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i. Introduction 
The Stage 2 Meaningfu l Use (MU) final rules were published in the Federal Register on September 4th

, 

2012. In Stage 2 MU, the Eligible Professionals (EPs) must meet (or qualify for an exclusion to) 17 core 

objectives and 3 of 6 menu set objectives . Similarly, the Eligible Hospitals (EHs) and Critica l Access 

Hospitals (CAHs) must meet (or qualify for an exclusion) to 16 core objectives and 3 of 6 menu 

objectives. The core objectives are part of mandatory requirements, while menu objectives can be 

selected from a tota l of 6 ava ilable options, for demonstrating meaningful use. In addition, starting in 

2014, Clinical Quality Measures (COMs) reporting has been incorporated into the definition of a 

"meaningful user" rather than being a core set requirement. This final rule delays the onset of Stage 2 

MU criteria until 2014; the start date for EHs will be October 1'1, 2013 and for EPs it will be Janua ry 1'1, 

2014. Specific to the Stage 2 MU Pub lic Health objectives, the capabili ty to submit e lectronic data for 

Immunizations is in the core set for EPs, and the capabi li ty to submit e lectronic data fo r Immunizations, 

Reportable Laboratory Results and Syndromic Surveillance are a ll in the co re set for EHs. In addition, two 

new public hea lth objectives for EPs have been added to the menu set, and indude the capability to 

identify and report 1) cancer cases to a cancer registry and 2) specific cases to a specialized registry 

(other than a cancer registry). 
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Stage 2 Timeline Delayed to 2014 

Stage of Meaningful Use 

1" 2011 2013' 1-2013 2~ 2015 2016 2017 2018 2019 2020 2021 
Year 

2011 
1 1 \ 1 2/ 2 3 3 TBD TBD TBD TBD 

2012 
1 1 2 2 3 3 TBD TBD TBD TBD 

2013 
1 1 2 2 3 3 TBD TBD TBD 

2014 
1 1 2 2 3 3 TBD TBD 

2015 
HH5 had announced in a November 2011 under the "We Can't Wait" TBD 
announcement, that the Stage 1 has been extended an additional year 

2016 
for providers who attested in 2011 - meaning that these providers will 3 
have to attest to Stage 2 in 2014, instead of in 2013. 

2017 
3 

The onset of Stage 2 criteria has been delayed. The earliest that the Stage 2 criteria will be effective is in 

fiscal year 2014 for EHs and CAHs o r calendar yea r 2014 for EPs . Note that providers who we re early 

demonstrators of meaningful use in 2011 wi ll meet three consecutive years of mean ingful use under the 

Stage 1 criteria before advancing to the Stage 2 criteria in 2014. All other providers would meet two 

years of meaningful use under the Stage 1 criteria before advancing to the Stage 2 criteria in their third 

year. 

For 2014 Only 
All provi ders regardless of their stage of mean ingful use are only requi red to demonstrate meaningful 

use for a three-month Electronic Health Record (EHR) report ing period. 

Medicare Providers: e ligible to receive Medicare EHR ince ntives, however the 3-month reporting period 

is fixed to the quarter of e ither the fisca l (for eligible hospita ls and CAHs) or calendar (for EPs) year to 

align with existing Center for Medicare & Med ica id Services (CMS) qua lity measurement programs. 

Medicaid Providers : e ligible to receive Medicaid EHR incentives, however the 3-month reporting period 

is NOT fixed since Med icaid providers do not have the same a lignment needs as Med icare Providers . 
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eMS is permitting this one-time three-month reporting period in 2014 only so that provide rs wh o must 

upgrade to 2014 Certified EHR Technology will have adequate time to implement thei r new Certified 

EHR systems. 

STAGE 2 EH & CAHs EP, 

2014 gO-day EHR Reporting gO-day EHR Reporting 

2015 Full Fiscal Year EHR Reporting Fu ll Calendar Year EHR Reporting 

Certified Electronic Health Record Technology (CEHRT) Transparency 
To increase clarity for purchasers in the Hea lth Information Techno logy (HIT) market, Office of the 

National Coordinator (ONe) has established methods for representing certified Complete EHRs and 

certified EHR Modules, including when Complete EHRs and EHR Modules meet the Base EHR definition. 

They also require that test resu lts used for EHR technology certification to be made publicly available in 

an effort to increase transparency and provide EPs, EHs, and CAHs a potential starting point from which 

to assess any implementation issues associated with certified Complete EHRs and certified EHR 

Modules. Finally, as another means of increasing transparency and mitigating any potential confusion in 

the market, ONC requires that ONC - Authorized Certifying Bodies (ONC-ACBs) ensure that EHR 

technology developers include in their marketing mate ria ls and communications notificat ion to 

potential purchasers any additional types of costs that an EP, EH, or CAH has to or may elect to pay to 

implement their certified Complete EHR or certified EHR Module in order to attempt to meet MU 

objectives and measures. 

National Institute of Standards & Technology (NIST) Testing 
Health Information Technology for Economic and Clinical Health (HITECH) Act requires that with respect 

to the development of standards and implementation specifications, the Director of NIST in coord ination 

with the HIT Standards Committee (HITSC) , "shall support the establishment of a conformance testing 

infrastructu re, including the development of technical test beds. The HITECH Act also indicates that "the 

development of th is conformance testing infrastructure may in clude a program to accredit independent, 

non-Federal laboratories to perform testing. 

ii. Common MU Data Set 

ONC has created term " Cbmmon MU Data ~t ,n which includes the following data from the ONC Stage 2 

Meaningfu l Use Fina l Ru le: 

1. Patient name. 
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2. Sex. 

3. Date of birth. 

4. Ra ce. 

S. Ethnicit y. 

6. Preferred language. 

7. Smoking status. 

8. Proble ms. 

9. Med ications. 

10. M edication allergies . 

11. Laboratory t est Is). 

12. Laboratory value(s)/result (s). 

13. Vi ta l signs - he ight, weight , blood pressure, BMf. 

14. Ca re plan fiel d(s), including goa ls and instructions. 

15. Proced ures. 

16. Care team member(s). 

iii StaQe 2 MU Public Health Objectives . 

Objective 
Eligible Professionals (EPs) Eligible Hospitals (EHs) and CAHs 
Measure Measure 

Immunization Core Set - Successful ongoing Core Set · Successful ongoing submission 
Registries submission of electronic Immunization of electronic Immunization data from 

data from certified EHR Technology certified EHR Technology (CEHRT) to an 
(CEHRTI to an immunization registry or immunization registry or immunization 
immunization information system for information system for the entire EHR 
the entire EHR reporting period (unless reporting period (unless no registries are 
no registries are capable) capable) 

Reportable lab N/A Core Set · Successful ongoing submission 
Results (ELRI of electronic reportable laboratory 

results from CEHRT to a public health 
agency for the entire EHR reporting 
period (unless no PH agency is capable) 

Syndromic Menu Set - Successful ongoing Core Set - Successful ongoing submission 
Surveillance submission of electronic syndromlc of electronic syndromic surveillance data 

surveillance data from CEHRT to a public from CEHRT to a public health agency for 
health agency for the entire EHR the entire EHR reporting period (unless 
reporting period (unless no PH agency is no PH agency is capable) 
capable) 

Cancer Menu Set - Successful ongoing N/A 
Reporting submission of cancer case information 

from CEHRT to a cancer registry for the 
entire EHR reporting period (unless no 
PH agency Is capable) 
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Re porting to Menu Set - Successful ongoing N/A 
Specialized submission of specific case Info rmation 

Disease fro m CEHRT to a specia lized registry for 
Registry the entire EHR reporting period (unless 

no PH agency is capable) 

iv. Meaningful Use Exchange Standards 

Stage2MU 
Publk lfealth 
objo_ 

Immunization 
Registries 
(liS) 

Reportable lab 
Results 
(ElR) 

Syndromic 
Surveillance 

Cancer 
Reporting 

. . . • • 

Standards 

Standard· Hl7 2.5.1 
• HL7 2.5.1 Implementation Guidefor Immunization 

Messaging Release 1.4 

Standard - HL7 2.S.1 
• Hl7 Version 2.5.1 Implementation Guide: Electronic 

laboratory Reporting to Public Health, Release 1 

Standard - Hl7 2.5.1 
PHIN Implementation Guidefor Syndromic 
Surveillance: Emergency Department and Urgent 
Care Data Release 1.1 

Not~: Ambul.tol)' / In-Plft~nt Guid~ und~r d~v~opm~nt 

The Implementation Guidefor Ambulatory Healthcare 
Provider Reporting to Central Cancer Registries,August 
2012, HL7 Clinical Document Architecture (COAl 

Single Standard for PH Transactions: 

Stage 2 MU _bulary 
Standards 

• HL7 Standard Code Set 
CVX - Vaccines 
Administered,July 30, 2009 
version 

• HL7 Standard Code Set 
CVX -- Vaccines 
Administered, updates 
through July 11, 2012 

Logical Observation 
Identifiers Names and Codes 
(LOINCel version 2.27 

In Stage 2 MU, all public health transactions (except cancer reporting) will be expected to use the HL7 

2.5.1 standard. For Cancer, the mandated standa rd will be HL7 Clinica l Document Architecture (CDA) 

Release 2, with Systematized Nomenclature of Medicine--Cli nical Terms (SNOM EO-CT) and Logical 

Observation Identifiers Names and Codes (LOINC) as the required vocabularies. 

Transport Sta ndards for PH Transactions: 
ONC has made it clear that we do not require EHR technology to be certified to any transport standard, 

including Direct, to meet the 2014 certification criterion. Since there is no consensus transport standard 

that states and public health agencies use for the reporting. Therefore, ONC believes that it is 
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appropriate for EHR technology developers to have the flexibility to include in their EHR techno logy and 

implement the transport standards that permit EPs, EHs, and CAHs to report in their states and to local 

public health agencies (PHAs). As per the Stage 2 final rule, an eligible provider is required to utilize the 

transport method or methods supported by the PHA in order to achieve meaningful use. Further, ONe 

clarified that this is in dependent of the EHR certification criteria as EHR cert ificat ion does not address 

transport for publi c health objectives. 

PHA Capacity Declaration: 
PHA must officia lly declare if it has the capacity to accept electronic data using the specification 

prescribed by ONC for MU objectives by the dead line set by eMS. If the PHA does not have the ca pacity 

to accept reporting (i nclud ing situations when the PHA accepts e lectron ic data but lacks the capacity to 

enroll the EP, EH or CAH during that reporting period ), the EP or EH can claim an exclusion for this 

measure. 

Centralized PH Repository: 
In determining wh ether the PHA has the capacity, eMS anticipates developing a central ized repository 

for this information, including a deadline for the PHA to submit information. If the PHA fa ils to provide 

information to this centralized repository by the dead li ne, the provider cou ld claim the exclusion . In the 

event, that we are unable to develop a centralized repository, providers will make the determination of 

PHA capacity by working directly with the PHA as is the case for Stage 1 of meaningful use . 

Ongoing Data Submission to PHA: 
If the PHA does have the capacity, the measure may be sat isfied through any of the following general 

public health criteria: 

D Ongoing submission was already achieved for an EHR reporting period in a prior year and 

continues throughout the current EHR reporting period using either the 2014 standard or the 

standards included in the 2011 Edition EHR certificat ion criteria adopted by ONe during the 

prior EHR reporting period when ongoing submission was achieved . 

U Registration with the PHA or other body to whom the information is being submitted intend to 

in itiate ongoing submission by the dead li ne (within 60 days of the start of the EHR reporting 

period) and ongoing submission was achieved. 

D Registration of intent to initiate ongoing submission was made by the deadli ne and the EP or 

hospital is still engaged in testing and validation of ongoing electronic subm ission . 

D Registration of intent to init iate ongoing submission was made by the dead line and the EP or 

hospital is awaiting invitation to begin testing and validation. 

The measure will not be met in the fo llowing situations: 

n Provider fa ils to register their intent by the deadline; or 

D Provi der fa ils to participate in the on boarding process as demonstrated by their fa il ure to 

respond to the PHA written requests for action within 30 days on two separate occasions. 
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"'Actual patient data is required fo r the meaningful use measures that include ongoing submission of 

patient data to PHAs. 

v. PH Objectives: From CMS and ONC Stage 2 Final Rules 

Please note in the table below, the numbers within brackets point to the page number in Final Rule's 
documents published in the Federal Register. 

IMMUNIZATION 

eMS Stage 2 Final Rule 
D Term Immu nization Regist ries Retained ; Some commenters suggested that the term 

immunization info rmation systems w as all encompassing making the inclusion of immunization 

registries redundant; Response: We agree that an information system could include registries; 
however, we do not believe that modifying the objective serves a distinct purpose and could 
confuse those accustomed to the term immunization registries. [54022] 

D Public Hea lt h Agency (PHA) Read iness Iss ue : Commenters, although supportive of moving 
immunization registry reporting from menu to core, expressed concern that PHAs did not 
have the capacity to accept e lectronic data from additiona l providers. [54022] 
Response: We agree that not all PHAs wi ll have the resou rces to on board providers fo r 
immunization registry reporting. The fina l rule al lows for an EP or hospital to be excluded from 
the measure if they operate in a jurisdiction for which no immunization reg istry is capable of 
accepting data. We furthe r clarify that this exception applies not only if the technical capacity to 
receive the data does not exist, but also if the resources are not ava il able within the public 
hea lth authority to initiate ongoing subm ission with the EP or hospital. We also permit (as 
earlier stated) an EP or hospital to meet the measure so long as they have registered to subm it 
and are either still in the process of testing and validation (within the time limits established 
earlier), or are still awaiting an invitation to begin submission. [54023] 

o Bidirect ional Exchange : Numerous commenters encouraged the inclusion of bidirectiona l 
exchange of data with immunization registries. Many commenters noted that the EP or e li gible 
hospital cannot take advantage of rich data and clinical decision support contained within an 
immunization registry without bidirectional exchange. 
Response : While we agree that the need for bidirectional data exchange is clear, this measure 
aligns more with the goa ls of Stage 3 meaningful use stated in the proposed rule. Add it iona lly, 
the standards and mechanisms for bidirectiona l data exchange need to be more standardized 
across pub lic hea lth authorities. Afte r consideration of the public comments received, we are 
finalizing this objective for EPs at §495.6 U)(15)(i) and for eligible hospitals and CAHs at 
§495.6(1)(12 )(i ) as proposed. [54023] 

n HL7 2.3.1 Grandfatheri ng Issue : We agree that during the implementat ion of Stage 1 reporting 
of immunization data, the need for a more harmonized standard for immunization report ing 
was highlighted. To address this issue, the option of using version Hl7 2.3.1 versus 2.5.1 for 
certification was removed and now only an Hl7 2.5.1 message can be used for Stage 2 reporting 
of immunization data. The implementation guide for Hl7 2.5.1 has been updated to remove 
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much of the variability across states for immunization registry reporting. However, if EPs prior 
to CY 2014 and eligible hospitals and CAHs prior to FY2014 have achieved successful ongoing 
submission using EHR technology certified to the 2011 Edition EHR certification criteria (HL7 
2.3.1 on ly) it is acceptable to continue this ongoing submission and meet the Stage 2 measure 
for as long as HL7 2.3.1 continues to be accepted by the immunizations information system or 
immunization registry. EPs and eligible hospita ls and CAHs conducting subm issions using HL7 

2.5.1 will be able to get their arrangement certified to the 2014 Edition EHR certification 
criteria; After consideration of the public comments rece ived, we are finalizing this measure at 
for EPs at 495.6 U)(15)(ii) and for eligible hospitals and CAHs at 495.6(1)(12)(ii) as proposed; 
Exclusions: (1 ) the EP, e ligible hospita l or CAH does not administer any of the immunizations to 
any of the populations for which data is collected by their jurisdiction's immunization registry or 
immunization information system during the EHR reporting period; (2 ) the EP, e ligible hospital 
or CAH operates in a jurisdiction fo r which no immun ization registry or immunization 
information system is capable of accepting the specific standards required for CEHRT at the 
start of their EHR reporting period (3) the EP, e ligib le hospital or CAH operates in a jurisdiction 
where no immunization registry or immunization information system provides information 
t imely on capabil ity to receive immunization data ; or (4) the EP, eligib le hospita l or CAH 
operates in a jurisdiction for which no immunization registry or immunization information 
system that is capab le of accepting the specific standards required by CEHRT at the start of their 
EHR report ing period can enroll additional EPs, e ligible hospitals or CAHs. The second exclusion 
will not apply if an entity designated by the immunizat ion registry or immunization information 
system can receive electronic immun ization data submissions. [54023] 

n Immunizatio n in Core Set for EPs . EHs/CAHs: Stage 2 Objective for Eli gible Professionals, Eligib le 
Hospitals and CAHs: Capabili ty to submit e lectronic data to immun ization registries or 
immunization information systems except where prohibited, and in accordance with applicable 
law and practice (54047] 

D Stage 2 Measu res: Successfu l ongoing submission of electronic immunization data from 
Certified EHR Technology to an immunization registry or immunization information system for 
the entire EHR reporting period . [54047] 

ONe St age 2 Final Rule 
u Certification Criteria Change : Comment : Commenters supported our proposed "two 

certification criteria app roach." One commenter noted strong support for ONC's change in 
terminology from "retrieve and modify" to "access and change" and the clarification that this 
criterion does not include in scope the retrieval of immunization data from an external source 
to the EHR; Response : We appreciate the support for the proposed certification criteria and the 
change in terminology. We are adopting these certification criteria as proposed, but with the 
inclusion of an updated implementation gu ide as discussed below. [54239) 

U Single Hl7 Sta nd ard : We appreciate the support for the moving so le ly to HL7 2.5 .1. We do not 
believe that permitting EHR technology to continue to be certified to HL7 2.3.1 as a means of 
meeting this certification crite ri on promotes improved exchanged and inte roperabi li ty. 
The refore, we are adopting on ly HL7 2.5.1 for the "transmission to immunization regist ri es" 
certification criterion. [54240) 

n Immunizatio n Implementation Gui de (Release 1.4): The CDC has worked to clarify ambiguities in 
Release 1.3 of the implementation guide and has publi shed a new version of the 
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imp lementation guide, Release 1.4, w hich reflects these clarifications. In particular, Re lease 1.4 
clarifies the separate usage responsibilit ies for senders and receivers, provides conformance 
statements identifying core data e lements that must be supported based on the Nationa l 
Vaccine Advisory Committee (N VAC) core data e lements, adds support for messaging Vaccine 
Information Statement (VIS) data based on a 3D barcode, and provides Hl7 version 2.7.1 usage 
guidance that imp roves clarity for conformance crite ria and the requi rements fo r HL7 message 
e lements. Overa ll, these revisions do not establish additiona l substantive requirements in 
comparison to Re lease 1.3. Rather, the revisions improve t he ability to test and cert ify EHR 
technology to the imp lementation guide and make it eas ier for EHR technology developers to 
imp lement the guide's requirements based on the corrections and clarifications. Accordingly, in 

lieu of adopting Release 1.3 of the imp lementation guide as we had proposed, we have adopted 
Release 1.4 for t he "transmission to immun ization registries" certification criterion. For the 
reasons stated above, we are not adopting HL7 2.3.1. [54240J 

u Trans[:l:o rt Standards Comments {(:! Iea se see ONC's res(:!onse be low}: An expert pane l convened 
by CDC and America n Immunization Registry Association (AIRA) has recommended a SOAP-
based standard for t ransport of immunization data . [54240] 

D CVX Vocabu lary Standard: As we required for the 2011 Edition EHR certification criterion for 
immunization reporting, we continue to believe that the adoption of CVX is appropriate and 
that no other vocabulary standard need to be expressly adopted for the purposes of 
certification . [542401 

D Scope of Certification : Any EHR technology that meets the certification requirements can be 
ut il ized to submit data to an Immunization Registry. Aga in, to meet this certification criterion, 
EHR technology must be able to properly create immunization information for electronic 
tra nsmission according to the adopted standard and implementation specificat ion . How t his 
standard ized data created by CEHRT gets to pub lic hea lt h is not w ith in the scope of certification . 
Additiona lly, we are aware that some states a re considering modular certification of the state 
immunization registry to accomplish th is funct ion. [54241] 

D HL7 2.5.2 Batch Reporting : It is our understanding that most state immun ization registries can 
accept batch reporting via the HL7 2.5.1 message standard and we previously indicated this 
approach was acceptable in FAQ 9-10-002-1. [54241] 

D Transport Standards Res(:!onse : We want to make clear that we do not require EHR technology 
to be certified to any t ransport standard, including Direct, to meet this certification criterion. 
The re is no consensus transport standard that states and public hea lth agencies use for the 
reporting of immun ization information. Therefore, we believe that it is appropriate for EHR 
techno logy developers to have t he flexibilit y to include in t he ir EHR technology and impleme nt 
the transport standards that permit EPs, EHs, and CA Hs to report in their states and to loca l 
public healt h agenci es. [54241] 

We note that while no proposal for a single interface to all immunization registry exists, an expert 
panel convened by CDC and AIRA recommended standa rds fo r transport that inc lude a standa rd 
WSDL which should help reduce the financial burden on EHRs to interface with immunization 
registri es. [54242] 

SYN DROM IC SURVEILLANCE 

eMS Stage 2 Fi na l Rul e 
D SS in Menu Set for EPs: Although not all public hea lth authorities are able to accept syndromic 

surve ill ance data from Eligible Professionals, since ma ny EPs already report this measure and 
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some public health authorities have the ability to accept this data, the measure wi ll remain as a 
menu set option. [54025] 

D SS in Core Set for EHs Since many hospitals already report this measure and many pub lic hea lth 
authorities have the ability to accept this data, the measure will rema in as core. If there are no 
public health authorities for the hospitals to report syndrom ic survei ll ance data to, the hospital 
can claim an exemption [54025J 

D While a single national implementation guide exists for syndromic surveillance data of 

emergency department data from hospita ls, currently an implementation guide does not exist 
for syndrom ic surve illance reporting from the eligible professional. The Centers fo r Disease 
Control and Prevention is working in conjunction with the Internationa l Society for Disease 
Surve illance and draft guidance is currently available fo r the reporting of ambulatory based 
syndromic surveillance. (54025] 

D Currently public health departments that collect syndrom ic surveil lance data streamline the 
data collection process and collect data at an organization or facility level depend ing on the 
provider. Syndromic surveillance data is not co llected at the provider leve l, although attestation 
would be at the provide r level where reporting by a single organization or facility could count 
for multiple providers. (54025] 

D Successful ongoing subm ission of e lectronic syndromic surveillance data from CEHRT to a public 
hea lth agency for the entire EHR reporting period . (540251 

D Exclusions: Any EP, eligible hospita l or CAH that meets one o r mo re of the following criteria may 
be excluded from this objective: (1) the EP is not in a category of providers that collect 
ambu latory syndromic surveillance information on their patients during the EHR reporting 
period ; (2 ) the e ligible hosp ita l or CAH does not have an emergency or urgent care department; 
(3) the EP, eligible hospital, or CAH operates in a jurisd iction for w hich no publi c health agency 
is capable of receivi ng e lectronic syndromic surveillance data in the specific standards requ ired 
by CEHRT at the start of their EHR reporting pe riod; (4) the EP, e ligib le hospita l or CAH operates 
in a jurisdiction w here no public health agency provides information time ly on capability to 
receive syndromic survei ll ance data; or (5) the EP, eligible hospital or CAH operates in a 
jurisdiction for which no public health agency that is capable of accepting the specific standards 
required by CEHRT at the start of their EHR reporting period can enroll additiona l EPs, e ligible 
hospitals or CAHs. [54026] 

U Stage 2 objective for e ligib le hospita ls and CAHs: Capabili ty to submit e lectronic syndromic 
surveill ance data to public health agencies, except w here prohibited, and in accordance with 
applicable law and practice [54048] 

U Stage 2 Measures: Successful ongoing submission of e lectronic syndromic surveill ance data 
from Certified EHR Technology to a public hea lth agency for the entire EHR reporting period. 
15404S1 

ONe St age 2 Final Rule 
o SS Certification Crite ria: We are adopting as part of the 2014 Ed ition EHR certificat ion criteria 

the certificatio n criterion focused on the capab ility to create syndrome-based public health 
surveillance in accordance with the standards we have specified (§ 170.314(f)(3)) . We are not, 

however, adopting the certification criterion we proposed that focused on data capture. We 
have chosen to drop this proposed certification criterion because we do not believe that it is 
essentia l to focus on from a testing and certification perspective. It is our understanding that 
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EPs, EHs, and CAHs will not necessarily be recording, access ing, and capturing separate kinds of 
"syndrom ic surveillance" information to facilitate the transmission of syndrome-based public 
hea lth surveillance information to public health agencies. Rather, they w ill simply be "passing 
on" or reporting the informat ion that already exists in their CEHRT to public health agencies. 
Thus, upon further reflection, this "data capture" certification criterion is unnecessary for 
certification. [542421 

n SS Certificat ion Criteria (Modular Certificati on) : Our approach to the public hea lth certificat ion 

criteria could enable additional EHR tech nologies (likely in the form of EHR Modu les) to be 
certified and provides additional pathways and flexibility to EPs, EHs, and CAHs to have EHR 
technology that can be used to satisfy the proposed revised definition of CEHRT. [s4242 j 

D Single Hl7 Sta ndard : We have now adopted the Hl 2.5.1 standard as the sole standard for this 
certificat ion criterion. We are adopting only the 2.5.1 standard because, as noted above and in 
the Proposed Rule , public hea lth agencies are rapidly moving to this standard and all 
stakeholders would benefit from focus ing on a single standard for public health surveillance. 
[54242[ 

D Syndromic Surveillance Implementation Guide {Re lease l .ll : The CDC has recently published 
Release 1.1 of the implementation guide. Release 1.1 reflects the work of the CDC to correct 
errors and clarify ambiguities that were present in Release 1.0 as well as provide information 
that was missing in Release 1.0. The CDC also recently publi shed an addendum to the 
imp lementation guide, tit led "Conformance Clarification for EHR Certification of Electronic 
Syndromic Surveillance." The addendum consolidates Release 1.1 information and clarifies 

existing conformance requirements of the implementation guide. Therefore, we believe the 
adoption of Re lease 1.1 and the addendum is appropriate as they wi ll improve the ability to test 
and certify EHR techno logy to t he implementation guide, as well as make it easier for EHR 
technology developers to imp lement the guide's requirements. [s4243j 

n Inpatient versus Amb ulatory Settings : The designation "inpatient" is a genera l designation that 

we use to d istinguish certificat ion criteria and capabilities that apply to a particu lar setting fo r 
certificat ion. We currently designate on ly t wo settings for certification, the inpatient setting and 
the ambulatory setting without variation . EHs use "i npatient-certified" EHR technology for their 

inpatient department and emergency departments. For urgent care settings that are not the 
emergency department, the providers would be non-hospita l-based EPs and would require 
"ambulatory-certified" EHR technology. Therefore, we are retaining the "inpatient" designation. 
[54243[ 

n Transport Standards Guidance : We want to make clear that we do not require EHR technology 
to be certified to any transport standard, includ ing Direct, to meet this certification criterion. 
There is no consensus transport standard that states and public health agencies use for the 
reporting of syndrome-based public health surveillance information . Therefore, we beli eve that 

it is appropriate for EHR techno logy deve lopers to have the flexib ility to include in their EHR 
technology and implement the transport standards that permit EPs, EHs, and CAHs to report in 
their states and to local public hea lth agencies. [s4243j 

D 55 Certificatio n Crite ria: We do not believe that it is app rop ri ate to modify the certification 
criterion to explicitly reference adverse drug events or any other specific syndrome-based 
surveill ance information for the purposes of EHR technology certification . [54243j 

n 55 Certification Criteri a: EHR techno logy must be able to electronica lly create syndrome-based 

public health surveillance information for e lectronic transm ission in accordance with: (i) 
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Ambulatory setting only, (ii) Inpatie nt setting only (54291) 

REPORTABLE LAB RESULTS 

eMS Stage 2 Fina l Ru le 
U Public Hea lth Agencies Onboard ing Issue Guidance : We agree that not all PHAs wil' have the 

resources to onboard providers for electronic laboratory reporting. The fin al rule allows for an 
EP, eligi ble hospital or CAH to be excluded from the measure if they operate in a jurisdiction for 
which no public health authority is capable of accepting electronic laboratory data . We further 
clarify that th is exception applies not only if the technical capacity to receive the data does not 
exist, but also if the resources are not ava ilable within the public health authority to init iate 
ongoing submission with the EP, eligible hospital or CAH. We also permit (as earlier stated) an 
EP, eligible hospital or CAH to meet the measure so long as they have registered to subm it and 
are either still in the process of testing and validation, or are still awaiting an invitation to begin 
submission. (54024) 

n Re!;!ortable l.b Resu lts {RLR} I m~ l ementation Gu ide : ONe h" adopted .n updated 
imp lementation guide for electronic laboratory reporting from EHR technology in its 2014 
Ed ition EHR certification cri teria. Additionally, the Centers for Disease Control and Prevention in 
coordination with the Council of State and Territorial Epidem iologists have created the national 
Reporting Condition Mapping Table that provides further guidance on appropriate vocabularies 
usable for reportable conditions across the country for reporting of ElR data. (54024) 

U RlR Certification Criteria {Modular Certifi cation}: Eligible Hospita ls can choose to report data 
directly from any kind of EHR technology that has been certified to the certification criteria 
adopted by ONe. This cou ld include EHR technology from a single EHR technology developer, a 
separate modularly certified component such as a LlMS certified as an EHR Module, or the 
technical capability offered by an HIE that is certified as an EHR Module for electronic 
laboratory reporting. After consideration of the public comments, we are finalizing this 
objective for eligible hospitals and CAHs at 495.6(1)(13)(i)as proposed . (54024) 

D Ongoing Data Submiss ion to PHA: We are modifying this measure for eligible hospita ls and 
CAHs at §495.6(1)(13)(ii) to successful ongoing submission of electronic reportable laboratory 
results from CEHRT to a public health agency fo r the entire EHR reporting period" . We furthe r 
specify that in order to meet this objective and measure, an eligible hospital or CAH must use 
the capabilities and standards of CEHRT at 45 CFR 170.314(f)(4); Exclusions : The eligibl e hospita l 
or CAH that meets one or more of the following criteria may be excluded from this objective: (1) 
operates in a jurisdictio n for which no public health agency is capable of receiving electronic 
reportable laboratory results in the specific standards required for Certified EHR Technology at 
the start of the EHR reporting period; (2) operates in a jurisdiction where no public hea lth 
agency provides information timely on capability to receive electronic reportab le laboratory 
results or (3) the eligible hospital o r CAH operates in a jurisdiction for which no public health 
agency that is capable of accepting the specific standards required by CEHRT at the start of their 
EHR reporting period can enroll additional eligible hospitals or CAHs. (54024) 

D Stage 2 CORE objective for Eligible Hos~itals and CAHs: Capability to submit electronic 
reportable laboratory results to public health agencies, except where prohibited, and ;n 
accordance with applicab le law and practice [54048] 

D Stage 2 Menu objective for Eligible Professiona ls: Protect electronic health information created 
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or maintained by the Certified EHR Technology through the implementation of appropriate 
technical capabilities [54048) 

D Stage 2 Measures: Successful ongoing submission of electronic reportable laboratory results 
from Certified EHR Technology to public health agencies for the entire EHR reporting period. 
[54048[ 

ONC Stage 2 Fina [ Ru[e 
D Rel:1ortab le lab Resu lts jRLR} Certification Criteria: We are adopting as part of the 2014 Ed ition 

EHR certification crite ri a the certificatio n criterion focused on the capabili ty to electroni cally 
create reportable laboratory rests and values/results for electronic t ransmission in accordance 
with the standards we have specified (§ 170.314{f)(4)) . We are not, however, adopting the 
certification criterion we proposed that focused on data capture. For similar reasons as 
expressed ;n the syndromic surveillance certification criterion, we have dropped this 
requirement because we believe it is not necessary to focus on for the purposes of EHR 
technology certification. [54247) 

D RLR Implementation Guide : We have adopted the proposed certification criterion [the HL7 

Version 2.5.1 Implementation Guide: Electronic Laboratory Reporting to Public Health, Re lease 
1 (U S Realm) with errata, as well as the latest versions of SNOMED CTe and LOINC· .j, including 
the proposed standards and implementation gu id e with errata and clarifications and a recently 
published supplement to the im plementation guide, t itled ""ELR 2.5.1 Clarification Document 

for EHR Technology Certification." Accordingly, we are adopting the Supplement and the 
proposed Release 1 with errata and clarifications. [54247) 

D RLR Voca bu la ry Sta nd ards : We have establ ished a process for adopting certain vocabulary 
standards, including SNOMED CT8 and LOINC®, which permits the use of newer versions of 
those standards than the one adopted in regu lation . [54247) 

D Tra ns po rt Standards Guidance : We want to make clear that we do not require EHR technology 

to be certified to any transport standard, including Direct, to meet this certification criterion. 
The re is no consensus transport standard that states and public health agencies use for the 
reporting of laboratory test and values/results. Therefore, we believe that it is appropriate for 
EHR technology developers to have the flexibility to include in their EHR technology and 
imp lement the transport standards that permit EPs, EHs, and CAHs to report in their states and 
to local pub lic health agencies. (54247) 

D Reportab le L.b Results 'RLR} Certification Crite ria : ' HR technology must be able to 
e lectronically create reportable laboratory tests and va lu es/results for e lectronic transmissio n 
in accordance with : (i) The standard (and appli cable implementation specifications) specified in 
§ 170.205(g); and (ii) At a minimum, the versions of the standards specified in § 170.207(a)(3) 
.nd (0112). [54291) 

CANCER REPORTING 

CMS Stage 2 Fi na[ Ru[ e 
D Cancer Reporting Guida nce : For those EPs who do not meet the proposed exclusion of not 

diagnosing or directly treating cancer, yet are not a lready under a requirement to report to 
cancer registries, we note that this is a menu objective and can be deferred. Between the 
proposed exclusions and the option to defe r, we do not believe the measure imposes a 
reporting burden on providers who would not normally report to cancer registries. (54029) 
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n Public Health Central Cancer RegistrY rel2orting: We agree that the term publi c health central 
cancer registry is better than just cancer registries and more inclusive than just state cancer 
registries as used in the proposed objective, but not the proposed measure. After consideration 
of the public comments received, we are modify ing this objective for EPs at §495.6 (k)(4)(i) to 
"Capability to identify and report cancer cases to a pub lic health central cancer registry, except 
where prohibited, and in acco rdance w ith applicable law and practice. " (54029] 

D Cancer Rel20rting from EPs {Menu Set Stage 2 MU Objective} : After consideration of the publi c 
comments received, we a re modifying this measu re fo r EPs at §495.6 (k)(4)( ii) to "Successful 
ongoing submission of cancer case information from CEHRT to a public hea lth centra l cancer 
registry for the entire EHR reporting period" and modify the exclusions to conform with the 

general criteria for public health objectives; Exclusions: Any EP that meets at least 1 of the 
following criteria may be excluded from this objective: (1) The EP does not d iagnose or directly 
treat cancer; (2) the EP operates in a jurisdiction for w hich no public health agency is capab le of 
receiving electronic cancer case information in the specific standards required for CEHRT at the 
beginning of their EHR reporting period ; (3) the EP operates in a ju ri sdiction w here no PHA 
provides information [54029j 

n Stage 2 objectives for Eligible Profess ionals : Capability to identify and report cancer cases to a 
public health centra l cancer registry, except where prohibited, ,nd ;n accordance with 
applicable law and practice. [54029j 

n Stage 2 measures: Successful ongoing submission of cancer case information from CEHRT to a 
public health central cancer registry for the entire EHR reporting period [54029J 

ONC Stage 2 Fina l Rule 
D Cancer Re~ort i ng Certification Gu idance : Wh ile many commenters supported the proposed 

certificat ion criteria, many a lso requested that the certification criteria be designated "optional" 

for Complete EHR certification. By designating the certification criteria as optional , EHR 
technology would not need to be certified to these certification criteria in o rder to satisfy the 
Complete EHR definition. The optional designation w ill permit EHR technology developers that 
support EPs intending to report on the associated MU menu objective and measure to still get 
certified to these certification criteria, but wi ll a lleviate the requirement that al l Complete EHRs 
be certified to these certification criteria. Designating these certification criteria as optional will 
mitigate any perceived unnecessary costs and burden mentioned by commenters. [54195j 

D Cancer Re~ort i ng Im~lem e ntatio n Guide: We have adopted Release 1 of the implementation 
guide for the "transmission to cancer registries" certification criterion . 1541961 

SPECIALIZED DISEASE REG ISTRY 

CMS Stage 2 Final Ru le 
n S2ecialized Disease RegistrY Re~orting Gu idance : We are purposefu ll y genera l in ou r description 

of specialized registry because we do not wish to exclude certa in registries in an attempt to be 
more specific. The only limitation we place on our description of spec ia li zed registries is that the 
specialized registry cannot be dup licative of any of the other registries included in other 
meaningful use objectives and measures. This means that an EP cannot meet the immunization, 
syndromic surveillance or cancer objectives and this objective by reporting to the same registry. 
EPs who e ither do not w ish to participate w ith a specialized registry or cannot overcome the 
barriers to doing so can defer or excl ude this measure as their situation warrants. [54030j 
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n Stage 2 objectives for Eligible Professiona ls: Capability to identify and report specific cases to a 
specialized registry (other than a cancer registry), except where prohibited, and in accordance 
with applicable law and practice. The purpose of this objective and measure is to give 
meaningful use credit to those EPs who are engaged in ongoing submission with specialized 
registries. It is not expected that every EP will select this objective and measure from the menu 
no r even that every EP will have the capability to submit to a specialized registry. We are 
purposefu lly general in our description of specia li zed registry because we do not wish to 
exclude certain registries in an attempt to be more specific. The only limitation we place on our 
description of specialized registries is that the specialized registry cannot be duplicative of any 
of the other registries included in other meaningful use objectives and measures. This means 
that an EP cannot meet the immunization, syndromic surveillance or cancer objectives and this 
objective by report ing to the same registry. EPs who either do not wish to participate with a 
specialized registry or cannot overcome the barriers to doing so can defer or exclude this 
measure as their situation warrants. (54030) 

U Speci a li zed Disease Registry Reporting Guidance : A registry that is focused on hea!thcare 
associated infections cou ld certa inly be considered a specialized registry. [54030] 

n For purposes of the exclusion only, we li mit it to registries sponsored by nation a! specialty 
societies and specialized registries mainta ined by PHAs. We believe this provides needed 
limitations on the exclusions. This lim itation does not apply to the specialized registries that can 
be used to satisfy the measure as the benefits are not lim ited only to reporting to registries 
operated by Public Hea!th Agencies or nat iona l medica! specialty organizations. Specialized 
registries operated by patient safety organizations and quali ty improvement organizations also 
enable knowledge generation or process improvement regarding the diagnosis, therapy and 
prevent ion of various condit ions that affect a population; Exclusions: Any EP that meets at least 
1 of the fo llowing criteria may be excluded from this objective: (1) The EP does not diagnose or 
directly treat any disease assoc iated with a specialized registry sponsored by a nationa l 
specialty society for which the EP is eligib!e, or the pub lic health agencies in their jurisd iction; 
(2) the EP operates in a jurisdiction for which no specialized registry sponsored by a public 
hea lth agency or by a nationa l specialty society fo r which the EP is e ligible is capable of 
receivi ng e lectronic specific case information in the specific standards required by CEHRT at the 
beginning of their EHR reporting pe riod; (3 ) the EP operates in a jurisdiction where no pub lic 
hea lth agency or nationa l specialty society for which the EP is e ligible provides information 
t imely on capability to receive information into the ir specialized reg istries; or (4) the EP 
operates in a jurisdiction for which no specia lized registry sponsored by a public health agency 
or by a national specialty society for which the EP is e ligible that is capable of receiving 
electron ic specific case information in the specific standards required by CEHRT at the beginning 
of their EHR reporting period can enroll additional EPs. (54030] 

U Stage 2 objectives for Eli gible Professiona ls: Stage 2 objective : Capability to identify and report 
specific cases to a specia lized registry (other than a cancer registry), except where prohibited, 
and in acco rdance with applicab le law and practice. (54030) 

o Stage 2 measures : Successful ongoing subm ission of specific case info rmation from Certified 
EHR Techno logy to a specialized registry for the entire EHR reporting period . [54030] 

ONe St age 2 Final Rule 
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