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ABSTRACT - PROPOSED RULE

DEPARTMENT OF HEALTH AND HUMAN RESQOURCES
CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION
64 CSR 57

Summary: This proposed new legislative rule sets forth standards and procedures
for the certification and licensing of laboratory technicians and laboratory technolo-
gists as clinical laboratory scientists and establishes penalties for the use of unlicens-
ed persons to perform the work of clinicai laboratory scientists by health care facili-
ties. Establishment of this rule will bring the Department of Health and Human Re-
sources into compliance with W. Va. Code § 16-5J-10.

The rule sets forth application and enforcement, and defines terms. Certain
federal standards relating to laboratory personnel are incorporated by reference. The
rule defines certification and licensure requirements and procedures, and also exemp-
tions from licensure and certification requirements. It specifies permitted activities
and supervision of clinical laboratory scientist trainees.

Reciprocity is given to other jurisdictions with comparable requiremenis. The
rule establishes limitations on ceriification, license and use of titles by health care
facilities. It establishes revocation and ncn-issuance of clinical Iaberatory scientist
certifications. The rule alsc establishes that no license shall be issued to a health
care facility as fong as it uses in West Virginia an unlicensed clinical laboratory scien-
tist. Criminal penalties for certain actions are established by W. Va. Code §§ 16-1-18
and 16-5J-8. Procedures for contested case hearings are included.

For further information contact: Nancy lLovell Tyler, M.S.\W., Esq., Director, Office
of Health Facility Licensure and Certificaticn, telephcne {304) 558-0050; Frank W.
Lambert, Jr., Dr. P.H., Director, Office of Laboratory Services, telephone (304) 558-
3530, Bureau for Public Heaith, Depariment of Health and Human Resources, State
Capitol Complex, Building 3, Room 518, Charleston, West Virginia, 25305; or the
Office of Regulatory Development, Bureau of Operations, Department of Health and
Human Resources, State Capitol Complex, Building 3, Room 265, Charleston, West
Virginia, 25305, telephone (304) 558-3223.
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FISCAL NOTE FOR PROPOSED RULES

Rule Title: Clinical Laboratory Technician and Technologist Licensure and Certification, 64

CSR 57
Type of Rule: _X_ Legislative ___ Interpretive — Procedural
Agency: Department of Health and Human Resources

Address:  Building 3, Capitol Complex
Charleston, W. Va. 25305

1. Effect of ANNUAL FISCAL YEAR

Proposed Rule Increase | Decrease | Current Next Thereafter
Estimated Total Cost  {$ 3 $ $165,567  |$185,774
Perscnal Services 37,272 55,740
Current Expense 108,895 129,134
Repairs & Alterations
Equipment 19,300 900
Other
Revenue . 100,000 100,000

2. Explanation of above estimates.

Please see attached.

3. Objectives of this rule:

Provide licensure and certification of Medical Laboratery Technicians and
Technologists working in West Virginia as required by Clinical Laboratories
Quality Assurance Act 16-5J-10.




==

4. Explanation of Overall Economic Impact of Proposed Rule.
A. Economic Impact on State Government.

1. Personnel employed in medical labs would be subject to cost of licensure
and certification.

2. Possibie reduced income from HCFA contract with OHFLAC for CLIA-88
Inspections.

B. Economic Impact on Political Subdivisions; Specific Industries; Specific Groups

of Citizens.
1. All Medical Technologist and Technicians would be subject to the cost of
licensure and certification.
2. All other health care workers providing laboratory tests would be subject

to licensure and certification costs,

C. Economic Impact on Citizens/Public at Large.

1. Couild raise health costs if facilities paid cost of licensure and certification
of personnel.

2. Could reduce availability of lab services if health care facilities choose
not to have licensed employees.

Date: June 23, 1885

Signature of Agency Head or Authorized Representative

Gretchen O. Lewié, Secreta-ry
Department of Health and Human Rescurces




Fiscal Note for Proposed Rule {Cont'd)

Rule Title: Clinical Laboratory Technician and Technologist Licensure and Certification, 64

CSR 57
2. Explanation of above estimates.
Personal Services _ First Year Second Year
1.0 Secretary Il $ 16,116 $ 186,116
1.0 Administrative Services
Assistant Ill $21,156 $21,156
1.0 investigator $ 18,468

Current Expenses

Fringe Benefits $ 18,855 $ 25,394
Postage 2,200 2,200
Copier Lease 4,000 4,000
Telephone (800 Number) 36,000 36,000
Printing 8,000 8,000
Records Microfiim 2,000 2,000
Travel (investigations)

+ car lease 10,000 20,000
Telephcne 5,000 5,000
Equipment Maintenance Contracts 1,700
Lease Space

12'x15' @ $11.50 sq. ft. 24,840 24,840

Equipment

2 Computers & Software $ 12,000

3 File Cabinets 800

1 Typewriter 1,200

2 Desks . 1,800

2 Computer Tables 1,000

1 FAX Machine 2,500

1 Desk 900
Revenue

There is no information on the total number of individuals required to be li
censed; the Depariment has used an estimate of 4,000 to estimate revenue.
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PROPOSED RULE - TITLE 64 E | D)
WEST VIRGINIA ADMINISTRATIVE RULES
DEPARTMENT OF HEALTH AND HUMAN RESQURGES. oy 1g5
SERIES 57 w23 S 4
CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST

LICENSURE AND CERTIFICATIO #4737 VIRGIEIA
SR

§64-59-1. General.

1.1. Scope - This legislative rule sets forth standards and procedures for the
certification and licensing of laboratory technicians and laboratory fechnologisis as
clinical laboratory scientists and establishes penalties for the use of unlicensed per-
sons to perform the work of clinical laboratory scientists by health care facilities.

1.2. Authority - W. Va. Code §§ 16-1-7, 16-2E-3, 16-5B-8, 16-5C-5, 156-5H-2,
16-51-5, 16-5J-3, 16-5J-10, 27-9-1, and 27-17-3. '

1.3. Filing Date -
1.4. Effective Date -
§64-59-2. Application and Enforcement -

2.1. Application - Except as otherwise provided in this rule, this legislative rule
applies to: ' ) -

2.1.1. Clinical laboratory scientists employed as such in West Virginia;
2.1.2. Health care facilities performing laboratory tests in West Virginia, and
2.1.3. Clinical laboratory directors in West Virginia.

2.2, This rule does net apply to:

2.2.1. County health departments organized under W. Va. Code § 16-2-1 et
seq. or § 16-2A-1 et seq., or to the clinical laboratory directors of the clinical laborato-
ries of county health depariments: Provided, That it does apply to clinical [aboratery
scientists empioyed as such by county health depariments;

2.2.2. Primary health care centers having tax exempt status and receiving
confributions which are deductible to the confributor under provisions of federal law,
or the clinical laboratory directors of the clinical laboratories of such centers: Provid-
ed, That it does apply to clinical laboratory scientists employed as such in the clinical
laboratories of such centers;

2.2.3. Any laboratory operated by the federal government; or
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64 CSR 57

2.2.4. Any laboratory operated purely for research or teaching purposes.

2.3. Enforcement - This rule is enforced by the Secretary of the West Virginia
Department of Health and Human Resources.

§64-59-3. Definitions.

3.1. CLIA - Clinical Laboratory Improvement Amendmenis of 1888 (Public Law
100-578) to Section 353 of the Public Health Service Act (Title 42 United States Code

Section 263a).

3.2. Clinical Laboratory - Any facility or place, however named, for the biologi-
cal, microbiological, serclegical, chemical, immunc-hematological, hematological,
biophysical, cyiological, pathclogical, or other examination of materials derived from
the human body for the purpose of providing information for the diagnosis, prevention
or treatment of any disease, or the impairment of, or the assessment of the health of
human beings.

3.3. Clinical Laboratory Consultant - A person who:
3.3.1. Meeis the gqualifications for:

3.3.1.a. Moderate complexity testing technical consultant found at 42
CFR § 493.1411;

3.3.1.b. Moderate compiexity testing clinical consultant found at 42 CFR
§ 493.1417; or

3.3.1.c. High complexity testing clinical consultant found at 42 CFR §
493.1455. -

3.4, Clinical Laboratory Director - A person who:

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

3.4.2. Meets the qualifications for directors of:

3.4.2.a. Moderate complexity testing laboraiories found at 42 CFR §
493.1405; or

3.4.2.b. High complexity testing laboratories found at 42 CFR §
493.1443.

3.5. Clinical Laboratory Scientist - A person whose job tasks include specimen
processing, laboratory test performance, or laboratory test reporting in a clinical labo-
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64 CSR 57

ratory for remuneration. The term "clinical laboratory scientist” includes laboratory
technicians and laboratory technologists, but does not include: clinical laboratory
scientist trainees, directors, consultants, or supervisors; or physicians licensed under
W. Va. Code § 30-3-1 et seq. or § 30-14-1 et seq. who perform iaboratory tests only
on their own patients.

3.8. Clinical Laboratory Scientist Trainee - A person who is in a training pro-
gram designed for his or her qualification as a clinical laboratory scientist or who has
successfully completed such a training program and has applied for, but not yet re-
ceived a clinical laboratory scientist license.

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

3.7.1. A high complexity testing technical supervisor found at 42 CFR §
493.1449; ' '

3.7.2. A high complexity testing general supervisor found at 42 CFR §
493.14861; or

3.7.3. A high complexity testing cytology general supervisor found at 42 CFR
§ 493.14609. : . T . S

3.8. Department - The West Virginia Department of Health and Human Resourc-
es. - - R

3.9. Health Care Facility - An entity subject to licensure as a:
3.9.1. Birthing center under W. Va. Code § 16-2E-1 et seq.;

3.8.2. Hospital or extended care facility operated in connection with & hospi-
tai, or an ambuliatory surgical facility, or an ambulaiory health care facility, including a
medical adult day care center under W. Va. Code § 18-5B-1 et seq.;

3.9.3. Nursing home or personal care home under W. Va. Code § 16-5C-1 et
seq.;

3.9.4. Residential board and care home under W. Va. Code § 16-5C-1 et
seq. and § 16-5H-1 et seq.; )

3.8.5. Hospice under W. Va. Code § 16-51-1 et seq.;
3.9.6. Clinical laboratory under W. Va. Code § 18-5J-1 et seq.;

3.9.7. Hospital, center or institution for the care and treatment of the mentally
il or mentally retarded, or for the prevention of such disorders under W. Va. Code §
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64 CSR 57
27-9-1 et seq.; or

3.9.8. Group residential facility for the developmentally disabled or behavior-
ally disabled under W. Va. Code § 27-17-1 et seq.

3.10. Laboratory Technician - A clinical laboeratory scientist.
3.11. Laboratory Technologist - A clinical laboratory scientist.

3.12. Laboratory Test - The biclegical, microbiclogical, serological, chemical,
immuno-hematological, hematological, biophysical, cytological, pathological, or other
examination of materials derived from the human body for the purpose of providing
information for the diagnosis, prevention or treatment of any disease or impairment
of, cr the assessment of the health of human beings.

§64-59-4. Incorporation by Reference.

The provisions of the October 1, 1984, edition of 42 CFR Part 493, Laboratory
Requirements, as amended in the April 24, 1985, edition of the Federal Register
(60 FR 20035), are hereby incorporated by reference.

§64-59-5. Prohibition; Persons Subject to Licensure; Clinical Laboratory Scien-
tist Trainees.

5.1. No person shall perform any clinical laboratory scientist tasks for remunera-
tion in West Virginia, except as specified in this rule, uniess the person is licensed by
the secretary as a clinical laboratory scientist.

5.2. A clinical laboratory scientist trainee may perform tasks related to laboratory
tests except that tasks related to tests categorized by CLIA as moderate or high com-
plexity tests shall be performed only under the personal and direct supervision of: a
licensed clinical laboratory scientist; a clinical laboratory director, consultant or super-
visor; or a physician licensed under W. Va. Code § 30-3-1 et seq. or 30-14-1 et seq.
who performs laboratory tests only on his cr her own patients.

§64-59-6. Licensure Requirements, Duration, Renewal.

6.1. Applicants for a clinical laberatory scientist license shall submit {0 the secre-
tary: :

6.1.1. A completed application form supplied by the secretary with the docu-
mentation of qualifications required by this rule;

6.1.2. If employed in a clinical laboratory, a current job description and a
statement identifying the specialty or specialties of laboratory tests for which the ap-
plicant has been trained and is currently competent to perform, except as specified in
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64 CSR 57

this rule. The required job description and statement of competency shall be signed
and provided to the applicani by the applicant’s clinical taboratory director, or, if the
clinical laboratory holds a CLIA certificate of wzaiver and does not have a clinical labo-
ratory director, the job description shali be provided by his or her supervisor, and the
required statement of competency shall be signed and provided by either a clinical
laboratory supervisor or clinical laboratory consultant who is knowledgeable of the
competency of the applicant. The aftestation shall be partially based on the appli-
cant's perfermance, if any, in proficiency testing programs; and

6.1.3. The licensure fee shown on the application as may be set by W. Va.
Code cr rule. - o —— , :

8.2. The requirements of paragraph 6.1.2 of this rule do not apply to an applicant
employed in a county health depariment, or a primary health care center having tax
exempt status and receiving contributions which are deducticle to the contributor
under provisicns of federal law.

6.3. The secretary shall grant a clinical laboratory scientist license to applicants
who: , : '

6.3.1. Are certified as a clinical laboratory scientist or are exempt from such
ceriification under this rule; and

£.3.2. .Comply with the requirements of subsection 6.1 of this rule.

6.4. An appticant for renewal of an unexpired license shall submit the application,
information and licensure fee required by subsection 6.1 of this ruie and evidence
that the applicant has completed at least ten (10) hours of continuing education from
a program or programs approved by the secretary, since issuance of his or her initial
or renewal license, as applicable.

6.5. An applicant for renewal of an expired license shall submit the application,
information and licensure fee required by subsection 6.1 of this rule and evidence
that the applicant has ccmpleted at least ten (10) hours of continuing education from
a program or programs approved by the secretary, since issuance of the expired
license. - = - '

6.6.. The secretary shall renew a license if the applicant complies with the re-
quirements of subsection 6.4 or 6.5, as applicable, of this rule.

8.7. A clinical laboraiory scientist license expires the earlier of:
6.7.1. One (1) year after issuance; or

6.7.2. The expiration of the individual's certification or exemption from certifi-
cation as a laboratory scientist.
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64 CSR 57
§64-59-7. Certification Requirements.

7.1. A person seeking certification as a clinical laboratory scientist shall, at the
time of application for initial licensure as a clinical laboratory scieniist, also apply for
certification on the form provided by the secrefary and submit documentation suffi-
cient to establish that he or she meets cne (1) of the qualifications for certification
established by this rule.

7.2. An individual qualifies for ceriification as a clinical laboratory scientist if the
individual:

7.2.1. Is certified as a medical laboratory technician or technologist by the
American Medical Technclogists or the American Society of Clinical Pathologists:

7.2.2. s ceriified as z clinical laboratory technician or scientist by the Nation-
al Certification Agency for Madical Laboratery Personnal;

7.2.3. Was performing clinical laboratory scientist tasks in a clinical laboraio-
ry in West Virginia on July 7, 1989; or '

7.2.4. Meets the qualificaticns, except for State licensure, for:

7.2.4.a. Testing personnel found ai: 42 CFR §493.1423, §493.1489,
or §483.1491; or , )

7.2.4.b. Cytotechnologists found at 42 CFR § 493.1483; or
7.2.5. Is certified under any other applicable federal program.

§64-59-8. Exemption from Certification.

8.1. A person seeking an exempticn from certification as a clinical laboratory
scientist shall submit a request for exemption 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 of: the type and number of the
laboratory's CLIA certificate, and which of the qualifications for exemption established
by this rule the applicant meeis.

8.2. The secretary shall exempt & person from certification as a clinical [zborato-
ry scientist if:

8.2.1. He or she is employed in a clinical laboratory which holds a CLIA
certificate other than z certificate of waiver; and

8.2.2. His or her iaboratory director states that the person applying for ex-
emption from certification meets the qualificaticns, except for State licensure, for:
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64 CSR 57

8.2.2.a. Testing personnel found at; 42 CFR § 493.1423, § 493.1489, or
§ 493.1491; or

8.2.2.b. Cytotechnologists found at 42 CFR § 493.1483.
§64-59-9. Expiration of Certification and Exemption.

An individual's certification or exemption from certification as & clinical laboratory
scientist expires when the person helding the certification or the exemption no longer
meets the qualifications stated in this rule for certification or for exemption from certif-
ication.

§64-59-10. Reciprocity.

The secretary may issue a clinical laboratory scientist license or certification to a
perscn who holds a license or certification from ancther jurisdiction which has licen-
sure or certification requirements at least comparabie to the requirements of this rule.
Applicants for reciprocity shall submit the license application fee and a statement
from their licensing or certifying jurisdiction that they are in good standing with their
appiication.

§64-59-11. Limitations on Certification, License and Use of Titles by Health
Care Facilities.

11.1. Licensure or certification as a clinical laboratory scientist does not authoc-
rize the person to perform laboratory tests unless his or her clinicat laboratory director
has determined that the person is qualified by education, training or experience to
perform such tests, or, in the case of a clinical laboratory scientist employed in a
clinical laboratery which holds a CLIA certificate of waiver and does not have a clini-
cal laboratory director, a clinical laboratory supervisor or clinical laboratory consultant
has determined that the person is qualified by education, training or experience to
perform such tests.

11.2. Heaith care facilities shall not use the terms clinical laboratory scientist,
laboratory technician or laboratory technologist, or abbreviations thereof, to refer to a
person who is not licensed as a clinical laboratory scientist.

§64-59-12. Revocation and Non-issuance of Clinical Laboratory Scientist Certifi-
cations and licenses and Health Care Facility Licenses.

12.1. A clinical laboratory scientist license, certification, or exemption from ceriifi-
cation, shall not be issued or shall be revoked if the applicant for or holder thereof:

12.1.1. Has misrepresented material facts in an application or has assisted
another person in deing so;

6/23/95 7




€64 CSR 57

12.1.2. Does not meet requirements for licensure, certification, or exemption
from ceriification; or ’

12.1.3. Has been convicted of a felony involving labcratory practices.

12.2. No license shali be issued fo a health care facility as long as it uses in
West Virginia an unlicensed clinical laboratory scientist.

§64-59-13. Criminal Penalfies.

A violator of the provisions of this rule is subject to fine or imprisonment as found
at W. Va. Code §§ 16-1-18 and 16-5J-8.

§64-59-14. Hearings.
14.1. A request for a hearing may be made tc the secretary by an applicant for a
clinical laboratory scientist certification or license, by a holder thereof or by a health

care facllity. The request shall specify the grounds relied upon as a basis for the
relief requested.

14.2. Hearings shall be conducted in accordance with the provisions of W, Va.

Code § 28A-5-1 et seq., and Rules of Procedure for Contested Case Hearings
and Declaratory Rulings, West Virginia Administrative Rules, 64 CSR 1.

§64-59-15. Severability.

The provisions of this rule are severable. [f any provision of this rule is held
invalid, the remaining provisions remain in effect.
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