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Presenter Notes
Presentation Notes
This presentation provides an overview expedited rulemaking that affects medical test sites in Washington.


Medical Test Sites (MTS) Program

Clinical Laboratory Improvement Amendments (CLIA) provides federal standards
that are applicable to all U.S. facilities or sites that test human specimens for health
assessment to diagnose, prevent, or treat disease.

The Washington DOH MTS program is responsible for ensuring that the public
receives accurate and reliable clinical laboratory test results by monitoring and
evaluating medical test sites for compliance with the minimal standards under
Chapter 70.42 RCW and Chapter 246-338 WAC.
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Presenter Notes
Presentation Notes
Clinical Laboratory Improvement Amendments, also known as CLIA, provides federal standards that are applicable to all U.S. facilities or sites that test human specimens for health assessment to diagnose, prevent, or treat disease.

The WA DOH MTS program is responsible for ensuring that the public receives accurate and reliable test results. We monitor and evaluate medical test sites for compliance with the minimal standards under Chapter 70.42 RCW and Chapter 246-338 WAC. We accomplish this by providing technical assistance and performing on-site surveys and investigations of laboratories in the state.



CLIA Exempt State Status

Washington is CLIA-exempt and receives approval from CMS CLIA to enforce rules.

Washington State requirements must be equal to or more stringent that CLIA’s
statutory and regulatory requirements.

To ensure compliance with these requirements, the Washington Medical Test Site

Program has identified amendments that must be made to chapter 246-338 WAC,
Medical Test Site Rules.
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Presenter Notes
Presentation Notes
Washington is a CLIA-exempt state, which means that laboratories in Washington must obtain a state MTS license instead of a federal CLIA license to perform medical tests.

Washington DOH receives approval from CMS CLIA to enforce federal rules for laboratories.

In order to maintain exemption from CLIA, Washington State must enact legal requirements that are equal to or more stringent that CLIA’s statutory and regulatory requirements.

To ensure compliance with these requirements, the Washington Medical Test Site program has identified amendments that must be made to chapter 246-338 WAC, Medical Test Site Rules.




Expedited Rulemaking

CLIA made changes to federal requirements, which are effective in 2024. One rule
related to proficiency testing went into effect in July 2024. Another rule related to
personnel requirements goes into effect in December 2024.

A CR-105 was filed with the Code Reviser as WSR 24-20-089 on September 29,
2024.

Expedited rulemaking can only take place when certain requirements are met. The
amendments to chapter 246-338 WAC qualify for expedited rulemaking because
they incorporate by reference federal statutes and regulations.

A minimum 45-day public comment period is provided.
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Presenter Notes
Presentation Notes
In 2024, new federal rules went into effect. One rule related to proficiency testing went into effect on July 11, 2024. Another rule related to personnel requirements goes into effect December 28, 2024.

To ensure that the amendments are completed by December, a CR-105 was filed with the Code Reviser as WSR 24-20-089 on September 29, 2024.

Expedited rulemaking can only take place when certain requirements are met. The proposed amendments to chapter 246-338 WAC qualify for expedited rulemaking because they incorporate by reference federal statutes and regulations. 

As required by law, a minimum 45-day public comment period is provided to allow interested parties to respond.



Types of Amendments

The amendments to chapter 246-338 WAC are divided into three categories:

1. Incorporating new CLIA rules that are effective in 2024.

2. Incorporating existing federal rules that are not explicitly written in chapter 246-338
WAC.

3. Correcting technical information.
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Presenter Notes
Presentation Notes
Now, we will take a look at the proposed expedited rulemaking.

The amendments to chapter 246-338 WAC are divided into three types of categories:

Incorporating new federal rules that are effective in 2024;

Incorporating already existing federal rules that are not explicitly written in chapter 246-338 WAC, and

Correcting technical information.



New CLIA Rules

CLIA Rule Washington Rule

eCFR :: 42 CFR 493.861 -- Standard; Unexpected antibody detection. WAC 246-338-050: Proficiency testing.
(a) Failure to attain an overall testing event score of at least 100 percent  (3) The department will evaluate proficiency testing results by using the
is unsatisfactory performance. following criteria:

(b) Maintenance of a minimum acceptable score of 80 percent for all
tests, subspecialties, and specialties except 100 percent for:
(iv) Unexpected antibody detection;

* The passing proficiency test score for Unexpected Antibody Detection changed from 80% to 100%.

*  This CLIA rule went into effect on July 11, 2024.

* Enforcement begins on January 1, 2025.
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Presenter Notes
Presentation Notes
The first amendments we’ll discuss are the new federal rules that are effective in 2024. One of those is related to the minimum passing scores for proficiency testing for unexpected antibody detection. This amendment will be found under WAC 246-338-050.

Previously, the passing score for this proficiency test was 80%. The new passing score is 100%. The change for the passing score went into effect on July 11, 2024. Washington will begin enforcing this new passing score starting January 1, 2025.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-H/subject-group-ECFRd2d2bd8eaa3acaf/section-493.861
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-050

New CLIA Rules

CLIA Rule Washington Rule

eCFR :: 42 CFR 493.1407 -- Standard: Laboratory director
responsibilities. (Moderate complexity)

eCFR :: 42 CFR 493.1445 -- Standard; Laboratory director
responsibilities. (High complexity)

(c) The laboratory director must:

(1) Be onsite at least once every 6 months, with at least 4 months
between the minimum two on-site visits. Laboratory directors may
elect to be onsite more frequently and must continue to be accessible
to the laboratory to provide telephone or electronic consultation as
needed; and

(2) Provide documentation of these visits, including evidence of
performing activities that are part of the laboratory director
responsibilities.

WAC 246-338-060 Personnel.

(3) Medical test site directors must:

(d) Conduct on-site visits at the licensed medical test site at least once
every six months, with a minimum four-month interval between the
mandatory on-site visits. On-site visits must be documented and
include evidence of performing activities that are part of the lab
director responsibilities.

* WAC 246-338-060(3)(c) already required that MTS directors be present, on call, or delegate the duties of the

director to an on-site technical person during testing.
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Presenter Notes
Presentation Notes
The next amended rule is related to new federal personnel requirements which will be under WAC 246-338-060.

Beginning December 28, 2024, the federal rules requires laboratory directors of moderate and high complexity laboratories to conduct on-site visits. The visits must be conducted at least once every 6 months, and there must be a minimum 4-month interval between the mandatory on-site visits.

Additionally, the on-site visit must be documented and include evidence of performing activities that are part of the laboratory director responsibilities. This new requirement is in addition to the already existing state rule that the director of the medical test site must be present, on call, or delegate the duties of the director to on-site technical personnel during testing.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR10813e8157e2976/section-493.1407
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR10813e8157e2976/section-493.1407
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR2640b368593bdb0/section-493.1445
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR2640b368593bdb0/section-493.1445
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-060

Incorporating Existing CLIA Rules

eCFR :: 42 CFR 493.35 -- Application for a certificate of waiver. WAC 246-338-022 Initial application for medical test site license.

(1) Application procedure.
eCFR :: 42 CFR 493.43 -- Application for registration certificate, Applicants requesting a medical test site license must:
certificate for provider-performed microscopy (PPM) procedures, and (b) File a separate application for each test site except under the
certificate of compliance. following conditions:

(iii) If the medical test sites within a hospital are located at contiguous
eCFR :: 42 CFR 493.55 -- Application for registration certificate and buildings on the same campus and are under common direction, the
certificate of accreditation. owner may file a single application or multiple applications for the sites
(b) Exceptions. within the same physical location or street address;

(3) Laboratories within a hospital that are located at contiguous
buildings on the same campus and under common direction may file a
single application or multiple applications for the laboratory sites
within the same physical location or street address.

*  While the MTS Program has allowed hospitals to file a single application or multiple applications for sites
within the same physical location or street address, it was not explicitly stated in chapter 246-338 WAC.

Washington State Department of Health | 8


Presenter Notes
Presentation Notes
Next, we’ll discuss incorporation of already existing federal rules. Although Washington must be as stringent as CLIA, we determined that amendments to rules should be completed to make more clear what is required of medical test sites.

The first such amendment will be found under WAC 246-338-022 and is related to application procedures. Washington already allows hospitals to file a single application or multiple applications for sites that are at the same physical location or street address, but it was not explicitly state in chapter 246-338 WAC. The amendment makes it clear that Washington allows this option when filing an application for a medical test site.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-B/section-493.35
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-C/section-493.43
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-C/section-493.43
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-C/section-493.43
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-D/section-493.55
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-D/section-493.55
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-022

Incorporating Existing CLIA Rules

eCFR :: 42 CFR 493.1101 -- Standard: Facilities. WAC 246-338-080 Quality assurance.

(a) The laboratory must be constructed, arranged, and maintained to (6) The owner must:

ensure the following: (b) Ensure that contamination of patient specimens, equipment,

(2) Contamination of patient specimens, equipment, instruments, instruments, reagents, materials, and supplies is minimized;

reagents, materials, and supplies is minimized.

and (d) Ensure the laboratory has appropriate and sufficient equipment,
(b) The laboratory must have appropriate and sufficient equipment, instruments, reagents, materials, and supplies for the type and volume

instruments, reagents, materials, and supplies for the type and volume  of testing it performs;
of testing it performs.

* The omission of these federal requirements from WAC made it appear as if they were not required, so they
must be added so as not to appear optional.

* Due to the additions of (b) and (d) to WAC, the paragraph was renumbered.
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Presenter Notes
Presentation Notes
Next, an amendment to WAC 246-338-080 will enhance the rules related to quality assurance. The amended rule adopts the federal requirement that the medical test site must ensure that contamination of patient specimens, equipment, instruments, reagents, materials, and supplies is minimized; and

the medical test site must ensure the laboratory has appropriate and sufficient equipment, instruments, reagents, materials, and supplies for the type and volume of testing it performs.

The omission of these federal requirements from chapter 246-338 WAC made it appear as if these were optional, so we must add them to enhance our rules. The addition of these requirements means that the paragraphs in WAC 246-338-080 must be renumbered.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-J/section-493.1101
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-080

Incorporating Existing CLIA Rules

eCFR :: 42 CFR 493.1271 -- Standard: Immunohematology. WAC 246-338-090 Quality control.

(d) Retention of samples of transfused blood. According to the (i) Blood and blood products:

laboratory's established procedures, samples of each unit of transfused  (E) Retention of samples of transfused blood:

blood must be retained for further testing in the event of transfusion (1) Establish and follow procedures to retain samples of each unit of
reactions. The laboratory must promptly dispose of blood not retained  transfused blood for further testing in the event of transfusion

for further testing that has passed its expiration date. reactions; and

(1) Promptly dispose of blood not retained for further testing that has
passed its expiration date.

*  The omission of these federal requirements from WAC made it appear as if they were not required, so they
must be added so as not to appear optional.
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Presenter Notes
Presentation Notes
Next, is an amendment to WAC 246-338-090, which addresses quality control. The existing federal rule provides requirements for retention of samples of transfused blood.

The medical test site must establish and follow the procedures to retain samples of each unit of transfused blood for further testing in the event of a transfusion reaction, and promptly dispose of blood not retained for further testing that has passed its expiration date.

This is another example where omission of this federal requirement from chapter 246-338 WAC made it appear optional, so we are adding this to make clear the expectations for retaining samples of transfused blood for medical test sites.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFRc96daead380f6ed/section-493.1271
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-090

Technical Correction

CLIA Rule Washington Rule

eCFR :: 42 CFR 493.559 -- Publication of approval of deeming authority WAC 246-338-040 Approval of accreditation organizations.

or CLIA exemption. (1) The department will recognize the accreditation organizations
(a) Notice of deeming authority or exemption. CMS publishes a notice  granted deemed status by CMS.

in the Federal Register when it grants deeming authority to an (2) The CMS-approved accreditation organizations are:
accreditation organization or exemption to a State licensure program. (a) Accreditation Commission for Health Care (ACHC);

(b) American Association for Laboratory Accreditation (A2LA);
The following Federal Register publications were used to update the list (c) American Society of Histocompatibility and Immunogenetics (ASHI);

of accreditation organizations: (d) Association for the Advancement of Blood and Biotherapies (AABB);
CMS-3436-N ACHC (e) COLA;

CMS-3422-N A2LA (f) College of American Pathologists (CAP); and

CMS-3449-N AABB (g) Joint Commission.

CMS-3450-N Joint Commission

*  The Washington MTS Program allows labs to seek accreditation status by a CMS approved AO.

* Technical corrections were made to add organizations that were not previously listed, correct the names if
they have been updated, and to alphabetize the list.
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Presenter Notes
Presentation Notes
Next, we will review some technical corrections that are being made to WAC 246-338-040.

The current list of approved accrediting organizations needed to be updated because some were missing, some needed to be corrected, and the list has been alphabetized. The department of health recognizes the same approved accrediting organizations that have been granted deemed status by CMS.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-E/section-493.559
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-E/section-493.559
https://www.federalregister.gov/documents/2023/03/27/2023-06280/announcement-of-the-approval-of-the-accreditation-commission-for-health-care-achc-as-an
https://www.federalregister.gov/documents/2022/03/22/2022-06023/announcement-of-the-re-approval-of-the-american-association-for-laboratory-accreditation-a2la-as-an
https://www.federalregister.gov/documents/2024/04/25/2024-08809/announcement-of-the-re-approval-of-aabb-association-for-the-advancement-of-blood-and-biotherapies-as
https://www.federalregister.gov/documents/2024/05/24/2024-11421/medicare-program-announcement-of-the-re-approval-of-the-joint-commission-as-an-accreditation
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-040

Technical Correction

eCFR :: 42 CFR 493.1274 -- Standard: Cytology. WAC 246-338-070 Records.

(e) Slide examination and reporting. The laboratory must establish and Medical test sites must maintain records as described in this section.

follow written policies and procedures that ensure the following: (4) CYTOLOGY REPORTS must:

(5) The report contains narrative descriptive nomenclature for all (b) Provide narrative descriptive nomenclature for all results, using a

results. recognized system of disease nomenclature such as the Bethesda
System;

*  Previously, the Washington rule stated that the narrative descriptions on cytology reports were required for
abnormal results.

* The rule has been updated to reflect that the narrative descriptive nomenclature is required for all results.
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Presentation Notes
Technical corrections are also being implemented at WAC 246-338-070. Previously, the Washington rule stated that the narrative descriptions on cytology reports were required for abnormal results.

The rule has been updated to reflect that the narrative descriptive nomenclature is required for ALL results.

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFRc96daead380f6ed/section-493.1274
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-070

Technical Correction

CLIA Rule Washington Rule

eCFR :: 42 CFR 493.1274 -- Standard: Cytology. WAC 246-338-090 Quality control.

(b) Staining. The laboratory must have available and follow written (h) Cytology.

policies and procedures for each of the following, if applicable: (i) Processing specimens:

(1) All gynecologic slide preparations must be stained using a (A) All gynecological slide preparations must be stained using a
Papanicolaou or modified Papanicolaou staining method. Papnicolaou or a modified Papnicolaou staining method;

*  Previously, the Washington rule stated that the specimens were gynecological smears. The terminology has
been corrected to gynecological slide preparations.
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Presenter Notes
Presentation Notes
Finally, our last technical correction occurs at WAC 246-338-090.

Previously, the Washington rule referred to specimens as “gynecological smears.” The terminology has been corrected to “gynecological slide preparations.”


https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFRc96daead380f6ed/section-493.1274
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-090

Summary

A CR-105 was filed to amend chapter 246-338 WAC: Medical Test Site Rules.

A 45-day comment period is open at https://fortress.wa.gov/doh/policyreview/ and
comments must be received by December 2, 2024.

Once the comment period is closed, Washington Department of Health responds to
comments in a Concise Explanatory Statement.

The amended rules go into effect on December 28, 2024, and a notice will be sent
to interested parties.
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Presenter Notes
Presentation Notes
In summary, a CR-105 has been filed to amend rules to chapter 246-338 WAC.

The expedited rulemaking requires a minimum 45-day comment period and comments must be received by December 2, 2024.

Once the comment period closes, the Washington Department of Health will respond to comments, which are issued in a concise explanatory statement.

We anticipate the rules will go into effect on December 28, 2024, and a notice will be sent to interested parties.

https://fortress.wa.gov/doh/policyreview/

Questions?e

Please contact Jessica Holloway
MTS Program Manager

Washington Department of Health
Jessica.Holloway@doh.wa.gov



Presenter Notes
Presentation Notes
For any questions related to this expedited rulemaking, please contact the medical test sites program manager.

mailto:Jessica.Holloway@doh.wa.gov
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