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Module(s) was previously certified have 
not been revised and that no new cer-
tification criteria are applicable to the 
EHR Module(s). 

Remote certification means the use of 
methods, including the use of web- 
based tools or secured electronic trans-
missions, that do not require an ONC– 
ACB to be physically present at the de-
velopment or deployment site to con-
duct certification. 

[76 FR 1325, Dec. 7, 2011, as amended at 77 FR 
54291, Sept. 4, 2012] 

§ 170.503 Requests for ONC–AA status 
and ONC–AA ongoing responsibil-
ities. 

(a) The National Coordinator may ap-
prove only one ONC–AA at a time. 

(b) Submission. The National Coordi-
nator will publish a notice in the FED-
ERAL REGISTER to announce the 30-day 
period during which requests for ONC– 
AA status may be submitted. In order 
to be considered for ONC–AA status, an 
accreditation organization must sub-
mit a timely request in writing to the 
National Coordinator along with the 
following information to demonstrate 
its ability to serve as an ONC–AA: 

(1) A detailed description of the ac-
creditation organization’s conformance 
to ISO/IEC17011:2004 (incorporated by 
reference in § 170.599) and experience 
evaluating the conformance of certifi-
cation bodies to ISO/IEC Guide 65:1996 
(incorporated by reference in § 170.599); 

(2) A detailed description of the ac-
creditation organization’s accredita-
tion, requirements as well as how those 
requirements would complement the 
Principles of Proper Conduct for ONC– 
ACBs and ensure the surveillance ap-
proaches used by ONC–ACBs include 
the use of consistent, objective, valid, 
and reliable methods; 

(3) Detailed information on the ac-
creditation organization’s procedures 
that would be used to monitor ONC– 
ACBs; 

(4) Detailed information, including 
education and experience, about the 
key personnel who review organiza-
tions for accreditation; and 

(5) Procedures for responding to, and 
investigating, complaints against ONC– 
ACBs. 

(c) Preliminary selection. 

(1) The National Coordinator is per-
mitted up to 60 days from the end of 
the submission period to review all 
timely submissions that were received 
and determine which accreditation or-
ganization is best qualified to serve as 
the ONC–AA. 

(2) The National Coordinator’s deter-
mination will be based on the informa-
tion provided, the completeness of an 
accreditation organization’s descrip-
tion of the elements listed in para-
graph (b) of this section, and each ac-
creditation organization’s overall ac-
creditation experience. 

(3) The accreditation organization 
that is determined to be the best quali-
fied will be notified that it has been se-
lected as the ONC–AA on a preliminary 
basis, subject to the resolution of the 
reconsideration process in § 170.504. All 
other accreditation organizations will 
be notified that their requests for ONC– 
AA status have been denied. The ac-
creditation organization that is se-
lected on a preliminary basis shall not 
represent itself as the ONC–AA or per-
form accreditation(s) under the ONC 
HIT Certification Program unless and 
until it receives written notice from 
the National Coordinator that it has 
been approved as the ONC–AA on a 
final basis pursuant to paragraph (d) of 
this section. 

(4) Any accreditation organization 
that submits a timely request for ONC– 
AA status and is denied may request 
reconsideration in accordance with 
§ 170.504. 

(d) Final approval. 
(1) If the National Coordinator deter-

mines that an accreditation organiza-
tion has met the standard specified in 
§ 170.504(b), then that organization will 
be approved as the ONC–AA on a final 
basis. The accreditation organization 
that was selected as the ONC–AA on a 
preliminary basis pursuant to para-
graph (c) of this section will be notified 
of this final decision and cannot re-
quest reconsideration or further re-
view. 

(2) If the National Coordinator deter-
mines that no accreditation organiza-
tion has met the standard specified in 
§ 170.504(b), then the organization that 
was selected as the ONC–AA on a pre-
liminary basis pursuant to paragraph 
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(c) of this section will be approved as 
the ONC–AA on a final basis. 

(e) ONC–AA ongoing responsibilities. 
An ONC–AA must: 

(1) Maintain conformance with ISO/ 
IEC 17011:2004 (incorporated by ref-
erence in § 170.599); 

(2) Verify that the certification bod-
ies it accredits and ONC–ACBs conform 
to, at a minimum, ISO/IEC Guide 
65:1996 (incorporated by reference in 
§ 170.599); 

(3) Ensure the surveillance ap-
proaches used by ONC–ACBs include 
the use of consistent, objective, valid, 
and reliable methods; 

(4) Verify that ONC–ACBs are per-
forming surveillance in accordance 
with their respective annual plans; and 

(5) Review ONC–ACB surveillance re-
sults to determine if the results indi-
cate any substantive non-conformance 
by ONC–ACBs with the conditions of 
their respective accreditations. 

(f) ONC–AA status. 
(1) An accreditation organization has 

not been granted ONC–AA status unless 
and until it is notified by the National 
Coordinator that it has been approved 
as the ONC–AA on a final basis pursu-
ant to paragraph (d) of this section. 

(2) An ONC–AA’s status will expire 
not later than 3 years from the date its 
status was granted by the National Co-
ordinator. 

(3) The National Coordinator will ac-
cept requests for ONC–AA status, in ac-
cordance with paragraph (b) of this sec-
tion, at least 180 days before the cur-
rent ONC–AA’s status is set to expire. 

[76 FR 1325, Dec. 7, 2011, as amended at 76 FR 
72642, Nov. 25, 2011; 77 FR 54291, Sept. 4, 2012] 

§ 170.504 Reconsideration process for 
requests for ONC–AA status. 

(a) An accreditation organization 
that submits a timely request for ONC– 
AA status in accordance with § 170.503 
and is denied may request reconsider-
ation of the decision to deny its re-
quest for ONC–AA status. 

(b) Submission requirement. To request 
reconsideration, an accreditation orga-
nization is required to submit to the 
National Coordinator, within 15 days of 
receipt of a denial notice, a written 
statement with supporting documenta-
tion contesting the decision to deny its 
request for ONC–AA status. The sub-

mission must demonstrate that clear, 
factual errors were made in the review 
of its request for ONC–AA status and 
that the accreditation organization 
would have been selected as the ONC– 
AA pursuant to § 170.503(c) if those er-
rors had been corrected. If the National 
Coordinator does not receive an accred-
itation organization’s submission with-
in the specified timeframe, then its re-
quest for reconsideration may be de-
nied. 

(c) Review of submissions. The Na-
tional Coordinator is permitted up to 
30 days to review all timely submis-
sions that were received and determine 
whether an accreditation organization 
has met the standard specified in para-
graph (b) of this section. 

(d) Decision. 
(1) If the National Coordinator deter-

mines that an accreditation organiza-
tion has met the standard specified in 
paragraph (b) of this section, then that 
organization will be approved as the 
ONC–AA on a final basis. All other ac-
creditation organizations will be noti-
fied that their requests for reconsider-
ation have been denied. 

(2) Final decision. A reconsideration 
decision issued by the National Coordi-
nator is final and not subject to further 
review. 

§ 170.505 Correspondence. 

(a) Correspondence and communica-
tion with the National Coordinator 
shall be conducted by e-mail, unless 
otherwise necessary. The official date 
of receipt of any e-mail between the 
National Coordinator and an accredita-
tion organization requesting ONC–AA 
status, the ONC–AA, an applicant for 
ONC–ACB status, or an ONC–ACB is the 
date on which the e-mail was sent. 

(b) In circumstances where it is nec-
essary for an accreditation organiza-
tion requesting ONC–AA status, the 
ONC–AA, an applicant for ONC–ACB 
status, or an ONC–ACB to correspond 
or communicate with the National Co-
ordinator by regular or express mail, 
the official date of receipt will be the 
date of the delivery confirmation. 

VerDate Mar<15>2010 17:55 Nov 21, 2013 Jkt 229193 PO 00000 Frm 01127 Fmt 8010 Sfmt 8010 Q:\45\45V1.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2013-11-27T07:36:07-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




