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Subpart A—General Provisions 

§ 170.100 Statutory basis and purpose. 
The provisions of this subchapter im-

plement sections 3001(c)(5) and 3004 of 
the Public Health Service Act. 

[75 FR 36203, June 24, 2010] 

§ 170.101 Applicability. 
The standards, implementation spec-

ifications, and certification criteria 
adopted in this part apply to Complete 
EHRs and EHR Modules and the testing 
and certification of such Complete 
EHRs and EHR Modules. 

§ 170.102 Definitions. 
For the purposes of this part: 
2011 Edition EHR certification criteria 

means the certification criteria at 
§§ 170.302, 170.304, and 170.306. 

2014 Edition EHR certification criteria 
means the certification criteria at 
§ 170.314. 

Base EHR means an electronic record 
of health-related information on an in-
dividual that: 

(1) Includes patient demographic and 
clinical health information, such as 
medical history and problem lists; 

(2) Has the capacity: 
(i) To provide clinical decision sup-

port; 
(ii) To support physician order entry; 
(iii) To capture and query informa-

tion relevant to health care quality; 
(iv) To exchange electronic health in-

formation with, and integrate such in-
formation from other sources; 

(v) To protect the confidentiality, in-
tegrity, and availability of health in-
formation stored and exchanged; and 

(3) Has been certified to the certifi-
cation criteria adopted by the Sec-
retary at: § 170.314(a)(1), (3), and (5) 
through (8); (b)(1), (2), and (7); (c)(1) 
through (3); (d)(1) through (8). 

(4) Has been certified to the certifi-
cation criteria at § 170.314(c)(1) and (2): 

(i) For no fewer than 9 clinical qual-
ity measures covering at least 3 do-
mains from the set selected by CMS for 
eligible professionals, including at 
least 6 clinical quality measures from 
the recommended core set identified by 
CMS; or 

(ii) For no fewer than 16 clinical 
quality measures covering at least 3 

domains from the set selected by CMS 
for eligible hospitals and critical ac-
cess hospitals. 

Certification criteria means criteria: 
(1) To establish that health informa-

tion technology meets applicable 
standards and implementation speci-
fications adopted by the Secretary; or 

(2) That are used to test and certify 
that health information technology in-
cludes required capabilities. 

Certified EHR Technology means: 
(1) For any Federal fiscal year (FY) 

or calendar year (CY) up to and includ-
ing 2014: 

(i) A Complete EHR that meets the 
requirements included in the definition 
of a Qualified EHR and has been tested 
and certified in accordance with the 
certification program established by 
the National Coordinator as having 
met all applicable certification criteria 
adopted by the Secretary for the 2011 
Edition EHR certification criteria or 
the equivalent 2014 Edition EHR cer-
tification criteria; 

(ii) A combination of EHR Modules in 
which each constituent EHR Module of 
the combination has been tested and 
certified in accordance with the certifi-
cation program established by the Na-
tional Coordinator as having met all 
applicable certification criteria adopt-
ed by the Secretary for the 2011 Edition 
EHR certification criteria or the equiv-
alent 2014 Edition EHR certification 
criteria, and the resultant combination 
also meets the requirements included 
in the definition of a Qualified EHR; or 

(iii) EHR technology that satisfies 
the definition for FY and CY 2015 and 
subsequent years specified in para-
graph (2) of this definition; 

(2) For FY and CY 2015 and subse-
quent years, the following: EHR tech-
nology certified under the ONC HIT 
Certification Program to the 2015 Edi-
tion EHR certification criteria that 
has: 

(i) The capabilities required to meet 
the Base EHR definition; and 

(ii) All other capabilities that are 
necessary to meet the objectives and 
associated measures under 42 CFR 495.6 
and successfully report the clinical 
quality measures selected by CMS in 
the form and manner specified by CMS 
(or the States, as applicable) for the 
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stage of meaningful use that an eligi-
ble professional, eligible hospital, or 
critical access hospital seeks to 
achieve. 

Common MU Data Set means the fol-
lowing data expressed, where indicated, 
according to the specified standard(s): 

(1) Patient name. 
(2) Sex. 
(3) Date of birth. 
(4) Race—the standard specified in 

§ 170.207(f). 
(5) Ethnicity—the standard specified 

in § 170.207(f). 
(6) Preferred language—the standard 

specified in § 170.207(g). 
(7) Smoking status—the standard 

specified in § 170.207(h). 
(8) Problems—at a minimum, the 

version of the standard specified in 
§ 170.207(a)(3). 

(9) Medications—at a minimum, the 
version of the standard specified in 
§ 170.207(d)(2). 

(10) Medication allergies—at a min-
imum, the version of the standard spec-
ified in § 170.207(d)(2). 

(11) Laboratory test(s)—at a min-
imum, the version of the standard spec-
ified in § 170.207(c)(2). 

(12) Laboratory value(s)/result(s). 
(13) Vital signs—height, weight, 

blood pressure, BMI. 
(14) Care plan field(s), including goals 

and instructions. 
(15) Procedures— 
(i)(A) At a minimum, the version of 

the standard specified in § 170.207(a)(3) 
or § 170.207(b)(2); or 

(B) For EHR technology primarily 
developed to record dental procedures, 
the standard specified in § 170.207(b)(3). 

(ii) Optional. The standard specified 
at § 170.207(b)(4). 

(16) Care team member(s). 
Complete EHR, 2011 Edition means 

EHR technology that has been devel-
oped to meet, at a minimum, all man-
datory 2011 Edition EHR certification 
criteria for either an ambulatory set-
ting or inpatient setting. 

Complete EHR, 2014 Edition means 
EHR technology that meets the Base 
EHR definition and has been developed 
to meet, at a minimum, all mandatory 
2014 Edition EHR certification criteria 
for either an ambulatory setting or in-
patient setting. 

Disclosure is defined as it is in 45 CFR 
160.103. 

EHR Module means any service, com-
ponent, or combination thereof that 
can meet the requirements of at least 
one certification criterion adopted by 
the Secretary. 

Human readable format means a for-
mat that enables a human to read and 
easily comprehend the information 
presented to him or her regardless of 
the method of presentation. 

Implementation specification means 
specific requirements or instructions 
for implementing a standard. 

Qualified EHR means an electronic 
record of health-related information on 
an individual that: 

(1) Includes patient demographic and 
clinical health information, such as 
medical history and problem lists; and 

(2) Has the capacity: 
(i) To provide clinical decision sup-

port; 
(ii) To support physician order entry; 
(iii) To capture and query informa-

tion relevant to health care quality; 
and 

(iv) To exchange electronic health in-
formation with, and integrate such in-
formation from other sources. 

Standard means a technical, func-
tional, or performance-based rule, con-
dition, requirement, or specification 
that stipulates instructions, fields, 
codes, data, materials, characteristics, 
or actions. 

[75 FR 2042, Jan. 13, 2010, as amended at 75 
FR 36203, June 24, 2010; 75 FR 44649, July 28, 
2010; 77 FR 54283, Sept. 4, 2012; 78 FR 65887, 
Nov. 4, 2013; 79 FR 52933, Sept. 4, 2014] 

EFFECTIVE DATE NOTES: 1. At 79 FR 54477, 
Sept. 11, 2014, § 170.102 was amended by revis-
ing the definition for ‘‘Base EHR’’, effective 
Oct. 14, 2014. For the convenience of the user, 
the revised text is set forth as follows: 

§ 170.102 Definitions. 

* * * * * 

Base EHR means an electronic record of 
health-related information on an individual 
that: 

(1) Includes patient demographic and clin-
ical health information, such as medical his-
tory and problem lists; 

(2) Has the capacity: 
(i) To provide clinical decision support; 
(ii) To support physician order entry; 
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(iii) To capture and query information rel-
evant to health care quality; 

(iv) To exchange electronic health infor-
mation with, and integrate such information 
from other sources; 

(v) To protect the confidentiality, integ-
rity, and availability of health information 
stored and exchanged; and 

(3) Has been certified to the certification 
criteria adopted by the Secretary: 

(i) For at least one of the four criteria 
adopted at § 170.314(a)(1), (a)(18), (a)(19), or 
(a)(20); 

(ii) At § 170.314(a)(3); 
(iii) At § 170.314(a)(5) through § 170.314(a)(8); 
(iv) Both § 170.314(b)(1) and (2); or, both 

§ 170.314(b)(8) and § 170.314(h)(1); or 
§ 170.314(b)(1) and (2) combined with either 
§ 170.314(b)(8) or § 170.314(h)(1), or both 
§ 170.314(b)(8) and § 170.314(h)(1); 

(v) At § 170.314(b)(7); 
(vi) At § 170.314(c)(1) through § 170.314(c)(3); 
(vii) At § 170.314(d)(1) through § 170.314(d)(8); 
(4) Has been certified to the certification 

criteria at § 170.314(c)(1) and (2): 
(i) For no fewer than 9 clinical quality 

measures covering at least 3 domains from 
the set selected by CMS for eligible profes-
sionals, including at least 6 clinical quality 
measures from the recommended core set 
identified by CMS; or 

(ii) For no fewer than 16 clinical quality 
measures covering at least 3 domains from 
the set selected by CMS for eligible hospitals 
and critical access hospitals. 

* * * * * 

EFFECTIVE DATE NOTES: 2. At 79 FR 54478, 
Sept. 11, 2014, § 170.102 was amended by re-
moving the definitions of ‘‘2011 Edition EHR 
certification criteria’’ and ‘‘Complete EHR, 
2011 Edition’’, effective Mar. 1, 2015. 

Subpart B—Standards and Imple-
mentation Specifications for 
Health Information Tech-
nology 

SOURCE: 75 FR 44649, July 28, 2010, unless 
otherwise noted. 

§ 170.200 Applicability. 

The standards and implementation 
specifications adopted in this part 
apply with respect to Complete EHRs 
and EHR Modules. 

§ 170.202 Transport standards. 

The Secretary adopts the following 
transport standards: 

(a) Standard. ONC Applicability 
Statement for Secure Health Transport 
(incorporated by reference in § 170.299). 

(b) Standard. ONC XDR and XDM for 
Direct Messaging Specification (incor-
porated by reference in § 170.299). 

(c) Standard. ONC Transport and Se-
curity Specification (incorporated by 
reference in § 170.299). 

[77 FR 54284, Sept. 4, 2012] 

EFFECTIVE DATE NOTE: At 79 FR 54478, 
Sept. 11, 2014, § 170.202 was amended by add-
ing paragraph (d), effective Oct. 14, 2014. For 
the convenience of the user, the added text is 
set forth as follows: 

§ 170.202 Transport standards. 

* * * * * 

(d) Standard. ONC Implementation Guide 
for Direct Edge Protocols (incorporated by 
reference in § 170.299). 

§ 170.204 Functional standards. 
The Secretary adopts the following 

functional standards: 
(a) Accessibility. Standard. Web Con-

tent Accessibility Guidelines (WCAG) 
2.0, Level A Conformance (incorporated 
by reference in § 170.299). 

(b) Reference source. Standard. HL7 
Version 3 Standard: Context-Aware Re-
trieval Application (Infobutton) (incor-
porated by reference in § 170.299). (1) Im-
plementation specifications. HL7 Version 
3 Implementation Guide: URL-Based 
Implementations of the Context-Aware 
Information Retrieval (Infobutton) Do-
main, (incorporated by reference in 
§ 170.299). 

(2) Implementation specifications. HL7 
Version 3 Implementation Guide: Con-
text-Aware Knowledge Retrieval 
(Infobutton) Service-Oriented Archi-
tecture Implementation Guide, (incor-
porated by reference in § 170.299). 

(c) Clinical quality measure-by-measure 
data. Data Element Catalog, (incor-
porated by reference in § 170.299). 

[77 FR 54284, Sept. 4, 2012] 

§ 170.205 Content exchange standards 
and implementation specifications 
for exchanging electronic health in-
formation. 

The Secretary adopts the following 
content exchange standards and associ-
ated implementation specifications: 
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