WE ST VI RGINIA Do Not I‘ia-rk In This Box
SECRETARY OF STATE FILED

KEN HECHLER Juw 21 354 PH 9T
ADMINISTRATIVE LAW DIVISION
Form #6 SECRETARY OF §7ATE.

NOTICE OF FINAL FILING AND ADOPTION OF A LEGISLATIVE RULE AUTHORIZED
BY THE WEST VIRGINIA LEGISLATURE

AGENCY: Division of Health ‘ TITLE NUMBER: 64

AMENDMENT TO AN EXISTING RULE: YES NO_X

IF YES, SERIES NUMBER OF RULE BEING AMENDED!

TITLE OF RULE BEING AMENDED:

IF NO. SERIES NUMBER OF NEW RULE BEING PROPQOSED: 57

TITLE OF RULE BEING PROPOSED: _ Clinical [ aboratery Technician and Technologist Licensure and

Centification i} ) .

THE ABOVE RULE HAS BEEN AUTHORIZED BY THE WEST VIRGINIA LEGISLATURE.

AUTHORIZATION IS CITED IN (house or senate bill number) HB2345

SECTION 64-5-1(2) ., PASSED ON 4-12-87

THIS RULE IS FILED WITH THE SECRETARY OF STATE. THIS RULE BECOMES EFFECTIVE ON THE

FOLLOWING DATE: __August }, 1997

Ve & O

an E. Ohl, Secretary

3.4




DEPARTMENT OF HEALTH AND HUMAN RESOURCES
RULE PROMULGATION HISTORY ABSTRACT

Rule Title: Clinical Laboratory Technician and Technologist Licensure and
Certification o ' ) I

Series Number: 37

Amendment of Existing Rule: ___ i New Rule: _X

Responsible Agency: Division of Health

Date Filed for Public Hearing or Comment Period: 6-23-95

Date of Public Hearing (if any):

Date Public Comment Period Ended: 7-24-95

Date Agency-Approved Rule Filed with the
Legislative Rule-Making Review Committee: 10-3-96

Date of Filing of Modified Rule as Approved by
the Legislative Rule-Making Review Committee: 10-31-96

Date of Final Filing: 6-27-97
Effective Date: §-1-97

Authorized by: HB2345 (With amendments? Yes X No _ ),
Passed: April 12, 1597, '

Dates Emergency Rule in Effect (if any):




WEST VIRGINIA DIVISION OF HEALTH LEGISLATIVE RULES
TITLE 64, SERIES 57

CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION

1997




64 CSR 57

WEST VIRGINIA DIVISION OF HEALTH LEGISLATIVE RULES
CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION

TABLE OF CONTENTS

864-57-1. General

§64-57-2. Application and Enforcement
§64-57-3. Definitions

§64-57-4, Incorporation by Reference

§64-57-5. Prohibition; Persons Subject to Licensure; Clinical Lzboratory Practitioner
Trainees - o

§64-57-6. Licensure Requirements, Duration, Renewal
§64-57-7. Certification

§64-57-8. Exemption from Certification

§64-57-9. Expiration of Certification and Exemption
§64-57-10. Reciprocity

§64-57-11. Limitations on Certification, License and Use of Titles by Health Care
Facilities

§64-57-12. Revocation and Non-issuance of Clinical Laboratory Practitioner
Certifications a

§64-57-13. Hearings

~1




64 CSR 57

TITLE 64
WEST VIRGINIA DIVISION OF HEALTH LEGISLATIVE RULES
SERIES 37
CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION

§64-57-1. General.

1.1. Scope. -~ This legislative rule sets
forth standards and procedures for the
certification and licensing of laboratory tech-
nicians and laboratory technologists as clini-
cal laboratory practitioners and establishes
penalties for the use of unlicensed persons to
perform the work of clinical laboratory prac-
titioners by health care {acilities.

1.2. Authority. -- W. Va. Code § 16-5)-

10,
1.3. Filing Date. -- June 27,1997,
1.4. Effective Date. -- August 1, 1997,
1.5. Expiration Date. -- July 1, 1998,
§64-37-2. Application and Enforcement.
2.1. Application. -- Except as otherwise
provided in this rule, this legislative rule ap-
plies to:

2.1.a. Clinical laboratory practitio-
ners employed as such in West Virginia, in-

cluding individuals emploved as clinical labo- -

ratory practitioners irn'agencies or organiza-
tions exempted from licensure as a laboratory
under the provisions of W. Va. Code § 16-
3J-7, Le., counfy health depariments orga-
nized under W, Va. Code § 16-2-1 et seq. or
§ 16-2A-1 et seq.; primary health care cen-
ters having tax exempt status and receiving
contributions which are deduciible to the con-
tributor under provisions of federal law: or
any laboratory operated solely for research or
teaching purposes; and

2.1.b. Clinical laboratory consul-
tants, directors, and supervisors in West Vir-
ginia.

2.2, This rule does not apply to:

2.2.a. Any individual who performs
only taboratory tests published in the Federal
Register as waived under CLIA by the Cen-
ters for Disease Control under the provisions
of § 42 CFR 493.7;

_ 2.2.b. Any physician, dentist, nurse
practitioner, nurse midwife or physician as-
sistant, licensed within this State working
within the scope of his or her professional
license, who performs only provider-per-
formed microscopy procedures as found at §
42 CFR 492,19 (a) - (d);

2.2.c. Any respiratory care provider
licensed within the state providing diagnostic
testing within the scope of his or her
professional license who performs moderate
complexity testing as defined by CLIA,
pursuant to 42 CFR 493.17; or

2.2.d. Any individual who performs
laboratory tests enly on himself or herself or
members of his or her family.

2.3. Enforcement. -- This rule is en-

forced by the secretary of the West Virginia
department of health and human resources.

§64-57-3. Definitions.

3.1. CLIA. -- Clinical ELazboratory
Improvement Amendments of 1988 (Public

. Law 100-578) to Section 353 of the Public
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Health Service Act (Title 42 United States
Code Section 263a).

3.2. Clinical Laboratory. -~ Any facility
or place, however named, for the biological,
microbiological,  serological, chemical,
immuno-hematological, hematological, bio-
physical, cytological, pathological, or other
examination of materials derived from the
human bedy for the purpose of providing
information for the diagnosis, prevention or
treatment of any disease, or the impairment
of, or the assessment of the healzh of human
beings.

3.3. Cilinical Laboratory Consultant. --
A person whoe: - -

3.3.a, Meets the qualifications for:

3.3.a.1. Moderae complexity
testing technical censultant found at 42 CFR
§ 493.1411;

3.3.a.2. Moderate complexity
testing clinical consultant found at 42 CFR §
493.1417; or

3.a.3. High complexity testing

clinical consultant  found at 42 CFR §

493.1455. . . R

3.4, Clinical Laboratory Director, —- A
person who:

3.4.a. Provides overall management
and direction of a clinical laboratory; and

3.4.b. Meets the qualifications for
directors of:

3.4.b.1. Moderate complexity
testim'lahoratorles found at 42 CFR §
493.14035;

3.4.0.2._ High complexity test-
ing laboratories found at 42 CFR § 493.1443;

or

3.4.b.3. Waived clinical labora- -

_tories found at 42 CFR § 493.35.

- 3.5. Clinical Laboratory Practitioner. --
A laboratory technician or a laboratory tech-
nologist. The term "clinical laboratory prac-
titioner" includes laboratory technicians and
laboratory technologists, but does not in-
clude: clinical laboratory practitioner
trainees; clinical laboratory directors, con-
sultants, or supervisors whose job tasks do

~not include processing specimens. or
performing or reporting laboratory tests; or

physicians licensed under W. Va, Code § 30-
3-1 et seq. or § 30-14-1 et seq. who perform
laboratory tests only on their own patients,

3.6. Clinical Laboratory Practitioner
Trainee. -- A person who is in a training pro-
gram designed for his or her qualification as
a clinical laboratory practitioner or who has
successfully completed such a training
program and has applied for, but not vet re-
ceived a clinical laboratory practitioner

license.

- 3.7. Clinical Laboratory Supervisor. ---
A person who meets the qualifications for:

3.7.2. A high complexity testing
technical supervisor found at 42 CFR §
4931446,

3.7.b. A high complexity testing
general supervisor found at 42 CFR §
493.1461; or

3.7.c. A high complexity testing
cytology general supervisor found at 42 CFR
§ 493.1469.

3.8, Conact Hours. -- The aciual
number of hours an individual participaies in
continuing education. Ten (10) contact hours
equal one (1} continuing education unit.
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3.9. Department. -- The West Virginia
department of health and human resources.

3.10. Health Care Facility. -- An entity
subject to licensure as a:.

3.10.a. Birthing center under W,

Va, Code § 16-2E-1 et seq.;

3.10.b. Hospital or extended care
facility operated in connection with a hospi-
tal, or an ambulatory surgical facility, or an
ambulatory health care facility, including a
medical adult day care center under W. Va.
Code § 16-5B-1 et seq.;

3.10.c. Nursing home or personal
care home under W. Va. Code § 16-5C-1 et

seq.;

3.10.d. Residential board and care
home under W. Va. Code § 16-5C-1 et seq.
and § 16-3H-1 et seq..

3.10.e. Hospice under W. Va. Code

§ 16-51-1 et seq.;

3.10.f.  Clinicat laboratory under
W. Va, Code § 16-5J-1 et seg.;

3.10.g. Hospital. center or facility.

for the care and treatment of the mentally ill
or mentally retarded, or for the prevention of
such disorders under W. Va. Code § 27-9-1
et seq.; or -

3.10.h. . Group residential facility for
the developmentally disabled or behaviorally
disabled under W. Va. Code § 27-17-1 et

seq.

3.1L _Laboeratory Technician. -- A per-
son whose job tasks include specimen pro-
cessing, laboratory test performance, or labo-
ratory test reporting in a clinical laboratory.

3.12. _Laboratory Technologist, -- A

person whose job tasks include specimen

. processing, laboratory test performance, or

laboratory test reporting in a clinical labora- -
tory. '

3.13. Laboratory Test. -- The biological,
microbiological, serological, chemical,
immuno-hematological, hematological, bio-
physical, cvtological, pathological, or other
examination of materials derived from the
human body for the purpose of providing
information for the diagnosis, prevention or

freatment of any disease or impaitment of, or
the assessment of the health of human beings.

§64-37-4. Incorporation by Reference.

The following provisions of the October
1. 1994, edition of 42 CFR Part 493, Labora-
tory Requirements, as amended in the April
24, 1995 edition of the Federal Register (60
FR 20035), and as further amended and pub-
lished by January 1, 1997, are hereby incor-
porated by reference:

41, 42 CFR § 493.7;

4.2. 42 CFR § 493.17;

4.3. 42 CFR § 493.19 (a} - (d};

4.4 42 CFR § 493.35

4.5, 42 CFR § 493.1365.

4.6. 42 CFR § 493.1405:

4.7. 42 CFR § 493.1411;

4.8. 42 CFR § 493.1417:

4.9, 42 CFR § 493.1423;

4,10, 42 CFR § 493.1443;

4.11, 42 CFR § 493.1449;
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4,12, 42 CFR § 493.1433;
4,13. 42 CFR § 493.1461;
4,14. 42 CFR § 493.14609,
4.15. .42 CFR § 493.1483; and
4,16. 42 CFR § 493.1489.

§64-57-5. Prohibition; Persons Subject to
Licensure; Clinical Laboratory Practi-
tioner Trainees.

5.1. No person shall perform any clini-

cal laboratory practitioner tasks in West Vir-
ginia, except as specified in this rule, unless

the persen is licensed by the secretary as a

clinical laboratory practitioner.

5.2.. A clinical laboratory practitioner
traines may perform tasks related to labora-
tory tests only under the perscnal and direct
supervision oft 4 licensed clinical laboratory
praciitioner: or a clinical laboratory director,
consuitant or supervisor.

§64-57-6. Licensure Requirements, Dura-
tion. Renewal.

6.1. Applicants for a ¢linical laboratory
practitioner license shall submit to the secre-
farv.

6.1.a. A completed application form
supplied by the secretary with the documen-
tation of qualifications reduired by this rule;

6.1.b. If emploved in a clinical lab-
oratory, a current job deseription and a state-
ment identifying the specialty or specialties
of laboratory tests for which the applicant has
been trained and is currently competent to
perform, except as specified in this rule. The
required job description and statement of
competency shall be signed and provided to
the applicant by the applicant’s clinical labo-

ratory director. The attestation shall be par-
tially based on the applicant’s performance,
if any, in proficiency testing programs: and

6.1.c. The licensure fee shown on

 the -application as authorized by W. Va.

Code.

6.2. The secretary shall grant a clinical
laboratory practitioner license to applicants
who:

6.2.a. Are certifled as a clinical
laboralory practitioner under Section 7 of this
rule or are exempt from certification under
Section 8 of this rule; and

6.2.b. Comply with the require-
ments of Section 6.1 of this rule.

6.3. An applicant for renewal of either
-a current or an expirad license shall submit
the application, information and licensure fee
required by Section 6.1 of this rule and
evidence that the applicant has completed at
least ten (10) contact hours (one (1)
continuing education unit) of educational
activities commensurate with the level of
complexity of testing the individual performs
from a program or programs approved by the
secretary, since the issuance of his or her
current or expired license, as applicable.
Acceptable continuing educational activities
include, but are not imued to, activitias such
as:” lectures, seminars, workshops, formal
classes, in-service programs or
corraspondence Courses.

6.4. The secretary shall renew a license
if the applicant complies with the re-
quirements of Secticn 6.3 of this rule.

6.5. A clinical laboratory practitioner
license expires the earlier of:

6.5.2. One (1) year afler issuance;
or




64 CSR 57

6.5b.  The expiration of the
individual’s certificaiion or exémption frem
certification as 4 clinical laboratory
practitioner.

§64-57-7. Certification.

A person seceking certification as a
clinical laboratory practitioner shall, at the
time of appiication for initial licensure as a
clinical laboratory practitioner, also apply for
certification on the form provided by the
secretary and submit documentation sufficient
to establish that he or she meets one (1) of
the following qualifications for certification:

7.1. He or she is certified as a medical
laboratory technician or technologist by the
American Medical Technologists or the
American Society of Clinical Pathologists;

7.2 He or she is certified as a clinical
laboratory technician or sclentist by the
National Certification Agency for Medical
Laboratory Personnel or by the International
Society for Clinical Laboratory Technology;

7.3. He or she was performing clinical
laboratory practitioner tasks in a clinical
laboratory in West Virginia on July 7, 1989;

7.4. He or she meets the qualifications,
except for State licensure, for:

7.4.a. Testing personnel found at 42
CFR § 493.1423, for pérsons performing
moderate complexity tests;

7.4.b. Tesiing personriel found at 42
CFR § 493.1489, for persons werformmcr
high complemv tests; or

7.4.c. Cytotechnologists found art 42
CFR § 493.1483, for persons performing

cytological examinations; or

7.5.7 He or she is certified under any

other applicable federal program.
§64-57-8. Exemption from Certification.

8.1. A person seeking an exemption
from certification as a clinical lzboratory
practitioner shall submit a request for exemp-
tion from certification on a form provided by
the secretary.  The request shall include a
statement signed by the director of the
clinical laboratory in which the applicant is
employed oft the type and number of the
laboratory’s CLIA certificate, and which of
the qualifications for exemption established

by this ruie the applicant meets.

The request shall include & document
which identifies the type and number of

'CLIA certificate of the laboratory in which

the person is employed and states the
exemption qualification found in Section 8.2
of this rule which applies to the person
seeking the exemption. The document shall
be signed by the clinical director of the
laboratory,

8.2. The secretary shall exempt a person
from certification as a clinical laboratory
practitioner if:

8.2.a. He or she is employed in a
clinical laboratory which holds a CLIA
certificate other than a certificate of waiver,
and

3.2.b. His or her laberatory director
states that the person applying for exemption
from certification meets the qualifications,
except for State licensure, for:

8.2.b.1.  Testing personnel
found at 42 CER § 493.1423: Provided, That
the applicant shall submit with his or her

“application documentation that he or she has

at least a high school diploma. a general
education development certificate (GED), or
an equivalent approved by the Srtate
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department of education, and has had training
designed to provide him or her the following
with respect to the specific tests he or she
will perform:

82.b.1.A.  The skills
required for proper specimen collection,
including patient preparation, If applicable,
labeling, handling, preservation or fixation,
processing or preparahon transportatlon and
storage of specimens;

2.b.1.B. The skills
required for implementing all standard
laboratory procedures:

g.2.b.1.C. The skills
required for performing each test method and
for proper instrument use;

3.2.b.1.D. The skills

required for performing preventive mainten- - -

ance, trouble shooting and calibration
procedures related to each test performed;

8.2.b.1.LE.  _A working
knowledge of reagent stability and storage;

8.2b.1.E.  The skills
required 10 implement the quality control
policies and procedures_of the lgboratory;

8.2.6.1.G. An awareness of
the factors that influence test résuits; and

8.2.b.1.H. The skills
required to assess and verify the validity of
patient test results through the evaluation of
quality control sample values prior 1o
reporting patient test results, and Provided
further: That, in the event that the individual
is to perform additional iests, he or she shall
submit to the secretary documentation of
training related 1o the additional tests in the
skills, knowledge, and awareness as required
by Sections 8.2.2 a(l) through 8.2.2. a(S) of
this rule; or

8.2.b.2. For persons performing
cvtotechnoilgwa[ examinations, the
qualifications for cytotechnologists found at
42 CFR § 493.1483.

§64-57-9. Expiration of Certification and
Exemption.

An  individuai’s  certification  or
exemption from certification as a clinical
laboratory practitioner “expires when the
person holding the certification or the
exemption no longer meets the qualifications
stated in this rule for certification or for

exemption from certification.

§64-57-10. Reciprocity.

The secretary may issue a clinical
laboratory practitioner license or certification
to a persoen who holds a license or certif-
ication from anocther jurisdiction which has
licensure or certification requirements at least
as stringent as the requirements of this rule.
Applicants for reciproeity shall submit the
license application fee and a statement from
their licensing or certifying jurisdiction that
they are in good standing with their appli-
cation.

§64-57-11. Limitations on Certification,
License and Use of Titles by Health
Care Facilities.

11.1. Licensure or cenufication as a
clinical labgoratory practivioner does not
authorize the person to perform laboratory
tests unless his or her clinical laberatory

“director has determinad that the persen is

qualified by education, training or experience
to perform such tests.

11.2. Health care facilities shall not use

the terms clinical laboratory practitioner,

laboratory or medical technician or laboratory

" or medical technologist, or abbreviations

thereof, to refer to a person who is not
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licensed as a clinical laboratory practitioner.

§64-57-12. Revocation and Non-issuance
of Clinical Laboratory Practitioner
Certifications.

A clinical laboratory practitioner license,
certification, or exemption from certification,
shall not be issued or shall be revoked if the
applicant for or hoider thereof:

12.1. Has misrepresented material
facts in an application or has assisted another
person in doing so;

12.2. Does not meet requirements
for licensure, certification, or exemption from
certification; or ' ' '

12.3. Has been convicted of a
felony involving laboratory practices.

§64-57-13. Hearings.

13.1. A request for a hearing may be
made to the secretary by an applicant for a
clinical laboratory practitioner certification or -
license, by a holder thereof or by a heaith
care facility. The request shall specify the
grounds relied upon as a basis for the relief
requested. '

13.2. Hearings shall be conducted in
accordance with the provisions of W, Va,
Code § 29A-5-1 et seq., and Rules of Proce-
dure for Contested Case Hearings and
Declaratory  Rulings, West  Virginia
Administrative Rules, 64 CSR 1.
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