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3 [Enr. Com. Sub. for H. B. 2345

register on the twenty-sixth day of February, one thousand
nine hundred ninety-seven, relating to the division of
health (child care centers, 64 CSR 21), is authorized.

(¢) The legislative rule filed in the state register on the
thirtieth day of August, one thousand nine hundred
ninety-six, authorized under the authority of section
twenty-three, article four-c, chapter sixteen, of this code,
modified by the division of health to meet the objections
of the legislative rule-making review committee and
refiled in the state register on the twenty-eighth day of
February, one thousand nine hundred ninety-seven,
relating to the division of health (emergency medical
services, 64 CSR 48), is authorized.

(d) The legislative rule filed in the state register on the
twenty-seventh day of November, one thousand nine
hundred ninety-five, authorized under the authority of
section five, article five-c, chapter sixteen, of this code,
modified by the division of health to meet the objections
of the legislative rule-making review committee and
refiled in the state register on the twenty-sixth day of
February, one thousand nine hundred ninety-seven,
relating to the division of health (residential board and
care homes, 64 CSR 65), is authorized.

(e) The legislative rule filed in the state register on the
fifth day of October, one thousand nine hundred
ninety-five, under the authority of section ten, article five-
j, chapter sixteen, of this code, modified by the director of
the department of health to meet the objections of the
legislative rule-making review committee and refiled in the
state register on the thirty-first day of October, one
thousand nine hundred ninety-six, relating to the
department of health (clinical laboratory technician and
technologist licensure and certification, 64 CSR 57), is

_authorized until July 1, 1998: Provided, That the director

of the department of health review, revise and propose,
within the statutory deadline and in accordance with the
provisions of article three, chapter twenty-nine-a of this
code, a rule for legislative consideration during the
legislative session of one thousand nine hundred ninety-
eight with the following amendments:
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“On page one, subsection 2.2.2, following the semi-
colon, by striking the word ‘or’;

On page one, by inserting a new 2.2.3, to read as
follows: ‘2.2.3. 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’;

‘On pages one and two, by renumbering the
subsequent subdivision,.” ”’

And,

“On page 6, subsection 7.2, after the word
‘Personnel’, by striking the period and inserting in lieu
thereof the following: ‘or by the International Society for
Clinical Laboratory Technology.” ”

§64-5-2. Commissioner of human services.

1
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The legislative rule filed in the state register on the
thirtieth day of August, one thousand nine hundred
ninety-six, under the authority of section four, article two-
b, chapter forty-nine, of this code, modified by the
commissionet of human services to meet the objections of
the legislative rule-making review committee and refiled in
the state register on the twenty-seventh day of February,
one thousand nine hundred ninety-seven, relating to the
commissioner of human services (certification
requirernents for family day care facilities, 78 CSR 18), is
authorized.

§64-5-3. Child support enforcement commission.

WO oo~ o Vs W) =

(a) The legislative rule filed in the state register on the
thirtieth day of August, one thousand nine hundred
ninety-six, under the authority of section ten, article two,
chapter forty-eight-a of this code, modified by the child
support enforcement comrnission to meet the objections

- of the legislative rule-making review committee and

refiled in the state register on the twenty-eighth day of
February, one thousand nine hundred ninety-seven,
relating to the child support enforcement commission
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64 CSR 57 Modified Proposed Rule

MODIFIED PROPOSED RULE - TITLE 64
WEST VIRGINIA LEGISLATIVE RULE
DIVISION OF HEALTH
SERIES 357
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 technicians and laboratory technologists as clinical laboratory
practitioners and establishes penalties for the use of unlicensed persons to perform the work of
clinical laboratory practitioners by health care facilities.

1.2. Authority - W, Va, Code § 16-3]-10.
1.3. Filing Date -
1.4. Effective Date -
§64-37-2. Application and Enforcement
2.1. Application - Except as otherwise provided in this rule, this legislative rule applies to
2.1.1. Clinical laboratory practitioners employed as such in West Virginia, including
individuals employed as clinical laboratory practitioners in agencies or organizations exempted
from licénsure as a laboratory under the provisions of W. Va, Code § 16-5J-7, 1.e., county health
departments organized under W. Va. Code § 16-2-1 et seq. or § 16-2A-1 et seq.; primary health
care centers having tax exempt status and receiving contributions which are deductible to the con-
tributor under provisions of federal law; or any laboratory operatad sclely for research or teaching
purposes; and
2.1.2. Clinical laboratory consultants, directors, and supervisors in West Virginia.
2.2. This rule does not apply to:
2.2.1. Any individual who performs only laboratory tests published in the Federal

Register as waived under CLIA by the Centers for Disease Centrel under the provisions of § 42
CFR 493.7;

licensed within 'EhlS State workmc mt‘mn the scope of his or her professwnal license, v»ho
performs only provider-performed microscopy procedures as found at § 42 CFR 493.19 (a) - (d);
or

2.2.3] Any individual who performs laboratory tests only on himself or herself or

10/14/96 ' ' ' 1




64 CSR 57 Modified Proposed Rule

members of his or her family.

2.3. Enforcement - This rule is enforced by the secretary of the West Virginia department
of health and human resources. .

§64-57-3. Definitions.

3.1. CLIA - Clinical Laboratory Improvement Amendments of 1988 (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 biological,
microbiclogical, serological, chemical, immunc-hematological, hematclogical, biophysical,
cvtological, pathological, or other examination of materials derived from the human body for the
purpose of providing information for the diagnosis, prevention or trearment 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. Meets the qualificanons for:

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

~

3.3.1.b. Moderate complexity testing clinical consultant found at 42 CFR §
493.1417; or - '

3.3.1.c. High complexity testing clinical consultant found at 42 CFR § 493.1435,

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 gualifications for directors of:
3.4.2.a. Moderate complexity testing laboratories found at 42 CFR § 493.14035;
3.4.2.b. High complexity testing laboratories found at 42 CFR § 493.1443; or
3.4.2.c. Waived clinical lzboratories found at 42 CFR § 493.35.

3.5. Clinical Laboratory Practitioner - A laboratery technician or 2 laboratory technologist.
The term "clinical laboratory practitioner” inecludes laberatory technicians and laboratory
technologists, but does not include: clinical laboratory practitioner trainees; clinical laboratory
directors, consultants, or supervisors whose job tasks de net 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 patiens.

10/14/96
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64 CSR 57 Modified Proposed Rule

3.6. Clinical Laboratory Practitioner Trainee - A person who {s in a training program
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 yet received a clinical laboratory
practitioner 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 § 493.1461; or

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

3.8. Contact Hours - The actual number of hours an individual participates in continuing
education. Ten (10) contact hours 2qual one (1) continuing education unit.

3.9. Department - The West Virginia department of health and human resources.
3.10. Health Care Facility - An entity subject to licensure as a:
3.10.1. Birthing center under W. Va. Code § 16-2E-1 et seq.;
3.10.2. Hospital or extended care facility operated in connection with a hospital, 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.; '

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

3.10.4. Residential board and care home under W. Va. Code § 16-3C-1 et seq. and §
16-3H-1 et seq.; '

3.10.5. Hospice under W. Va. Code § 16-51-1 et seq.;

3.10.6. Clinical Jaboratory under W. Va. Code § 16-5J-1 et seq.;

5.10.7. 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

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

5.11. Laboratory Technician - A person whose job tasks include specimen processing,
laboratory test performance, or laboratory test reporting in a clinical laboratory.

3.12. Lavoratory Technologist - A person whose job tasks include specimen processing,

10/14/96 -3




64 CSR 57 Modified Proposed Rule

laboratory test performance, or laboratory test reporting in 2 clinical laboratory.

3.13. Laboratory Test - The biological, microblological, serological, chemical, immuno-
hematologiczl, hematological, biophysical, cviclogical, pathological, or other examination of
materials derived from the human body for the purpose of providing infermation for the
diagnosis, prevention or treaiment of any disease or impairment of, or the assessment of the
health of human beings.

§64-57-4. Incorporation by Reference.

The following provisions of the October 1, 1994, edition of 42 CFR Part 493, Laboratory
Requirements, as amended in the April 24, 1995 edition of the Federal Register (60 FR 20035),
and as further amended and published by January 1, 1997, are hereby incorporated by reference:

4,1. 42 CFR § 493.7,

4.2. 42 CFR § 493.19 (a) - (d);

4.3. 42 CFR § 493.35; o o

4.4, 42 CFR § 493.1563.
4.5. 42 CFR § 493.1405;
4.6. 42 CEFR § 493.1411;
4.7. 42 CFR § 493.1417,
4.8. 42 CFR § 493.1423;
4.9. 42 CFR § 493.1443;
4.10. 42 CFR § 493.1449;
4.11. 42 CFR § 493.1453;
4.12. 42 CFR § 493.1461;
4.13. 42 CFR § 453.1469;
4.14. 42 CFR § 493.1483; and
4,15, 42 CFR § 463.14809.

§64-57-5. Prohibition; Persons Subject to Licensure; Clinical Laboratory Practitioner
Trainees. T '

10/14/96 4
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5.1. No person shall perform any clinical laboratory practitioner tasks in West Virginia,
except as specified in this rule, unless the person is licensed by the secretary as a clinical labo-
ratory practitionar. ' ' o

5.2. A clinical laboratory practitioner trainee may perform tasks related to laboratory tests
onlv under the personal and direct supervision of: a licensed clinical laboratory practitioner; or
a clinical laboratory director, consultant or supervisor.

§64-57-6. Licensure Requirements, Duration, Renewal.
6.1. Applicants for a clinical laboratory practitioner license shall submit to the secretary:

6.1.1. A completed application form supplied by the secretary with the documentation
of qualificatiofis Tequired 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 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 laboratory director. The attestation shall be partially based on the applicant’s
performance, if any, in proficiency testing programs; and '

6.1.3. 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:

6.2.1. Are certified as a clinical laboratory practifioner under Section 7 of this rule or
are exempt from certification under Section & of this rule; and

5.2.2. Comply with the requirements of Section 6.1 of this rule.

6.3. An applicant for renewal of either a current or an expired 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 educaticn 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 limited to, activities such as: lectures, seminars, workshops, formal classes, in-service
programs or correspondence courses.

6.4. The secretary shall renew a license if the applicant complies with the requirements of
Section 6.3 of this rule. - o i}

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

6.5.1. One (1) year after issuance; or

10/14/96
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6.5.2. The expiration of the individual's certification or exemption from certification
as a clinical laboratory practitioner.

§64-57-7. Certification .

A persen seeking certification as a clinical laboratory practiticner shall, at the time of
application for initial licensure as z 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 scientist by the National
Certification Agency for Medical Laboratory Personnel;

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

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

7.4.1. Testing personnel found at 42 CFR § 453.1423, for persons performing moderate
complexity tests;

7.4.2. Testing personnel found at 42 CFR § 493.1489, for persons performing high
complexity tests; )
7.4.3.  Cyvtotechnologists found at 42 CFR § 493.1483, for persons performing
cytological examinations; or '

7.5. 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 laboratory practitioner
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 oft the type and number of the laboratory’s CLIA certificate, and which
of the qualifications for exemption established by this rule the applicant meets.

The request shall include a document which identifies the type and number of CLIA
certificate of the laboratory in which the person is emploved and states the exemption
qualification found in Section 8.2 of this rule which applies to the person seeking the exemption.
The document shali 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: - -

10/14/96 ) 6
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8.2.1. He or she is employed in a clinical laboratory which holds a CLIA certificate
other than a certificate of watver; and

8.2.2. His or her laboratory divector states that the person applying for exemption from
certification meets the qualifications, except for State licensure, for:

8.2.2.a. Testing personnel found at 42 CFR § 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 State 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:

8.2.2.a.(1). The skills required for proper specimen collection, including patient
preparation, if applicable, labeling, handling, preservation or fixation, processing or preparation,

transportation and storage of specimens;

8.2.2.a.(2). The skills reguired for implementing all standard laboratory
procedures; _

8.2.2.a.(3). The skills required for performing each test method and for proper

instrument use;

8.2.2.a.(4). The skills required for performing preventive maintenance, trouble
shooting and calibration procedures related 1o each test performed;

8.2.2.a.(5). A working knowledge of reagent stability and storage;

8.2.2.a.(6). The skills required 1o implement the quality control policies and
procedures of the laboratory;

8.2.2.a.(7). An awareness of the factors that influence test results; and

8.2.2.a.(8). The skills required to assess and verify the validity of patient test
results through the evaluation of quality control sample values prior to reporting patient test
results, and Provided further: That, in the event thai the individual is to perform additional tests,
he or she shall submit to the secretary documentation of training related to the additional tests
in the skills, knowledge, and awareness as required by Sections 8.2.2.a(1) through 8.2.2.2(8) of
this rule; or

8.2.2.b. For persons performing cytotechnoligical examinations, the qualifications
for cytotechnologists found at 42 CFR § 493.1483, -

§64-57-9. Expiration of Certification and Exemption.
An individual’s certification or exemption from certification as a clinical laboratery

praciitioner 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.

|

10/14/96
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§64-57-10. Reciprocity.

The secretary may issue a clinical laberatory practitioner license or certification to a persen
who holds a license or certification from another jurisdiction which has licensure or certification
requirements at least as stringent as 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 application.

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

11.1. Licensure or certification as a clinical laboratory practitioner does not authorize the
person to perform laboratory tests unless his or her clinical laboratory director has determined
that the persen is qualified by educanon, training or experisnce 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 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 holder thersof:

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

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 2 holder thereof or by a health 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 Procedure for Contested Case Hearings and Declaratory Rulings, West
Virginia Administrative Rules, 64 CSR 1.
§64-57-14. Severability.

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

10/14/96 ' - ' §
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consent order for the substance and
determined that the information
available was sufficient to make a
reasoned evaluation of the health effects
of the subsiance. EPA concluded that,
for the purposes of TSCA section 5, the
substance will not present an
unreasonable risk and consequently
revoked the section 5(e) consent ordet.
The proposed revocation of SNUR
provisions for the substance designated
herein is consistent with the revocation
of the section 5{e) order.

In light of the above, EPA is proposing
a revocation of SNUR provisions for this
chemical substance. When this )
revocation becomes final, EPA will no
longer require notice of any person’s
intent to manufacture, impor, or
process this substance. In addition,
export notification under section 12{b}
of TSCA will no longer be required.

IIl. Comments Containing Confidential
Business Information

Any person who submits comments
claimed as CBI must mark the
comments as “confidential,” “trade
secretl,” or other appropriate
designation. Comments not claimed as
confidential at the time of submission
will be placed in the public file. Any
comiments marked as confidential will
be treated in accordance with the
procedures in 40 CFR part 2. Any party
submitting commients claimed to be
confidéntial must prepare and submit &
public version of the comments that
EPA can place in the public file.

1V. Rulemaking Record

The recerd for the rule which EPA is
proposing Lo revoke was established at
OPPTS-506808 (P-¢2-341). This record
inciudes information considered by the
Agency in developing the rule and
includes the test data that formed the
basis for this proposal. :

A record has been established for this
rulamaking under docket number
QOPPTS-50608C {including comments
and data submitted electronically as
descrilad below). A public version of
this rocurd, inciuding printed, paper
versions of clectronic comments, which
does not include any information
claimed as CBI, is available for
inspection fram 12 neonto 4 pan.,
Monday through Friday, excluding legal
hedidays. The public record is located in
the TSCA Nonconiidential Informaticn
Cenler, Fun. NE-BGO7, 401 M 5t., SW.,
Washington, DT 29460

Elecuronic comments can be sent
directly tv EPA at

neic@epamail.opr gov

Electronic comments mus! be
submitiad as an ASCH file avoiding the

use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transier all comments received
electronically into printed, paper form
as they are received and will place the
paper copies in the official rulemaking
record which will also include all _
comments submitted directly in writing.
The officizl rulemaking record is the
paper record maintained at the address
in ADDRESSES at the beginning of this

" documnent.

V. Regulatory Assessment
Requirements

EPA is proposing 1o revoke the
requirements of the rule. Any costs or
burdens associated with the rule will
also be eliminated when the rule is
“tevohed. Therefure, EPA finds that no
cosis or burdens must be assessed under
Executive Order 12866, the Regulatory
Flexibility Act (3 U.S.C. 6805(b}), or the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.). -

List of Subjects in 40 CFR Part 721

Environmental protection, Chemicals,
Hazardous materials, Reporting and
recardkeeping requirements, Significant
new uses.

Daied: September 1, 1895
Charles M. Auer,

Directar, Chemical Control Division, Office
of Poilution Prevention and Toxics.

Therefore, it is proposed that 40 CFR
part 721 be amended s follows:

PART 721—[AMENDED]

1. The authority citation fer part 721
would continue to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

§721.3254 [Removed]

2. By removing § 721.3254.
IFR Doc, 45-22731 Filed 8-12-05; 8:45 am]
SILLING CODE B580-60-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

42 CFR Part 483
HSQ-225-F]
RIN 0935-AGY9

Public Health Service; CLIA Program;
Categorization of Waived Tests

AGENCY: Health Care Financing '
Administration {HCFA) and Public
Health Service (PHS), HHS.

ACTION: Proposed rule.

SUMMARY: [n this rule we are proposing
criteria we would use to determine
whether to categorize specific laboratory
tests as waived from certain
requirements of the Clinical
labeoraiories Improvement Amendments
of 1988, We also propose revisions 1o
requirgments that laburaiories
performing waived tests must meet,
paTeS: Comments will be considered if
we receive them at the appropriate
address, as provided below, no later
than 5 p.m, on November 13, 1985,

ADDRESSES: Mail written comments (1
original 2nd 3 copies) to the following
address:

Centers for Disease Control and
Prevention, Public Health Service,
Department of Health and Human
Services, Altention: H8Q-225-P, 4770
Buford Hwy,, NE, MS F11, Atlanta,
Georgla 30341-3724. -

If you prefer, you may deliver your
writien comments (1 originat and 3
copies! to the following address:
CDC/Washington, Room 714-B, Hubert

H, Humphrey Building, 200

Independence Avenue, SW..

Washington, DC 20201,

Because of staffing and resource
limitations, we cannoti gccept comments
by facsimile (FAX) transmission. In
commenting. please refer to file code
H50-225-P. Comments received {imely
will be available for public inspection as
they are received, generally beginning
approximately 3 weeks afier publication
ol ¢ docwment, in Room 309-G of the
Department's offices 2 200
Independence Avenue, SW,
Washingion, DC, on Monday through
Friday of each week from 8,50 a.m. to
5 p.m. [phone: (202} 690-7800).

For comments that relaie to
information collection requirements,
mail a2 copy of comments to:

Office of Information and Regulatory
Adlairs, Office of Mznagement and
fudgt, Roum 10235, New Executive
Office Building, Washington, DC

C oA
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20503, Attn: Allison Herron Eydt,
HCFA Desk Officer.

Copies: To order copies of the Federal
Register contgining this document, send
your request to: New Orders,
Superintendent of Documents, P.O. Box
371354, Pittsburgh, PA 15250-7954,
Specify thé date of the issue requested
and enclose 2 check or money order
pavable to the Superinfendent of
Docurnents, or enclose your Visa or
Master Card nwmber and expiration
date. Credit card orders can also be
placed by calling the order desk at (202)
512-1800 or by faxing to {202} 512~
2250. The cost for each copy is $8.0C.
As an alternative, you can view and
photecopy the Federal Register
document al mosl lbraries designated
as Federal Depository Libraries and at _
many other public and academic
libraries throughout the country that
receive the Federal Register.

FOR FURTHER INFORMATION CONTACT!
Rosemary Bakes-Martin, (3G4) 4858—
7655, for questions regarding the criteria
for waived test calegorization and the
reguirements for data submission; and
judy Yost. (4310) 786-3531, for
certificate and inspection issues.

SUPPLEMENTARY INFORMATION:
1. Background

Under section 353 of the Public
Health Service (PHS) Act (42 U.S.C.
283a), as amended by the Clinical
Laberatory Improvement Amendments
ol 19688 (CLIA), all laboratories that
examine human specimens for the
diagnosis, prevention or treatment of
any cisease or impairment of, or the
assessment of the health of, human
beings mmust meet certain requirements
to perform the examinztion. On
Felrruary 28, 1692 {57 FR 7002]), we
published regulations to implement
CLIA at 42 CFR part 493. Many of the
requirements are based on the
complexity of the tests performed. There
are currently three test categories:
wazived, moderate complexity and high
complexity.

In aweordanue with the law, HHS
established a Clinical Laboratery
Improvement Advisory Commitles
(CLLAC) to advise and make
recommiendations on technical and
sclentific aspeits of the regulations. The
CLIAC is cumposad of individuals
involved in the provision of laboratory
services, use of laboratory services,
development of laboratory testing
devices or methodologies, and others as
approved by HHS. In addition, HHS has
designated faur CLIAT subcommitiees
that fanus op the fallowing areas:
cytology. parsonnel, praticency testing,

quality control and quality assurance;
and lest categorization.

We received approximately 15,000
letters from professional organizations
and individuals that provided
approximately 71,000 comments in
response to publication of the February
28, 1892 regulations. Through this
proposed rule, we are responding to the
approximately 1,100 comments
concerning the categorization of waived
tests, specifically the subjectiveness of
the waived criteria and the fzilure of
tests to be granted walver status.

These commenters were responding
to our regulations at §493.15 that
merely excerpt the statutory language
witheut elaboration and list nine tests or
gxaminzations that meet the statutory
criteria and are waived. That section
further provides that revisions to the list
of waived tests approved by HHS will
be published in tiie Federal Register in
a notice with opportunity for public
comment. As currenily defined in the
regulalion, waived tests are simple
l;boramry examinations and procedures
that— -

{1) Are cleared by the Food and Drug
Administration (FDA) for home use;

(2) Empley methodologies that are so
simple and accurate as to render the
likelihood of erroneous results
negligible; or

{3) Pose no reasonable risk of harm to
the patient if the test is performed
inuorrectly.

The specified tests that are listed in
the regulation are:

{1 Dipstick or tablet reagent
urinalysis (non-aulomated) for bilirubin,
glucose, hemoglobin, ketone,
leukecytes, nitrite, pH, protein, specific
gravity, and urobilinogen;

(2} Fecal oceult blood;

(3} Ovulation tests—visual color
comparison tests for human luteinizing
hermone; )

{4) Urine pregnancy lests—visual
color comparison tests;

{6) Erythrocyte sedimentation rate—
non-automated;

{6) Hemoglobin—copper suifate—
non-automated;

{7} Blood glucoss by gluunse

monitoring devices cleared by the FDA

spaciiically for home uss,

(8) Spun microbematocrit; and

(4) Hemoglobin by single anaivie
instruments with self-contained or
companent features o perform
specimensreagent Interaction, providing
girect measurement and readout.

After evaluating the comments
concerning waived tests, we sought
advice in Febraare 1993 from the CLIAC
concerning the critena tor waiver and
tiv process fur considering wilether
speaific wests should be placed in the

wajved category. The CLIAC agreed that
the criteria should be better defined and
recommended that the Centers for

‘Disease Control and Prevention (CDC;

clarify the criteria and process for
categorizing weived tesis and suggested
that 2 moralorium be placed on adding
tests to the waived category until the
criteria were belter defined. In response

to the CLIAC recommendation, CDC .~

initially established a moratorium on
considering tests for waiver while we

were developing the notice of proposed

rulemaking to revise the CLIA
regulations for waived categorization,
In response to public concern, on
December 18, 1894, the moratorium was
lifted, and CDC notified all
manufacturers and producers of
moderate complexity test systems that it
will consider for waiver any test that
meets the statutory criteria and for
which the manufacturer or producer
applies for waiver in accerdance with
the CLIA regulatians published
February 28, 1892. CDC enclosed
guidelines {included in this rule as
proposed test sysiem characteristics and
lield studies) that can be used to verify
the sccuracy and precision of testing
devices and demonstrate that the test
meets the statutory criteria for waiver,
The guidelines were included to assist
applicants in applying for walver;
however, all requests will be considered
as long as they include velid scientific
studies o verify that the test meets the
statutery criteria for waiver. 7 ’

11. The Revision Process

Under the statute, waived tests are
defined as "* * ™ simple laboratory
examinations and procedures that, as
determined by the Secretary, have an
insignificant risk of an erroneous result
* * *." The statute conlains additional
language to describe the types of
examinations and procedures to be
included in the walved category; that is,
tests that have "~ * ~ besn approved by
the FDA for home use, employ
methadologies that are so simple and
accurate as Lo render the likelihood of
erroneous resulls negligible. or the
Secretary has determined pose no
reasonable risk of harm tu the patient if
performed incorrectly.” The law also
specifies that waivea Lests are exemp!
from the CLIA health and safety
standards, including personnel, patient
{est management. quaiily control,
proficiency testing, quality assurarice,
and routine inspections requirements,

In the preambie of the CLIA
regulations published February 28,
1992, in the Federal Register (57 FR
7002). we steted that FDA clearance of
a test for honoe ose vould not be used
as a sole Ll fon fir gqualifving es a
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waived test. We have continued to
review the section of the statute
pertaining to waived tests and believe
now that the better view of the statute

is that the waived criteria set out at 42
U.8.C. 263a{d)(3){A), (B}, and (C) were
intended by the Congress to represent
the kinds of tests that are “simple
laboratory examinations and procedures
which * * * have an insignificant sisk
of an erroneous result.” Therefore, any
test system cleared by the FDA for home
use will, upon receipt of a request for
waiver from the menufacturer, be
waived under CLIA.

With regard to the other two criteria
for waiver, we believe that a critical
factor to be considered is the implicit
statutory mandate that weived testing be
easily performed and provide accurate
results. Therefore, in order for a test {o
be categorized as waived, it must botf:
{1) Be simple; and {2} have an
insignificant risk of an erroneous result.
In this rule, we are proposing to clarify
ihe stalutory criteria by specifying
performante characteristics and studies
designed to demonstrate that any test
system categorized as waived would be
simple. easy to perform, and essentially
error-free, We heligve that conformance
to these criteria would reduce the
passibility of the test producing an
erroneous result and, thus, assistin
determining whether the test system
could pose a reasonable risk of harm to
a2 patient if performed incorrectly.

We are proposing that, o be exempt
from CLIA and categorized as waived, in
accordance with the law, all test
systems either be cleared by the FDA for
home uge or meet the requirements in
CL14 to ensure that the test procedure
is simple 2and not prone to error.

In response to the CLIAC
recornmendation, CDC developed a
orotocol to follow when requesting that
tests be placed in the waived category.
The protocol describes basic
specifications for verifying that the test
sysiem meets the perfermance
characteristics defined by the criteria.
CDC proposed that, upon reguest of
HHS as specifiad in §593.2001, the
CLIAC would review applications for _
waiver, in accordance with the waived
criteria. and make recommendations {o
HHS corcerning waiver status.

The proposed clarifications {o the
criteria for waiver addressing simplicity
and accuracy and the proposed process
ta follow when requesting waived
cetegorizetion were presented to the
GLIAC test categorization subcommiitee
and subsequently to the full commiiiee.
The CLIAC endorsed the clarifications
as well as 1he process {or requesting
waived calegorization and

s - -
recommended that the CLIA regulation
be revised to incorperate the changes,

The CLIAC further recommended that
all tests currently on the waived list be
subject to the new clarifications to the
criteria to determine if they should
remain in the waived category. The
commiliee thought that the method
previously used to place tests in the
waived category was tco subjeclive and
was concerned that some of the tests
may not be sufficiently error-free to
justify their continued waived status,

111, Proposed revisions
Clarified Criteria

In this regulation, we propose to
delete § 493.15, which contains the
current criteria for waived tests and a
precess Lo announce revisions 1o the
list. In its place, we would: Clarify the
waived criteria {outlined below],
incorporate the clarification into our
reguiations at a new §4€3.7 and place
the remaining provisions. appropriately
revised to reflect the new procedures, at
§493.9. o

Following the recommendation from
the CLIAC that we clarify the criteria for
waiver, a number of resources, such as
FDA protecois for defining lests suitable
for home use and the National
Commitlee for Clinical Laboratory

‘Standards protocols for method

evaluations, were used as reference
materials. Since one of the main
concerns of cummenters on our
previous CLIA rulemakling contered
around the subjectivencss and
ambiguity of applving the statutory
criteria 1o categorize the tests as waived,
we used informalion from these sGurces
to clarify what we mean by “simple”
and “not prone to error’ as e
mechanism to define the statutory
phrase “have an insignificani risk of an
grrofeous resull”, We believe that lest
sysiems 1nust possess certain
characteristics thet would make them
casier to use and they also must be able
1o demonstraie a level of accuracy and
precision that would ensure the correct
test result is generated regardiess of the
uscr's level of expertise.

Below we have listed tast svstem
properties that we believe illustrate
simplicity and ease of use, The test
system:

» Usues direct unprocessed specimens,
requires no specimen manipulation
before analysis or analyst intervention
during analysls, and provides direct
readout of results, Quantitative tests
must e fully auntomated while
gualitalive tests are linited to simple
reagent impregnated devices that
producs only a positive or negative
resull.

_should prevent analysts without

"safe mechenism would prevent

_ acceplidg or wilizing Incorreat results,

_comprehension level is appropriate to

« Coniains fail-safe mechanisms :
rendering nio results when the results
are auiside of the reporfable range or S
when the test system malfunctions,

« Requires no invasive test system
ireubleshocting, ot electronic or
mechanical maintenance; and

» Contains instructions wrilten at a
comprehension level no higher than ;
seventh grade. Instructions would have :
to include step-by-step system operation '
and maintenance procedures; reagent
preparation and storage; and calibrator
and control preparation, storage,
frequency of assay, and action to be
taken if control or calibrator results are
out of range.

We would consider a test for waive
if the test system has these :
characteristics. However, we are
interested in receiving comments on
alternative test system characieristics or -
approaches to define the statutory
criterion related to test sysiem
simplicity.

The test system characteristics that we
are proposing are designed to limit the
amount of operator intervention or
interpretive skill required to perform the
test. Limiting operator intervention

previous labaratory training or
experience from inadvertently
disrupting the analytic process and thus
introducing human error into the testing
procedure. The requirement for a fail-

unirained operators from unknowingly

In view of the fact that no previous
training or experience is required before
performing waived tests. test systems in
the walived calegory should not require
invasive {roubleshooting or elecironic or
mechanical maintenance since these
processes rely on the use of interpretive
skills to make judgement decisions. We
aiso believe that an "easy (0 use™ test
system must have instructions that are
written at a comprehension level that
would provide reasonzble assurance
that ail likely users, regardless of
background, training. or experience,
would be able to read end understand
the step-by-step provedirns required to
correctly perform testing. We are
suggesting that a seventh grade

define the waived criteria because
waived tests will not be subject to any
persomnel requiremenis and berause
waived tests must be simple and
capable of providing sccurate test
restlls when parformed by non-
professional testing personnel,
Inasmuch as the vonsiderntions for
waivertare simifar to those for FDA
clearance of home-se nroducts, end
FIIA reguires that package inserts for
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home-use tests be written at the seventh
grade comprehension level, we are
proposing that waived test system
instructions be writtén at the same
comprehension level.

Submission Requiremenis

To define test systems that are simple,
easy lo use, and not erTor prone, we are
proposing that field studies be
conducted to scientifically essess the.
accuracy and precision of the test. In
this regulation, we are proposing basic
criteria for manufacturers and producers
to use in cenfiguring these field studies.

The studies are designed to ensure
that the test system generates consistent
results regardless of the environment in
which the testing is performed.

Specifically, we are proposing that
these studies: "

» Evaluate among-operator
imprecision;

» Evaluate within-site imprecision at
a minimum of three sites; and ]

+ Evaluate among-site imprecision.

We are proposing to place no
restrictions on the number of study
participants or sites except for
specifving that the within-site studies
should be performed at a minimum of
three sites. We believe it is appropriate
to provide this flexibility in study
design, which allows applicants to
determine the number of participants
and sites that are edequate to produce
meagures of performance that are both
statistically valid and defensible. Also,
the apprapriateness of the number of
study participants and sites might vary
depending upon the analyte or test
method. _

Additionally, in this rule, we are
proposing that the studies prove the test
system's clinical reliability by
demonsirating accuracy at all relevant
medical decision points. To verify the
credibility of the datz, we are proposing
in this rule that the number of
participants and sites and the sampling
process be adequate to produce
measures of performance that are both
statistically valid and defensible
{estimates must support valid
confidence limits for ail statistical
parameters). We are proposing that the
studies be performed at non-laboratory
sites ta ensure that all users,
professionals as well as lay persons, can
perform wajved testing with the same
competence. We are proposing that the
study participanis have no previous
lalioratorv experience or training to
ensure that individuals used for study
purposes have education, training and
experience that is et a level no higher
than that of the lowest trained persons
anticipied (o performn the test. We
welcome comments and suggestions on

the types of studies proposed in this
rule and comments on our proposals for

" data submission.

Because waived tests would not be
subject 1o any guality control
requirements and we would not
routinely conduct inspections of
laboratories performing only waived
tests, we propose to require the
laboratory to notify the producer or
manufacturer of the test system of any
performance that does not mest the
specifications as outlined in the test
system instructions and would require
the producer or manufacturer to include
in the test system instructions the
address and phone number of the
person to contact. If the manufacturer or
producer of the test system does not.
resolve the problem, we would require
the laboratory to notify PHS of the
problem.

We also would require that test
system insiructions include & statermnent

to informn the leboratory that if the

laboratory modifies or alters the test
system instructions in any way {for
example, changes in specimen type or
sample amount), the test ne longer

meets_the requirements for waiverand

is considered to be high complexily and,
thus, must meet all the applicable CLIA
requirements in 42 CFR part 493,

Review Process _

To ensure that tests categorized as
waived are simple, accurate and
essentizlly error-free, we would require
that waived tests meet the clarified
criteria. Once the final rule responding

_ to the comments received to this

proposed rule is published, we plan to
evaluate requests for waiver, in )
accordance with the data submittal
requirements and process for requesting
waived categorization that would be
included under § 453.7, and to apply the
new requirements to currently waived
tests. However, it should be noted that
when the CLIA regulations are revised
to incorporate changes to the waiver
process, we expect that the review
process for walved categorization of
devices having sinnlar test
methodologies conld be simplified. For
example, if 2 test svstem employs the
same methodolegy as a device that has
been granted waiver in accordance with
the final regulations, submission of
studies showing accuracy and precision
equivalency between the applicant test
system and the waived test should be
sufficient. These studies must reflect
data that are adequate 1o produce
measures of perfurmance thut are
stalistically valid and defénsible and
estimates must support valid confidence
limits for all paramelers

In this rule, we are proposing that,
after walver has been granted, any
change or medification by the
mauniaciurer or producer to the test
system that could affect the test
accuracy or reliability (that is,
procedural chenges that would now
require cperator intervention during the
analytic process or method changes that
require performance studies to
reevaluate test validity) be resubmitted
for evaluation and review. Changes to.a
test system that would not affect test '
performance, such as those made to
improve component appezarance or
durability, would not have to be
resubmitted.

The Department’s purpose in issuing
this propgsed rule is to clarify the
criteria for determining which tests
should be waived. In this regard, there
may be alternative formulations that
would result in more, or fewer, waived
tests. In this proposed rule, we
specifically request comments
concerning:

+ Which proposed criteriz might be
modified (and how), as well as
comments in support of the provisions
contained in this proposed rule;

e The impact on patient access {o care
if these criteriz are finalized;

s The hezlth implications of any
recommended changes, including not
only the passibility of erroneous test
resulis but aiso likely effects on patient
health if additional testing is ‘
discouraged or encouraged (for example,
by providing such testing in & doctor’s
office); and

» The potential that these criteria may

© or may not have for driving new

technology toward more safe and ‘
accurate testing -

In addition, we are interested in
receiving comments and suggesiions
about how we might include in the
walved categorization process
considerations relafed o the benefits to
the public of calegorizing tests as
waived. Although the statute does not
specify this as a criterion for waiver, we
recognize this es & significant factor
affecting access (o care,

Afer the comments 1o this rule are
evaluated and a final rule is published,
we plan to follow the CLIAC
recommendation that PHS reevaluate
tests thel were previcusly caiegorized as
waived againsi any new regulatery
criteria. I changes lo thy previously
waived tests are necessary, we plan 10
publish a notice in the Federal Register

soliciting comments on the proposed

changes,
Warved Test List

In this rule, we prapuse to delete the
generic list of waived tasis from
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§293.15 However, at §£482.7(c){3), we
would retain the provision, currently at
§493.15(d), to publish the names of the
tests that are waived in a Federal
Register notice with an eppertunity for
public comment. In addition, for )
consistency with the lest categorization
provisions in § 2983.17(c)1)(1), we
would make waived categorization
effective on the date of notification to
the applicant. Any entity that is notified
of approval of its waiver application
must be aware, however, that we may
rescind this waiver approval and
recategorize the test should comments
we receive convince us that our initial
waiver decision was inappropriate.

Summary of Proposed Changes to the
Regulation

We propose to remove §483.15 in its
entirety, The criteria currently in
§4393.15{b) for determining whether a
giver test can be categorized as weived
would now be in a new §498.7 and in
greater detail. The requivements
applicable to certificale of waiver
laboratories (formerly at § 493.15{¢))
would be expzanded and placed in a new
§493.9.

In §493.9, we would continue to
require laboratories to follow the
manufacturer's or producer’s
instructions when performing waived
tests and to meet the requirements in
subpart B of part 493, In ling with the
clanfications provided to the statutery
criteria for categerizing tests as waived,
we also would state that if a laboratory
does not follow the manufacturer's or
producer's instructions or makes a
maodification in the test system, the
laboratory would no longer meet the
requirernents for certificate of walver
anc the modified test, as pefformed by
the tahoratory, would be considered
hiuh complexity until otherwise
categorized. If a lahoratory or
manulacturer desires official
categorization of the modified test, it
must submit a written request to PHS.
Cateyorization of the modified preduct
should vccur within 30 days after PHS
receives the request. In addition,

laboratories would be required to report
to PHS any performance problems not
resolved by the producer or -
manufacturer of the test.

We would also make technical
conforming changes to the following
sections and headings because of our
revisions concerhing waived tesis:

5§ 493.2; 493.20{c): 493.25(d}: 493.35 (a)
and (d}; 493.37(b)(1} and {g); 493.39
introduciory paragraph end paragraph
{a): 492.45 (a)(2) and (a)(3}; 493.47(2)(2)
483.49 introductory paragraph and
(b)(2)(iv]); 493.53(a); 493.177500)(4)(ii1)
through (v}, and {c}.

IV. Response to Comments

Because of the large number of items
of correspondence we normally receive
on Federal Register documents
published for comment, we are not able
to acknowledge or respond to them
individually. We will consider all
comments we receive by the date and
time specified in the DATES section of
this preamble, and, if we proceed with
a subsequent document, we will
respond to the comments in the
preamble to that document,

V. Collection of Information
Requirements

The proposed rule contains
information collections that are subject
1o review by the Office of Management
and Budge! (OMB] under the Paperwork
Reductian Act of 1980, The title,
description, and respondent description
of the information collection
requirernents are shown below with an
estimate of the annual reporting and
recordkeeping burden. Included in the
estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

Section 493.7: This seclion outlines
the criteria a manufactursy must follow
in order to have a test considered to be
a “waived” test. These include but are
noi limited to test system
chamcteristics, instructions, field
studies and the evaluation of data.

Seation 493.9: This section cutlines
the requirements for laboratories
performing waived tests. These include
following the manufaciurers’
instructions and reporting to PHS
performance problems not resclved by
the manufacturer,

Sections 493,35, 493.39, 493.49,
493.53: Seciions 493.35 through 493.63
are currently approved under OMB
approval number 0938-0612 with an
expiration date of February 28, 1998,
The information is gathered on form
number HCFA-R-25. These sections
outline the requirements for & laberatory
to follow to submit application forms for
CLIA cerification. The requirements
include lzboratory notification to HHS
of changes to the types of tests
performed or changes in ownership.
name, location or director.

Section 493.1775: Section 493.1775 is
current}y approved under OM3B
approval number 09380812 with an
expiration date of February 28, 1938.
This section sets forth conditions and'
standards for inspection of laboratories.
The burden associated with Inspections
consists of retrieving the records and
documentation requested by the
inspector, participaling in the entrance

-and exit interviews, responding {o the

statement of deficiencies thal may result
from the inspection and documenting
any corrective actions taken thal are
appropriate to the plan of correction for
the deficiencies cited,

When OMB approves those provisions
nat currently approved we will publish
a nolice in the Federal Register to that
aflect.

Description of Respondents

Section 493.7: Small businesses or
organizations, businesses or other for
profit, non-profit institutions, who
manufacture laboratory tests.

Seclions 493.9, 483.35, 483.38,
493.49, 493 53; 493.1775: Small
businesses or organizations, businesses
or other for profit, non-profit
ipstitutions, state and local
governments. federal agencies.

ESTIMATED ANNUAL REPORTING AND RECORDKEEPING BURDEN

. Annual No. k A . Annual bur-
i : Aneual fre- | Average burden

CFR sections | of re- . den per

) ‘ sponses quency ]I per response bours

483,35 492,38, 493,48, 48353 s e e aresee e e eree s Tores ‘ 28,700 i 7,175
AGB TTTE eoreeetstet e re e e e oo et oo e s+t et | 1.2800) 7 2,580
4937 ... - . o 20 K 3,360
Fo Lo = U P U SN l dg :’h] (b)

“Based on recelying complainis on 2 percent of waved laboratonies (84,000)

olaints i a two year pericd.

resufting in the suhey of 1,280 waived laboratories with com-

v Lakaratories are responsible for following manuiaciuiers’ mstrustions when periorming walved tests, Whenever 8 problem s encodniered by

the laboratory hat is nol resolved Dy the manufaciurer, the laboralory must noufy PHS This shouid be an infrequent octurrence

generaily resolve problems identified by laboratsnes}

(rmanufacturers
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The agency has submitted a copy of
the proposed rule to GMBE for its review
of these information collections.
Interested persons are invited to send
comments regarding this hurden
estimate or any other aspect of this
collection of information, including any
of the following subjects: {1) The
necessity and utility &f the proposed
information collection for the proper
performance of the agency’s functions;
{2} the accuracy of the estimated
burden; {3) ways to enhance the quality,
utility, and clarity of the information to
be collecied; and (4) the use of
automated collection techniques or
other forms of information technology ‘o
minimize the information cellection
burden. Camments should be sent to
HCFA, HSQE, MPAS, C2-26-17, 7500
Security Boulevard, Baltimore, .
Maryland 212441850 and to the CMB
official whose name appears in the
ADDRESSES section 6 this preamble,

Vi. Regulatory Impact Statement

We generally prepare a regulatory
flexibility analysis that is consistent
with the Regulatory Flexibility Act
(RFA) {5 U.5.C. 601 through 612) unless
the Secretary certifies that a rule wouid
not have a significant economic impact
on a substantial number of small
entities. For purposes of the RFA, all
lzboratories and manufaciurers and
producers of laboratory test systems are
considered to be smali vntities.
Incividuals and States are not inciuded
in the definition of a small entity.

Also, section 1102{h) of the Act
requires the Secretary {c prepare a
regulatory impact analysis if a rule may
have z significant impact on the
operations of & substantial number of
small rural hospitals. This analysis must
counform to the provisions of section 603
of the RFA. For purposes of section
1102(b} of the Act, we define a small
rurai hospital as a hospital that s
lacated outside of a Metropolitan
Statistical Area and has fewer than 50
breds,

As a vesult of our evaluation of
commentis received on the test
vategorization portion of the February
2#. 1992 repulations implementing CLLA
and zs & result of additional
consultation with the CLIAC, we are
propasing to clarify the criteria and
process used to categorize laboralory
tesls a5 waived, Manufacturers and
pruducers of laboratory lest systems
specificzlly suggested that the types of
information and data to be submilled
when reguesting waived categorization
be more clearly defined in order to
ensure that the criteria are applied
accurately and uniformiy to all
labaoratory tests. The proposed

expansion of the waived criteria and
development of a process protocol
would provide for consistent
application of detziled standards in
order to ensure that jests categorized as
waived are either cleared by the FDA for
home use or are simple to use, produce
accurate resulis when testing is
performed, and preclude any reasonable
risk of harmn to patients as a result of
testing errors. Of course, manufacturers
and producers would be required to
submit specific information and data
demonstrating that their test system
meels the criteria for waived
categorization. In some cases,
manufacturers or producers of test
systems might have to conduct
additional studies to cbiain the

‘information required, however, much of

the data is similar to that currently
required by the FDA for clearance of
products. In accordance with the law,
this rule would provide that any test
system cleared by the ¥DA for home use
will, upon application by the
manufacturer, be waived from CLIA. We
anticipate that manufacturers and
producers ultimately will benefit in the
form of increased sales and distribution
of tests categorizad as waived,
Currently, almost one-half of all
laboratories hold certificates of waiver.
These laboratories would obviously
benefit from an improved test
categorization process that yields more
walved tesls, Any increase in the
number of waived tests would benefit
laboralories by reducing the regulatory
burden, since laliwrutories limiting their
services to waived test performance are
not subject to the CLIA health and safety
standards lincluding proficiency testing,
quality control, personnel,
recordkeeping and qualily assurance
requirements). Certificate of waiver
laboratsories are required eonly to register
and follow manufzcturers’ and
producers’ instructions for test
performance. In addition, increasing the
number of waived tests would enzgble
laboratories te previde an expanded test

-menu without incurring the higher fees

assoclated with & regular CLIA
certificate. The availsbility of an
expanded test menu ai fess cost also
may enceurage new enhities to begin
providing services. therey increasing
access o health care, particularly in
underserved and rural areas. Consumers
of laboratory services would benefit
from an enhanced range of laboratory
services that iave heen determined to be
safe and produce sccurate results.

We have develuped these
clarifications to the waived criterie in an
effort to improve the prosess of
approving tests for waiver, We believe
that using the better defined criteria

would result in more lasis being waived
if for no other reason than because the
improved waiver process should drive
the technology toward simplier tests that
would then be widely avallable (because
of waived status). However, we rezlize
that the number of tests walved could
vary depending upon the revisions to
the waiver process. Depending on how
many more or fewer tests receive a
waiver, there could be significant effects
on patient health {due to mere or less
patient access to testing, as well as more
or fewer {est errors) and impact o
manufaciurers, producers and
laboratories. We request comments on
alternatives that might produce higher
benefils or lower costs, taking into
account all effects. We particularly
salicit comments that can provide
guantitative estimates of likely effects
on pasient hezalth resulting from
different waived criferia and., hence,
waived {ests. . o

As indicated abeve, we believe that
over time the effect of this rule will be
to expand the universe of waived tests,
to the benefit of patients; laboratories,
manufacturers, and producers.
However, we are unzable 1o quantify
these likely long run effects because
they depend on market decisions,

research results, and technological

change that cannot be predicted.

In the shor run, we would not expect
substantial effects. Currently there are
nine waived tests and about 230
individual test systems or products
representing nine analytes or specific
types of procedures that have been
approved as waived tesis. Assuming
that the final rule does not depart
substantially from the proposed criteria,
the great majority of individual tests
would continue to be eligible for the
walver category. We expoect that
laboratories would continue to have a
wide range of products/test sysiems
available and would therefore not lose
waiver stalus, At most, only a few
products might not meet the clarified
waived criteriz and any such test
system’s manufacturer or producer
would have the option of improving test
accuracy.

This proposed rule would clarify the
process and criteria {or categorizing
waived tests and possibly result in
changes in the list of waived tests.
Proper realignment of the fee schedule,
if necessary, would follow
implementation of this rule.

For these reasons, we ars not
preparing analyses for either the RFA or
section 11020h) of the Act becguse we
have determined. and the Secrelary
certifigs that this proposed rule will not
have a significant economic impact on
3 substantial number ol smali entities ar
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the operations of a substantial number
of small rural hospitals, We do request
comments, however, on possible
adverse effects on affected entities and
will consider these carefully in
formulating the final rule. ’

In accordance with the provisions of
Executive Order 12866, this regulation
was reviewed by the Office of
Management and Budget.

List of Subjects in 42 CFR Part 493

Granl programs-health, Health
facilities, Laboratories, Medicaid, .
Medicare, Reporting and recordkeeping
requirements. -

42 CFR part 493 would beramended  _
as set forth below:

PART 493—LABCORATORY
REQUIREMENTS

i. The authority citation for parl 493
continues to read as follows:

Autherity: Sec. 333 of the Public Health
Service Act, secs. 1102, 1861(e), the sentence
following 1861(s}(11], 1861(s){12),
1861(s){13). 1661{s3(14), 1861(s)(15], and
1861(5)(16) of the Social Security Act (42
1.5.C. 2632, 1302, 1395x(e), the sentence
following 1395x(s)(11), 1395x(s)(12)},
1385%{s)(13), 1395x(s)(14), 1395x(s){15), and
1395x(5)(16)).

2 In §493.2, in the definition of
“CLIA certificate” the introductory text
is republished and paragraph (2] and (5)
are revised to read as follows:

§493.2 Definitions.
* » = - -

CLIA certificate means anyof the  _
following types of certificates issued by
HCFA or its agent:

* L L * *

(2) Certificate for prévider-performed
microscopy (PPM) procedures means a
certificate issued or reissued before the
expiration daie, pending an appeal, in
accordence with §493.47, to a
laboratery in which a physician,
midlevel practitioner or dentist
performs no tests other than PPM
procedures and, if desired, tests
approvad by PHS as waived under
§4€3.7.

(5) Certificate of waiver means a
ceriificate issued or reissued before the
expiration date, pending an appeal, in
accordance with §493.37, 102
laboratory to perform enly the tests
approved by PHS as waived under
§493.7.

3. A new §493.777s added to read as
fotlows:

§493.7 Waived tests. )
(a) Ruquurement. For s lest to be

system must meet the descriptive
criteria specified in paragraph {b) of this
section.

(b) Criteria. Test systems must be

simple laboratory examinations and

procedures that have an insignificant
risk of an erroneous result. Test systems
cleared by the FDA for home use mest
the criteria specified in this section and
will be approved for waiver fellowing
submission of the manufacturer’s or
producer’s request for waiver a%proval.

{1) For quantitative tests, methods
must be simple (easy to vse] and
accurate as evidenced by the following
items: g
(i} Test systems that have the
following characteristics:

{A) Are fully automated or self-
contained.

{B) Use only direct unprocessed
specimens. - :

[C) Require no specimen
mariipulation before the analytic phase
of operation.

(D) Require no operator intervention
during the analytic phase.

{E) Provide a direct readout of resulis;
that i3, require no calculations or
COnversjons.

{F) Contain fail-sale mechanisms that
render no result when the test system
malfunctions and initiate fail-safe
mechanisms rendering no test result
when the result is outside the reportable
range.

{G) Reqguire no invasive test system
troubleshooting to be performed by
testing personnel and include no .
electronic or mechanical maintenance fo
be performed by testing personnel.

(ii) Test system instructions that are
written at a comprehension level no
higher than the seventh grade {as
dermonstrated by accepted academic
standards) and that address the
following items:

(A} Analytical skills required of
personnel performing the test.

(B} Attributes or limitations of the
physical environment or conditions for
test performance. .

{C) Requirements for specimen
collection, handling, storage and
preservation,

{D) Reportable range for patient
rusuits. - .

[E) Reference range (normal vaiues].

(F) Step-hy-step protocols that
include. as appropriate, the following
items: : .

{1} Instrument or test system
operation and test performance
nstructions.

{2) Test systein maintenance
provedures.

(3) Preparation and storage of
reagents, catibrators, controls or other

included in the waived calegory, the test malerials used in testing.

(4) Control procedures, including the
type of materials, suggested
concentrations, and Irequency of assay.

(3) Calibration procedures, including
the number and type of materials and
frequency of assay.

(6] Acceptable ranges for any control
or alibration material included with
the test sysiem.

{7) Action to be taken when
calibration or control results do not
meet the acceptable range of values.

(&) Description of course of action to
be iaken when the fest systern becomes
inoperable,

({ii} Field studies that meel the
following criteria:

{&) Are performed at nonlaboratory
sites. -

{B) Include study participants who
have no previous lzboratory experience
or training. The number of participants
and siles selected must be adequate to
produce measures of performance that
are both statistically valid and
defensible,

(C) Demonstrate that the
manufacturer’s or producesr’s written
instructions are the only protacols
required to perform the test accurately
and reliably.

(DY Demonslrate that the test system
produces eccurate results under the
testing conditiens and within the
physical environment specifications
defined in the lest system instructions.

{E) For those tests that employ
calibration, demonstrate that calibration
is stable over the calibration frequency

. interval or that a fail-safe mechanism

rendering no result is initiated when the
test sysiem is out of calibration. )

(iv] Data from field studies that meet
the following criteria:

(A} Are generated from protocols that
address the points described in
paragraph {(b}{1}{{li) of this section,

(B] Are adequate to produce measures
of performance that are both statistically
valid and defensible {estimates must
support valid confidence Himits for all
statistical parameters).

(C) Evaluate performance at all
medical decisicn peints and relevant
upper and lower limits of the reportable
range using a1 least three congentrations
of the analyte being tested.

(D} Evaluate among-operator
imprecision using test results of all
study participanis. 7

|E] Evzluate withinesite imprecision
using sest results generated at each site
by an adequate number of participants
t produce messures of performance
that are statistically valid and

“defensible. Testing rmust be performed

at & mintmum of three independent

study sites. o .
(F] Kvaluate among-site Impracision at
an adequate number of sites Lo produce
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messures of performance that are
statistically valid and defensible.

(G) Demenstrate that the total amount
of imprecision, which includes all
components centributing to imprecision
as dernonstrated by studies described in
paragraphs (0){1){iv) (D), (E) and (F) of
this section, is less than one-fourth of
the reference range for the analyte
divided by the mean of the reference
interval, . -

{v) Method accuracy studies
demonstrating that the test system Is not
affected Dy systematic error when—

(A) Using reference rnaterials assayed
by study participants that produce data
that prove there is no statistically
significant difference between the test
results and the value of the reference
materials:

{B) Using patient samples instead of
reference malerials, proving that there is
no statistically significani difference
beiween test results obtained on patient
and reference materials due tc the
effects of the sample matrix; and

{C) Using patient samples containing
substances that commonly cause
interference, confirming there is no
introduction of error due to the presence
of these substances.

(2) For qualitative tests, methods must
be simnple {easy to use) and accurate as
evidenced by the following items:

{1} Test systeni¥ that have the
following characteristics:

(A) Use only direct unprocessed
specimens.

{B} Require no specimen
manipulation before performing the
testing procedure, )

(C} Contain no procedural steps
beyvond adding a2 sample te a reagent
impregnated device.

{D! Require no specimen
manipulation during the procedure.

[E) Require a well-defined distingt
endpoint that is Jimited lo positive ar
negative interpretation.

{F) Contain fail-safe mechanisms that
render no result when the test systemn
mealfunctions. _ S

{il] Test system instructions that are
written a1 a comprehension level no
higher than the seventh grade {as
demunsiraied by accepted academic
standards) and that address the
following1ténis as appropriate:

{A} Anaivtical skills reguired of
personne! performing the test,

(B} Attributes or limitations of the
physical environment or conditions for
3 performance: ;

i(7; Reguirements for specimen
vellection, handling, storage and
greservation.

(D} Patient resull reporting.

(£} Kefvrence range {normal values),

(F'} Step-by-step protocols that
include, as appropriate, the following
ftems:

{1) Test performance instructions.

{2) Preparation and storage of
reagents, calibrators, conirols or other
materials used in testing.

(3) Control procedures, including the

type of materials and frequency of assay.

{4) Calibration procedures, including
the number and type of materials and
frequency of assay.

{5) Acceptable ranges for any control
or calibration material included with
the test system.

(6) Action (o be taken when
calibration or control results do not
meet the acceptable range of values.

{7} The correct interpretation of test
endpoints.

(8) Description of course of action e
be taken when test endpoints cannot be
determined.

(iii} Field studies that meet the
following requirements:

{A) Are performed ai nonlaboratory
sites.

{B) Include study participants who
have ne previous lsberatory experience
or fraining. The number of participants
and sites selected must be adequate to
produce measures of performance that
are both statistically valid and
defensible.

{C) Demoenstrate that the

--manufacturer's or producer’s written

insiructions are the only protocols
required to perform the test accurately
and reliably.

(1)) Demonstrate that the test system
produces accurate results under the
testing conditions and within the
phuysical environment specifications
defined in the test system instructions.

(E) For those tests that employ
calibration, demonstrate that calibration
is stable over the calibration frequency
interval or that a fail-safe mechanism
rendering no result is initiated when the
test systern is out of calibration.

{iv) Data from fleld studies that meet
the following requirements:

(A} Are generaled from protocols that
address the points described in
paragrapit (B){2)(ii1) of this section.

(B} Are adequate to produce measures
of performance that are both statistically
valid and defensible.

{C] Confirm that study participants
are able to read the test endpoint with
the same precision as laboratory
professionals.

(D) Confirm that the performance of
study participants is essentially the
same as laboratory professionals when
testing samples at or near the cutoff and
at sufficient distance above and below
the cutolf to confirm precision at all
analytical decision points.

(£} Demonstrate minimal among-
cperator impracision using resuits of all
study participants.

(F) Demonsirate minimal within-site
imprecision using test results generated
al each site by an adequate number of
participants to produce measures of
perfermance tha! are statistically valid
and defensible. Testing must be
performed at a minimum of three
independent study sites.

(G} Using results generated by study
participants, on aliquots of 2 single
testing meterial, demonstrate minimal
among-site imprecision at an adequate
number of sites to produce measures of

erformance that are statistically valid
and defensible.

(v] Method accuracy studies
demonstrating that there is no
statistically significant difference
between cbserved values and expected
wvalues at the cuteff peint when—

{A) The test values are compared to a
quantitative result such as the value of
a reference malerial or the presence or

- absence of a particular biologic

compeonent;

(B) Confirming that there are no
significant equivocal test results on
either side of the cutoff;

{C) Comparing results between study
participants and laboratory
professionals on samples with values at
the cutoff:

(D) The test is performed on patient
samples instead of reference materials,
confirming there is no introduction of
error due to sample matrix; and

(E) Szmples contain substances that
commenly cause interference,
confirming there is no introduction of
error due to these substances.

{c) Waiver process——{1) Process for
reguesting waived status, {i} Requests
for waiver of tests must be submitted to
PHS.

{i1) PTIS reviews requests for waiver
that meet the criteriz specified in
paragraph (b) of this section and the
subriission requirements under
paregraph (¢){2) of this section,

{111} The Clinical Lebaratory
Improvement Advisory Comimitiee
[CLIAC), as specified in subpant T of
this parl. conducts reviews upon request
of HHS and mekes recommendations io
HHS concerning the walver of tesis.

{iv} Any change or modificatien to a
test system by the manufacturer or
producer that could affect the accuracy _
or reliability of the waived test must be
resubmitied to PHS for evaluation and
review. Uniil this review is completed
and status is determined, the moedified
test s considered uncategorized and, in
accordance with §493.17(c)l4), is
onsidered high complexity,
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[v) A request for reconsiderslion of a
test denied waived status is accepted for
review if the request is based on
information not previously submitted.

{2) Submission requirements—(i}
Requests {or waiver must meet the
criteria described in paragraph (b) of
this section. In the event that a request
does not include complete information,
the request is not reviewed and the
manufacturer or producer of the test
system is notified.

{ii) Datatollection protecols end data
submitted must be complete and data
submitted must be statistically valid and
meel the criteria described under
paragraph {b] of this section,

(iii) Test system instructions must be
complete and must include, as
applicable, the items defined in
paragraph (bi(1}(ii} of this section for
guantitative tesls and under paragraph
(b){2)(ii) of this section for qualitative
tests. In addition, test system
instructions must include the following
statements:

{A] “Any modification by the
laboratory to the test system or the PHS-
approved test system instructions will
result in the {est no longer meeting the
requirements for waived categorization,
A modified test is considered to be high
complexity and is subject to all
applicable CLIA requirements contained
in 42 CFR part 493,

{8) "The labaratory must natify the
manufacturer or producer of this test -
svstem of any performance, perceived or
validated, that does not meet the
perfommance specifications as outlined
in the instructions.” The name, address
and phone number(s) of the
manufacturer's or praducer's contact

erson(s) must {ollow this statement.

(iv] Using the criteria specified in
paragraph (b) of this section, each test
calegorized as waived before {date of
publication of final rule] will be
reevaluated by PHS,

(2) Notification of decision—{i) PHS
determines whether a laboratory test
meets the criteria listed under paragraph
{(b) of this section for a waived test.

{il) PHS natifies the applicant of the
waived categorization determination,
whather denied or granted.

{iif) Walived categorization is effective
as of the date of notification to the
applicant. ’

{iv) PHS publishes additions and
revisions periodicailv to the tests
calegorized a5 waived in the Federal
Register in a notice with «n opportunity
for public commeni, PHS reserves the
right io reevalvate and recalegarize a.
test based upen the comments it
receives in response 16 the Federal
Register notice

2. A new §493.9 is added 1o read as
follows:

§ 493.9 Llaboratories performing waived
lesis.

(a] A laboratory may qualify for a
certificate of waiver under section 352
of the PHS Act if it restricts its test
performance to one or more tests
approved by PHS as waived under
§463.7.

(b} Laboratories {ssued a certificate of
waiver must meet the following
requirements: R : -

(1) Follow the manufacturer's or
producer’s instructions for performing
the test. If z laboratory does not follaw
the manufacturer’s or producer's test
system instructions, the laboratory no
longer meets the requirements for a
certificate of waiver and'the modified
test, as parformed by the laboratery, is
considered high complexity until
otherwisy categorized,

{2) Report to PHS any performance
problens not resclved by the
manufacturer or producer of the test,

{2) Meel the requirements in subpart
B of this part.

§4393.15 [Rempved]

5. Section 493,15 is remeved,

6. 1n §493.20. paragraph {c) is revizsed
to read as Tollows:

§492.20 Laborataries performing tests of
moderate complexity.

> . * - *

{¢) [ the lahaoratory also performs
waived tests, compliance with subparts
H, T K. M, and P of this part is not
applicable to the waived tests. However,
the labaratory must comply with the
reguirements in §§493.9(b) and
493.1775,

7. in §4935.45 peragraph (d) is revised
toread as follows:

§493.25 Laboratories performing tests of
high complexity.

* * > [ *

{d! 1l the laboratory 2lso performs
walved tesis, the requirements of
sebparts 11, ], K, M, and P are not
applicable to the waived tests. However,
the Iaboratory must comply with the
reguiremeants in $§493.90h) and
493.1775,

8.1n §493.33. paragraphs (a) and {d)
are revised to read as follows:

§493.35 Application tor a certificate of
waiver,

(] Filing nf application. Except as
speacriied in paragraph {b) of this
section, a laboratory performing only
ong ar more Lesls approved by PHS as
waived under §493.7 must file a

separaie application for each iaborétory
location.
- - g * *

{4} Access requirements. Laboratories
that perform one o7 Mose tests approved
by PHS as waived under § 493.7 and no
other tests must meel the following
canditians:

{1) Make records available and submit
reports to HHS as HHS may reasonably
require to determine compliance with
this section and § 493.9(b). :

{21 Agree to permit announced and
unannounced inspections by HHS in
acoordance with subpart Q of this part
under the following circumstances:

{i) When HHS has substantive reason
1o believe that the laboratory is being
operated in a manner that constitutes an
irnminent and serous risk to human
health.

{ii] To evaluate complaints from the
public,

(iii} On a random basis 1o deiermine
whether the laboratory is performing
tests not approved by PHS as waived
under §493.7.

{iv) To collect information regarding
the appropriateness of tests approved by
PHS as waived under §493.7.

8. In § 493.37, the introductory text of
paragraph (b} is republished and
paragraphs (b](1] and (g} are revised to
read as follows:

§493.37 Heguirements for a certificate of
walver.
- = = * L

{b) Laboratories issued a certificate of
walver—[1) Are subject to the
requirements of this subpart and
§493.8(b); and
- - x - L

fg} A laboratory with a certificale of
waiver that wishes to perform
examinations or tests nol approved hy
PHS as waived under §483.7 must mest
the requirements set forth in subpart C
or subpart D of this part, as applicable.

10, In § 492,39, the introduciory text
and paragraph (a) are revised o read as
fallows: .

§492.38 Netification reguirements for
laboratories issued a ceriiticate of waiver.

Laboratories performing one or more
{ests appraved by PHS as waived under
§492.7 and no others must notify HHS
orits desionee—

() Before performing and regorting
resulls for any test not approved by PHS
as a waived under § 4937 for which the

laburatory does not have the appropriate , . 8

cerificate as required in subpant Coar

suhpart D of this parl. as applivahle; and 2

» . * ®

11 In §493.45, the intraductory text
o paranranh {a) is republished,
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paragraph (a}(3) is removed, and
paragraph (a)(2) is revised to read as
follows: :

§493.45 Requirements for a registration
certiticate.

* * * * *

{a) & registration certificate is
required—
x - * * *

{2) For all laboratories that have been
issued a certificate of waiver or
certificate for PPM procedures that
intend to perform tests of moderate or
high cemplexity, or both, in addition to
those tests approved by PHS as waived
under §493.7 or specified as PFM
procedures. : -

- * * = *

12.In §463.47, paragraph (a} is
revised to read as follows:

§493.47 Requirements for a certificate for
provider-performed microscopy (PP}
procedures.

(a] A certificate for PPM procedures is
required— :

{1) Initially for all laboratories
performing test procedures specified as
PPM procedures; and

(2) For all certificate of waiver
laberatories that intend to perform only
test procedures specified as PPM
procedures in addition to those tests
approved by PHS as waived under
§493.7 ..

13. In § 493.49, the introductory text
of paragrephs (b) and {bj(2) are
republished and the introductory text of
the section and paragraph (b){2){iv) are
revised to read as follows:

§ 493,48 Reqguirements for a certificate of
comgliance.

A certificate of compliance may
include any combination of tests
categorized as high complexity or
moderate complexity or approved by
PHS as waived under § 483.7. Moderate
complexity tests may inglude those
specified as PPM procedures.

x * * * *

(b) Laboratories issued a certificate of
compliance—

* > * * *

{2) Must permit announced or
uneanounced inspections by HHS in
accordance with subpart Q of this part—

{iv] To collect information regarding
the zppropriateness of tests approved by
PHS 25 waived under § 483.7 or tests
categorized as moderate complexity
{including the subcategory) or high
complexity,

* - - 1

14. In §493.53, the introductory text
is republished and paregraph (a) is
revised to read as follows:

§483.53 Notfication requirements for
laboratories issued a certificate for
provider-performed microscopy (FPM)
procedures.

Laboratories issued a certificate for
PPM procedures must notify HHS or its
designee— ' :

(a] Before performing and reporting
resulls for any test of moderate or high
complexity, or both, in addition to tests
specified as PPM procedures or any test
or exarnination that is not approved by’
PHS as waived under §493.7 for which
it does not have a registration certificate

- as required in subpart C or subpart D,

as applicable, of this part; and

15.in §493.1775, the introductery
texi of paregraphs (b) and (b)(4) is
republished and paragreph (b)(4)(iv) is
redesignated as (b)(4}(v], a new (B){4)(iv)
is added, and paragraphs (b){4)(iii) and
(¢] are revised to read as follows:

§493.1775 Cendition: Inspection of
faboratorles issued a certificate of walver,

= L3 > *

-
(b) The laboratory may be required, as
part of this inspection, to—
» * L4 e *

{4) Permit HHS or its designee upon-
request to review all information and
dala necessary lo—

* * - * L3

(iii) Delermine whether the laboratery
is performing tests not approved by PHS
as waived under § 493.7; R

(iv] Detormine whether the laboratory
is perferming the lest in accordance
with the manufacturer's or producer's
instructions: and
* - *= x L]

(¢} Tke laboratory must provide upon
reasonable request all information and
data needed by HHS or its designee to
make s determination of compliance
with the requirements of part 4¢3, =
Requirements for the purposes of this
section are located in subparts A and B
or subpart D, if applicable, of this part.

* * * " L3

Autherifst Sec. 353 of the Public Health
Service Act (42 U.5.C. 2G3a).

Dated: May 18, 1995,
Philip R. Lee,
Assistant Secretary for Health
Bruce C. Viadeck,
Administrotor, Health Care Financing
Adminisiration.
Dated: June 2, 1855,
Donna E. Shalala,
Secretory.
[FR Dut, 95-22278 Filed 9=12-85; 8:35 am])
BILLING CODE 4120-071F

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 80
[WT Docket Ne. 95-132; FCC 95-352]

Designate Sault Ste. Marie, Michigan;
San Francisco, Californla, and Morgan
City, Louisiana as a Radio Protection
Area for Mandatory Vessel Traffic
Services (VTS)

AGENCY: Federa] Communications
Cormmission.
ACTION; Proposed rule,

SUMMARY: The Comrnission has
proposed rules 10 add Sault Ste, Marie,
Michigan; San Francisco, California,
and Morgan City, Louisiana to the
United States Coast Guard (Coast Guard}
designated radio protection aress for
mandatory VTS and establish marine
VHF Channel 12 as the VTS frequency
for Sault Ste. Marie, Michigan; San
Francisce, California; and Channel 11 as
the VTS frequency for Morgan City,
Louisiana. This action is In response to
a request from the Coast Guard. Toe
designation of Sault Ste. Marie,
Michigan; San Francisco, Czlifornia;
and Moergan City, Louisiana as a VTS
areas will allow the Coast Guard to
manage vessel traffic in a more efficient
MUnner.

DATES: Comments must be submitted on
or hefore October 23, 1895; Reply
comments on or before November 7,
1305,

FOR FURTHER INFORMATION CONTACT:
James Shaffer, (202) 4180680, Wireless
Telecommunications Bureau.

. SUPPLEMENTARY INFORMATION: This isa

summary of the Commission's Notice of
Proposed Rule Making FCC 85-332,
adopted August §, 1995, and released
August 30, 1685. The full text of this
Notice of Proposed Rule Making is
available for inspection and copying
during normal business hours in the
FCC Reference Center, RFoom 239, 1919
M Street, NW., Washington, D.C. The
complete text may be purchased from
the Commission’s copy contractor.,
Internationel Transcription Service,
Inc., 2100 M Street, Suite 140,
Washington, D.C. 20037, telephane
{202) 857-3800. -

Summary of Notice of Proposed Rule
Making

1. The Coast Guard filed a petition
{RM-8500, 8592, 8598), Public Natice
No. 2023 and 2057, requesiing that the
Commission amend Part 80 of the Rules,
47 (CFR Part 80, to add Sault Ste. Marie,
Miijugan: San Francisce. Celifernis;
and Margen City. Louisiana to the Coast




ANAT.YSTS OF PROPOSED LEGISLATIVE RULE

Agency: Department of Health and Human Services

Subject: Clinical Laboratory Technician and Technologist Licensure
and Certification- 67CSR57

PERTINENT DATES

Filed for public comment: June 23, 1995

Public comment periocd ended: October 5, 1995

Filed following public comment period: October 5, 1995
Filed LRMRC: OQOctober 5, 1995

Filed as emeXrgency: n/a

Fiscal Impact: Estimated revenue, $100,000.00 per vear, estimated
annual cost first year, $111,626, and after first
year, $145,384.00.

ABSTRACT

The proposed rule .is new. The following I1s a section by
section synopsis of the proposed rule.

Section 1 is the standard general section, setting forth the
scope, authority, filing date and effective date of the proposed

ruale.

Section 2 provides that this rule applies to all clinical
laboratory practitioners. County health departments, primary
health cars centers having tax exempt statue, lakoratories operated
by the federal government, laboratory coperated purely for research
or teaching purposes, or to individuals who perform tests on his or
her self or members of his or her family are excluded from the
provisions of this rule. B

Section 3 1is the definition section. Major definitions
include: '

Clinical laberatory practitioner is defined as a laboratory
technologist or technician. Both of these types of practitioners
are regulated under this rule.

Health care facility covered under this rule include:
Hospitals, nursing, residential and perscnal care homes, Hospice
programs, mentally 1illness facilities, and group residential
facilities. - -




Section 4 incorporates federal laboratory regquirements by
reference.

Section 5 provides that no person may practice as a clinical
lakoratory practitioner unless licensed as a clinical laboratory
practitiocner.

Section 6 establishes licensure reguirements. Applicants must
submit a completed form to the director along with a licensure fee.
Licenses shall be granted to all persons who submit this with proof
of certification as a lab technician or technologist, or exemption
therefrom. Ten hours of continuing education must be completed
each year for all annual renewal applications.

Secticn 7 sets out certification reguirements. Three
nationally recognized programs are recognlzed along with a
grandfather clause to allow those persons acting as practiticners
by July 7, 1989 to be certified witheocut meeting any training
requirements. -

Section 8 provides criteria for persons to recelve exemptions
for certification requirements.

Section 8 provides that certification or exemption from

certification expires when the person holding the certification or
exemption no longer meets the certification or exemption

regquirements.

Section 10 establishes reciprocity of other states licensees
if that state has licensing reguirements "at least comparabkle" to
West Virginia’s requirements.

Section 11 provides that in addition to the provisions of this
rule, that clinical laboratory directors must determine that each
clinical laboratory practitioner is qualified to perform tests
before a clinical laborateory practitioner can conduct lab tests.
This section also prohibits laboratories from using the term
"elinical laboratory practitioner" for any person not licensed as
a clinical laboratory practitioner.

Section 12 establishes criteria for revocation or denial of
certification and licensure if the application has been falsified,
the person fails to meet the requirements of this rule, or the
person has been convicted of a felony involving lab practices.

Sectjon 13 establishes criminal penalties for violating the
provisions of this rule.

Section 14 provides administrative procedures to appeal for
denial of licensure and permits by the Division.




AUTHORITY
Statutory authority: W.Va. Code, §16~5J-10 provides the following:

(a) The director of the department of health shall
promulgate rules and regulations for the licensure and
certification of lab technicians and lab technologists.
All such perscns being so employed on the effective date
of this article shall be automatically certified and
exempt from this requirement: Provided, That any
technologist and technician who 1s certified by the
American medical technologists or the American society of
clinical patholegists or the naticnal certificatioen
agency for medical laboratory personnel or any federal
certification program shall be considered certified.

(k) All laboratory technicians or technologists
shall pay an annual license fee of twenty-five dollars to
the director of the department of health to cover the
costs of licensure.

(¢} All rules and regulaticns regquired under this
section or _other provisions of this article may not be
filed as emergency rules until after the set of rules is
approved. by the Legislature.

(d) All fees and interest earned or collected by the
department under this article shall be used to pay for
" the implementation of this article.

ANALYSIS

I. HAS THE AGENCY FEXCEEDED THE SCOPE OF ITS STATUTORY
AUTHORITY IN APPROVING THE PROPOSED LEGISLATIVE RULE?
®»

Yes.

1. Section 4 incorporates 42 CFR Part 93 in its entirety.
This federal rule establishes requirements for testing laboratories
as well as several other reguirements that do not relate to
qualifications for lab technicians and technologists. The rule
needs tec be amended to incorporate conly those portions of Part 93
that specifically relate to this rule.

2. Section 6 provides that the licensing fee may be set by
W.Va. Code or rule. W. Va. Code 16-5J-10 establishes the licensing

3




fee at $25.00. It will reguire a change in the statute to allow
for the fee to ke set by rule. .

3. Section 13 establishes criminal penalties for violating
this rule. There 1s no statutory authority to establish any
penalties for viclation of the provisions of this rule,

IX. IS THE PROPOSED LEGISLATIVE RULE IN CONFORMITY WITH THE

INTENT OF THE STATUTE WHICH THE RULE IS INTENDED TO IMPLEMENT,
EXTEND, APPLY, INTERPRET OR_MAXE SPECIFIC?

No, see above,

I1I. DOES THE PROPOSED LEGISTLATIVE RULE CONFLICT WITH OTHER
CODE PROVISICONS OR WITH ANY OTHER RULE ADOPTED BY THE SAME OR_A

DIFFERENT AGENCY?

Yes. The adoption of 42 CSR Part 493 violates the
provisions of W.Va Code 16-5J-3 which establishes a different
procedure for the adoption of lakboratory rules,

Iiv. IS THE_ PROPOSED LEGISLATIVE RULE NECESSARY TO FULLY

ACCOMPLISH THE OBJECTIVES QF THE STATUTE UNDER WHICH THE PROPOSED
RULE WAS PROMULGATED?

=

Yes.

V. IS THE PROPOSED LEGISTATIVE RULE REASONABLE, ESPECIALLY AS

IT AFFECTS THE CONVENIENCE OF THE GENERAL PUBLIC OR OF PERSONS

AFFECTED BY TT?

Yes.

vI. CAN THE PROPOSED LEGISLATIVE RULE BE MADE LESS COMPLEX OR
MORE READILY UNDERSTANDABLE BY THE GENERAL PUBLIC?

Yes. Counsel has several modifications to suggest.

VII. Was THE PROPOSED LTEGISLATIVE RULE PROMULGATED IN

COMPLIANCE WITH THE REQUIREMENTS OF CHAPTER 28A, ARTICLE 3 AND WITH

ANY REQUIREMENTS IMPOSED EBY ANY OTHER PROVISION OF THE CODE?

Yes.

VIII. OTHER.

Counsel has several changes to propose to the rule.




Senator Mike Ross, Co—Chair ‘ ngra A. Graham, Counsel
Delegate Vicki- Douglas, Co-Chair Joe A%tzzer, Asgociate Counsel
October 15, 1596 Marie Nickerson, Admr. Assistant

FROM:

PROPOSED RULE: Clinical Leaboratery Technician and Technologist Licensure

West Virginia Legislature
Legislative Rule-Making Review Committee

Room MB47-State Capitol
Charleston, West Virginia 25305
{304) 347-4840

NOTICE OF ACTION TAKEN BY TEGISTATIVE RULE~MAKTNG REVIEW COMMITTEE

Ken Hechler, Sscretary of State, State Reglster

Gretchen Lewils, Secretary

Dept. of Health & Human Resocurces
Bldg. 3, Capitol Complex
Charleston, WV 25305

Legislative Rule-Making Review Committee

and Certification

The Legislative Rule-Making Review Ccmmittee recommends that the West Virginia
Legislature:

1.

5.

Autherize the agency to promulgate the Legislative Rule
{a) as originally filed
{b) as modified by the agency X

Authorize the agency to promulgate part of the Legislative
rule; a statement of reascns for such recommendation is
attached.

Authorize the agency to promulgate the Legislative rule
with certain amendments; amendments and a statement cof
reasons for such recommendaticn is attached.

Ruthorize the agency to promulgate the Legislative rule
as modified with certain amendments; amendments and a
statement of reaseons for such recommendation is attached.

Recommends that the rule be withdrawn; a statement of
reasons for such recommendation is attached.

Pursuant to Code 25A-3-11(c), this notice has been filed in the Stake
Register and with the agency propesing tha rule.

cc: Ray Howard

Office of Regulatory Develcpment

Izv Miller

701 Milford St. -
Clarksburg, WV 25301
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Senate Bill No. 181

(By Senator(s) Ross, Anderson, Macnaughtan,
Boley and Buckalew)

[Introduced March 3, 1997; referred to the

Committee on Health and Human Resogrces; and
then to the Committee on the Judiciary.]

BILL to amend article fiwve, chapter sixty-four of the

o

code of West Virginia, o¢ne thcusand nine hundred

thirtv-one, as amended, by adding thereto a new

ating To

-

section, designated secticon tNC, re
authorizing the department o¢f health and human
resourcaes to promulgate & legislaftive rule relating to
clinical laboratory techniciern and technoleoegist
licensure and certificaticn.

Be it enacted by the Legislature of West Virginia:

. That article five, chapter sixty~icur of the code cof
West Virglnla, one thousand nine hundred <hiriv-orne, as
amended, Le amencded by addin “herseto =z 7new secticn,
deslignated sectlion twe, to read as Ifollows:

2RTICLE 5. AUTHORIZATICON FOR DEPARTMENT CF HEALTH AND
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11

12
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14

15
16
17
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19
20
21

HUMAN RESQURCES TO PRCMULGATE LEGISLATIVE RULES.

§64-5-2. Department of health and human rescurces.

y

The legislative rule filed in the state register on
the fifth day <f Qgtober, one thousand nine hundred
ninety-five, under the authority of secticn ten, article

five-Jj, chapter sixteen, of this code, mcdified by the

department of hezlth and human rescurces *o meeft the

and refiled in the state register on the thirty-first day
of October, one thousand nine hundred niretv-six, relating
to the department ©f heaith and human ressurces {(clinical

laboratory technician and technologist licensure and

certification, 64 TS8R 57), ls authorized.

NOTE: The purpose of this bill is te authcorize the
Department of Health and Human Resources to promulgate a
legislative rule relating to Ciinical Laboratory Technician
and Technologist Licensure and Certification.

This section 1s new; therefore, strike-throughs and
ungerscoring have beern critted.
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‘desigrnated section Lwo,

SHEY

H. B. 2343

2i11~DHHR, Clin Lab (By Delegates) Douglas, Hunt, Compton,
Faircloth, Linch and Riggs)
[Introduced March 3, 1997; referred to the
e e Commitree on Health and Human Resources then

the Judiciary.]

A BTLL ta amend article five, chapter sixty-Zfour oI the

code of West Virginia, cone thousand nine hundred

_shirty-one, as _amended, DY addirg

—heretfo a. new

‘section, designated section  LwWO, relating ple
authorizing the department of healtnh and human
_ resources Lo _promulgate 2 legisl;tive.ruLa"reLating to
ciinical  laboratory technician _g_:;_d :t_echnologist
licensure znd certification.
Be it enacted by the Legislature of West Virginia:
B -

That article five, chapter sixty-Iour of the code ol

West . Virginia, ome zhousand nine hundred thirty-onrne, as

srended, be amended by adding theretic & Iew section,

on twg, o Jead as follcows:

ARTICLE 5. AUTHORIZATION FOR DEPARTMENT OF HEALTH AND
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HUMAN RESOQURCES TO PRCMULGATE LEGISLATIVE RULES.

§61-2~-2., Departrent of health and human rescurces.

Trne legisletive rule filed . in the state ragister on
ths flfth day of Qctober, one Ltheousand nine hundred
ninety-five, under the auvthority of sgeciion ften, article

five-3j, chapter sixteen, of _this code, modified by the

department of health and hbhuman _resources to nmez2t Lhe

obiections of the legislative .rule-making review_ceommittee

and refiled in the state register on the thirty-firsh day

of Octeober, one thougand ning hundred ninefvy-siX, relating
to the departmerit ¢of health and human resources {(clinical
laporatory techrnician and technologist licensure and

certification, €4 CSX £27), is authorized.

NQTE: The purpocse of this bill is to autheorize the
Department of Health and Human Resources tp promulgate &
legislative tule rélzting to Clinical Laberatory Technician
and Technologlst Licensure and Certification.

This section is new; Lnefeéore, st*lymttnrOLgHs ana
underscoring have besen omitted.




