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Topics

•Background
•Organization
•Scope, Timeline, Processes
•Current Status of Work 
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History

• July 2004: Certification of HIT products a key action in HHS 
Strategic Framework

• Sept 2004: AHIMA, HIMSS, and the Alliance fund and 
launch CCHIT

• June 2005: Eight additional organizations add $325k funding 
support

• July 2005: HHS issues Health IT RFPs
• Sept 2005: CCHIT awarded 3 year, $7.5M HHS contract to 

develop compliance criteria and inspection process for EHRs 
and the networks through which they interoperate
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Mission of CCHIT

To accelerate the adoption of
robust, interoperable health IT
by creating an efficient,
credible and sustainable
product certification program.
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Goals of Product 
Certification

• Accelerate adoption by reducing the risks of 
investing in HIT

• Facilitate interoperability of HIT products within 
the emerging national health information network

• Enhance availability of HIT adoption incentives 
and relief of regulatory barriers

• Ensure that HIT products and networks always 
protect the privacy of personal health information
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Stakeholders

Private Sector Public Sector

• Providers
• Vendors
• Payers/purchasers
• Standards Development 

Organizations
• Quality Improvement 

Organizations
• Researchers
• Consumers

• HHS/ONC
• HHS Contractors
• Safety Net Providers
• Public Health
• Federal agencies

– CMS, VHA, NIST, CDC,
DoD, DHS, DoC, NSF,
GSA, EPA and others
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Guiding Principles

• Always protect the privacy of the patient/ 
consumer’s health information

• Need for decisive private-sector action now
• Governance must be credible, objective, 

and collaborative
• Seek input and deliver compelling value for 

all key stakeholders
• Inspection process must be objective, fair, 

reliable, repeatable
• Certification must be efficient, timely, and 

cost-effective
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CCHIT Organization
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Ensuring Fairness, 
Transparency, and Credibility

• Structure
– Commission

• Open call for participation
• At least two from provider, payer, and vendor stakeholder groups
• At least one from each of seven other stakeholder groups 

– Workgroups
• Open call for participation
• Two co-chairs from different stakeholder groups
• Members represent balance and diversity of stakeholders

• Policies and Processes
• Rigorous conflict of interest disclosure policy
• Minutes of all meetings published on CCHIT website
• Work products published for Public Comment after each step
• All comments reviewed and responses published

• Communication
• Town Halls – open forum at major conferences
• Town Calls – teleconferences with Q & A; open to all
• Specific outreach to stakeholder groups
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Scope of Work 
Under HHS Contract

• Phase I (Oct 05 – Sep 06)
– Develop, pilot test, and assess certification of 

EHR products for ambulatory care settings

• Phase II (Oct 06 – Sep 07)
– Develop, pilot test, and assess certification of 

EHR products for inpatient care settings

• Phase III (Oct 07 – Sep 08)
– Develop, pilot test, and assess certification of 

infrastructure or network components through 
which EHRs interoperate
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Timeline of Activities
and Deliverables

Q4
Develop, publish proposed criteria and inspection process

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3
20062005 2007 2008

Pilot test and publish report

Final comments, begin certification

Develop, publish proposed criteria

Pilot test and publish report
Develop, publish proposed inspection process

Develop, publish proposed criteria

Develop, publish proposed ins. proc.

Phase I:
Ambulatory EHR

Phase II: 
Inpatient EHR

Phase III: Networks

Each Phase includes at 
least two cycles of
public comment during 
development plus one 
cycle after pilot test

Not shown: criteria for 
each domain are updated 
annually after initial 
development Pilot test & publish report

Final comments, 
begin certification

Final comments, begin certification
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Development Process

Available 
Standards

Frameworks

Element X

Step A:
Gather Data

Element
Decision
Process

Criteria
for May 2006

Requirement X

Roadmap for
2007-2008

2007 2008
Availability in 

the 
marketplace

Priority as 
seen by 

stakeholders

Future X

Do not certify X

Practicality of 
certification

Step B:
Develop Criteria

Step C: Develop
Inspection Process

Test
Scenarios

Step-by-Step
Test ScriptsCrosswalk

Step 1
Step 2
Step 3
...

Publish for public 
comment

Publish for public 
comment

Available 
Standards

Frameworks



© 2006 | Slide 16 | 5/4/06

Development Process
Step D:

Pilot Test

Random Selection
of Participants

within each
Market Segment

Call for Pilot 
Participation

Conduct
Pilot Tests

Step E:
Finalization

Publish for public 
comment

Refine Test 
Process and 
Scripts as 
Needed

Publish for Comment:
• Pilot Results
• Final Criteria
• Final Test Process
• Final Test Scripts
• Certification Handbook

and Agreement

• Respond to
New Comments

• Final Adjustments
• Review & Approval

by Commission
• Publish Final Version

of all Materials

Launch
Certification
Program
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Functionality Criteria: 
Recap of the Development 
Process and Pilot Test Results

• Criteria are all based on HL7 DSTU for Ambulatory EHR
• Criteria vetted and refined through: 

– Two cycles of Public Comment (5/2005, 8/2005)
– Pilot Testing with six different ambulatory EHR products
– Final cycle of Public Comment (3/2006)

• Of the 264 Criteria:
– 245 fully validated by Pilot Test and stable since publication in 11/2005
– 12 revised with minor wording changes
– 6 classified Provisional
– 1 was deleted
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Sample Document: 
Functionality Criteria

Provisional Criteria
are in yellow

Roadmap columns
forecast future

criteria
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Interoperability Criteria:
Recap of the Development Process

• Challenges
– Workgroup noted existence of conflicting/competing standards, missing 

implementation guides, and other gaps
• Criteria were developed and vetted: 

– Two cycles of Public Comment (5/2005, 8/2005)
– Proposed Criteria and Roadmap published Nov 2005
– Final cycle of Public Comment (3/2006)

• Intervening events:
– ANSI-HITSP launched Oct 2005
– AHIC Breakthrough Use Cases released March 2006

• Status
– ePrescribing and Lab Result Receiving criteria originally on Roadmap 

for Sept 2006 moved to May 2007 Roadmap
– Interoperability Workgroup tasked with supporting the AHIC 

Breakthrough Use Cases
– Also urgent to include eRx and Lab criteria in

Nov/Dec 2006 Pilot Test
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Sample Document: 
Interoperability Criteria
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Security Criteria: 
Recap of the Development 
Process and Pilot Test Results

• Criteria drawn from several different sources of standards
• Criteria vetted and refined through: 

– Two cycles of Public Comment (5/2005, 8/2005)
– Pilot Testing with six different ambulatory EHR products
– Final cycle of Public Comment (3/2006)

• Of the 51 Criteria:
– 6 criteria had minor revision
– 1 criterion moved to 2007 roadmap
– 1 criterion removed as redundant with another
– 25 defined as Assignable
– 11 classified as Provisional
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Sample Document:
Security-Reliability Criteria

If “Y” appears in Assignable
column, the function can be

assigned to an external component
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Test Scripts: Recap of the 
Development Process

• Case Scenarios developed by Use Case Workgroup; Test Scripts 
developed, crosswalked and refined in conjunction with Functionality, 
Interoperability, and Security WGs

• Case Scenarios and Test Scripts vetted and refined through: 
– First cycle of Public Comment (10/2005)
– Pilot Testing with six different ambulatory EHR products
– Final cycle of Public Comment (3/2006)

• Any Test Steps not fully validated by the Pilot Test (i.e. pass rate 
<83%) were revised and/or made Provisional
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Sample Document: Test 
Scripts (Functionality scenario)
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Sample Document: Test 
Scripts (Security scenario)

Provisional Step

Assignable
Step
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Certification Process Diagram
(from Certification Handbook)
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The Jury-Observed 
Functionality Demonstration

Vendor personnel 
follow Test Script to 
demonstrate system 
at the vendor facility

CCHIT Proctor

Juror A
(Practicing 
physician)

Web conferencing 
(gotomeeting.com) 

and concurrent 
audio conferencing

Juror B

Juror C
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The Security Inspection

CCHIT 
Proctor

Vendor personnel 
follow Test Script to 
demonstrate system 
at the vendor facility

Web conferencing 
(gotomeeting.com) 

and concurrent 
audio conferencing

Juror D (IT/Security Expert)
also reviews self-attestation 

material offline, calls or 
emails vendor as needed for 

additional documentation

Juror D 
(IT/Security 

Expert)
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Failsafe Mechanisms:
Retests and Appeals

= CCHIT Process

= Applicant Process

= CCHIT Decision

= Applicant Decision

On inspection date:
CCHIT Proctor supervises 

the Jury-Observed 
Demonstration

Same-day retest
 of noncompliant steps on 

first pass

Juror votes collated -
items declared 

‘noncompliant’ by
a majority of the jury

are identified

On inspection date: CCHIT 
Proctor and Security 
Inspector observe 

demonstration

Items declared 
‘noncompliant’ are identified

Passed all items?

YES

Issue Certification Document

Add to list of Certified 
Vendors on CCHIT Website 
and issue press release on 
next batch announcement 

date

Completed in allotted time?

YES

Schedule additional 
test date

(fee charged) NO

NO

Applicant may request 
retest with new jury/

inspector (no fee 
charged)

If product is found 
noncompliant after retest 
with new jury/inspector, 
Vendor may appeal for 
Commission review (no 

fee charged)

Commission review –
concur with jury/inspector?

YES

NO

LEGEND

FUNCTIONALITY
INSPECTION

SECURITY
INSPECTION

Issue report on noncompliant 
inspection to Applicant

END
Certification denied –
Applicant may reapply

END
Certification granted – Vendor must comply with

 Maintenance requirements

CCHIT Proctor and Security 
Inspector review self 
attestation materials

Items declared 
‘noncompliant’ are identified

Provide clarifications or 
additional information

SELF ATTESTATION 
INSPECTION

Same-day retest
 of noncompliant steps on 

first pass

Information reviewed and 
results compiled

Verify production use
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Current Status: Recent and 
Upcoming Events

• March 27, 2006
Workgroups for Phase II announced

• May 1, 2006:
Final Certification Criteria and Inspection Process for 
Ambulatory EHR products released

• May 3, 2006:
Certification Program officially launched; applications 
from vendors being accepted online through May 12

• Early/Mid-July 2006:
Planned announcement of certified products from first 
quarterly inspection cycle



Thank You!
Discussion / Q & A

For more information:
www.cchit.org
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