G.S. 150B-21.3A Report for 10A NCAC 42, LABORATORY SERVICES
Agency - Commission for Public Health
Comment Period -2/10/26-4/20/26
P Required to Implement or . . Agency Determination Followin, . . RRC Final Determination of Status
N o Date and Last Agency Action Agency Determination [150B- q P N N o Public Comment Received [150B- gency N s RRC Determination of Public
Subchapter Rule Section Rule Citation Rule Name on the Rule 21.3A(c)(1)a] Conform to Federal Regulation Federal Regulation Citation 21.3A(0)(1)] Public Comment [150B- Comments [1508-21.3A(c)(2) of Rule for Report to APO [150B- OAH Next Steps
i [150B-21.3A(d1)] i 21.3A(c)(1)] * 21.3A(c)(2)]
SUBCHAPTER 42A - 10A NCAC 42A .0101 SCOPE Pursuant to G.S. 150B-21.3A, rule
GENERAL POLICIES is necessary without substantive N N
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 42A .0102 DEFINITIONS Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive N N
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 42A .0103 FORMS Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 42A .0104 ACQUIRING SERVICES OF Pursuant to G.S. 1508-21.3A, rule
cnc is necessary without substantive . .
public interest Eff, December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 42A .0105 SUBMITTING SPECIMENS Pursuant to G.S. 150B-21.3A, rule
OR SAMPLES AND is necessary without substantive . .
RECEIVING RESULTS public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 42A .0106 FEES Pursuant to G.S. 1508-21.3A, rule
is necessary without substantive . .
public interest Eff, December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
[SUBCHAPTER 42B - 10A NCAC 428 .0102 NEWBORN SCREENING Amended Eff. January 1, 2021
LABORATORY . .
SECTIONS Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
10A NCAC 428B .0103 ENVIRONMENTAL SCIENCES  Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive . .
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 428B .0104 LABORATORY Pursuant to G.S. 1508-21.3A, rule
IMPROVEMENT is necessary without substantive . .
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 428B .0105 MICROBIOLOGY Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive . .
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 428B .0106 VIROLOGY/SEROLOGY Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive R .
public interest Eff. December 23, Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017
10A NCAC 428 .0107 NEWBORN SCREENING FOR  Eff. September 1, 2018
POMPE DISEASE, MPS-1, . .
AND X-ALD Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
10A NCAC 428B .0108 FEES Eff. January 1, 2021
Necessary No No Necessary No comments with merit Necessary and must be readopted Agency must readopt
[SUBCHAPTER 42C - 10A NCAC 42C .0101 MILK LABORATORY Pursuant to G.S. 150B-21.3A, rule
MILK AND WATER CERTIFICATION is necessary without substantive N N N N N ts with merit N d must b dopted A + readopt
LABORATORY public interest EFf. December 23, ecessary o o ecessary lo comments with meri ecessary and must be readopte gency must readop
CERTIFICATION 2017
10A NCAC 42C .0102 WATER LABORATORY Pursuant to G.S. 150B-21.3A, rule Yes
CERTIFICATION is necessary without substantive . L 40 CFR 141 National Primary Drinking ) )
o Necessary If yes, include the citation to the . No Necessary No comments with merit Necessary and must be readopted Agency must readopt
public interest Eff. December 23, Water Regulations
2017 federal law
[SUBCHAPTER 42D -  SECTION .0200 - 10A NCAC 42D .0231 SCOPE Pursuant to G.S. 150B-21.3A, rule Yes
CERTIFICATION AND LABORATORY is necessary without substantive . . . N
IMPROVEMENT CERTIFICATION public interest Eff. December 23, Necessary If yes, include the citation to the 40 CFR 142.10(b)(4) No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017 federal law
10A NCAC 42D .0232 NOTICE AND PROCEDURE  Pursuant to G.S. 150B-21.3A, rule Yes
is necessary without substantive . . . .
public interest Eff. December 23, Necessary If yes, include the citation to the 40 CFR 142.10(b)(4) No Necessary No comments with merit Necessary and must be readopted Agency must readopt
2017 federal law
10A NCAC 42D .0233 CERTIFICATION, Pursuant to G.S. 150B-21.3A, rule Yes
CERTIFICATION RENEWAL  is necessary without substantive . . N .
AND FEES public interest Eff, December 23, Necessary If yes, mclufd: thel Tltatlon to the 40 CFR 142.10(b)(4) No Necessary No comments with merit Necessary and must be readopted Agency must readopt
ederal law
2017
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Rule Name
CRITERIA AND
PROCEDURES:
DECERT./DENIAL/DOWNGR

ADING
RECERTIFICATION

CERTIFICATION OF
OUT-OF-STATE LABS

CONTRACT LABORATORIES

CHEMISTRY FACILITIES

CHEMISTRY EQUIPMENT
AND INSTRUMENTATION

CHEMISTRY LABORATORY
PRACTICES

CHEMISTRY METHODOLOGY

CHEMISTRY SAMPLE
COLLECTION, HANDLING,
AND PRESERVATION

CHEMISTRY QUALITY
ASSURANCE

CHEMISTRY DATA

CHEMISTRY ACTION
RESPONSE

MICROBIOLOGY FACILITIES

MICROBIOLOGY
EQUIPMENT/SUPPLIES/ASS
OCIATED QUALITY CONTROL

MICROBIOLOGY GENERAL
LABORATORY PRACTICES

MICROBIOLOGY
METHODOLOGY

MICROBIOLOGY SAMPLE
COLLECTION, HANDLING
AND PRESERVATION

MICROBIOLOGY QUALITY
ASSURANCE

MICROBIOLOGY DATA

Date and Last Agency Action
on the Rule

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive
public interest Eff. December 23,
2017

Agency Determination [150B-

21.3A(c)(1)a]

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Required to Implement or
Conform to Federal Regulation
[150B-21.3A(d1)]

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Federal Regulation Citation

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

Public Comment Received [150B-

21.3A(c)(1)]

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

Agency Determina
Public Comment [150B-
21.3A(c)(1)]

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

n Following

RRC Determination of Public

Comments [150B-21.3A(c)(2)

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

RRC Final Determination of Status

of Rule for Report to APO [150B-
21.3A(c)(2)]

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

OAH Next Steps

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt
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Subchapter Rule Section

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

10A NCAC 42D

.0253

.0254

.0255

.0256

.0257

.0258

.0259

.0260

.0261

G.S. 150B-21.3A Report for 10A NCAC 42, LABORATORY SERVICES

Rule Name
MICROBIOLOGY ACTION
RESPONSE

RADIOCHEMISTRY
FACILITIES

RADIOCHEMISTRY
EQUIPMENT

RADIOCHEMISTRY GENERAL
LABORATORY PRACTICES

RADIOCHEMISTRY
METHODS

RADIOCHEMISTRY SAMPLE
COLLECTION/HANDLING/PR
ESERVATION

RADIOCHEMISTRY QUALITY
CONTROL

RADIOCHEMISTRY DATA

RADIOCHEMISTRY ACTION
RESPONSE

Date and Last Agency Action
on the Rule

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,

2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,

2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,

2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,

2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,
2017

Pursuant to G.S. 150B-21.3A, rule
is necessary without substantive

public interest Eff. December 23,
2017

Agency Determination [150B-

21.3A(c)(1)a]

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Required to Implement or
Conform to Federal Regulation
[150B-21.3A(d1)]

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Yes
If yes, include the citation to the
federal law

Federal Regulation Citation

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

40 CFR 142.10(b)(4)

Public Comment Received [150B-

21.3A(c)(1)]

No

No

No

No

No

No

No

No

No

Agency Determina
Public Comment [150B-
21.3A(c)(1)]

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

Necessary

RRC Determination of Public

Comments [150B-21.3A(c)(2)

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

No comments with merit

RRC Final Determination of Status
of Rule for Report to APO [150B-
21.3A(c)(2)]

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

Necessary and must be readopted

n Following

OAH Next Steps

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt

Agency must readopt




