANUFACTURER may use alternative methods. Provided it can be demonstrated 51 
that the process results of such alternative methods are equivalent including traceability and 52 
the RESIDUAL RISK remains acceptable, these alternative methods are considered acceptable 53 
to demonstrate conformity with this standard. 54 

NOTE  The term “conformance” is used in ISO/IEC 12207 where the term “compliance” is used in this standard. 55 

2 Normative references 56 

The following documents, in whole or in part, are normatively referenced in this document and 57 
are indispensable for its application. For dated references, only the edition cited applies. For 58 
undated references, the latest edition of the referenced document (including any 59 
amendments) applies.  60 

In each case where a normatively referenced standard uses the term “medical device” or 61 
“medical device software” ”, the term “HEALTH SOFTWARE” or “HEALTH SOFTWARE PRODUCT”, as 62 
appropriate, shall be substituted. 63 

When applying this standard, definitions and requirements, either in this standard or in a 64 
standard normatively referred to, that use the term “patient” shall be considered as applying 65 
to the person for whose HEALTH benefit the HEALTH SOFTWARE is used. 66 

IEC 62304:2006, Medical device software – Software life cycle processes 67 
IEC 62304:2006/AMD1:2015 68 



MDI:  The Big Picture

122019.09.25 IHE Australia – Navigating MDI
21

Multiple�Care�ContextsMultiple�Care�Contexts

(Jan Wittenber, Philips Medical, 
HITSP/TN905)

(Source:  Jan Wittenber, Philips Medical)



IHE “Devices” & AI/ML SaMD?
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pg. 1                                                                                                                                                                            www.fda.gov 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Released @
https://www.fda.gov/downloads/MedicalDevices/Digital
Health/SoftwareasaMedicalDevice/UCM635052.pdf?

+ Two new IEEE 11073 WGs on 
Artificial Intelligence Medical Devices 
(AI MD WGs) recently launched … in 
China!

+ IEEE EMBS projects on 
ü Medical IoT 
ü mHealth 



FDA Digital Health & RWE
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https://www.fda.gov/medicaldevices/digitalhealth/digitalhealthprecertprogram/default.htm

RWE 
Challenges

https://www.fda.gov/medicaldevices/digitalhealth/digitalhealthprecertprogram/default.htm


X73 Scoping Considerations

• Use Cases - both that are distinct to a specific use context and 
that involve two or three and require cross-context coordination

• Use Contexts - are the (3) suggested appropriate or should 
there be a further breakdown?  Architectures?

• Ecosystem – Intra & Inter Context Providers / Consumers (e.g., 
EHR consumers of PoC device content)

• Risk => Criticality => Regulatedness: Clearly this is involved 
in all three use contexts, but at different levels?

• Quality – including process requirements (e.g., ISO 13485)
• User - professional clinician to personal grandpa or family 

caregiver
• Technology - esp. with the advent of Medical IoT, mobile FHIR-

based, AI/ML MD ... EMBS SC initiatives? Etc.
- Consider RWE needs of FDA and others @ AI MDs ... melding a 

few of the above aspects
• ... 

152019.09.17 MDI Standards “Families” Revisited



PCD 2.0:  Scoping

• Who is missing from the “health device” discussion … 
esp. given the large volume of health data that is 
being communicated today … across all use 
contexts?
- Vision => Future State “Why?”  To what end …
- + Domain / Subdomain Scope + Vision + Mission

• Engagement (value prop) esp. for PCH-related 
stakeholders / ecosystem members esp. … persons 

• …

162019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion
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PCD 2.0

What now … 
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@ ”Subdomains”? & 
Governance



PCD 2.0 Proposal - Overview
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IHE DEV Sponsors:  AAMI, ACCE & HIMSS + PCHAlliance & OR.net

IHE International 
Board

Deployment Cmtes. 
(National & Regional)

Devices (DEV) Domain

PCD Subdomain
Planning Cmte. Technical Cmte.

DPI Subdomain
Planning Cmte. Technical Cmte.

PCH Subdomain
Planning Cmte. Technical Cmte.

Devices Coordination Cmte.

Joint Planning Cmte.

Joint Technical Cmte.

IHE Members

IHE Sponsors

Special Committees

Domain Coordination

Testing & Tools + CASC

Marketing / 
Communications

Foundational Standards 
Organizations (IEEE, HL7, …)

Work in Progress



PCD 2.0:  Governance

• Do all domain “votes” happen at the Domain (“Joint …”) 
level or subdomains or both …?

• Subdomain formal “recommendation” for Domain Joint 
cmtes. (similar to WG votes to take to Joint committees)

• How to effect coordination @ formal votes w/o lengthening 
the process …

• What is within the Domain Joint level (use cases, artifacts, 
activities, etc…) vs. Subdomain?

• How to ensure that one subdomain doesn’t negatively 
impact the work of another group w/o due diligence … 
Analogy of ISO governance from WG to TC to TMB…

• Analogy (?):  PCC Nursing “subdomain” …

192019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion
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PCD 2.0

What now … 

202019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion

@ ‘20 Meetings?



PCD 2.0

What now … 

212019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion

@ Single TF?  Vol’s?  
Transaction Labels? …



PCD 2.0:  Governance
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PCD 2.0

What now … 
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@ DEV Use Case 
Compendium?



PCD 2.0

What now … 
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@ Transaction Labels?



PCD 2.0

What now … 
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@ Testing & Tooling?



PCD 2.0  NIST Tooling
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PCD 2.0  PCHA Tooling
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<integration of PCHA / Continua Tooling>



PCD 2.0

What now … 

282019.10.14 - 17 IHE PCD 2.0 Proposal Update & Discussion

@ Pre-CAT, CAT, CAS



IHE Patient Care Devices (PCD)
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• Targeted at software engineer 
types…not marketing 

• Open forum to ask questions, 
explore boundaries, learn 
what standards already exist.

• Opportunity to share own 
experiences and introduce 
development challenges

• Kick-the-tires of early 
connectivity coding 
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- Selected IHE 
Profiles in Final 
Text 

- ISO accredited 
test labs

- Strict version 
controls of 
product & tools

2019.08.10 SDC@IHE SDPi Workshop



Changing the Way Healthcare CONNECTS

IHE Devices!


