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DATE: ~ QOctober 5, 1995
TO: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
FROM: Kav Howard, Directo;%ﬁé/

Office of Reguiatory Development
Department of Health and Human Resources

LEGISLATIVE RULE TITLE: Clinical Laboratory Technician and Technologist
Licensure and Certification, 64 CSR 57

1. Authorizing statute(s) citation: "W. Va. Code §§ 16-1-7, 18-1-1-(6), 16-2E-3 _16-5B-8. 16-

5C-5, 16-5H-2, 16-51-5, 16-5]-3, 16-5J-10, 27-S-1. and 27-17-3.

)

a. Date filed in State Register with Notice of Hearing: _June 23, 1995

b.  What other notice, including advertising, did you give of the hearing?

Copiles were sent to several professional associations, laboratories. other health care

facilities, West Virginia colleges which have laboratorv technician irainine. local

health departments_and other interested perscons.

¢. - Date of hearing(s): Comment Period 6-23-95 to 7-24-95

d.  Attach list of persons who appeared at hearing, comments received, amendments,
reasons for amendments,

Attached _ X No comments received

e. Date you filed in State Register the agency approved proposed Legislative Rule
following public hearing: (be exact)

Qctober 5, 1983

. Name and phone number of agency person to contact for additional information:

Kav Howard, 3558-3223
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3.

If the statute under which vou promulgated the submitted rules requires certain findings and
determinations to be made as a condition precedent to their promulgation:

a. Give the date upon which you filed in the State Register a notice of the time and place
of a hearing for the 1aking of evidence and a general description of the issues to be

decided.

N/A

b. Date of hearing: N/A

¢ On what date did you file in the State Register the findings and determinations required
together with the reasons therefor?

N/A

d. Attach findings and determinations and reasons:

Atrached N/A




Rule Title:

Type of Rule:

Agency:

Address: Building 3,

X _ Legislative

AMENDED
FISCAL NOTE FOR DROPOSED RULES

Capitcl Complex

64 CSR 57
Interpretive

Department of Health and Human Resources

- Clinical Laboratory Technician and Technolecgist
Licensure and Certification,

Procedural

Charleston, W. Va. 2530C

1. Effect of . ANNUAL FISCAL YEAR

Proposed Rule |Increase Decrease |Current Next Thersafter
Estimated Total Cost |$ 3 $ $111,627 §145, 384
Persoconal Services 37,272 E5,740
Current Expense 57,755 84,744
Repalrs & Alterations
Equipment 16,600 4,800
Cther
Revenue 100,000 100,000

2. Explanation of above estimates.

See attachment.

3. Objectives of this rule:

Provide licensure and certification of Medical Labora-
tory Technicians and Technologists working in West Virginia
as required by Clinical Laboratories Quality Assurance Act

1s-EJ-10.




4., Explanation of Overall Econtmic Impact of Proposed Rule.
A. EBEconomic Impact on State Government.

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

2. Possible reduced income from HCFa& contract with OHFLAC
for CLIA-88 Inspections.

B. Economic Impact on Political Subdivisions; Specific Indus-
tries; Specific Groups of Citizens.

1. 211 Medical Technologist and Technicians would be
subject to the cost of licensure and certificaticn.

2. 211 other health care workers providing Ilaboratory
tests would be subject to licensure and certification
costs.

C. -Economic Impact on Citizens/Public at Large.

1. Could raise health costs 1f £facilities paid cost of
licensure and certification of personnel.

2. Could reduce avallability of lab services if health
care facilities choose not to have licenged smplovees.

Date: gSeptember 15, 13985

Signature of Agency Head or Authorized Representative

GretcHen ©. jLewis, Secretary
Department of Headth and Human Resources




Amended Fiscal Note for Proposed Rule - Attachment

Rule Title: Clinical Laboratory Technician and Technologist Licen-

2.

sure and Certificaticon, 64 CSE 57

Explanation cf above estimates.

Persconal Services First Year Second Year
1.0 Secretary II S 16,116 S 16,116
1.0 Administrative Services
Assistant III s 21,156 S 21,156
1.0 Investigator . : $ 18,468

Current Expenses

Fringe Benefits e S 16,355 s 25,394
Postage 2,200 2,200
Copier Lease 4,000 4,000
Telephcne (800 Number) 9,600 8,000
Printing 8,000 8,000
Records Microfilm 2,000 : 2,000
Travel (investigations)

+ gar lease - 1¢,C00 20,000
Telephone ' - ) 5,000 5,000
Equipment Maintenance Contracts 1,70¢C
Leage Space - :

650 sg. ft. @ $13.00 sg. ft. 8,450 8,450

Equipment

2 Computers & Scftware g 12,000

3 Flle Cabinets 800

1 Typewriter ; R EQOC

1l Conference Table 8C0

1 FA¥ Machine 2,500

1 Computer and software 4,00¢C
Revenus

Thers is ne information on the totzl number of individuals
required to be licensed; the Department has used an estimate of
4,000 tec estimate revenue.




Discussion of Public Comments Received
Concerning the Proposed Rule
Clinical Laboratory Technician and Technologist
Licensure and Certification, 64 CSR 57

GENERAL COMMENTS

This proposed new legisiative 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 scientists by laboratories, health care facilities, and physicians. Establishment
of'this rule will bring the Department of Health and Human Resources into compliance with W. Va.
Code § 16-5]-10. A public comment period was held from June 23, 1995 to July 24, 1995. The
Department received numerous comments. Comment summaries, the Department’s responses to
comments and descriptions of proposed modifications to the rule appear below.

1. Comments: Two (2) commenters supported the rule. A number of commenters offered
generally negative comments. — Therule is too lenient. Having only one (1) level of licensure will
be detrimental to quality and provides no motivation for professional advancement. The federal
(CLIA) standards are inadequate, or change too frequently. The Department should have adopted
the suggestions of the advisory board. The Department should not have taken the easy way out of
just using the federal standards. The rule does not do enough to guarantes quality of care. The
legislature intended that the rule be stronger than the federal standards. --

The State Society for Medical Technology, the group which brought suit to compel the
Department to promulgate the rule, proposed a detailed set of standards which provide for three (3}
levels of testing personnel, two (2) levels of supervisory personnel, two (2) levels of laboratory
directors, and twenty (20) hours of continuing education every two (2} vears. This group also
submitted documents identified as recommendations of the West Virginia Clinical Laboratory
Advisory Board. Several other commenters stated that the rule should adopt standards higher than
the CLIA standards and cited these recommendations as desirable examples of the type of standards
which shouid be adopted.

Response: The Department believes that CLIA-88' and related federal regulations are adequate to
meet the intent of the law, and that the rule has sufficient detail. Many of the advisory board's
recommendations were incorporated in the rule. The proposed rule is in some respects stronger than
the CLIA-88 Standard. For example, waived laboratory personnel are included under this rule and
continuing education requirements are required for licensure renewal.

2. Comment: A separate board for licensing individuals, similar to those that exist for
licensing other professions in West Virginia, should be established to accomplish the licensure of
these individual professional persons.

' Clinical Laboratory Improvement Amendments of 1988 (Public Law 100-578) 1o Section 353 of the
Public Health Service Act (Title 42 United States Code Section 2632). '




Response: The Depariment does not disagree with this comment. However, the law does
not provide for a separate board to administer the law. This is the only health care profession for
which the Legislature has assigned licensure responsibility to the Department, and the Department
would not oppose legislation te establish an independent licensure board.

3. Comment: A few individuals stated that their on-the-job training, workshop attendance
and experience performing high complexity testing should qualify them for recognitien by the State.
It was also suggested that a grandfather clause couid be included for all current workers, possibly
with a requirement to begin to obtain necessary training.

Response: The exemptions from certification are set out in the law. No one is exempt from
licensure. Paragraph 8.2.2 exempts CLIA-qualified testing personnel in moderate and high
complexity laberatories from State certification. The licensure law establishes only one (1) eriterion
for grandfathering; it is reflected in §7.2.3 of the rule.

4. Comment: Licensure should be required for clinical laboratory supervisors. Can
laboratory consultants, directors, and supervisors perform testing? Are they required to have a
clinical laboratory scientist license in order to perform testing? The rule needs clarification in this
area.

Response: Anyone working in a clinical laboratory who processes specimens or performs
or reports laboratory tests is required to be licensed, regardless of what classification he or she may
hold in the clinical laboratory; except for licensed physicians who perform laboratory tests on their
own patients. ' '

5. Comment: The rule should set standards for point-of-care testing. Such testing should
not be restricted sclely to medical technicians and technologists. Some commenters made specific
recommendations.

Response: Point-of-care testing is included in §3.13. Requirements for personnel
performing these tests are specified at §7.2. The rule does not restrict testing solelv to medical
technicians and medical technelogist.

6. Comment: The rule should clarify that individuals involved only in specimen
processing, i.e., phlebotomists, histology technicians, clerical and other support staff, would not be
subject to certification requirements.

Response: The commenter has confused specimen collection and/or opening specimens
with specimen processing. Specimen processing is part of the preanalvtical process.

7. Comment: Disagree with "liberal" interchange of the words "licensure” and
"certification.” The State is to grant licenses; various bodies grant certification and are approved
to do so by the feds. Why does the rule use both terms? One or the other would seem sufficient.

Response: The licensure law requires the Department both to license and certifv lab
technicians and technologists. Certification (or exempt status) is a requirement for licensure. The
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terms are not used interchangeably in the rule.

8. Comments: A two-year license period might save money. The projected potential for
increased cost of health care and reduction in lab services, while unlikely, would certainly be
minimal and offset by increased accuracy of laboratory results. The estimates for the 800 number
and the rent seem high.

Response: The law requires annual licensure. Although a rwo-vear license period might
save on adminiswrative cost, it would presumably also result in less revenue tc support the program.
A license fee of $25 is not adequate to support an extensive licensing operation.

The Department has reconsidered the fiscal note and agrees that some adjustment is
appropriate. The rent estimate has been reduced and is based on expected occupancy costs in a
Bureau for Public Health facility. The 800 number is needed for the public to report problems or
violations of the law and for inquiries by current or potential licensees; the cost estimate has been
reduced to reflect a lower estimated volume of calls. An amended fiscal note is included with this
filing.

9. Comment: One (1) commenter objected to the licensure fee.

Response: The fee is set by law.

COMMENTS RELATED TO SPECIFIC ITEMS

§2.2. Comments: Since the rule deals with the licensure of personnel, why is it necessary
to include exceptions for local health departments, primary care centers and laboratories? Primary
care centers should not be exempt. Research facilities should not be exempt. Research can be
compromised if the scientist performing the test is not qualified. Local boards of health organized
under W. Va. Code § 16-2-3 should be included.

Response: The exceptions are mandated by the licensure law, in W. Va, Code § 16-3J-7,
and are for the facilities, not the individual laboratory personnel. The exemption applies to any form
of local board of health organization; the commenter is probably unfamiliar with the Code citation
format.

§3.3. Comment: A consultant should minimally meet the certification requirements for
personnel certified to supervise high compiexity lab testing.

Response: The Department believes that the CLIA-88 requirements used in the definition
are adequate for the purposes of the proposed rule.

§3.4. Comment: The definition of a clinical laboratory director should be more specific
and include additional qualifications, such as those required for laboratory directors under federal
standards.




Response: This section of the rule defines the director as an individual who meets the
CLIA-88 requirements. The definition is needed to identify individuals who are acceptable to
provide a job description. The proposed rule does not set requirements for laboratorv directors, nor
does the law authorize the licensure of the position of laboratory director. See discussion of §6.2.

§3.5. Comments: Strike specimen processing as this is routinely a function of personnel
who are also responsible for phlebotomy and other clerical duties. We assume that "test
performance" means actual testing. Drop the word remuneration. Many labs participate in weliness
events and health fairs that do not result in financial reimbursement. The exclusion of supervisors
seems to prohibit a supervisor from performing the tasks enumerated, thus forcing 2 financially
prohibitive choice in smaller laboratories where the supervisor assumes dual roles. Usually a
physician's employees rather than the physician perform the test carried out in the physician's office:
these individuals should not be exempt. The CLIA certification sections referenced in §7.2.4.a
include personnel outside of the realm of medical technologists and technicians. The definition of
"clinical laboratory scientist" should include personne! meeting the requirement of the CLIA
sections referenced in §7.2.4.a. Failure to license different levels of competence provides no
motivation for educational advancement and will lead to low pay.

Numerous commenters expressed concern about the proposed use of the term "clinical
laboratory scientist” to include both laboratory technicians and laboratory technologists. It was
stated that because these two terms as commeoenly emploved and accepted in the field of laboratory
practice involve different levels of academic training, expertise, national accreditation/recognition
and professional roles, that they should not be grouped together under one term for licensure
purposes. In some instances, the term "clinical laboratory scientist” is used as z certification classifi-
cation with a specific meaning which is not reflected in the proposed rule.

Response: The issue of specimen processing versus specimen collection and opening
specimens was discussed above under item #6. The intent of using the term “for remuneration” in
the definition of ““clinical laboratory practitioner” was 1o permit individuals to perform laboratory
tests in their own homes without requiring them to be licensed. In order to clarify the intent of the
rule, a more specific exemption has been added in §2.2.5 of the rule and the term “for remuneration™
has been deleted from §§3.5 and 5.1 of the rule. Clarifying language has also been added to the text
excluding clinical laboratory directors, etc. from the definition of “laboratory practiticner.” “Test
performance” includes the analytical functions of patient test management.

In drafting the proposed rule, the Department followed the CLIA-88 model of incorporating
the terms “laboratory technician” and “laboratory technologist” into a single category, utilizing the
term “clinical laboratory scientist.” Since the term “clinical laboratory scientist” appears to be of
concem, it has been changed to “clinical laboratory practitioner.” The use of a singie term for
licensure purposes does not need to reflect the various forms of national certification, nor does it
need to reflect a system of remuneration and financial reward for increasing levels of skill and
professional expertise.

§3.6. Comment: Define how long it will take to obtain a license, post graduation.

Response: There is no time limit for obtaining a license.




§3.12 (now §3.13). Comment: Define bicphysical

Response:  Biophvsical is one of the rypes of examinations itemized in the definition of
"clinical laboratory” under the licensure law, W. Va, Code § 16-5J-2. The term is used as defined
in 2 standard dictionary, and there is thus no need for a special definition in the rule.

§4. Comment: Since so much of'the language in this rule comes from CLIA it is important
that in the future that no subsequent revision be adopted without opportunity for public response.
This response time should be a minimum of ninety (50) days.

Response: The State Administrative Procedures Act, mandates a public comment period
{or hearing) on all new rules or amendments of existing rules, and that a notice and a copy of the
proposal be filed in the State Register. It also specifies that the comment period end no less than
thirty (30) and no more than sixty (60) days from the date of the filing of the notice of the proposed
rule-making.

§5.2. Comment: Failure to specify a limit for how long an individua! might function as a
"trainee" is a weakness which could permit an unlicensed individual 1o function indefinitely as a
"trainee." Process and time limits should be clarified for individuals entering a new job who have
come from a state with ne licensure requirements, individuals just out of schoo! with no work
experience, and emplovees of physician offices just beginning to do testing.

Response: The Department believes specifying process and time limits are unnecessary.
Subsection 3.6 of the rule cefines a trainee as a person who has applied for a license or is in a
training program. Training programs are commensurate with the type of testing performed. The
director of each laboratory can decide the amount of training needed for the level of his or her
laboratory. The Department has deleted text that required direct supervision of trainges only when
they perform moderate or high complexity tests, and has also deleted text which allowed physicians
to supervise clinical laboratory practitioner trainees.

§6.1.2. Strike this completely. It is not clear. If adopted as written would this mean the
laboratorians would become specialized and could not practice in a separate lab discipline?

Response: The purpese of this section is to provide the Department with a record of the
applicant's job and competencies. There is no intent to limut the lab disciplines in which an applicant
may have competency. This information will be used by the Department in validating the
applicability of educational activities, and for reference purposes in investigations of complaints or
violations of the rule.

§6.2. Subsection 6.2 1s not needed if §6.1.2 is eliminated. Why should county [local] health
department and primary care centers not have to supply their employees with job descriptions the
same as everybody else? Subsection 6.2 contradicts §2.2.2 and is vague and confusing.

Response: The commenters are essentially correct. The law specifically exempts these
facilities from licensure as a laboratory, However, CLIA-88 requires this type of laboratory to have
an individual who functions as a laboratory director, and sets minimum qualifications for such
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individuals. Subparagraph 3.4.2.c of the rule has been added to reflect CLIA-88 standards, and the
exemption from providing a job description has been deleted from §6.1.2 of the rule. An analogous
exemption has been deleted from §11.1 of the rule. CLIA-88 requires up-to-date job descriptions;
the job descriptions should be available routinely. The exemptions in §§2.2.1 and 2.2.2 for
laboratory directors of these facilities have been deleted. An additional cite has been added to §1.2.
Finally, §6.2 has been deleted, and subsequent items have been renumbered.

§6.3.1 (now §6.2.1). Eliminate "are exempt from such certification under this rule.”

Response: The Department disagrees with this comment. This section is needed to cover
the applicants who are exempt from the State certification process under §8.1 of the rule.

§86.4 & 6.5 (now §6.3). Some commenters requested that the rule specify the process for
approval of continuing education prograrms, the necessary course content, the addition of in-service
training, and a definition of the meaning of the term "hour." It was suggested that these details
should be offered for public comment since they might involve considerable difficuiry and expense,
depending on the specific of the requirements. It was suggested that ali continuing education be
“accredited.”

It was also suggested by local health departments that for a waived laboratory performing
pregnancy tests, hemocue hemoglobins, dip-stick urinalysis and blood sugar testing with a glucese
testing device, ten (10) hours of continuing education annually seems excessive, and further, that
sending personnel from & waived laboratory to laboratory training sessions where the subject matter
is beyond the scope of a waived laboratory would be of litle value. It was noted that individuals
performing the hemocue procedure for clients in the Department's WIC program should be exempt.

Response: The requirement for continuing education has been clarified as follows: 1) Text
has been added to clarify that “hours” means “contact hours” and to clarify the relationship of
“contact hours” to continuing education units; 2) A definition of contact hours has been added
(§3.8); and 3) Examples of types of training have been added; and 4) Text has been added to clarify
that the training must relate to the level and complexity of tests the individual will perform.
Additionally, §6.5 has been merged into $6.4 (now §6.3); the two (2) items were nearly identical.

The Department disagrees with the suggestion to require "accredited” continuing education
because it would unnecessarily restrict the type of training the laboratory director could employ in
training emplovees under his/her supervision. The Department believes the CLIA-88 training
requirements stated at 42 CFR §§493.1423, 493,1483, and 493.1489 are adequate.

§7. Comment: There should be a provision for adopting future CLIA rules.

Response: West Virginia law does not permit automatic adoption of possible future federal
standards. If the Department needs to adopt new federal standards at a future date. it must allow a
public comment period, submit the proposal to the Legislature for approval, and otherwise comply
with the requirements of the State Administrative Procedures Act.

§7.2.2. Delete “is" and replace with “has been" certified. This would better equalize the
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acceptable national registries.

Response: The Department disagrees with this comment. W. Va. Code § 16-5]-10
specifically grants certified status to individuals who are currently certified by any of the three (3)
national certifying agencies listed.

§7.2.4.a. Comments: Since so much of this rule is referenced to CLIA, 493.1489 -
allowance for individuals with high school degrees 1o continue moderately complex testing beyond
those working and trained by April 24th, 1995 needs 1o be deleted. This is contradictory to the
original intent of the law as approved by the State of West Virginia.

Response: The Department disagrees and, as stated elsewhere, believes the federal
standards to be adequate.

§§8.2.1 & 8.2.2, Comments: Commenters questioned the need for and the intent of the
exemptions from certification, Speculation was offered that the exemprions are meant to allow
testing personnel o acquire a license until certification can be verified, but that it would be more
appropriate to include under 64-56-7 another line to include provide documentation of "registry
eligible." Commenters recommended net certifiing those working in "waived labs" based on 42
CFR 494 with no further modifications, Registry eligible individuals need a time period of two (2)
vears to pass a registry. They could be awarded a two-vear non-renewable temporary license.
Alternatively, it was suggested that all of Section 8§ might be unnecessary, since CLIA automatically
supersedes less stringent requirements. It was also suggested that too many could claim exemption
under this section. It was stated that this section conflicts with, or is not consistent with §2.2.
Paragraph 8.2.1 appears 10 exempt everyone that should be licensed by exempting everyone who
works in a CLIA-certifled lzboratory, except for laboratories holding CLIA waivers. The exemption
of individuals in CLIA-certified laboratories will decrease funding needed to support the program,
Also it will exempt individuals in these laboratories from the continuing education requirements.

Response: The licensure law specifically grants automatic certification to individuals
certified by “any federal certification program.” Although there is not a separate federal iaboratory
technologist and technician certification program, the Department believes that the CLIA-88
standards serve the function of a certification program, Therefore, the rule assumes that individuals
who meet the federal standards are, in a sense, “federally certified,” and therefore do not need to be
certified by the State. Thus they are exempted from the State’s certification process, but not from
licensure. Individuals who are “registry eligible" should meet the qualifications stated in §7.2.4.
Therefore, a two-year non-renewable temporary license is unnecessary. There is no exemption from
the continuing education requirements.

11.1. Commernt: Since most CLIA-waived lzboratories don't have a supervisor or clinical
consultant (not required under CLIA), this requirement seems redundant. If the license does not
contrel which tests an individual can perform, it has very little power.

Response: Sections 11.1 and 6.1 2 have both been changed by deleting the alternative for
a supervisor or consultant to determine job qualifications. See discussion of §6.1.2.




STATE OF WEST VIRGINIA
IN THE SUPREME COURT OF APPEALS

STATE OF WEST VIRGINIA ex rel.
STATE SOCIETY for MEDICAL TECHNOLOGY,
INC.,

Petitioner,

VER No, 22578
GRETCHEN LEWIS, Director of the

West Virginia Department of Health

and Human Resources; WILLIAM T.

WALLACE, JR., M.D., Commissioner,

Bureau of Public Health; the

Clinical Laboratories Quality

Assurance Act Advisory Board; and

ROBERT C. BELDING, M.D., WILLIAM E.

TRIEST, M.D., WILLIAM L. HARRIS, M.D.,
KIMBERLY CHEUVRONT, M.T., and GARY
MCKINNEY, M.T. (ASCP), Members of the
CLINICAL LABORATORIES QUALITY ASSURANCE
ACT ADVISORY BOARD,

Respondents.

AGREEMENT FOR ENTRY OF ORDER ADOPTING
AND APPROVING SETTLEMENT AGREEMENT

On a former day came the parties by their respective counsel and announced
to the Court that they have agreed as follows:

This is an original proceeding in mandamus instituted by the relator State
Society for Medical Technology, Inc. to compel the respondents to promulgate
certain rules in fulfiliment of the mandatory statutory duty required by W. Va. Code
8 16-53-3 providing that the Director shall promulgate rules to implement the Clinical
Laboratories Quality Assurance Act pursuant to the procedural requirements set out
in W. Va. Code &8 29A-3-1 et seq.

The relator contends that the respondents have delayed unreasonably in

promulgating such rules as required by statute. The respondents have admitted that




they have the legai obligétion to premulgate such rules and that they have begun the
internal administrative process to promulgate the required rules. The Respondents
Gretchen Lewis, as Secretary of the Department of Health and Human Resources ard
William T. Wallace, M.D., as Commissioner of the Bureau of Public Health have
consented to the issuance of a writ of mandamus requiring and ordering them to
promulgate and adopt and approve as appropriate the mandated rules within the time
frames hereafter set out.

The parties agree that the Supreme Court of Appeals of West Virginia may
enter an order incorporating this settlement agreement by reference and dismissing
the referenced action now pending before that Court. It is further agreed that the
entry and service of such an order by said Court shall have the same effect as if the
Court had issued a formal writ of mandamus against the Respondent Gretchen
Lewis, as Secretary of the West Virginia Department of Health and Human Resources
and William T. Wallace, Jr., M.D., as Commissioner of the Bureau of Public Heaith
requiring them on behalf of the West Virginia Department of Health and Human
Resources to promuigate such necessary legislative rules as may be reguired to
implement the provisions of W.Va. Code § 16-5J-1 et seq. Such action or
procedures as may required to be taken by Respondent to achieve promulgation of
said legislative rules shall proceed forthwith upon entry of an order incorporating and
adopting this agreement and shall be completed by the agency on or before the date
established by law for submission of proposed rules to the legisiative rulemaking
interim committee or by July 10, 1895, whichever is sooner, in order that notice of

approval of such proposed legislative rules can be filed in the state register and with




the legislative rule making review committee in compliance with the requirements of

W.Va. Code § 29A-3-9.
< the 2674 -
This the day of April, 1995.

WALT AUVIL
Counsel for Petitioners

L. EUZENE DICKINSON
Counsel! for Respondents
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PROPOSED RULE - TITLE 64
WEST VIRGINIA ADMINISTRATIVE RULES
DEPARTMENT OF HEALTH AND HUMAN RESOURCES
SERIES 57
CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION

§64-37-1. 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 lzboratory practitioners by health care facilities.

1.2. Authority - W. Va. Code §§ 16-1-7, 16-1-10(6), 16-2E-3, 156-5B-8, 16-5C-5, 16-3H-2,
16-351-5, 16-53-3, 16-3]-10, 27-9-1, and 27- 17-

1.3. Filing Date -
1.4, Effective Date -
§64-57-2. 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 Virginiz;

2.1.2. Health care facilities performing laboratory tests in West Virginia, and

2.1.3. Clinical laboratory directors in West Virginia.

2.2. This rule does not apply to:

2.2.1. County health departments organized under W. Va. Code § 16-2-1 et seq. or §
16-2A-1 et seq.: Provided, That it does apply to clinical laboratory practitioners employed as
such by county health departments;

2.2.2  Primary health care centers having tax exempt status and receiving contributions
which are deductible to the contributor under provisions of federal law: Provided, That it does
applv to clinical laborator} practitioners employed as such in the clinical laboratories of such
centers, -

2.2.3. Any laboratory operated by the federal government;

2.2.4. Any laboratory operated purely for research or teaching purposes; or
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2.2.5. Any individual who performs laboratory tests only on himself or herseif or
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 100-378)
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, immuno-hematological, hematclogical, biophysical,
cvtological, pathological, or other examinaticn of materials derived from the human body for the
purpose of providing information for the diagnosis, prevention or ireatment 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 qualifications for:

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

3.3.1b. Moderate complexity iesting clinical consultant found at 42 CFR §
493.1417; or

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

3.4. Clinical Laboratory Director - A person whe:

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

3.4.2. Meets the qualifications for directors of:
3.4.2.a. Moderate complexity testing laboratories found at 42 CFR § 493.1403;
3.4.2.b. High complexity testing laboratories found at 42 CFR § 463.1443; or
3.4.2.c. Waived cliniczal laboratories found at 42 CFR 493.33.

3.5, Clinical Laboratory Practitioner - A person whose job tasks include specimen
processing, laberatory test performance, or laboratory test reporting in a clinical lzaboratory. The
term “clinical laboratory practitioner” includes laboratory technicians and laboratory
technologists, but does not include: clinical laboratory practitioner trainees; clinical laboratory

directors, consultants, or supervisors whose job tasks do not include processing specimens, or
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performing or reporting laboratory tests; or physicians licensed under W. Va, Code § 30-3-1 et
seq. or § 30-14-1 et seq. who perform laboratory tests only on their own patients.

3.6, Clinical Laboratory Practitioner Trainee - A person who is in a training program
designed for his or her qualification as a clinical laboratory practitioner or who has successfully
completed such & 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 equal 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 dav
care center under W. Va. Code § 16-5B-1 et seq.;

3.10.3. Nursing home or personal care home under W. Va, Code § 16-3C-1 et seq.;

3.10.4. Residential board and care home under W, Va. Code § 16-5C-1 et seq. and §
16-5H-1 et seq., _

3.10.5. Hospice under W. Va. Code § 16-31-1 et seq.;

.10.6. Clinical laboratory under W. Va. Code § 16-3J-1 et seq.;

[#5]

-

3.10,7. Hospital, center or institution for the care and treatmen: 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 developmemally disabled or behaviorally
disabled under W. Va. Code § 27-17-1 et seq.

3.11. Laboratory Technician - A clinical laboratory practitioner.

2
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3.12. Laboratory Technologist - A clinical laboratory practitioner.

3.13. Laberatery Test - The biological, microbiclogical, serological, chemical, immuno-
hematological, hematological, biophysical, cytological, patholegical, or other examination of
materials derived from the human body for the purpose of providing information for the
diagnosis, prevention or treatment of any disease or impairment of, or the assessment of the
health of human beings.

§64-57-4. Incorporation by Reference.

The provisions of the October I, 1994, edition of 42 CFR Part 493, Laberatory
Requirements, as amended in the April 24, 1995, edition of the Federal Register (60 FR
20035), are hereby incorporated by reference.

§64-37-5. Prohibition; Persons Subject to Licensure; Clinical Laboratory Practitioner
Trainees. '

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 practitioner. )

5.2, A clinical laboratory practitioner trainee may perform tasks related to laboratory tests
only under the personal and direct supervision of. a licensed clinical laboratory practitioner; or a
clinical laberatory 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 secretarv with the documentation
of qualifications required by this rule;

6.1.2. If employed in a clinical laboratory, a current job description and & 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 reguired 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 may be set by W. Va. Code or rule.
6.2. The secretary shall grant a clinical laboratory practitioner license to applicants who:
P P
6.2.1. Are certified as a clinical laboratory practitioner under section 7 of this rule or

are exempt from certification under secticn 8 of this rule; and
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6.2.2. Comply with the requirements of subsection €.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 subsection 6.1 of this rule and evidence
that the applicant has completed at least ten (10) contact hours (one (1) continuing education
unit) of educational activities commensurate with the level of complexity of tesiing 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, worksheps, formal classes,
in-service programs or correspendence courses.

6.4. -The secretary shall renew a license if the applicant complies with the requirements of
subsection 6.3 of this rule.

6.5. A clinical laboratory practitioner license expires the earlier of’
6.5.1. One (1) year after issuance; or

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

§64-57-7. Certification Requirements.

7.1. A person seeking certification as a clinical laboratory practitioner shall, at the time of
application for initial licensure as a clinical laboratory practitioner, also apply for certification on
the form provided by the secretary and submit documentation sufficient to establish that he or

she meets one (1) of the qualifications for certificaticn established by this rule.

7.2.  An individual qualifies for certification as a clinical laboratory practitioner if the
individual:

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

7.2.2, Is certified as a clinical laboratory technician or scientist by the National
Certification Agency for Medical Laboratory Personnel;

7.2.3. Was performing clinical laboratory practitioner tasks in a clinical laboratory in
West Virginia on July 7, 1989; or '

7.2.4. Meets the qualifications, except for State licensure, for:
7.2.4.a. Testing personnel found at: 42 CFR §463.1423, or §493.1489%; or

7.2.4b. Cyvtotechnologists found at 42 CFR § 493.1483; or
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7.2.3. 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 secretarv. The
request shall include a statement signed by the director of the clinical laboratory in which the
applicant is emploved of. the type and number of the laboratory's CLIA certificate, and which of
the qualifications for exemption established by this rule the applicant meets.

8.2, The secretary shall exempt a person from certification as a clinical laboratory
practitioner if’ ' )

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

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

822 a Testing personnel found at; 42 CFR § 493.1423, or § 493.1489, or
8.2.2.b. Cytotechnologists found at 42 CFR § 453.1483.
§64-57-9, Expiration of Certification and Exemption.
An individual’s certification or exemption from certification as a clinical laboratory

practitioner expires when the person holding the certification or the exemption ne longer meets
the qualifications stated in this rule for certification or for exemption from certification.

§64-57-10. Reciprocity.

The secretary may issue a clinical laboratory practitioner license or certification to a person
who holds a license or certification from another jurisdiction which has licensure or certification
requirements at least comparable to the requirements of this rule. Applicants for reciprocity
shall submit the license application fee and a statement from their licensing or certifying
jurisdiction that they are in good standing with their 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 person is qualified by education, training or experience to perform such tests.

11.2. Health care facilities shall not use the terms ciinical laboratory practitioner, laboratory
or medical technician or laboratory or medical technologist, or abbreviations thereof] to refer to a
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persen who is not licensed as a clinical laboratory practitioner.

§64-57-12. Revocation and Non-issuance of Clinical Laboratory Practitioner Certifications
and Licenses and Health Care Facility Licenses.

12.1. A clinical laboratory practitioner license, certification, or exempticn from certifica-
tion, shall not be issued or shall be revoked if the applicant for or holder thereof:

12.1.1. Has misrepresented material facts in an application or has assisted another
person in doing so, R :

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

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

12.2. No license shall be issued to a health care facility as long as it uses in West Virginia
an unlicensed clinical laboratory practitioner,

§64-57-13. Criminal Penalties.

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

§64-57-14. Hearings.

14.1. A request for a hearing may be made to the secretary by an applicant for a clinical
laboratory practitioner certification or license, by a holder thereof or by z health care facility,
The request shzll specify the grounds relied upon as a basis for the relief requested.

14.2. Hearings shall be conducted in accordance with the provisions of W. Va. Cede § 29A-
3-1 et seq., and Rules of Procedure for Contested Case Hearings and Declaratory Rulings,
West Virginia Administrative Rules, 64 CSR 1.

§64-57-15. Severability.

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

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Adminisiration

42 CFR Part 483
[HSC-216-FC]
RIN 0933-AGT1

CLIA Program; Categorization of Tests
and Personnel Modificatons

AGENCY: Health Care Financing
Administration (HCFA) and Public
Health Service (FHS), HHS.

ACTION: Final rule with comment period.

SUMMARY: [n this rule we are responding
to some of the comments on
categorization of tests and personnel
requirernents received in response 1o
rules published on February 28, 1682
and January 19, 1993. {In a future rule,
we will be respording to the remaining
comunents.) We are revising our
regulations to: Allow dentists and
midlevel practitioners to perform tasts
in the *'physician-perfcrmed”

PAGE 1

microscopy (PPM) subcategory of
moderate complexity procedures (we
now call the subcategory “provider-
performed’’); include three additional
tests in PPM: and expand provisions
reiating to general supervisor and high
complexity testing personnel.

DATES: Effective date: These regulaticns
are effective April 24, 1995.

Comment date: Comments on the
addition of three PPM tests will be
considered if we receive them at the
appropriate address. as provided under
ADDRESSES. no later than 5 p.m. on June
23,1985,

ADDRESSES: Mail written comments (1
original and 3 copies) to the following
address: Health Care Financing
Administration. Department of Health
and Human Services, Attention: HSO—
216-FC. ".Q. Bex 26678, Baltimore, MD
21207

If you prefer, you may deliver vour
written comments (1 originaland 3
copies] to one of the following
addresses:

Room 308-G. Hubert H. Humophrey

Building. 200 independence Avenue.

SW., Washington, BC 20201,

or :
Room 132. East High Rise Building,

6323 Security Boulevard, Baltimore.

MD 21207

Because of stalfing and resocurce
limitations. we cannot accept comments
by facsimile (FAX) transmission. In
ccmmmenting, please refer to file code
HE(Q-216-FC. Comments received
timely will be available for public
inspecticn as they are received,
generally beginning approximartely 3
weeks aftar publication of a document.
in Room 309-G of the Department’s
offices at 200 Independence Avenue,
S\V., Washington. DC, on Monday
through Friday of each week from 8:30
a.m.to 5 p.m. (phone: (202} 656~7820).

For comments that relate to
information collection requirements.
mail a copy of comments to: Office of
Information znd Regulatory Affairs,
Office of Management and Budget.
Room 10235, New Executive Office
Building, Washington, DC 20503. Attn:
Allisen Herron Evdt, HCFA Desk
Officer.

Copies: To crder copies of the Federal
Register containing this document, send
your request to: New Orders,
Superintendent of Decuments. F O. Box
371954, Pittsburgh, PA 15258-7954.
Specify the date of the issue requested
and enclose a check or money order
pavable to the Superintendent of
Documents, or enclose vour Visa or
Master Card number and expiration
date. Credit card orders can aisa be
placed by calling the order desk at (202)

APRIL 28, 198
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T83-3238 or by faxing to (202) 275~
158G2. The cost for each copy is $8.00.
As an alternative. you can view and
pnotocopy the Federal Register
deocument at most libraries 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, {4D4) 486—
76335, for questions regarding the
addition of the three PPM tests; Rhonda
8. Whalen, {4D4) 488-7653, for
questions regarding personnel: and Judy
Yost, {410} 587-5907, [or certificate. fee,
and inspection issues.

SUPPLEMENTARY INFORMATION:

1. Background

Under section 353 of the Fublic
Health Service Act (42 U.S.C. 2B3a), as
amended by the Clinical Laboratory
improvement Amendmen!s of 1938
{CLIA). all laboratories that examine
human specimens for the diagnosis,
prevention or treatrnent of any disease
or impatrroent of. or the assessment of
the health of. human beings must meet
certain requirements to perform the
examination. Many of the reguirements
are based on the complexity of the tests
performed. There are currently three test
categories: Waived. moderate
complexity, including the subcategory
of physician-performed microscopy. and
high complexity.

Following the publication on
February 28, 1882 {57 FR 7002} of the
initial regulations implementing CLIA,
HIiS established a Clinical Laboratory -
Improvement Advisory Committes
{CLIAC) 1o advise and make
recommendations on techoical and
scientific aspects of the reguladons. The
CLIAC is composed of individuals
involved in the provision of labaratory
services. use of laboratory services,
development of laboratory testing
devices or methodoiogies, and others as
approved by HHS. In addition, HHS has
tiesignated the foliowing four CLIAC
subcommittees: cytology: personnel;
proficiency testing, guatity control and
quality assurance; and test
cateporization,

The CLIAC meets as needed. but not
iess than once g vear. So far, the CLIAC
has met in October. 1892, February,
May, August, and December, 1893, and
March and September, 1994. The
subcomrmittee on test categorization has
met in January and June, 15493; the
subcommittes on cvtology has met in
December, 1993; and the subcommittee
on proficiency testng, quality control,
and quality assurance has met in March
and September, 1994,

AAB UPDATE

Fellowing publication of the February
28, 1992 regulations. we received
approximately 15.000 letters from
professional organizations and
individuals that provided around 71.000
comments. In response io public
comments received concerning certain
physician performed microscepy
procedures, we requesied the CLIAC 1o
evaluate the categorization of these
tests. As a result, we developed a new
subcategory of moderate compiexity
tasting. calied phvsician-periormeg
microscopy {PPM) procedures, and
published the requirements concerning
the subcategory in a rule on January 19,
18993 (58 FR 5215). .

In this rule. we address the comments

- we received concerning the application

of certain personnel requirements and
comments concerning categorization of
PPM tests. One area of commentsr
concern was that currently emploved
supervisors and high compiexity testing
personnel continue to be gualified.
Another area of concern was that our
requirements would diminish accass to
services, particularly in rural and
underserved areas, leading lo
recommendations that we expand the
PPM procedures subcategory to include
dentists and midlevel practitioners.

11. Responses to Comnments

A. Categorization: Physician-Performed
Microscopy Procedures

As stated earlier. we established a
new subcategory of moderate
complexity tesung called “physician-
performed microscopy (PPM)
procedures™ in revisions to the CLIA
regulations, published in the Federal
Register on january 18. 1893. In
response to the regulation establishing
PPM. we received approximaiely 2,200
cemments from professional
organizations and individuais. A
significant number of these comments
addressed the tests categorized as PPM
procedures, including requests that
some of these tesis be waived, or that
additional tests be added to the list of
FPM procedures. Some commenters
asked that PPM be expanded to include
specific tests related to a particular
medical specialty or practice.
Conversely, other commenters were
oppoesed to adding additional tests or
criteria to PPM, and felt that this
subcategory shouid remain very iimited.

Comments and Responses

Conment: A number of commenters
stated that PPM is too restrictive, and
that all of the PPM procedures should
be categorized as waived tests. Some
commenters specilcally stated that wet
mounis and wrine sediment

- -PAGE 2

examinations should not be in PEM put
should be waived tests,

Response: Tesis included in PPM 2re
moderate COMplexity microsconic
examinations that co not mest the
criteria for waiver because they arc not
simple procedures: thew require traming
and specific skilis for test performasnce.
Personnel performing these tosts mus:
be proficient in the use af a microscope
and must be able to detect and identifv
cellular elements present in a specimen,
botk of which reguire substantial
training, experience. and specific
knowledge to be accurateiy performed.

To differentiate significant elementsin

a specimen from debris or artifacts

requires a high level of interpretive

skills. In fact. personnel requirements

for this subcategory of moderate
complexity testing are more stringeni

than for other moderate complexity

testing due to the nature of testing in

PPM. Examinations of wet mount
preparations and urine sediment were
inctuded in PPM because thev meet the
PPM criteria. These microscopic
examinations are performed duringa
patient’s physical examination on
specimens that are labile or not

appropriate (o send to another

laboratory for anaivsis. [n addition,
controis are generally not available
monitor the complete testing process fur
these procedures. Therefore, only i
limited activities are suitable for {
inspection, -

Comment. Severalcommenters
expressed confusion as to which
examinations are considernd “wel
mount examinations™

Response: We are revising the
description of “wet mount
examinations™ at $493.19(c)(1)
(formerly § 433.18{c}{1}]. to ¢clarify what
we mean by wet moeun! preparations.
Although we provided the examples of
vaginal. cervical or skin specimens as
part of the wot mount definition, we
never jntended 1o limit wet mount
examinations to only these specimens.
By revising the deilniton of this test. we
are not making any changes in what was
eriginally intended far this group of
examinations. They are moderate
complexity microscopic examinations
performed on any direct specimen that
may be suspended in a drop of water or
saline. They are periormed usinga
microscope, which is limited to bright-
field or phase-contrast, in order to
recognize the presence or abseance of
bactaria. fungi. parasites. and human
cellolar elements {including red and
white blood cells, epithelial cells, etn.}
and to differentiate tness Fom antifacts,
They are not procedares in which
definitive identification or enumeration
is Tnade or any staining is performed.

APRIL 2B, 195
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Comment: A numbper of commenters
requested that additional tests be added
to PPM. Microscopic tests that were
suggested include synovial fiuid
analysis, gualitative and quantitative
semen analysis, nasal smears or sputum
for eosinophils or basophils, wet mount
examination of prostatic fiuid or
secretions, stools for leukocytes, scabies
examinations, Gram stain, Tzanck
preparations, white biood cell counts
and leukocyte differentials, microscopic
examinations of hair morpheology. dark-
field examinations and molluscum
smears. A’ number of non-microscopic
procedures were also requested,
including microbiology cultures, serum
glucose and BUN levels, qualitative
drug screens, a variety of serclogic tests,
and miscellaneous tests performed
using hand-heid or elementary
instrumentation.

(ther organizations and professionals
were opposed to adding tests or criteria
to PPM. Two orgarizations suggested
explicit language to limit procedures
included in PPM to specific microscopic
examinations and exclude any testing
that involves automated
instrumentation or bicchemical
reactions.

Fesponse: Tests in PPM are limited to
specific micrescopicexaminations that
are moderately complex procedures and
meet the criteria for PPM. Mast of the
tests named by commenters for addition
to PPM do not meet these established
criteria, However, nasz] smear
examinations for graculocytes, fecal
leukocyte examinations, and qualitative
semen analysis (limited to the presence
or absence of sperm and detection of
motility) do mest the criteria for
inclusion in PPM. They are all moderate
complexity microscopic examinations
that are perfiormed during the course of
a patient examination. Thev are
performed an labile specimens. require
very limited specimen processing and
handling, and controls are not available
to monitor the entire testing process,
Fecal leukocyte examinations and
gualitative semen analyses are actually
forms of wet mount examinations, The
CLIAC recommencded that these three
exarminations be included in PPM, and
HHS agrees with CLIAC that these
procedures meet the PPM criteria. The
other examination that the CLIAC
recommended be added to PPM, the wet
mount examination of expressed
prostatic secretions, is now included in
PPM because it meets the clarifjed
definition of wet mounts in
§493.19(c){1). Tests that the CLIAC
reviewed, and recommended not be
inciuded in PPM. are the Gram stain,
guantitative semen analysis,
histodermatology slides, white blood

AB UPDATE

cell (WBC) differential, and polarization
of synovial fluid for crystals, These
examinations do net meet the criteria
for inclusion in the PPM subcategary.
The quantitative semen anaiysis,
histodermatology slides, and
polarization of synovial finid for
crystals are all high complexity
precedures. Although some Gram stains
and WBC differentials are categorized as
moderate complexity, these
examinaticns do not meet the additional
criteria required for inclusion in PPM.
They are not perfarmed on labile
specimens, and quality control materials
are readily available for Gram stains and
WEC differentials. Both of these
examinaticns are performed on
specimen preparations that must be
stained in order to differentiate and
identify celluiar elemnents. These
staining procedures require multiple,
critical steps. Therefore, HES coneurs
with the CLIAC recornmendations that
these tests not be incijuded in the FPM
subcategory. and has not added these
tests to the list of PPM examinations.

Comment: Several organizations
requested that tests relevant to specific
medical specialties, including
pediatrics, internal medicine, family
practice, rheurnatology. and infecticus
disease, be added to PPM {cr physicians
with appropriate training.

Response: The CLIAC considered a
proposal by HHS to expand PPM to
include additional medical specialty-
specific microscopic examinations
when performed by physicians with
specialty training. The CLIAC
recornmended that PPM not be
expanded to include medical specialty-
specific procedures, due to the difficulty
in establishing a mechanism to assure
adequate training and competency in
performing each of these specialized
procedures. HHS agrees with this
recommendation and we have not
added medical specialty-specific
procedures (o PPM; however,
physicians may continue to perform
these procedures in accordance with the
arplicable requirements for the level of
complexity in which the testis
categorized.

Comment: Cne organization stated
that, in order to contain costs,
physicians skould be able to perform
essential laboratory tests in their offices
without restrictions and recommended
that a free-standing physician category
be established with the range of tests
periormed in each iaberatory based on
the physician’s specialty, training and
experience. The organization indicated
that there should be no specific test list;
any testing other than cytopathology
would be included in this category.
Testing could be performed by the

PAGE 3

ohysician. or by other persennel under
the direction and control of the
physician. Quality control and
proficiency testing would be reguired,
and laboratories would be subject to on-
site inspections if it was suspected that
they were not in compiiance with the
regulations.

Response: The CLIA regulations were
developed in an effort to ensure the
guality of laboratory services in every
testing situation and assure that
accurate and relizble testing is available
to all patients. To do this. minimum
requirements were established for
laboratory testing that, in accordance
with the law, depend on the complexity
of the procedures being performed and
are independent of the testing location.
As test procedures become more
complex, more stringent testing
requirements are imposed. PPM
contains a unique group of microscopic
procedures that are routinely periormed
in the course of a patient examination.
They are tests for which it is difficult to
enforce regulatory requirements because
biolegical controls that monitor the
entire testing process are not readily
available and because the inspection
process would interfere with 2 patient
examinaticn. The PPM subcategory was
established to exempt physicians (and,
as discussed below, mid-level
practitioners and dentists are now
included) from the requirement for
routine inspections if the PPM
procedures are the only tests, in
addition 1o waived tests, that they
perform. Physicians, mid-ievel
practitioners, and dentists are not
prohibited from performing other
laboratory procedures in their offices or
clinics. However, for procedures that
can be regulated through an inspection
process, routine inspections are

. required, since this is one mechanism to

assure that the guality of testing is
maintained.

Changes 10 the Regulations

In this regulation, we have moved the
PPM subcategory, formerly located at
§493.16. to a new § 492.13.

In the list of PFM procedures now
lecated at § 483,18(c), we are changing
the description of wet mounts at
§493.19 {c){1) to clarifv the types of
examinations that are included in this
precedure, Also, to the list of PPM
procedures, we are adding three tests:
nasal smears for granulocytes. fecal
leukocyvte examinations, and qualitative
semen analysis (limited to the presence
or absence of sperm ar:d detection of
motility].

APRIL 28, 1885
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Cther Revisions to the Regulations

Currently, PPM procedures are
subsumed in the category of moderatu
compiexity, with changes made to
moderate complexdity testing
requirements as needed. To aid readers
ia finding requirements pertinent to
their neads, we have created a discrete
subcategory of requirements for PPM
procedures, by breaking out the
requirements for PPM as necessary.

Currently, a iaboratory that meets the
reguirements to perform high or
roderate complexity tests is issued a
“ertificate™. We also have certificates
fur PEM procedures. For clarity, to
distinguish between the generic use of
the word certificate and the type of
certificate issued to a laboratory that
performs tests of moderate or high
complexity, or both, we are changing
“certificate” {for tests of moderate or
high complexity, or botb} to “certificate
vfcompliance.” This is the certificate
that will be issued following the
determination of successful complignes
with the CLIA regulations for testing
that includes moderate and/or high
complexity. Where necessary, we make
revisions concerning each specific
certificate and/or subcategory {including
waived tests). We are changing, as
roguired, references to specific
certificates to refer to “appropriate”
certificates.

We make these technical changes in
the following existing sections and
headings: §§ 493.2, definition of
“eertificate™ under “CLIA certificate™,
+43.3(2)(1); 493.5{a}(2} and (¢} {formerlv
-923.10) 483.20(2) and (b): 493.25(c)
(rormerlv 493.25({d}}): subpart C heading:
393.43 heading and paragraph {a};
+93.45 introductary paragraph and
paragraphs {2)(1), {2} and {3) (the last is
teleted) and (d) and {f]: 493.49: 492.51
heading. introductory paragraph, and
paragraphs {b} and {ck 493.55{a); 493.57
introductory paragraph and
subparagraph {b){1)(i1}; 493.511(h);
493.521{j}: 493.802: 433.838; 493.639{b):
103.643(d): 433.645 heading and
paragraph (c) {redesignated from
paragraph (a)(2)); 483.646{a); 493.64%{u)
and {b): subpart H heading: 493.803{2);
-103.807 heading: subheading preceding
493.821: subpart [ heading; subpart ]
heading: 493.1101. including the
heading: subpart K heading: 493.1201
heading: subpart M heading; subpart P
heading: 493.1701. including heading:
443.1777 heading, introductory
paragraph and peragraphs {a} and (g):
+93.1814(b}{3); 493.1834(b) and
rf2Xiii}; 493.1836(c){2) and (3}; and
193.2001. .

AAB UPDATE

B, Personnel

1. Physician-Performed Microscopy
Procedures

Comment: Approximately 68 percent
of the 2,200 comments received in
response to the regulation establishing
PPM addressed personnel requirements,
especially expansion of the PPM
subeategory io include other health care
practitioners. The comments were
divided between individuals who
suggested expansion of PPM to include
other health care professionals and
those commenters who believed that
PPM should be limited to physicians.
While national Iaboratory organizations
and individual laboratory professionals
commented that PPM should be limited
to phvsicians, professional
organizations representing physicians
and midlevel health care practiticners
stated that PPM should be axpanded to
include other health care providers, We
also received comments requesting that
dentists be included in PPM to allow
them to perform wet mount
cxaminations as part of their denial
evaluations.

Several commenters representing
phvsicians and midlevel health care
practitioners included information and
respended to questions posed in the
preamble to the January 19, 1983,
Federal Register rule creating the PPM
subeategory In that publication, we

- specifically asked commenters to

comment on the type of health care
professionals who usually perform the
PPM tests as part of a physical
examination, how often the tests are
periormed. and the quality, access and
cost implications in establishing the
PPM subcategory :

The commenters who responded tn
these questions stated that depending
on the tvpe of health care setting,
physicians, or quite often nurse
practitioners. nurse midwives, or
physician assistants, perform phvsical
examinations and the laboratory tests
related to these examinations. in some
cases. State laws autherize these ’
midievel practitioners to practice
independently. These commenters
added that. because of the variety of
settings, it is impossible to estimate the
percentage of testing done by each
group of health professionals. However.
they did say that many midlevel
practitioners perform patient
examinations and certain microscopic
tests on a daily basis and in equal or
greater numbers than physicians in
some places. They 2lso said that
midlevel practitioners receive the
training needed to nerform these tests
and the quality of their test results is at
least equivalent te testing performed by
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pnysicians. Commenters indicated that,
in addition to the physicians and the
midievel practitioners listed above
emergency personnel, registered nuorses.
licensed practical nurses, and medical
assistanls perform PPM tests,
Commenters indicated thatalthough the
cost of testing might vary, this was nat
related to who performed the test,
Lastly, the commenters stressed that
the guaiity. cost and acress implications
of not including midlevel practitionars
under the certificate for the PPM
subcategory were extensive, especially
in rura] areas, among low-income
populations, and in other areas wher
there is a shonage of physicians. In
some of these settings, midievel
practitioners are the only available
health care providers. Excluding these
professionals from obtaining 2
cectificate for the PPM subcategory has
substantial cost implications. Since
laboratories that have a certificate for
the PPM subcategory are not subject i1n
fees for routine inspections. the cost of
providing services under the PPM
certificate is lower than undera
certificate of compliancs. If facilities
cannot afford to provide testing under o
certificate of compliance, patient access
to nealth care would be limited.
Hesponse: in considering these
comments, we sought the advice of the
CLIAC. in an effort to provide an
opportunity for public discussion anid
consideration of these issues, we
scheduled two CLIAC meetings on the
PPM subcategory Presentations were:
made by HHS, and the public was
invited to comment and provide
information. The CLIAC recommuentded
that individuals and organizations
representing practitioners seeking to b
inciuded in tne PPM subeategory submit
documentation concerning the specifin
cuurse work and the amount of training
such individuals receive in the
performance of microscopin
examinations. Over 100 individuals und
organizations responded to the request
for information. with many of the
commenters provicing documentation
of speeific training curricula in
microscopic procedures. The CLIAC
asked CDC to evaivate the meterials
subimitted. in reviewing the training
programs of nurse midwives, nurse
practitioners and physician assistanty,
CDT conciuded that these practitioners,
like physicians, perform the procedures
currently included in the PPA!
subcalegory in conjunction with pattent
cvaluations, and the training they
receive in microscopic examinations s
comparabie to that of physicians The
CLIAC considered this information and
recommended that midlevel
practitioners. defined as nur 2
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practitioners, nurse midwives, and
physician assisianis. be incleded in the
PPM subcategory, The CLIAC suggested
that these midlevel practitioners be
permitted to perform PPM procedures
under the supervision of 2 physician or
to functien: independently in Stales that
autherize individual practice.

in view of the CLIAC
recommendation and the CDC
evaluation that nurse raidwives, nurse
practiticners and physician assistants
receive sufficient training to properiy
perform and interpret the micrescopic
examinations currently inciuded in the
PPAM subcategery, we are adding
midleve] practitioners to the PPM
subcategory. We define them in §483.2
as nurse practitioners, nurse midwives
and phvsician assistants, licensed by a
State if such licensing is required.

As a result of the comments received,
we also considered the inclusion of
dentsts in the PPM subcategory. After
evaluating the educaticn and training
that dentists receive in clinical
laboratory procedures, we concluded
that dentists. with either a Doctor of
Denzal Medicine [DDM) or Docter of
Dental Surgery [DDS) degree, are
qualified to perform the examinations in
the PPM subcategory and we are adding
cientists as persons who may perform
PP’M procedures.

Upon evaluation of the education and
training of emergency personnel,
registered nurses, licensed practical
nurses, and medical assistants, we
determined that lhese practitioners du
not receive sufficient training 1o
properly perform and interpret the
microscepic @xaminations currently
included in the PPM subcategory. For
this reascn, we are net adding them as
persons who may perform PPM
procedures,

Changes to the Regulations

To accommeodate the above adcditions,
we are changing the name from
“physician-performed micrescopy
procedures” to “'provider-perfarmed
microscopy procedures.’” .

To be consistent with cther personnel
requirermnents. we are moving the
personnel requirements for the PPM
subcategory. formerly located at
§493.16(e}(2) (§493.16{e)(3) is
redesignated as §493.18{e)(2)), to
subpart M. At §493.1355, we are
specifving the condition requirements
for laboratory director of PPM
precedures, with directer qualification
reguiremnants located al §493.1357 and
director responsibilities at § 493.1359.
To the directer responsibility
requirements, we ara adding the
requirement limiting the number of
laberatories that an individual can
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direct to five, Which wi3 inadvertently
not included in previcus reguiaticns:
currently, directors of laboratories
performing other moderate complexity
testing may only direct five. The
condition requirernents for testing
personeel performing PPM procedures
are now located at §493.1361, while
testing personnel qualificaticns are
located at § 453.1383 and
responsibilities are at §483.1363.

We are also making numesrous
conforming changes to part 433 to
accommodate the revision to include
midlevel practitioners and dentists. We
are revising the following additicnal
sections and headings: §§ 493.2—
definition of “CLIA certificate—
certificate for physician-performed
microscopy procedures” by adding
“dentist” and “‘midievel practitioner”,
and revising "physician" (for
cansistency tec include doctors of

ostecpathy and tc require the physician .

1o be licensed in the State in which the
laboratory is located): 483.20(b):
493.25(c]) (redesignated from 493.25{d)}:
heading for subpart C; 493.43 heading;
493.45(a){2): 493.47; 493.49(a}(3): 493 53
heading and introductery paragraph:
493.G3B: 493.638(b): 493.643(a};
493.648{a); 493.1776 heading and
paragraphs (2) {3) and (4) and (b);
493.1814{t)(3}: 493.1834(b} and
(D{2)(iii): and 493.1836(c) (2) and [3).

2. General Discussion of General
Supervisor and High Complexity
Testing Personnel Comments

Io response to the personnel
requirements contzined in the fipal
regulations published February 28.
1992, we received approximately 55.000
comments from individuals and
organizations, The qualification
requirements for general supervisor and
high compiexity testing personnel
received the most extensive comments.
Approximately 8.000 comments
concerned general supervisor, 14,000
comments related to high complexity
testing personnel and more than 10,000
comments pertained to testing
personnel, with the complaxity of
testing not specified. Some commentens
indicated that the regulations were too
strinaent, while others thought the
requirements were too lenient. Among
the commenters who thought that the
minimum qualifications should be
raised, there was a generzl consensus
that the increase in reguirements should
be prospective and that the regulations
should inciude alternative qualifving
pathways to avoid affecting currently
employed individuals adversely Many
commenters were concerned that the
regulations would eliminate the jobs of
many laberatory employvees who possess
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exlemsive work experience but lack tho
reguisite degree or {urmal laboratory
training. This would particulariv
exacerbate the shonage of qualified
laboratory personnel in ruraland
underserved areas and limit patient
access o testing.

In evaluating the many comments we
sought advice from the CLIAC
concerning whether changes were
needed in the regulations penaining to
general supervisor and high complexity
testing personnel. Many individuals and
prganizations provided detailed
informaticn and suggestions to CLIAC
about the qualificauons that shouid be
required for supervision and
performance of high complexity testing,
The CLIAC recommendea revising the
regulations to recognize currently
emploved individuals who do not meet
the qualifications contained in the final
regulatiens but who have clinical
laboratory training and extensive
laboratory experience.

We acknowledge that extensive
experience can qualify individuals wo
competently perform these functions.
Therefore, in response to the comments
previded to the regulations published
February 28. 1992, and to the CLIAC
advice, and to mitigate the impact of the
repulations on currently employed
people, especially those in rural and
underserved areas, we are making in
this regulation the changes necessary to
provide aliernative gualification
pathways.

We zre revising the general supervisar
(%403.1461) and high complexity testing
porsonne! (§493.1489) requirements 1o
qualify individuals currentiy performing
high complexity testing and those
currentiv employed general suporvisors
if they have the requisite labortory
trzining or experience: recognix: 30-
week U.S. military medical laboratory
training programs and accredited
luboratory training programs: and
establish equivalent requirements for
the associate degree, More specific
comments and responses concerning
revisions to the regulations to erezte
alternative qualifications for general
supervisor and high compiexityv.testing
personnel follow

Ve also are meking conforming cross-
reference changes to §§ 493.1463 and
493.1495

3. Specific Comments and Responses
General Supervisor Qualifications

Comment: Although many
rommenters agreed that the minimum
requirement for general supervisor
should be an associate degree in clinical
laboratory science or medical laberatery
technology. others indicated that the
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requirement should be an associate
degree with area of study not specified.
Some commenters said that
requirements equivalent to the associate
degree should be established. Several
commenters indicated that individuals
having a bacheler of arts or education
degree with a specified number of
science courses should be qualified.

Response: We agree with the
commenters who suggested the
establishment of requirements
equivalent to the assaciate degree with
appropriate study in the sciences
because we believe individuals who
have completed the requisite courses
and training are qualified 1o supervise
high complexity testing, In this
regulation, we are defining the
folloewing as equivalent to the academic
requirements for an associate degree: 60
semester hours, which must include
either 24 semester hours of medical
laboratory technology courses or 24
semester hours of scienca courses that
include six semester hours ef chemistry,
six semester hours of biclogy. and
twelve semester hours of courses in
chemistry, biclogy or medical labaratory
technology, or any combination. In
addition, individuals must have
completed either an accredited clinical
laboratory or medical laboratory training
program (which may be included in the
B0 semester hours specified above) or
three months of documented training in
ezch specialty in which the individual
performs high complexity testing. We
are specifying the equivalent
requirements for the associate depree
under high complexity testing
persannel, which are adopted by cross-
reference to the general supervisor
requirements. Therefore, individuals
who do not have a degree or who have
a bachelor's degree thatisnot in a
science can now qualify as a general
supervisor if they meet the equivalency
requirements for an associate degree and
have at least two additional vears of
laboratory training or experience in high
complexity testing.

Comment: Yiany commeniers
recommended qualifying medical
laboratory technicians without an
associate degree 0 serve as general
supervisor, Some commenters
recommended qualifving individuals,
including certified laboratory assistants,
who received training in an accredited
hospital or approved technical school
training program. Other commenters
recommended qualifying individuals
with military training.

Hesponse: We agree with the
commenters that the regulations should
recognize individuals who were serving
as a general supervisor of high
complexity testing on or before

v

September 1, 1992 {the effective date of
the CLIA personnel regulations) but do
not have an associate degres, or
equivalent, provided they have
completed an accredited clinieal
laboratory training program. We believe
individuals having this training and
experience have the appropriate
gualifications to serve as a general
supervisor. Therefore. we are adding a
prevision o the general supervisor
qualification reguirements to gualify
individuals who, on or before
September 1, 1992, were serving as 2
general supervisor of high complexity
testing. The individual must on or
before April 24, 1695, have completed a
S0-week U.S. military medicaj
laboratorv training program or have
graduated from a medical laboratory ar
clinical laboratory training program
accredited by the Accrediting Bureau of
Health Education Schools, Commission
on Allied Health Education
Accreditation or other organization
approved by HHS. To help assure
equivalency o other qualification
pathways, individuals having this type
of treining are required to have two
additional years of laboratory training or
experience in high complexity testing in
order to qualify as general supervisor
This additional wraining or experience
may be acquired belore or ajter
completing the accredited or U.S.
military medical laboratory training
program.

Cemment. Several commenters
misread the regulations and thought that
individuals qualified under regulations
published March 14, 1930 {35 FR 9578)
E*ere required to obiain an associate

egree.
esponse individuals who qualified
as general supervisors under the
previous Federal reguiations are
qualified under these regulations and
are not required to obtain an associate
degres.
mment: Some commenters
recommended that all laboratory
personnel currently employed as
general supervisors be qualified through
a “grandfather’” provisian.
esponse: We agree with the
cormnmenters and the CLIAC
recommendation that regulations should
inciude provisions to allow curmrently
emploved supervisors who have
pertinent laboratory experience 1o
continue their employment. We are
adding a provision to the general
supervisor requirements to qualify high
school graduates, or equivalent, who, on
or before Seprember 1, 1892, were
serving as a general supervisor and have
at least ten vears of laboratory training
or experience in high complexity
testing, including at least 6 vears of
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supervisory experience in high
cornplexity testing within the last 10
vears because we believe thisamount !
experience is appropriate to gualify
individuals as general supervisors an:}
is commensurate with the generz]
supervisar responsibility requirements.

Comment: A few commenters agres
with the responsibilities for general
supervisor, while a few commenters
disagreed. Most of the commenters who
disagreed with the responsibiiities were
opposed to requiring the general
superviscr to be onsite when high
complexity tests are performed by
personnel who do not have at least an
associate degree. Conversely, many
cernmenters indicated that an
individual with an associate degrew
should be allowed to perform high
complexity testing only when 2
technologist or supervisar is onsite:

HAesponse. In the revised regulation
published in the Federal Register on
January 19, 1553, we changed the
requirement for onsite supervision tu
require 24-haur review of any high
complexity testing performed by
personnel who do not have at a
minimurn an gssociate degree and wer:
performing high complexity testing on
or before January 19, 1992, However, in
the January 19, 1823 regulation. we
retained the onsite supervision
requirement for those high school
graduates, or equivalent, who began
performing high complexity testing afier
fanuary 18, 1953. In this regulation. wn
are not changing the requiremnents for
onsite supervision ar 24-hour review
However. we believe individuals whao
have compieted accredited or 30-week
U.S. military medica] laberatory training
programs or have academic

.qualifications equivalent to the associan

degree are guatified te perform high
complexity testing. Therefure, we are
revising the regulations te gualify as
high complexity testing personne!
individuals having these qualifications.
Individuals who gualify under thesg
new provisions may perform high
complexity testing without onsite
supervision or 24-hour review,

1Ve do not agree with the commenters
that onsite supervision should be
required for high complexity testing
performed by individuals having an
associate degree; such a requirement
would be unnecessarily burdensome
and could exacerbate personnel
shortages and limit patient access to
testing. It should be emphasized that
these are minimum reguirements that
do not restrict laboratories from
establishing their own policies requiring
higher personnel qualifications. In all
cases, the leboratory director is
responsible for ensuring that all testing
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personnel have the necessary education
and training or experience required for
test performance.

Testing Personnel Qualifications (High
Complexity)

Commment: Numerous commenters
helieved an associate degree in
luboratory science or medical laboraterny
technotogy siould be the minimum
education requirement. Several
commenters suggesied recognizing
associate degrees in fields other than
clinical Iaboratory science or medical
laboratory technology, with others
suogesting equivalent requirements be
¢stablished for the associate ¢ .

Hesponse: Currently, the qualification
requirements for high complexity
testing personnei contain provisions
that prospectively require nigh school
graduates to obtain an associate degree.
As mentioned above, in evaluating the
comments received concerning high
complexity testing personnel. we sought
the advice of the CLIAC about the
appropriateness of the qualifications
reguired. The CLIAC recommended that
the associate degree be estzblished as
ke minimum education requirernent
and. in addition. that equivalent
academic requirements be established
for the associate degree. In this
regulation, we are adding a provision to
gualifv individuals who have completed
specific college courses but do not aave
un associate degree or who bave an
ussociate degree that is not in medical
laboratery technology or a laboratory
science. As previousiy mentioned, we
have defined requirements equivalent to
the associate degree (50 semester hours |
thiat must include 24 semester hours of
medical laboratary technelogy courses
ar 24 semester hours of selence courses
that include six semester hours of
chemistry, six semester hours of biology
and twelve semester hours of courses in
chiemistry. biclogy or medical laberatory
tachnology, or any combination):
individuals qualifying under the
equivalency provisions also must have
cempleted either an aceredited clinical
laboratory or medical laboratory training
orogram (which may be included in the
60 semester hours) or three months of
documented training in each specialty
in which the individual periorms high
complexity resting. The laboratery
training may be acquired before. during
or after completing the academic
reguirements.

Comment: Many commenters
recommended recognizing medical
lnhnratory technicians without an
associate degree. Commenters also
recemmended qualifying individuats,
including certified laboratory assistants.
who received training in an accredited
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hospital or technical school training
program. A large number of commenters
suggested gualifving individuals with
military training.

Response: We agree with the
commenters that, in addition to the
revisions made tc the general supervisor
requirements, ravisicns are needed in
the qualification requirements for high
complexity testing personnel 1o
recognize individuals who have
completed a nondegree clinical
laboratory training program and.
therefore. have equivalent training.
Therefore. we are adding to the high
complexity testing personne]
raquiremenis, a prevision to qualify
individuals who, on or before Apri! 24,
1995 have completed a 50-week U.S.
military medical laboratory training
program or have graduated from a
medicat laboratory or clinieal laboratory
treining program accredited by the
Accrediting Bureau of Health Education
Schools. Commission on Allied Health
Education Accreditation cr other
crganization approved by HHS.

Comment: A number of commeniers
recommended that the regulations be
revised to qualify all currently
employed high complexity testing
parsonnel. Other commenters said
currentiv employed high school
graduates. who were trained on the job,
should be allowed 1o continue
pericrming high complexity testing but
only under supervision,

Response: We agree with the CLIAC
recommendation that the regulations
should be revised to alleviate the impact
on currently employed personnel. We
alsc believe that high school graduates
with appropriaie training, who were
verforming high complexity testing on
ot before April 24, 19935 have obtained
sufficient werk experience 10 allow
them to continue performing testing
with supervisory oversight. Therefore.
we are revising the fegulations to aliow
these individuals to continue
performing high complexity testing even
after September 1, 1997 (the current
limit) and do not require that tkey
obtain additional training cor education
However, parfermance of any high
complexity testing by these individuals
must be in accordance with the
supervision requirements discussed
below. '

Comment: A few commenters agreed
with the responsibility requirements for
high complexity testing personnel,
while numerous commenters disagreed.
The majority of the commenters whe
disagreed were opposad to reguiring
onsite supervision when individuals
who do not have an asscciate degrec
periorm high complexity testing.
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Response: As previouslv menticne:l
above under the discussion of
qualifications of the generzl supervisor,
in the regulation published in the
Federal Register on January 19, 1893,
we changed the requirement fcr onsite
supervisien to only reguire 24-hour
review of any high complexaty testing
performed by personnel who do not
have an associate degree and who were
performing high comblexity testing on
or befora january 19, 1993. The onsile
supervision requirement was retained
onlv fer those high school graduates. or
eguivaient, who began pertorming high
complexity testing after january 19,
1993. [n this regulation. we are not
changing the requirements {or onsite
supervision or 24-hour review
However, we believe individuals who
have completed accredited or U.S.
military laboratory training programs or
have gualifications eguivalent to the
associate degree and have approptiate
laboratory training are qualified to
perform high complexity testing withoul
supervision. Therefore. we are revising
the quelification requirements for high
complexity testing personnel to allow
individuals having these quaiifications
to perform high complexity testing
wilhout onsite supervision or 24-hour
roview.

1I1. Other Revisions

VWe zre making the foliowing
lechnical changes in addition to Lhose
discussed above:

e \We are making minor editorial
changes 1o improve clarity and remove
redundancies. This inciudes removing
§5§403.610, 493.614, 493.618. 493.622,
493.626. 493.629, 453.630, £893.631.
113,632, 403.833 and 493.634,

= Wy are revising the definition of
eentificate of registration” in §483.2100
exciude reference to laboratories that ame
exempt from CLIA requirements
begause they are licensed by a HCFA-
approved laboratory iicensure program.
these laboratories are not required 1o
obiain a registration certificate.

e From the definition of "'phvsician”
in §3493.2 we are delsting the phrase “or
cguivaient degree’ as there are no
degrees equivalent to doctor of
medicine, osteopathy or podiatric
medicine.

* To §§493.35(d!(2) and 493.37(b){2)
we are adding a requirement that a
fuboratory seeking a certificate of waiver
must permit unnounced inspections by
HHS ias weil as unannounced) becauss
it was inadvertently omitted frem the
January 19. 1983 rule.

o In §§493.35(d){2Miv).
3073.38(LH2)iv), 483.1776]a}i4) and
483,1776(b)(4}{iv}, we indicate that we
will collect information during
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inspections to determnine the
“appropriateness” of tests, rather than
their “addition. deletion or continued
inclusion™.

* In §493.602 we clarify Federal
validation survey activity 1o include
accredited laboratories and change
“State-exempt” to "CLIA exempt” o
agree with references that were changed
in previous regulations.

» In §§493.638, 492.639, and
493.545(c), we revise the text so that it
mere accurately reflects what costs fees
do and do not cover; for example, they
do cover the cost of categorizing tests.

» Inthe ttle of §493.645 an
paragraph {a) we are changing the word
“licensure’ to “laboratory” and. in
paragraph (a}, *'State-exempt” to “CLIA-
exempt” 1o conform to changes made in
previcus regulations.

IV. Waiver of Delay in Effective Date

We lind good cause to waive the usual
30-day delay in effective date for most
of the revisions. Those persons who
become qualified under the revised
rcgulations are no less qualified now
than they will be in 30 days. Hence, it
serves no purpose to delay our
regulations. Other revisions are very
technical in nature and to delay their
effective date is also unnecessary. Aiso,
under the provisions of the current
reguiations, revisions of the list of PPM
tests may he done outside of 2
rulemaking process through publication
of a Federal Register notice that does
1ot require a 30 day delay. As indicated
earlier, we also will consider comments
received on ths addition of three new
PPM procedures. Therefore, we Bnd
good cause to waive the delay in
cifective date of this rule.

V. Response to Comments

Because of the large number of items
of currespondence we normally recaive
on Federa] Register documents
published for comment, we are not abje
1o acknowiedge 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 subseguent docwment, we will
respond to the comments in the

"preamble to that document.

VI. Collection of Information
.Requirements

The portions of §5493.7, 493.33,
493.28, 493,43, 493.53. 493.535, and
493.57 of this document thal have been
revised contain information collection
and recordkeeping requirernents that arc
subject to review by the Office of
Management and Budget {OMB) under
the Paperwork Reduction At of 1980
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(34 U.5.C. 3501 et seq.). These reporting
and recotdkeeping requirements are not
effective until 2 notice of OMB's
approval is published in the Federal
Register. The information collection
requirements concern the performance
of recordkeeping. The respondernts who
will provide the information inciude
any entity periorming laboratory testing
used for assessment, diagnostic or
treatment purposes, Public reporting
burden for this collection of information
is estimated to be 61 hours per
laboratory per vear.

Organizations and individuals
desiring to submit comments on the
iniormation collection and
recordkeeping requirements should
direct them to the OMB official whose
name appears in the ADDRESSES saction
of this preamkle,

VI Regulatory Impact Statement
Background

We generally prepare 2 regulatory
fexibility analvsis that is consistent
with the Regulatory Flexibility Act
{RFA) (5 U.8.C. 501 through 612} unless
the Secretary certifies that a rule will
not have a significant economic impact
on a substantial number of small
entities. For purposes of the RFA, all
laboratories are considered to be small
entities. Individuails and States are not
included in the definition of a small
2htity,

Also, section 1102(b) of the Act
requires the Secretary to prepare a
reguiatory impact analvsis if a rule may
have a significant impact on the
operaticns of a substantial number of
small rural hospitals. This analysis must
coliform to the provisions of section 604
of the RFA. For purpeses of section
1102(b) of the Act, we define a smali
rural hospitai as a hospital that is
located outside of a Metrapolitan
Statistical Area and has fewer than 50
beds.

General

This rule modifies CLIA regulations
published February 28, 1992 and
january 19, 1993. There ars
approximately 157,060 entities enrolled
under CLIA that may be affected by the
provisions of this rule. The significance
of the effect will vary depending on the
volume and complexity of tests
performed; whether the entity emplovs
midleve} practitioners to perform
provider-perfotmed microscopy (PPM)
procedures; and whether employveas
meet the personnel requirements
contained in the February 28, 1992
regulations. While we cannot estimate
the number of entities that may makn
changes in their laboratory testing

- PAGE 8

practices as a resuit of this rule, we
believe the modificalions o the CLIA
program will benefit the affected entities
in several wavs. This ruie will help 1o
ease implementation of the CLIA
program at no loss 1o public health and
safety by offering aiternative
gualification standards for laberatery
emplovees who would be adversely
affected by the original personnel
requirements. it also increases patient
access to laboratory services, especially
in rural and underserved areas, by
expanding the list of personnel qualified
to conduct certain laboratory tests. In
addition. it reduces the reguiatory
burden for laboratories by enabling
therm to provide an expanded menu of
tests under a PPM certificate without
incurring the cosis 2sscciated with
obtaining a certificate of compliance.

Categorization of Tests

Expanding the list of PEM procedures
may affect a laboratory’'s choice of
certificate. Laboratones with cenificates
for PPM are not subisct 10 costs
associated with the routine inspactions
required under a certificats of
compliance. Therefore, laboratories
holding a certificate of compliance that
change 10 a certificate [or PPM will have
a decrease in compiiance costs and the
number of inspections. Certificate of
waiver [aboratories choosing 1o expand
their test menu to include PPM
procedures and obta:mn a certificate of
FPM will have increased centificate fees.
as well as additional costs inherent in
meeting applicable requirements, such
as personnel and proficiency testing.
The current biennizi fee for a centificate
of waiver is $100. as compared 1o $150
for a certificate for PPM. Although the
cost of obtaining a certificate for PPM is
more than for a certincate of waiver, i1
is less than the cosi assetiated with a
certificate of compliance.

Provider-Performed Microscopy
Procedures

All providers periorming microscopy
exgminations in conjunclion with
patient evaiuations mav he affected by
the axpansion of the subcategorv of
microscopy procedures to include
midlevel health care practitioners and
dentists. Many midlevel practitioners
routinely perform patient examipations
and associated laboratory testing, and in
some States. are autharized ta practicne
independently Because there is such u
wide varietv of settings in which these
services are offered. we cannot quantify
the percentage of tests done by each
tvpe of health professional. However,
there are no data to indicate that the
quality of their tests results s not at
least equivalent to the tests performed

i
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by phyvsicians. Asaresultofthis
expansicn. patient access to care anc
services will increase, pasticularly in
rural and underservad areas where there
are shorages of phvsicians and, as many
commentars pointed cut, midievel
cractitioners are the only health care
providers available.

Personnel Reguirements

As aresult of eur evaluation of the
32.00C comments received cn the
general supervisor and testinig perscnnel
requirements contained in the February
28, 19¢% regulations. and after
consultation with the CLIAC, we are
revising the regulations to rnitigate the
impact of the regulations on currently
emploved individuals. Adding
aitermative qualification standards tc the
genaral supervisar and high complexity
testing personnel requirements enables
currentlv employed individuals with
eguivalient training and experience to
continve to qualify for these positions.
As stated in the impact anaiysis that
accompanied the February 28, 1982
regulations, we recognize that flexdbility
is needed by the laboratery industry to
eficctiveiy take advantage of the
personnel resources available to it, and
it was not ourindention {o
disenfranchise anyone currently
empleoved. By providing eguivalent
gualification standards, we will increase
the availzble pool of qualified laboratory
personnel which will enable
laboratories to meet the certification
requirements without compromising the
hezlth and safety cf patients, We expect
many laboratories tc benefit from this
revision to the regulations, sspecially
those tn rural and underserved areas
who are experiencing persennel
shortages and the resultant limited
patient access to laboratory services,

In accordance with the provisions of
Executive Order 12868, this regulation
was reviewed by the Office of
Mznagement and Budget.

List of Subjecis in 42 CFR Part 493

Grant programé—Health, Health
facilities. Laboratories, Medicaid,
Medicare, Reperting and recordkeeping
reguirements.

42 CFR part 483 is amended as set
forth below:

PART 453—LABORATORY
PROCEDURES

1. The authority citation for part 493
is revised to read as follows:

Authority: Sec. 353 of the Public Health
Service Act. secs. 1102, 1861(2}), the sentence
following 1861(s](11}. 1861({s}{12),
1861(s){12}, 1861(s}{14}. 1861{s)(15). and
1861(s)(18] of the Social Security Azt (42
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U.S.0.263a, 1302, 1395x({e), the sentence
foilowing 1395x(s}(11}, 1395x{s){12}.
1395x(s}(13). 1395x[3}(14). 1395x(s}{15}). and
1395x(s){15)1. .

2. Section £93.2 is aFended by
revising the definition of "CLIA

certificate’” and “‘physician™ and adding

in alphabetical crder definitions of
“Dentist” and “Midlevel practitioner”

‘to read as follows:

54583.2 Definitions.
L3 * = - -

CLIA certificate means anv of the
foliowing types of certificates issued by
HCFA orits agent:

(1) Certificate of compliance means a

certificate issued ¢ a laboratory after an

Dentist means a doctor of dental
medicine or doctor of denial surgery
licensed by the Siate 1o practice
dentistry within the State in which the
laboralory is iocated.

. . . . .

Midlevel practitioner means & urse
midwife. nurse practitioner. or
phvsician assistani. licensed by the
State within which the individual
practices. if such licensing is required in
the State in which the laboratory is
located.

” x - L L4 .

Phyvsician means an individual with 2
doctor of medicine. doctar of
osteopathy, or doctor of pediatric

inspection that finds the laboratory to be medicine degree who is licensed by the

in compliance with all apelicable
condition level requirements, or
reissued beiore the expiration date,
pending an appeal, in accordance with
§ 453.49, when an inspection has found
the laboratory 1o be ocut of compitance
with one or more condition level
requirements.

(2) Certificate for provider-performed
microscopy (PPM] procedures means a
certificate issued or reissued before the
expiration date, pending an appeal, in
accordance with §453.47,t0a
laboratory in which a physician.
midlevel practitioner or dentist
performs no tests other than PPM
procedures and. if desired. waived tests
listed in § 493.15(c).

{3) Certificate of acereditation means
a certificate issued on the basis of the
laboratery's accreditation by an
accreditation crganizaticn approvad by
HCFA (indicating that the laboratory is
deemed to meet applicable CLIA
reguirements} cr reissued belore the
expiration date, pending an appeal. in
accordance with §493.51, when a
validation or complaint survey has

found the laboratory to be noncompliant

with one or moere CLIA conditions.

{4) Certificate of registration or
registration certificate means a
certificate issued or reissued before the
expiration date, pending an appeal. in
accordance with § 492.45, that enabies
the entity to conduct moderate or high
complexity laberatory testing or botn
until the entity is deterrnined to be in
compliance through a survev by HCFA
orits agent; or in accordance with
§ 493.57 to an entity that is accredited
by an approved accreditation
organization.

5) Certificate of waiver means a
certificate issued cor reissued before the
expiration date. pending an appeal. in
accordance with §493.37, toa
laboratory to perform cnly the waived
tests listed at §493.15{c).

L] » = L *x
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State to practice medicine, ostecpathy.
or pediatry within the State in which
the laboratory is located.

* * - z T

3.In §493.3. the introgduciory toxt of
paragraph (2) is republished and
paragraph (a}(1) is revised to read as
follows:

£453.3 Appiicability.

(2} Basic rule. Except as specified in
paragraph (b) of this section. a
laboratory will be cited as out of
compliance with sectiorz 353 of the
Public Health Sarvice Act unless it—

{1) Has a current, unreveked or
unsuspended certificate of waiver,
registratiofl certificate, certificate of
compliance, certificate for PPM
procedures, or certificate of
zcereditation issued by HHS applicable
1o the category of examinations or
procecdures performed by the laboratery:
or
' 4, Anow §483.5 {sadded to read as
follows:

§493.5 Categories of tests by complexity.

(2} Laboratory tests are categorized as
ong of the following:

(1) Waived tests.

(2] Tests of moderate complexity,
including the subcategory of PPM
procedures.

(3) Tests of high complexity.

{b) A laboratory may perform only
waived tests, oniy tests of moderats
complexity, cnly PPM procedures, only
tests of high complexdty or anv
combination of these tests.

(¢} Each labarzatory must be either
CLIA.2xempt or possess one of the
following CLIA certificates, &s defined
in §493.2:

(1) Certificate of registration or
registration certificate,

(2) Certificate of waiver.

{3) CertiBicate for PPM procedures.

{4) Certificate of compliance.
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[3) Certificate of accreditation.’

549310 [Removed]
5. Section 493.10 is removed.

§193.16 {Redesignated as §433.15]

6. Section 483.18 is redesignated as
§493.19 end is revised 1o read as
follows:

§493.19  Provider-pariormed microscopy
(PPM;} proceduras.

{a} Requirement. To be categerized as
a PPM procedure. the procedurs must
meet the criteria specified in paragraph
(b} of this section. ' i

(b} Criteria. Procedures must meet the
iollowing specifications:

{1) Tke examination must be
personaily performed by one of the
following practitioners:

{{) A pbvsician during the patent’s
visit on a specimen obtained from his or
her own patient or from a patient of 2
group medical practics of which the
phvsician is a mmember or an employves.

(i) A midleve] practitioner, under the
supervision of 2 physician orin

independent practice only if authorized ~

by the State, during the patient’s visit on
a specimen obtained from his or her
own patient or from a patient of a clinic.
group medical practice, or other health
care provider of which the midlevel
practitioner is a member or an
employee.

{iii) A dentist during the patient’s
visit on.a specimen obtained from his or
her own patient or fom a patient of a
group dental practice of which the
dentist is a member or an employee.

(2) The procedure must be categorized
as moderatelv complex,

(3} The primary instrument for
performing the test is the microscope,
limited to bright-field or phase-contrast
microscopy. o

{3) The specimen is labile or delay in
performing the test could compromise
the accuracy of the test result.

{3} Control materials are not available
tc monitor the entire testing process.

{6) Limited specimen handling or
processing is required.

(c) Provider-performed microscopy
{PPM} examinations. A laboratory may
qualify to perform tests under this
section if it restricts PPM examinalions
to one or maore of the following
procedures for additional procedurss
added to this list as provided under
paragraph {d) of this section), waived
tests and no others:

{1) All direct wet mount preparations
for the presence or absence of bacteria,
fungi. parasites, and human cellular
elements. ]

{2) All potassium bydroxide (KOH)
preparations.
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(3) Pinworm examinations.

(4} remtests.”

{5) Pest-coital direct, qualitative
examinations of vaginal or cervical
mucous. -

(8) Urine sedimen! exarninations.

{7) Masal smears for granuiocytes.

-{8) Fecel leukocyte examinations.

{9} Qualitative semen analysis
{iimiied to the presence or absence of
sperm and detection of motility).

{d) Revisions to criteria and the list of
PPM procedures.

-~ -1} The CLIAC conducts reviews upon

HHS' recuest and recommends to HHS
revisions to the criteria for
cateporization of procedures.

(2) HHS determines whether a
laboratory procedure meets the criteria
listed under paragraph (b} of this section
for a PPM procedure, Revisions te tha
list of PPM procedures proposed by
HES are published in the Federal
Register as a notice with an opportunity

for public comment.

(e) Laboratory requirements.
Laboratories eligible to periorm PPM
examinations must—

{1) Meet the applicable requirements
in subpart C or subpart I, and subparts
F.H.]. K, M, and P of this part.

(2]} Be subject to inspection as
specified under subpart Q of this part,

7. Section $93.20 is revised to read as
follows:

§492.20 Lsboratories performing tasts of
moderate complaxity.

{a} A laboratory may gualify for a
certificate to perform tests of moderate
compiexity provided that it restricts its
test periormance to waived tests or
examinations and one or more tests or
examinations meeting criteria for tests
of moderate complexity including the

" sDbcategory of PPM procedures.

(L) A laboratory that periorms tests or
examinations of moderate complexity
must meet the applicable requirements
in subpart C or subpatt D, and sybpans
F.H.J. K. M, P, and Q of this pant,
Under a registration certilicale or
certificate of compliance, laboratories
2lso periorming PPM procedures most
meet the inspection requirements at
§483.1777.

(c) If the laboratory alse performs
waived tests, compliancs with subparts
H, . K. M. and P of this part isnat
applicable to the waived tests, However,
the laboratory must comply with the
requirements in §§ 493.15{e) and
%93.1775.

8. In §493.25, paragraphs (¢} and (d)
are redesignated as {d) ard (c).
respectively, and paragraphs (b}, (c) and
fd) are revised to read as follows:

—=———PAGE 10

§393.25 Laboratones performing esis of
tugh combiaxity.
L] - - L] L]

(b} A iacoratory performmng one or
more teses of hign complexity must mest
te applicabie requirements of subpant C
or suppart D, and subparts F, H. ] K. M,
¥, and Q of this part.

(¢} If the laboratorv also performs tests
of moderate compiexity, the epplicable
requirements of subparts H, [ K, M, P..
and Q of this part must be met. Under

- a registratton certificate or certificate of

compliance, PPM procedures must meet
the inspection recuirements at
§£493.1777.

{d) If the laboratory aisoc periorms
waived tests, the requirements of
subparts H, L. K, M, and P are not
applicabie 10 the waived tests. However,
the laboratory must comply with the
requirements in §5§493.15{e) and
483.17735.

3, In §493.35, paragraphs (a) and {d)
are revised to read as follows:

§4583.35 Application {or a certificata of
waiver.

{a) Filing of application. Except as
specified in paragraph (b) of this
section, a laboratory performing only
one or more waived tests listed in
§492.15 must {ile a separate application
for each laboratory location.

L] - " - -

{d} Access requirements. Laborataries
that perform one or more waived tests
listed in §4932.15(c) and no other tests
must rneet the following conditions:

{1) Make records available and submit
reports to HHS as HHS may reasonably
require to determina compliance with
this section and § 493.15(e);

{2} Agree to permit announced and
unannounced inspections by HHS in
accordance with subpari { of this pant
under the following circumstances:

(i} When HHS has substantive reason
to believe that the laberatory is being
operated in 2 manner that constitutes an
imminent and serious risk to human
health.

(ii) To evaluate complaints from the
public.

{1ii) On a random basis to determine
whether the laberatory is performing
lesis not listed in § 453.15.

{iv) To collect information regarding
the appropriateness of waiver of tests
listed in §483.15.

* - - - [ ]

10. In §493.37, the introductory test
of paragraph (b} is republished and
paragraphs {b}(2} and {g) are revised to
read as foilows:

§493.37 Requirzments for a certiticale of
waiver. .

- - L L3 *
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b (b} Laboratories issued a certificate of
waver— -
- - - - *

{2) Mus: permit announced or
unzanounced inspectiens by HHS in
accordance with subpant Q of this part.

(g} A laboratery with a certificate of
waiver that wishes o perform
exarminations or tests not listed in the
waiver test category rust meet the
reguirements set farth in subfxan Cor
subparnt D of this part, as applicable.

11, In §4923.39. the intreductory
paragraph is republished and paragraph
(a} is revised to read as follows:

$483.39 Notification requirements for
iaberatories issued a certificate of waiver,

Laboratories performing one or mors
tests listed in § 493.15 and no cthers
must notify HHS or its designee—

(2] Before periorming and reporting
resuits for any test or examination that
is not specified under § 463.15 for
which the laboratory does not have the
appropriate certificate as required in
subpan Corsubpan D of this part, as
appiicable; and
” - L 4 - -

12. The heading of subpart Cis
ravised to read as follows:

Subpart C—Registration Certificate,
Certificate for Provider-performed
Microscopy Procedures, and
Certificate of Compliance

13. In §493.43, the heading and
paragraph (a) are revised to read as
foliows:

§433.43 Appilcation for registration
cenificate, centifizate for providers
periormed microscepy (PPM) proceduras,
and certificate of compliance.

{2) Fiiing of applicciion. Excapt as
specified in paragraph (b} of this
section, all laboratories performing tests
of Moderate complexity (inciuding the
subcategory} or high complexity, or any
combirnation of these tests, must file a
separate application for each laboratory
iocation.

* L] o L] *

13. In §493.45. a new introductory
paregraph is added, the introductery
paragraph {a) is republished, paragraph
f2)(3) is removed, and paragraphs {a}(1).
(a}(2}. (d). and () are revised to read as
folliows:

§492.45 Requirements for a registration
cerificate.

Lzboratories performing only waived
tesis, PPM procedures. orany
combination of these tests, are net
required to obtain a registration
certificate.

sAB UPDATE

{a) A registratien certiBcare is
required—{1} Initiaily for all
laboratories cerforming test procedures
of moderate complexity {pther than ths
subcategory of PPM procedures) or high
complexity, or both: and

{2) For all laboratories that have beer,
issued a certificate of waiver or
certificate for PPM procedures that
intend to perform tests of moderate o
high complexity, or both. in addition to
those tests listed in §493.15{c) or
specified a5 PPM procedures.

Ll " = * -

(d} In accordance with subpart R of
this part, HHS will initiate suspension
or revocation of a laboratory's
registration certificate and will deny the
laboratory’s application for a certificate
of compliance for failure to comnply with
the requirements set forth in this
subpart. HHS may also impose certain

- alternative sanctions. In addition,

failure to meet the requirements of this
subpart will result in suspension of
payvments under Medicare and Medicaid
as specified in subpart R of this part,

* * - - -

(f) In the event of 2 noncompliance
determination resulting in an HHS
denial of  laboratory's certificate of
compliance application, HHS will
provide the laboratery with a statement
of grounds on which the noncompliance
determination is based and offeran
sppcrtunity for appezl as provided in
subpart R,

15. In §493.47, the heading,
paragraph (2}, the introductery text of
paragraphs (b) and {c}, paragraph (g){2).
and paragraphs (d) and (e) are revised 1o
read as {ollows:

§493.47 Reguirements for a certificate for
provider-performed microscepy (PPN}
procegures.

(a) A certificate for PPM procedures is
requiretd—

(1) Initially for all laborataries
performing test procedures specified as
PPM procedures: and

(2} For ali certificate of waiver
iaboratories that intend to perform only
test procedures specified as PPM
procedures in addition to those tests
listed in §483.15(c).

(b) HHS will issue a certificate for
PPM procedures if the laboratory—

* L3 = = *

(c) Laboratories issued a certificate for
PPM procedures are subject to—

L x L - -

[2) The applicable requirements of
this subpart and subparts H, J. K. M, and
P of this part: and

- - = *
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(d} in zccordanee with subparm R of
this part, HHS will initiate suspensior.
lirnitation, or revocation of a
laboratory’s certificate for PPM
procecdures for failure to comply with
the applicable requirements set forth in
this subpart. HHS may also impose
cerizin alternative sanctions. In
addition, faiiure to meet the
requirements of this subpart may resul:
in suspensicn of all or part of payments
under Medicare and Medicaid, as
specified in subpart R of this part.

(e) A certificate for PPM procedures is
valid fer a pericd of no more than 2
years.

18. Sectior 493.48 is revised to fead
as follows:

§493.43 Requirements for a certificate of
compliance,

A certificate of compliance may
include any combination of tests
categorized as high complexity or
moderate compiexity or listed in
§483.15(c) as waived tests. Moderatr
comelexity tests may include those
specified a5 PPM precedures,

(a) HES will issue a certificate of
cempliance to a laboratory only if the
laboratory—

{1) Meets the requirements of
§%492.43 and 493.45;

{2) Remits the certificate fee specifind
in subpart F of this part; and

{3) Mests the applicable requirements
of this subpart and subparts H, J. K, M.
P, and Q of this part.

{b) Laboratories issued a certificate of
compliance—

(1) Are subject to the notification
requirernents of § 483.51; and

{2} Must permit announced or
unannounced inspections by EHS in
acrordance with subpart Q of this pari—

(i} To datermine compliance with the
apolicable requirements of this par:

{ii) To evaiuate complaints;

(iii}) When HHS has substantive
reason to beileve that tests are being
performed. ar the laboratory is being
operated in a manner that constitutes an
imminent and serjous risk to human
health: and

{iv] To collect information regarding
the appropriateness of tests listed in
§493.15 or tests categorized as moderate
cemplexty (including the subcategory)
or high complexity,

(c) Failure to comply with the
requirements of this subpart will result
in—

(1} Suspension, ravocation or
limitation of a laboratory's certificate of
compliance in accordance wilh subpart
K of this part; and

(2} Suspension or denial of payments
under Medicare and Medicaid in
accordance with subpart R of this part.
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(d) A certificate of compliance issued
under this subparn is vaiid for no more
than 2 years.

{e) In the event of a noncompliance
delermnination resulting in an HHS
action to revoke, suspend or limit the
laboratery's cortificate of compliance,
HHS will— .-

(1} Provide the laboratory with a
staterment of grounds on which the
determination of noncompliance is
based: and

(2) Offer an opporiunity for appeai as
provided in subpart R of this part. I the
laboratory requests a hearing within 60
days of the notce of sanctian, it retains
its certificate of cornpliance or reissued
certificate of compliance untila
decision is made by an administrative
inw judge {AL]j as provided in subpart
R of this part, except when HHS finds
that conditions at the laboratory pose an
imminent and serious risk to human
health or when the criteria at
§.93.1840(a) (4) and (3] are met.

{I} For laboratorias receiving payment
from the Medicare or Medicaid program,
such pavments will be suspended on
1he effective date specified in the notice
1o the laboratory of a noncempliance
determination even if there has been no
zppeals decision issued.

{2] A laboratory seeking to renew its
certificate of compliance must—

{1) Complete and return the renewal
application toa HHS 9 to 12 months prior
{o the expiration of the certificate of
compliance; and

(2] Meet the requirernents of §493.43
and paragraphs (a}{2) and (B){2) of this
section.

(h} If HHS determines that the
appiicetion for tne renewal of a
cartificate of compliance must be denied
or limited, HHS will notify the
laboratory in writing of the—

(1) Besis for denial of the application;
and

(2) Opportunity for appeal as
provided in subpart R of this part.

(i} f the laboratory reguests a hearing
within the time period specified by
HHS. the laboratery retains its
certificate of cornpliance or reissued
certificate of compliance until a
decision is made by an AL] as provided
in subpart R, except when HHS finds
that conditions at the laboratery pose an
imminent and serious risk to human
health.

(j} For laboratories receiving payment
from the Medicare or Medicaid program,
such payments will be suspended on
the effective date specified in the notice
to the labomatory of nonrenewal of the
certificate of compliance even if there
has been no appeals decision issued.

17. In §453.51, the introductory
paragraph of paragraph (a) is

AAB UPDATE

republished and the heading, the
section’s introductory paragraph and
paragraphs {a}{5), (b} and {c} are revised
to read as follows:

§493.51 Notification requirsments for
labeoratories issued a certiflcate of
compiiance.

Laboratories issued a certificate of
campliance must meet the foilowing
conditions:

{1) Notify HHS or its designee within
30 davs of any change in— - — -

* ] - » -

(5] Technical supervisor (laboratories
performing high complexity only).

(b} MNotify HHS no later than 6 months
after performing any test or examination
within a specialty or subspecialty area
that is not included on the laboratory's
certificate of compliance, so that
compliance with requirements can be
determined.

(c) Notify HHS no later than 6 mopths
after any deletions or changes in test
methodologies for any test or
examination included in a speciaity ar
subspecialty, or both, for which the
laboratory has been issued a certificate
of compliance.

18. In §493.53, the heading, the
introductory paragraph, and paragraph
(a} are revised 1o read as follows:

§493.53 Notification requiremants for
laboratories issued a cantificate’for
provider-performad micrascopy (PPM)
procedures, ’

Laboratories issued a certificate for
PPM procedures must notify HHS orits
designee—

(a) Before performing and reporting
results for any test of moderate ar high
complexity, or both, in addidon to tests
specified as PPM procedures or any test
orexamination that is not specified
under § 493.13(¢), for which it doesnot
have a registration certificate as requirad
in subpar C or subpart D, as applicable,
of this part; and

. - ] 4 »

19. The introductory text of
§493.55(a) is revised 10 read as follows:

§493.55 Applicstion for registration
certificate and certificate of acersdilation.

(a) Filing of application. A laboratory
may be issued a certificate of
accreditation in lien of the applicable
certificate specified in subpart B or
subpart C of this part provided the
laboratory— SRR

L » * . x>

20. In §493.57, the introductory
paregraph and paragraph (b] are revised
to read as follows:
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§493.57 Requirements {ora regisTabon
ceriificate.

A registration cerdficate is required
for all laborateries seeking a certificate
of accreditation, uniess the laboratory
holds 2 valid certificate of compliance
issued bv HHS.

=y L] - - -

[b)(1} The laboratory must provicde
HHS with procf of zeereditation by an
approved acreditatioz program—

{i) Within 11 months of issuance cf
the registration certificate; or

(ii) Pricr to toe expiration of the
certificate of cormpiiance.

(2} 1f such proo! of accreditation is not
supplied withir tais imeframe. the
laboratory must mes!, or continue to
meet, the requirements of § $93.45.

x L LJ L] L]

21. In §493.511, paragraph (h} is
revised to read as follows:

§493.511 Removal of deeming authorty
and finsl deternination raview.

s - - - ]

(h} After HCFA withdraws approval of
an acereditation organization’s deeming
authority. the certificates of
accreditation of all affected laborataries
continue in effect for 80 davys afier the
laboratory receives notification of the
withdrawal of approval. HCFA mayv
extend the period jor ann additional 60
days for a laborstory if it determines (
that the laboratorv submitted an
application for inspection to another
approved accreditation organization or
an application for the appropriate
ceriificate to HCFA. the Stats agency, or
other HCFA agen: beiore the inutial 60-
day period ends.

22, Paragraph {j) of § 483.521 is
revised to read as foliows:

§483.521 Removal of CLIA examption and
final detarmination review.

- - » * »

(i} After HCFA withdraws appraval of
a State laboratory licensure program, the
exempt status of licensed or approved
laboratories In the State continues in
effect for 60 days after the laborators
receives notification {romn the State of
the withdrawal of HCFA's approval of
the program. HCFA may extend this
period for an additicnal 80 days fora
laboratory if it determines that the

. laboratory submitted an application for

accreditation to an approved
accreditation organization oran
application to HCFA for the appropriate
cestificate before the initial 6G-day
period ends.
L] x - - »

23, Section 493.602 is revised (o read
as follows:

N
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§493.602 Scopeofsubpart

This subpart sets {orth the
methodology for determining the
amount of tne fees for issuing the
appropriate certificate, and for
determining compliance with the
anoiicable standards of the Public’
Health Service Act (the PHS Act) and
the Federal validation of accredited
labsratories and of CLIA-exempt
iaboratories.

§5453.510, 452.614, 453,618, 483.622,
493.6256, 453.529, 493,630, 453.631,483.632,
482.633 and 423,634 [Removed]

24. Sections 493.610, 493.614,
443.518.493.622, 493.626. 493.629,
«3.630, 493.531, 493.622, 493.633 and
393.634 are removed.

25. Section 493.638 is revised to reac
as follows:

§453.638 Certificata fees.

{2} Basic rule. Laberatories must pa)
a fee for the issuance of a registration
certificaté, certificate for PPM
vrocedures, certificate of waiver,
cenificate of acereditation. ora
certificate of compliance. as applicable.
Luboratories must also pay a fee to
reapply for a certificate for PPM
procedures, certificate of waiver.
certificate of accreditation. ara
certificate of compliance. The total of
fees coliected by HHS under the
laboratory program must be sufficient to
cover the general costs of administering
the laberatory certification program
under section 333 of the PHS Act.

{1} Fer registration certificates and
certificates of compliance, the costs
inciude issuing the certificates.
cuilecting the fees, evaluating and
monitoring proficiency testing
programs, evaluanno which prccedures.
tests or examinations meet the criteri
for inclusion in the eppropriate
compiexity categerv, and implemeanting
section 353 of the PHS Act,

{2) For a certificate of waliver. the
costs include issuing the centificate.
collecting the fees, determining if a
certificate of waiver should be issued.
evialuating which tests qualify for
inclusion in the waived category. and
other direct administrative costs.

{3) For a certificate for PPM ~
procedures, the costs include issuing
the certificate, collecting the fecs.
determining if a certificate for PEM
vrocedurses should be issued, evaluating
which procedures meet the criteria for
izciusion in the subcategery of PPM
procodures, and cther direct
utiministrative costs.

{4) For a certificate of accreditation,
the costs include issuing the certificate.
collecting the fees. evaluating the
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prograrns of acerediting beodies. and
other direct administrative costs.

(&) Fee amount. The fee amount is set
annually by HHS on a calendar vear
basis and is based cn the category of test
complexity. or on the category of test
complexity and schedulies or ranges of
annual laberatory test volume
{excluding waived t2sts and tests
performed for quality control, quality
assurance, gnd preficiency testing
purposes) and specialties tested. with
the amounts of the fess in each scheduiz
being a fancrion of the costs for all
aspects of general administration of
CL1A as set forth in §493.549 (b} and
(c). This fee is assessed and payable at
jeast biennially. The methodology used
1o determine the amount of the fee is
found in § 493.54%. The amount of the
fee applicable to the issuance of the
registration certificate or the issuance or
renewal of the certificate for PPM
crecedures. certificate of waiver,
certificate of accraditation, or certificain
of compliance is the amount in effect at
the time the application is received.
Upon receipt of an application fera
certificate. HHS or its designee notifies
the laboratecry of the amount of the
required fee for the requested certificate.

26. Section 493.639(b) is revised to
read as follows:

§4893.533 Fee for revised certificate,

= - L] *= *

(b) A laboratory must pay a fee to
cover the cost of issuing a revised
certificate in any of the following
circumstances:

(1) The fee for {ssuing an appropriate
revised certificate is based on the cost
10 issue the revised certificate to the
laboratory as foilows:

{1} I a laboratory with a centificate of
waiver wishes to perform tests in
addition to those hsted in §493.158(c)as
waived tests. it must, as set forth in

£493.638, pay an additonal fee for the
aupropnale certificate to cover the
additional testing.

{ii) If a laboratory with a cemhcate for
PP procedures wishes to perform tests
in addition to those speciiied as PPM
procedures or listed in § 493.15{c] as
waived tests. it must. as set forth in
§493.638. pav an additionel] fee for the
appropriate certificate to cover the
additional testing.

(2) A laboratory must pay a fee to
cover the cost of issuing a revised
certificate when—

(i) A laboratery changes its name.-
location. or its directory or

(i) A laboratory deletes servicesor
wishes to add services and reguests that
its certificate be changed. (An additionel
fee iy also required under §493.643{d) if
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il is necessaty 1o determine compliance
with additional reguirements.)

27.In & 493.643. paragraphs (a) and
{d} aze revised 1o read as follows:

§483.843 Fee for determination of
program comphkance.

(2} Fee reguirement. In addition to the
fee reguired under § 493.638. 2
laberatory subject to Toutine inspactions
must pay & fee to cover the cost of
determining program comgpliance.
Laboratcries issued a certificate for PPA!
procedures. certificate of waiver. orz
certificate of accreditation are not
subiect to this fee for routine
inspections.

r - L3 - L ]

(d) Additional fees. (1) If aftera
certificate of compliance is issued. =
laberatory adds services and requests
that its certificate be upgraded, the
laberatory must pay an additicnal fee if,
in order (o determine compliance with
additicnal requirerments, it is necessary
10 conduct an inspection. evaluate
personnel. or monitor proficiency
testing performance. The additonal fee
is based on the actual resources and
time necessary to perform the activities.
HHS revokes the laboratory's certificate
for fuilure to pay the compliance
determination fee.

(2} If it is necessary to conduct a
complaint investigation, impose
sznctions. or conduct a hearing. HHS
assesses the laboratory holding a
certificate of compliance a fee to cover
the cost of these activities. f a
complaint investigation results in a
complaint being unsubstantiated. or if
an HFHS adverse action is overturncd a!
the conclusion of the administrative
appeals process. the government's cosis
of these activiiies are not imposud upen
the laboratary. Costs for these activites
are based on the actual resources and
time necessary to perform the activities
and are not assessed until alter the
lzbzoratory concedes the existence of
deficiencies or an AL) rules in favor of
HHS, HHS revokes the laboratory's
certificate of compliance for failure o
pay the assessed costs.

28. Section 483, 543 is revised te read
us follows:

§4%53.645 Additional tee(s) applicable 1o
approved State taboratory pregrams and
laboratories issued a certificata of
accraditation, certilicate of waiver, er
carificate for PPM proceduras.

{a} Approved State laberstory
programs. State laboratory progranis
approved by HHS are assessed a jee for
the following:

{1} Costs of Federal inspections of
lubroratories in that State (that is. CLIA-
pxempt laboratories) to verify that
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standards are being enforced in an
appropriate manner.

(2) Costs incurred for investigations of
complaints against the State's CLIA-
exempt laboratories if the complaint is
substantiated.

{3) Costs of the State's prorata share
of general overhead 1o deveiop and
implement CLIA.

(b) Accredited Jgboratories. (1) In
addition to the certificate fee, a
laboratery that is issued a certificate of
accreditation is also assessed a fee to
cover the cost of evaluating individual
laboratories to determine averall
whether an accreditation organization's
standards and inspection policies are
eguivalent to the Federal program. All
accredited laboratories share in the cost
of these inspections. These costs are the
same as those that are incurred when
inspecting nonaccredited laboratories.

(2)Ifa ?aborator_v issued a certificate
of accreditation has been inspected and
followup visits are necessary because of
identified deficiencies, HHS assesses
the laboratory a fee to cover the cost of
these visits. The fze is based on the
actual resources and time necessary to
perform the followup visits. HHS
revokes the laboratory's certificate of
accreditation for failure to pay the
assessed fee.

{c) If, in the case of a laboratory that
has been issued a certificate of
accreditation, centificate of waiver, or
certificate for PPM procedures, it is
necessary to conduct a complaint
investigation, impose sanctions. or
conduct a hearing, HHS assesses that
laboratory a fee to cover the cost of these
activities, Costs are based on the actual
resources and time necessary to perform
the activities and are not assessed until
after the laboratory concedes the
existence of deficiencies or an ALJ rules
in faver of HHS. HHS revokes the
iaboratory’'s certificate for failure to pay
the assessed costs. If 2 complaint
investigation results in a complaint
being unsubstantiated, or if an HHS
adverse action is overturned at the
conclusion of the administrative appeals
process, the costs of these activities are
not imposed upon the labaratary.

29. Section 453.646(a) is revised to
read as follows:

5493.646 Paymentof faes.

{a) Except for CLiA-exempt
laboratories, all laboratories are notified
in writing by HHS or its designee of the
appropriate fee(s) and instructions for
submitting the fee(s), inciuding the due
date for pavment and where to make
pavment. The appropriate certificate is
not issued until the applicable fees have
been paid.

L] [y - - -

30, In § 493.649, paragrapn {a}) and the
introductory paragraph of paragraph (b)
are revised toread as follows:

§5493.64% Methodology for datermining fee
amount

(a} General rule. The amount of the
fee in each schedule for compliance
determination inspections is based on
the average hourly rate {which includes
the costs to perform the required
activities and necessary administration
costs) multiplied by the average number
of hours required or, if activities are
performed bv more than one of the
entities listed in paragraph {bj of this
section, the sum of the products of the
applicable hourly rates multiplied by
the average number of hours required by
the entity to perform the activity. The
fee for issuance of the registration
certificate or certificate of compiiance is
based on the laboratory's scope and
volume oftesting.

{b) Determining average houtrly rates
used in fee schedules. Three different
entities perform activities related to the
issuance or reissuance of any certificate.
HHS determines the average hourly
rates for the activities of each of these
entities.

- L] * * =

31. The heading of subpart H is
revised 10 read as follows:

Subpart H—Participation in Preficiency
Testing for Laberatories Performing
Tests of Moderate Complexity
(inctuding the Subcategory), High
Complexity, or Any Combination of
These Tests

32. Section 493.803{a} is revised to
read as follows:

§483.802 Condition: Successiyl
participation.

{z) Each laboratory performing tests of
moderate complexity (including the
subcategory} and/or high complexity
must successfully participatein a
proficiency testing program approved by
HCFA, if applicable. as described in
subpart 1 of this part for each specialty,
subspecialty, and analvte or test in
which the laboratory is certified under
CLIA.

* > - L] L]

33. The heading of §493.807 is
revised to read as {ollows:

§493.807 Condition: Reinstatement of
laboratories performing tasts of moderate
complexity (including the subcategory),
high complexity, or any combination of
these tests, after failure to participate
succassfully.

» L = [ "
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34. The undesignaied center heading
immediately preceding §493.821 is
revised to read es follows:

Proficiency Testing by Specialty and
Subspecialty for Laboratories
Performing Tests of Moderate
Complexity {Including the
Subcategery), High Complexity, or Any
Combination of These Tests

35. The heading to subpart 1 is revised
to read as follows:

Subpart i—Proflciency Testing
Programs for Tests of Moderate
Compiexity (Including the
Subcategory), High Complexity, or Any
Combination of These Tests”

356. The heading for subpartj is
revised to read as follows:

Subpant J—Patient Tast Management
{or Moderate Complexity (Including the
Subeatagory), High Complexity, or Any
Combination of These Tests

37. Section 483.1101 is revised to read
as Iollows:

§483.4101 Condition; Patient test
managament; moderate complexity
{including the subcategery), or high
compiexity testing, or any combination of
these tasts,

Each laboratory performing roderate {
complexity [including the subcategory) -
or high complexity testing, or any
combination of these tests, must employ
and maintain a svstem that provides for
proper patient preparation; proper
specimen colleciion. identification,
preservation, ransportation. and
processing: and accurate result
reporting. This svstem must assure
optimum patient specimen integrity and
positive identification throughout the
preanaivtic {pre-testing), analvtic
{testing). and pestanalytic {post-testing)

processes and must mee! the standards

as they apply to the testing performed.

38, The heading 10 subpart K is
revised to read as follows:

Subpart K=-Quality Control for Tests
of Moderate Complexity {including the
Subcategory), High Complaxity, or Any
Combination of These Tests

39, The heading to § 493.1201 is
revised 1o read as follows:

§5483.1201 Condition: Generaf quality
control; moderate compiexity {including the
subcalegory) or high compiexity testing, or
any combination ot these tests,

40. The heading to subpart M is
revised to read as follows:
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Suppart M—Persennel for Moderate
Complexity (Including the
Subcategory) and High Complexity
Testing

41, New §493.1351 is added to
subpar M 1o read as follows:

§493.1351 General.

This subpart consists of the personne!
requirements that roust be met by
laboratories performing moderate
complexity testing, PPM procedures.
higii complexity testing, or any
cormbination of these tests.

2. Following §493.1351, a2 new
undesignated center heading and new
§4 453.1353, 433.1355, 493.1357,
493.1359.493.1361, 493.13563. and
493.1365 are added to subpart M to read
us fellows:

Labaratories Performing Provider-
Performed Microscopy (PPM)
Procedures

§493.1353 Secopa

In accordance with §493.18(b), the
mcderate complexity procedures
specified as FPM procedures are
considered such oniy when perscaally
periormed by a health care provider
during a patient visit in the context of
a phvsical examination. PPM
procedures are subject to the personnel
requiremnents in §§ 493.1355 tkrough
493.1365.

§493.1355 LCondition: Laboratories
periorming PPM procedures; laboratory
diregtor.

The laboratory rmust have a director
who meets the qualification
requirements of § 493.13587 and provides
overali management and direction in
accordance with § 493.1359.

§493,1357 Standard; laboratory director
gqualificatons.

The laboratory director must be
gualified to manage and direct the
luboratory personnel and the
periormance of PPM procedures as
specified in §493.1%{c) and must be
elizible to be an operator of a laboratory
within the requirements of subpart R of
this part, .

{a) The laboratory director mus!
possess a current license as a laboratory
director issued by the State in which the
labaratory is located. if the licensing is
ruquired.

} The laboratory director must meet
one of the following requirements:

(1) Be a phvsician, as defined in
§493.2.

(2j Be a midievel practilioner, as
defined in § 493.2, authorized by a State
to practice independentiy in the State in
which the laboratery is iocated.

{3) Be 2 dentist, as defined in §493.2.
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§492.1352% Standard; PPM laboratory
director responsibilities

The laboratery director is respensible
for the overall operation and
administraticd of the laboratory,
including the prompt, accurate, and
proficient reporting of test results. The
laboratory director must—

{a) Direcz no more than five
laboratories: and

{b) Ensure that any precedure listed
under § 493.19{¢}—

{1} Is personally performed by an
individual who meets the guaiification
requirements in §493.1363; and

{2} Is performed in accordance with
applicable requirements in subparts H.

-J.K. M, and P of this part.

§453.1361 Condition: Laboratories
parforming PPM procacures; lesting
personnel

The laboratory must have a sulficient
number of individuals who mesat the
qualification reguirements of § 493.1363
to perform the Rinetiens specifled in
§293.13635 for the volumne and
compiexity of testing performed.

§493.1363 Standard: PPM testing
personnetl gualificatons.

Each individual performing FPM
procedures must—

(a) Possess a current license issued by
the State in which the laboratory is
located if the licensing is required; and

(b) Meet one of the foilowing
requirements:

(1) Be a physician, as defined in
§493.2.

(2) Be a midlevel practiticner, as
defined in §393.2. under the
supervision of a physician or in
independent practice if authorized by
the State in which the laboratory is
located.

{3} Be a dentist as defined in §49832.2
of this part.

§493.1265 Standard; PPM testing
persennel responsibilities.

The testing personne!l are responsible
for specimen processing, test
performance, and for reperting test
results, Any PPM procadure must be—

{a) Personally performed by one cf the
following practitioners: '

{1) A physician during the patient’s
visit on a specimen cbtained from hiscr
her own pztient or irom a patient of a
group medical practice of which the
physician is a member or employes.

(2} A midlevel practitioner. under the
supervision of a phvsician or in
independent practice if authorized by
the State in which the laboratory is
located, during the patient's visit on &
specimen obtained from his pr herow.
patient or fram the patient of a clinic,
group medical practice, or other health
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care provider, in which the midlave!
practitioner is a member or an
cmploves.

(3) A dentist during the patient's visu
o a specimen cbtained from his or ber
own patient or from a patient of a group
dental pracice of which the dentist is
2 member cr an emplayee; .and

(b) Performed using a2 micToscope
limited to a brightfieid or a phase’
contrast misroscope.

§493.1401 [Removed]
43. Section 493.1401 is removed.
44.In § 493.1461, the introductory
text of paragraph () and paragraph
{c){2} is revised, and new paragraphs
{c}{4} and (c){5) are added te read as
follows:

£493.1481 Standard; Generai supervisor
qualiﬂcaﬂong.

(c) If the requirements of paragragh
{b}{1) or paragraph (b){2) of this section
are not met, the individual functioning
as the general supervisor musi—

- X z - »

(2){i) Qualify as testing personnel
under §493.1486[b){2); and

(i) Have at jeast 2 years of laboratory
training orexperience, or beth. in high
complexity testing: or

{4) On or beiore September 1, 1882,
have served as a general supervisor of
high complexity testing and as of April
22,71885—

(i} Meet cne of the loliowing
requirgments:

(A) Have graduated from a medical
laboratory or clinical laboratory training
pregram approved or accredited by the
Accrediting Burzau of Health Education
Schoels {ABHES), the Commission on
Allied Health Eduration Accreditation
[CAHEA), or other organizaticn
approved by HHS.

{B) Be & high school graduate or
aguivalent and kave successfully
completed an official U.S. military
medical laboratory procedures course of
at least 50 weeks duration and have
held the military enlisted occupational
specialty of Medical Laboratory
Specialist {Latoratory Technician).

{if) Have al least 2 years of clinical
laboratory training, or experience. or
both, in high complexity testing: or

{5) On or before September 1, 1932,
have served as a general supervisor of
high complexity testing and—

{i) Be & high school graduate or
equivaleat: and

{ii} Have had at least 10 years of
laboratery training or experience, or
both, in high complexity testing,
including at teast 6 years of supervisory
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experience between September 1, 1902
and September 1, 1882

§4593.1463 [Amended]

45.In §493.1463, all references to
“§ 393.1488{b){4)" are amended to read
#§493,1488{0){5).”

48. In §493.1488, the introductory
text 1o the section and to paragraph (b)
are republisbed, paragraphs {b}{2) and
(b)(4) through (b)(8) are revised, and
paragraph (b){7] is added to read as
follows: -

§453.1489 Standard; Testing parsonne!
qualifications.

Each individual performing high
complexity testing musi—
= - - = -

{b) Meet one of the following
requiremenis:

- L] - » L

(2){i} Have earned an associate degree
in a laboratory science, or medical
laboratory technology from 2n
accredited institution or—

(i1} Have education and training
equivalent to that specified in paragraph
(bi(2){i} of this section that includes—

{A) At least 50 semester hours, or
equivalent, from an accredited
instituticn that, at a minimurm, include
either— -

[21) 24 semester hours of medical
iaboratory technology courses; or

{2) 24 semester howrs of science
courses that include-—

(7} Six semester hours of chemistry;

(47} Six semnester hours of biology: and

(i} Twelve semester hours of
chemistry. biology. or medical
laboratory technology in any
combination; and

{B} Have laboratory training that
inciudes either of the following:

{1} Completion of a clinical laboratory
training program spproved or accredited
by the ABHES. the CAHEA, or other
arganizaticn approved by HHS. {This
tratning may be included in the 60
semester hours listed in paragraph
(b}{2Hii)(A) of this section.) '

{2} At least 2 months documented
laboratory training in each specialty in
which the individual performs high
complexity testing.

{4) On or before April 24,1995 be a
high school graduate or equivalent and
have sither—

(i) Graduated from a medijcal
labaratory or clinical laboratory training
program approved or accredited by
ABHES. CAHEA. or other organization
approved by HHS; or |

(ii) Successfully completed an officjal
U.S. military medical laboratery
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procedures training course of at Jeast 30
weeks duration and have held the
military enlisted occupational specialty
of Medical Laboratory Specialist
(Laboratory Technician);

{5){i) Until September 1, 1957—

[A) Have earned a high schocl
diplema or equivalent; and

[B) Have documentation of training
appropriate for the testing performed
before analyzing patient specimens.
Such training must ensure that the
individual has—

{1} The skills required for proper
specimen collection, including patient
preparation, if applicabie, labeling,
handling, preservation or fixation,
processing or preparation,
transporiation and storage of specimens;

(2) The skills required jor
implementing all standard laboratory

-procedures;

{3) The skills required for performing
each test method and for proper
instrument use;

(4) The skills required for performing
preventive maintenance,
troubleshooting, and calibration
procedures reiated to each test
periormed:

{5] A working knowledge of reagent
stabilitv and storege;

(6} The skills required to implement
the quality control policies and
procedures of the laboratory:

(7} An awareness of the factors that
influence test results; and

{8) The skills required to assessand
verify the validity of patient test resuits
through the evaluation of quality control
values before reporting patient test
results; and

(i) As of September 1, 1997, be
guaililed under § $93.14890b}{1}, (b)(2).
or {t)(4}, except for those individuals
qualified under paragraph (b){5){i} of
this section who were performing high
complexity testing on or before April 24,
1895;

{6) For blood gas analysis—

(i) Be quatiiied under
Ejba].[ga) -1483(5)(1), (B)(2), (BY(3), (b)(4). or

3):

{ii} Have eamed a bachelor’s degree in
respiratory therapy or cardiovascular
technology from an accredited
institution; or

{iii) Have earned an associate degree
related to pulmonary functien from an -
accredited institution; or

{7) For histopathelogy. meet the
qualifications of § 493.1448 (b} or {l) to
perform tissue examinations.

§493.1495 [Amended]

47.In §493.1495, all references to
"§ 493.1489(b)(4}" are amended to read
“§493.1488{b){5)."” :

48, The heading to subpart P is
revised to read as follows:
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Subpart P—Quality Assurance for
Moderate Complexity {including the
Subcategory) er High Complexity
Testing, of Any Combinatien of These
Tests '

48, Section 493.1701 is revised to read
as foliows:

§4583.1701 Condition: Quaiity assurance;
moderate complexity {including the
subcategory} or high complexity testing, or
any combinaton of these tasts,

Lach laboratory performing moderate
complexity {including the subcategory)
or high complexity testing, or any
combination of these tests, must
establish and follow written policies
and procedures for a comprehensive
guality assurance program that is

esipned to monitor and evaluate the
ongoing and overali quality of the toal
testing process {preanalytic, analytic,
postanalyiic). The laboratery’s quality
assurance Program must evaluate e
effectiveness of its policies and
procedures; identify and correct
problems; assure the accurate, reliable
and prompt reporting of test results: and
assure the adequeacy and competency of
the stafl. As necessary, the labaratory
must revise policies and procedures
based upon the results of those
evaluations. The laboratory must mect
the standards as they applv to the
services offered, complexity of testing
performed and test results reported. and
the uniqua practices of each tasting
entity. All quality assurance activities
must be documented.

50. In §493.1778, the introductory
text of paragraphs (al, (b). and (b}{4} are
republished and the heading and
paragravhs {a}{3). (a)(4), (B)(1), foM4)(iiD)
and (B){4)(iv) are revised to read as
follows:

§483.1776 Condition: inspection of
laboratories issued a certificats for PPM
progegqures.

(a) HHS orits designee will conduct
announced or unannounced inspections
of any laboratory at any time during its
hours of operation to—
= Ld - - [ ]

{3) Determnine whether the jaboratory
is performing tests in addition to
procedures specified as PPM

rocegures; and

(4} Collect infermatien regarding the
appropriateness of tests specified as
PPM procedures,

(b} l?‘he laboratory may be required, as
part of this inspection, to-~{1) Permit
HHS or its designee 1o interview all
emplovees of the laboratory concerning
the laboratory’s compliance with the
applicable requirements of part 493.
Requirements for the purposes of this
sectien are located in subpart Cor

APRIL 28, 1995




Federal Register / %ol

60, No.

760 Monaav, Agril 220 1883

! Kuies and Reguiztion 20031

s.‘una..‘ D,ifa :l cabie. and subpans i
.M, and P ftms part:
- * : L4
[4) Permlit I-Ih.,: ot its desipuec upon
request to review all tnlormation and
cdata necessary to—

(ifi} Determing whethér The laboratory
is Dcr.o....mg tests in addiron to
procedurss specified as PPM
procedurss: (iv) Collect information
regarding the appropriateness of tests
specified as PPM procedures: and
- T - * -

51.In §493.1777. introcductory text to
the saction is added and the neading
and paragraphs (a) and (g} are revised o
read as foliows: ’

§493.1777 Condition: Inspaction of
{azoratories reguesung orissued a
certificate of campliance.

Laberatories requesiing or issued a
certificate of compliance must permit an
inspection to assess conpliance with:
part 453 of this chapter. Testing in the
subcategory of PPM procedures. may be
included in the laboratory’s routine or
complaint inspection. PPh procedures
are assessad for compliance with only
the applicable requirements specific to
the subcategery of testing.

{a) HHS or its designee may conduct
unannounced or announced inspeoctions
on at least a biennizl basis of any
laboratory at any time during its hours
of operation. Tec assess comypliance with
the requirements of part 493, HHS will
inspec: & lzaboratory possessing a
registration certificate before issuance of
a certificate of compiiance.

L . L1 - r

(2} Failure to pernmnit an inspection
under this subsection will result in the
suspension of Medicare and Medicaid
pavments to the laboratery. or
termination of the iaboratory's
participation in Medicare and Medicaid
for pavment, and suspension of or
action to revoke the laboratory's CLIA
certificate of compliance in acceordance
with subpart R of this part.

§493.1804 [Amended]

52. In §463.1804(b}{2). the word
“ore’ is revised to read “or’.

53.In §4853.1814, the introductory
text of paragraph (b} is republished and
paragraph (b}{3] is revised 10 read as
follows:

§493.1814 Action when deficiencies are at
the condition level but do net pose
immediate jeopardy.

w k3 - Ed .

(o) Failure to comrect condition leve!
deficiencies. If HCFA imposes
alternative sanctions for condition level
deficiencies that do not pose immediate

AAB UFDATE

}eunar:n. and the laac.\"ato v dces ne”
correct the condition Tevel deficiencte -
within 12 months after the last dav of
inspecticn, HCFA— - =

v L} P - +

aireau" imiposed) any aliernative
sancticns that do not pertain to
Medicare payvments. [Sanctions imposed
under the authority of section 353 of the
PHS Act may continue for more than 12
months from the last date of inspectio:n,
while a tearing on the propased
suspension. limitation, or revocation ef
tha certificate of compiiance
registration certificate. centificate of
accreditation, or certificate for PPM
procedures is panding.)

- * L] * -

54. In §493.1834, the heading and
introductory text of paragraph ([}{2) are
repubiished and paragraphs (b} and
{fi{2)(iii} are revised o read as follows:

§493.183% Civil money penalty.
L4 * ” - =

(b) Scope. This section sets forth the
proceduras that HCFA follows 1o
impose a civil meoney penalty in liew of,
or i1n addition to. suspending, limiting,
or revoking the centificate of
complzance registration certificate,
certificate of accreditation, or certificate
for PPM procedures of a laboratery that
is found to have conditicn level
deficiencies.
o * - - =

(f} Acerual and duration of penalty—

(2) Duration ¢f penalty. The civil
money penalty continues to accrue until
the eariiest of the foilowing sccurs:
L 4 L] = L 4 L

(iii) HCFA suspends, limits. or
revokes the 1accratorv s certificate of
compliance, registration certificate.
certificate of aceraditation. or certificats
for PPM procedures.
- - - - -

55.1n § 492.1836, the heading of
paragraph (¢) is republished and
paragraphs (c}(2) and (c}{3] are reviscd
10 read as follows:

§493.1835 State onsite menitoring.

- ] - L3 -
(c) Duration of sanction.
* * = w L 4

(2) If the laberatory does not correct
all deficiencies within 12 months, and
a revisit indicates that deficiencies
remain, HCFA cancels the laboratory's
approval for Medicare pavment for its
services and notifies the laboratory of it
intent to suspend, limit. or revoke the
laboratory's certificate of compliance.
registration certificate, certificate of

-~ -PAGE17

accredilation. or ceniificate fur PPN
procedures.

(3)If the labsratory siili woes o
corroet its deficiencies, the NMoediczre
sancuon continues until the suscension,
iimitation. or revecation of tne
iaboratory's certficate of comaliancy,
resistratuion cerifizate. centificate o7
accreditation, or certificate for PPME
procedures is effective,

56. In §493.2001, paragrapn (g) and
paragraph {e}(1} are revised 1o read a~
foilows:

§493.2001 Estabiisnment and functien ¢!
the Clinical Laberatery improvemeant
Adviscry Committes.

- * r - -

{e) The Clinieal Laboratory
improvement Advisory Committes or
subcommitiee, at the request of 515
will review and make recommendations
concerning:

{1) Criteria for categorizing tests and
examinations of moderate complex:ts
{including the subcategory; and high
complexity:
» » - - -
{Catalog of Federal Domestic Assistance
Program No. 93,778, Medical Assistancu:
Program No. 93,773, Medicare—tHospital
Insurance; and Program No. 83.774.
Medicare—3Suppiementary Medicnl
Insurance Program)

Dated: December 23, 1954,
Philip R. Lee,
Assistont Secretary for Health.
Bruce C. Viadeck.
‘Administrator, Heallih Care Finaneing
Administration.,

Dated: Decemper 27, 1994,
Donna E. Shalala,
Secretary,
{FR Do, 95-9933 Filud 5~21-03; 5143 ol
BILLING GODE 4120-01-P

APRIL 28,1985
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Regulatory Development REC vy
Dept. of Health & Human Resources Rtk" =iV tD

Room 2635, Building 3, Capitol Complex JUL 24 1995
Charleston, WV 25303 - . , -
Artn: Kay Howard REGULATORY DEVELOPAMENT

Re: Comments on Rule #57: Clinical Laboratory Technician and Technologist:
Licensure and Certification (64 CSR 57)

Date Submitted: July 20, 1995 o -

Thank you for the opporfunity to provide comments on the above listed rule. The difficulty in drafiing language
for technically complex rules such as this one is fully appreciated. 'With this in mind, we respectiully submait the
following comments and questions.

64-59-6/ 6.4 & 6.5

Reference is made to “continuing education from a program or programs approved by the secretary”. It is
troubling that the programs or mechanisms which are “acceptable” and the term “hour” have not been clearly
defined This requirement for formal documentation of annual Continuing Education (CE) places a new burden
on the current and future laboratory workers within the State of WV, and is therefor a major area of concern.
The degree of difficulty and expense incurred by individual laboratorians in meeting this requirement could range
from minimal to quite severe, depending on what the “Secretary” approves. Consequently, we feel that the
criteria for acceptability should be well defined and re-submitted for public comment prior to implementation of
this rule.

64-59-5 & 64-59-6

With reference to mdividuals who: . . ]

a) are experienced and entering a new job but come form a State not requiring licensure

b) a new-hire fresh out of school with no work experience in a Laboratory

¢) an employee of a Physician office wherein the Physician decides to begin Laboratory

testing . o

It is assumed that these individuals would be temporarily classified as “Clinical Laboratory Scientist Trainees”
{CLST) by their employer as defined under 64-59-3/ 3.6 and consequently would be allowed to perform
laboratory testing under the provisions of 64-59-5/ 5.2. Presumably, these individuals would mamtain the
employer classification of CLST until such time as competency was assessed and documented under
64-39-6/ 6.1.2. However, there is no time limit specified for how long and individual could mazintain a
classification of CLST. As a result, it may be possible under current wording of the rule for a CLST to operate
under that classification for an indefinite period. We suggest that the process for getiing certified and licensed
under the above listed scenarios be more clearly defined and that a time limit be imposed upon the classification
ofa CLST, i o T e o -




General:

Point of Care Testing (POC) 1s typically and increasingly performed by non-laboratory personnel in several WV
Hospitals. CLIA-88 makes allowance for these tests classified in the waived category.. Unless we have misread
this rule, it appears that personnel who are now performing POC testing would be subject to certification and
licensure. Ifthis is the case, this may decrease the access to care m many WV Hospitals by disallowing non-
laboratory personnel to perform waived POC tests. Many persons currently performing these tests may not meet
the qualifications for certification and licensure. Additionally, this fact may present an unintended financial
burden on hospitals by virtue of the fact that they would probably have to bear the cost of licensure and
certification for those non-laboratory personnel who are already performing these tests should the hospital decide
that they should continue to provide such testing to their patients. We believe that this situation shouid be
addressed and clarified as to its intent, and its possible impact on WV Hospitals should be assessed..

Respectfully submitted by:

Dan Butler , Bob Dorisio
Laboratory Manager , - Laboratory Manager
Reynolds Memorial Hospital Wheeling Hospital
Glen Dale, WV Wheeling, WV

Sherry Baker _ ) Dan Butler
Administrative Director ' "~ Laboratory Manager
Ohio Valley Medical Center Wetzel County Hospital
Wheeling, WV ‘ : New Martinsville, WV

Contact: Dan Butler, MT(ASCP), SC, DLM 31’
Laboratory Manager
Revnolds Memorial Hospital
Glen Dale, WV 26038
304-843-3211 Ext 5324




General:

There are several references in the rules {64-59-3/3.3,3.4,3.5,3.7 & 64-59-5/5.2 & 64-59-6/6.1.2) to
persons who are qualified as Clinical Laboratory Consultants, Clinical Laboratory Director and Clinical
Laboratory Supervisor, but there are no provisions in the rule that indicate they cap perform Laboratory testing.
Does this rule intend that they not be allowed to perform testing? Is it the intent of the rule that they must also
get certification and licensure as a Clinical Laboratory Scienti_st m order to perform testing? We suggest that this
question be addressed and clarified.

64-59-3/ 3.5 - -

a) A Clinical Laboratory Scientist is defined as “a person whose job tasks include specimen processing.........".
It is 2 common finding in Laboratories for Phlebotomists, Secretaries and others to perform specimen processing
in some fashion. These personnel will not generally meet the qualifications for a Clinical Laboratory Scientist.
To require persons who perform specimen processing to meet CLS qualifications would place and enormous
economic burden on Laboratories and Hospitals. CLIA-88 does not require specimen processing personnel to
meet specific qualifications. Additionally, many Histologists are involved in specimen processing and there are
no CLIA-88 qualification requirements for them either. We believe that these issues should be addressed and/or
clarified. - S - . R

b) The phrase “or Physicians licensed under WV Code........ who perform laboratory tests only on their own
patients” is referenced here and other places i this rule. Usually, &t is not the Physician who actually performs
the laboratory tests on his/her patients, but rather his/her staff that does the actual testing. We do not assume
that the intent of this rule is to exempt the Physicians office personnel from certification and licensure. We
suggest that this issue be addressed and clarified.

64-59-7 ; .

The Certification requirements do not address the possibility of firture changes in the CLIA-88 regulations.
There should be language in the rule that allows the OPTION of adoptmg potential future changes
under CLIA-88. -

Budgetary:

a) In the Budget estimates, $36,000 annuaily for an 800 number seems excessive. One can get a personal 800
number during peak hours for about $0.30 per minute. Under this assumption, a phone line which is in use every
minute of every hour for 8§ hours per day and for 52 weeks per year calculates out to about $37,440. Of course,
it is not feasible that this 800 line would be used anywhere near that much.

b) The lease rate for space seems excessively high ($24,840 annually) for an area the size of 2 small bedroom. Is
this a typographical error?

64-59-8
The language in this section will essentiallv exclude most persons from having to provide evidence of their

qualifications to perform laboratory testing. We are concerned that this may lead to abuses of the qualifiing
route and some possible mis-representations.

2
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6.1.2 Strike this completely. I am unsurc of the intent of this line. If adopted as
writlen would this mean the laberatorians would become specialized and could not practice in

a sgparate lab discipline?

6.2 Wont applv if 6.1.2 is climinated.
6.3.1 Iliminate "are exempt from such certification under this rule”.

6.4 ~ 6.5 Additional clarification is necded to define what the secretary will approve
and (he process for approving. Also, addition clarification is needed to define the 10 hours.
Are these conlact hours, CME, or CEUs?

7.2.2 Ixlete "is" and replace with "has been” certified. This would betrer equalize the
acceptable national registries.

8.2.1+8.2.2 What is the intent of this? I think it is meant to allow testing personnel to
acquire a license until certification can be verified. However, it would be more appropriate to
include under 64-59.7 another line to include provide documentation of "registry eligible”.

Under certification requirecments we recommend not certifying those working in "wajved
labs” based on 42 CFR-494 with no further modifications.

Registry ¢ligible individuals need a time period of 2 years to pass a registry. They could be
awarded a two year non-renewablc temporary license.

7.2.4a Again, since so much of this rule is referenced to CLIA 493.1489 - allowance
for high school degreed individuals to continue moderately complex testing beyond those
working and trained by Apnl 24 th, 1995 needs to be deleted. It is contradictory to the
original intent of the law as approved by the State of West Virginia.

Thank vou for your review and consideration of my opinions,

1 (Em) (/f.SC P

Marlyn Zimm n. MT. SM{ASCP)
Section Supervisor, Microbiology Laboratory, CAMC
CLMA Member

V!’ v ﬂ e ‘iu '”J ih: ¥ fals 63 Arreres
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6.1.2 Strike this completelv. I am unsure of the intent of this line. If adopted as
writien would this mean the laboratorians would become specialized and could not practice 1n
a separate lab discipline? '

6.2 Wont applyv if 6.1.2 is eliminated.
6.3.1 Eliminate “are exempt from such certification under this rule”.

6.4 — 6.5 Additional clarification is nesded to define what the sscretary will approve
and the process for approving. Alse. addition clarification is needed to dafine the 10 hours.
Are these contact hours, CAME, or CEUS? . B}

7.2.2. Delete "is" and replace with "has been" centfied. This would better equalize the
acceptable national registries.

8.2.1~-8.2.2 What is the intent of this? I think it is meant to allow testiing personnel to
acquire a license until certification can be verified. However. it would be more appropriaie 10
include under 64-39-7 another line to include provide documentation of “registry eligible".

TUnder certification requirements we recommend not certifving those working in "warved
labs"” based on 42 CFR-494 with no further modifications.

Regisiry eligibie individuals need a time period of 2 vears 1o pass a registry. They could be
awarded a twwo vear non-renewable temporary license.

7.2.4a Again. since so much of this rule is referenced to CLIA 4931489 - allowance
for high school degreed individuals to continue moderately complex testing bevond those
working and trained by April 24 th, 1995 needs to be deleted. It is contradictory 1o the
original intent of the law as approved by the State of West Virginia,

Thank vou for vour review and consideration of my opiruons.
ce Battio NLT.

Q{lalit_\' Nanagement Co_érdinator: CANIC

L |
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The cost impact presentéd m the proposed rules appears to be higher than necded. Could
not a regular phone line suffice since the need and cost of a  1-800 number is not justified.
Additionally T question the validity of cost for the investigater's responsibilities in the first
vear considering that an employes would not be hired in this capacin until vear 2

I think it is important to consider the positive financial impact of reliable test resulis as
compared to unreliable ones provided by untrained, unqualified individuals t.e.. elimination of
inappropriate hospitalization and unnecessaryv medication.

Rules: 2.2.3 Does this exempt emplovees and facilities or just facilities.

2.2.4 The intent of the law is to provide quality. 1 believe that research can be
compromised if the scientist performing the testing is not qualified,

3.3 A consultant should minimaliy meet the certification requirements of
personnel certified to supervise high complexity lab testing.

3.5  Strike specimen processing as this is rourinely a function of personnel who
are also responsible for phisbotomy and other clerical duties. We assume that "test
perform:mce means actual testing. Drop the word remuneration. Many labs participate in

wellness events and health fairs that do no result in financial reimbursement.
I take exception to grouping Medical Laboratorv Technicians which are
Associate degreed (or equivalent) with Medical Technologists which are Baccalaureate (or
equivalent) personnel. This grouping could have a profound effect on pay scales. Supervisors
need to be included in testing personnel.

3.6 Define how long it will take to obtain a license, post graduation. Also, inser
the word accredited lo the training program.

3.12 Define biophvsical,
64-38-1 Since so much of the language in this rule comes from CLIA, it is importam

that in the future that no subsequent revision be adopted without opportunity for public
response. This response time should be a minimum of 90 days.

VF{-A ey bt NI YITTIIaTaN




6.1.2 Strike this completelv. I am unsure of the intent of this line. If adopied as
written would this mean the laboratorians would become specialized and could not practice n
a separate lab discipline?

6.2 Wont apphv if 6.1.2 is elimunated.
6.2.1 FEliminate "are exempt from such certification under this rule”.

6.4 — 6.5 Additional clarification is needed to define what the secretary will approve
and the process for approving. Also. addition clarification is needed to defing the 10 hours.
Are these contact hours, CME, or CEUs?

7.2.2 Delete "is" and replace with "has been"” ccruﬁed Thus W0u1d better equalize the
acceptable national registries,

8.2.1-8.2.2 What is the intent of this? I think it is meant to allow testing personnel io
acquire a license until certification can be verified. However. it would be more appropmaie ic
include under 64-35-7 another line to include provide documentation of "registry eligible”.

Under certification requirements we recommend not certifving these working in "waived
labs" based on 42 CFR-494 with no further modifications.

Registry eligible individuals need a time period of 2 vears 1o pass a registry. They couid by
awarded a nvo vear non-renewable temporary license.

7.2.4a Again. since so much of this rule is referenced to CLIA493.1489 - allowance
for hugh school degreed individuals to continue moderaiely complex testing bevond those
working and trained by April 24 th. 19935 needs to be deleted. It is contradzctor\ to the
onginal intent of the law as approved by the State of West Virginia.

Thank vou for vour review and consideration of my opinions.

Nasser Larijani. NI
Unit Supervisor. Ge

al Division Laboratory, CANC




6.1.2 Strike this completely. I am unsure of the intent of this line. If adopied as
wrirten would this mean the laboratorians would becoms specialized and could not practice in
a separale lab disciplins?

6.2 Wont apply if 6.1.2 is eliminated.
6.3.1 Eliminate "are exempt from such certification under this rule".

6.4 - 6.5 Additional clarification is needed to define what the secretary will approve
and the process for approving. Also. addition clarification is needed to define the 10 hours.
Are these contact hours. CME, or CEUs?

7.2.2  Delete "is” and replace with “has been" certified. This would befter equalize the
acceptable national registries. — S .

8.2.1-8.2.2 What is the intent of this? I think it is meant to allow iesting personnel 1o
acquire a license uniil certification can be verified. However, it would be more appropriate o
include under ¢4-39-7 another line to include provide documentation of “"registry eligible”.

Under certification requirements we recommend not certifving those working in "waived
labs™ based on 42 CFR-494 with no further modifications.

Registry sligible individuals need a time period of 2 vears to pass a registn. Thes could be
awarded a nwo vear non-renewable temporary license.

7.2.42 Agamn. since so much of this rule is referenced to CLIA.493.1489 - aliowance
for high school degreed individuals to continue moderately complex testing bey ond thosc
worhing and mained by April 24 th, 1995 needs to be deleted. It is contradictony o the
original intent of the law as approved by the State of West Virginia, '

Thank »ou for your review and consideration of my opinjions. B

Ao . %/I L4
¢nda Larjani NLT (N ,(Z’ 1 .CLS)
tor, CAMC

. Quality Nanagement Coorlis
Treasurer WVCLALA
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SORRATORY DEYELOPMENT
July 12, 1995

Regulatory Development
Department of health & Human Res.
Room 265, Bid. 3 Capitel Complex
Charleston, WV. 25308

ATTN: Kay Howerd

.

I am a Lakoratory Tech in rural West Yirginia at Webster
County Memorial Hospital where I have worked for the iast
14 years doing high compiexity testing. I was trained on the
job, and also Ey attending various workshops. 1 am a current
member of ISCLT1 as a POLT. I think my experience shows that
I am capable of doing the work, therefore I shouid be recog-
nized by the State of West Virginia.

Sincerely,

Chudstic. Benmit! | Poc7—
Charlotte Benneti, POLT

Charlorts Bennoorr
PlBec 277 Brreh R ventdd
COL\-:E;T} N !./':x?(;c',]c};
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offers several alternative routes of study and training. However, all routes
require a baccalaureate degree.

ASCP also certifies medical laboratory technicians (MLTs) with an associate
degree or at least 60 semester hours of academic credit from a regionally
accredited college. Certified medical laboratory technicians must also
complete an accredited MLT program and ccurses in'biology and chemistry.
This certification also offers alternative routes of study and training.

Clearly, these two groups of professionals have achieved different academic
and work experiences. If the department is searching for a term to encompass
both professions, perhaps "medical laboratory personnel” would be more
appropriate. . -

Because there are more than 1000 ASCP-certified medical technologists and
medical laboratory technicians in West Virginia, the terms "medical
technologist,” and "medical laboratory technician,” may be more suitable. As
a compromise, the department may consider using clinical laboratory
medicine, clinical laboratory technologist, and clinical laboratery practitioner
{omit science). If this compromise terminclogy is agreed to, then equivalent
titles such as clinical labeoratory scientist and medical technologist can be
referenced in the definition of clinical laboratory technologist.

If the "clinical laboratory scientist” terminology remains in the bill without
including the recommended terminology change, the legislation could
cause confusion and may exclude medical technelogists and medical
laboratory technicians from fully participating in licensure activities.

I1. Laboratory Director

ASCP is alsc concerned with the definition of a clinical laboratory director.
The proposed regulation only asks that a clinical laboratory director meet
the qualifications of directors of high and moderate complexity testing
laboratories.

The Society believes that the definition should be more specific. A more
encompassing definition would desc¢ribe a laboratory director as a person
“qualified under federal regulations fo personally administer the technical
and scientific operation of the medical laboratory including reporting of
findings of laboratory tests.”

II1. Point-of-Care Testing

The proposed rule does not provide guidelines for point-of-care testing or the
supervision of such testing. ASCP suggests that point-of-care tests should be

Boo3 004




2023472853 7 L o - -
0T 2483 16:20 2023471453 ASCP WASHINGTON - - @ooz ood

By %
/s, YW AMERICAN SOCIETY OF CLINICAL PATHOLOGISTS
) : ,] [00] Pennsylvania Avenue, N.W. o Spite 725 » Washington, D.C. 20004.2508
<t (202) 347-4450 » Fax (202) 347-4453

@

WASHINGTON OFFICE

July 24, 1995

Ms, Kay Howard

Director, Office of Regulatory Development

Department of Healthand -
Human Services

Room 265, Building 3, Capitol Complex

Charleston, WV 25305

Dear Ms., Howard: L

The American Society of Clinical Pathologists (ASCP) is writing to respond to
the proposed West Virginia Department of Health and Human Rescurces
Clinical Laboratory Technicizn and Technologist Licensure and Certification
regulations.

ASCP is a nonprofit medical specialty society organized for educational and
scientific purposes. Its 66,000 members include board certified pathologists,
other physicians, clinical scientists, and certified technologists and
technicians. These professionals recognize the Society as the principal source
of continuing education in pathology and as the leading organization of the
certification of laboratory personnel. ASCP's certifying board registers more
than 150,000 laboratory professionals annually.

[. Terminology

ASCP applauds the state's efforts to license medical laboratory personnel.
However, the Society is concerned with the proposed rule's use of the term
"clinical laboratory scientist” to describe medical technologists and medical
laboratory technicians. These two professional roles are not interchangeable
and cannot be described by one professional title.

ASCP certifies medical technologists who hold a baccalaureate degree from an
accredited college. In addition, certificants must also have taken courses in
biological science, chemistry, and mathematics as well as successfully
completed an accredited medical technology program. The certification also




Jackson General Hospital

P.O. BOX 720, RIPLEY, WEST L ENLA 2_,';‘.3_'?_!  PHONE (304) 272.27%!

CCEIVED
JUL 24 1595
RECULATORY DEVELOP M LxT

July 24, 1995

Kay Howard

Regulatory Development i

Department of Health &% Human Resources
Room 2&5%. Building =, Capitol Complex
Charleston, WY 2HROS

Dear Ms. Howard,
Included with this facsimile are oy comments regarding the Clinical

Laboratory Technician and Technologist Ligensure and Certification
rules being proposed.

I am a member of the Boarg of Directors of the West Virainia
Clinical faboratory Management Association. We. in the Laboratory
Management community, are concerned about the preservation of
guality personnel standards within this Licensure and Certification

Froposal. The exemptions allowed by this document are not
acceptabie. Personnel erxemption tor walved testing iz the only
area which appears logical. Certification by the A.8.C.F., N.C.A.,
or 8.M.T. should be the standard guzlificatiern for licensure. A

"grandfather” rule could be inserted to allow licermsure of all
pvisting workers, with a cut-cff date to begin mandatory
certification reguirements.

1 endorsze the comments proaposed by the Board of Directors of the
West Virginia Clinical Laboratory Management Association.

Thaenk vyou.

Sincerelvy.

C,é‘,z,@/f,?lz, Mt b )
Craig E. Boyd, MT{ASCP)}

Manager of Laporatory Services
Board of Directeors. WVCLMA

MEMBER WEST VIRGINTA HOSPITAL ASSOCIATION, AMERICAN HOSPITAL ASSOCIATION. ACCREDITED BY JOINT COMMISSION ON ACGREDITATION OF HOSPITALS
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performed under the supervision of "a laboratory director or a medical
technologist if this duty has been so delegated by the laboratory director.”

To ensure quality peint-of-care testing, the state's requirements should
include the following list of responsibilities:

(A) A protocol of implementation 7'mc1uding tests to be perfcrm'ed and who
will perform the tests;

{B) Criteria to be used in selecting the method of testing to be used for point-
of-care testing;

(C) Minimum training and education requirements for those who will
perform point-of-care testing, {e.g. documented training, licensure,
certification, or other medical professional background not limited to
laboratory professicnals);

(D) Documented in-service training; initial and ongeing competency
validation of personnel performing point-of-care testing;

(E) An appropriate internal and external quality control protocol; and

(F} Record keeping requirements.

1V. Conclusion

Because medical laboratory personnel licensure is important in preserving
the public health, safety, and welfare, ASCP recommends that any depariment
overseeing the licensure process is specifically prepared to deal with such
issues as gualifications for licensure and oversight, as well as disciplinary and
due process procedures. )

We appreciate your attention to our recommendations. If you have questions

or need additional information, please call us or contact Geri Mied, Manager
of State Affairs at the ASCP Washington office at 202/347-4450.

Sincerely,

9o O Beg i3, Gt Sl
James A. Benz, M Patricia Ellinger, MSEd, MT(ASCP)}SBB

President Chair, ASCP-AMS Administrative Board




b deseription iz for a chemistry

ceparats lab discipline ie My Jo : .
it might be necessary to work in the

technolegist, but occasionally
nematology lab.

f.2: Won't apply 1f 6.21.2 is eliminated.

.

6.53.1: Eliminate “are exempt from such certification under:
this rule', :

6.4 & 6£.53: Additional clarification is need define what the
cecretary will approve and the processs for approving. Also
additional clarification :g needed to dafinme iLthe 10 hours. Are
these contact hours, CME, or CEUs,

7.2.2: Delete "is" and replace with "hag been’” certified.
This would better egualice the agceptable national registries.

8.2.1, & 8.2.2. What is the intent of this? I think it
iz meant te allow testing personnel! toe acguire a license until
certificaticon gan Whe verified. However, it would he more
apprepriate to ianclude under 64-%59-7 anether line to include
pProvide documentaticon of "“registry eligible'™,

8.2.1: .The state law was tintended to egstablish perscnnel
standards hiyh=r than those implemented within CLIA, What happens
if CLIA personnel standards change?

Under certification reguirements we recommend nét certifving
those working in "waived laboratories’ based on .42 CFR-4%$4¢ with no
further medifications.

Registry eligible individuals nesd a time period of two years
L0 pass a registry. They could be awarded a iwo year non-renewable
temperary licease.

7.2.¢a Again, since so much of this rule is referenced tc
CLIA, 493.148% (5) needs to be deleted as gualifications for high
complexity testing since it is contradictery to the original intent
of the law as approved by the State of West Virginia. '

]




Comment:

appears to be higher than needed. Could not a reguiar phone
suffice since the need and cost of a 800 hundred number 1s no
Justified. Additionally I guestion the validity of cost for th
investigaters respensibilitiez in the first year considering tha
an employee would not be hired in this capacity until year 2.

I think it is important to conzsider the positive financial
impact of reilable teszt recults as compared o unrelizble ones
provided by untrained, ungualified individuals 31.e., elimination of

inappropriate hogpitalization and unnecessary medicalion,

Fiscal Notes: The zogt impact presented in the proposed rule
id

Rules: 2.2.3: Does this exempt emplovees and facilities oz just
faciltities. _ - : - i

2.2.4: The intent of the law is to provide guality. I
balieve that research can be compromised 1if the scientist
performing the testing is not qualified.

3.3: A ceonsultant should minimally meet the certificatiocn
reciiraments of the Laboratory that the consultant is ceniracted
to. Ideally the consultant would meet the reguirementis of the

Supervisor.

3.5: Strixe speclinen processing as this iz routinely a
clerical position. We assume that "test performance’ means actual
testing. Drop the weord remuneration. Many labs participate in

wellness events and health falrs that do not result in finzncial
relmbursemant.

I taxke axcepticn 40 grouping laboratory teochnicians which are
moestly 2 year Associate degree individuals with medical
technologists which are mestly 4  year Baccalaureate degree
personneal . Professional status was recently confirmed on the
medical technologist by the National Labeor Relations Board for
unionization purposes which may not carry wover to ihe laboratory
technician. This grouping could have a profound effect 2n pay

scales. Supervisors need to be included as testing perscnnel.

3.8: Define nhow long 1t will take to obtain a license, Dposs
graduation. Alsc insert the work accredited to the training
program,

3.12: Define biophysical.

64-5%—~4: Since so much of ihe language in this rule comes
from CLIA, it is important that in the future that no subseguent
revislon be adopted without opportunity for public response. This
responss time szhould be a minimum of 90 davs.

6.1.2: Strike this Completely. We are not surs of the
intent of this lina, If adopted as written, would that mean that

laboratorians would become specialized and could not practice in a
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Memorral Division

t Charleston Area
i Medlcal Center 3200 MacCorkle Avenue, SE.
Charleston, Vwost Virginia 25304
: {3047348-5432

July 24, 1995
Comunent:

The cost impact presented in the proposed 1ules appears to be higher than needed. Could
not a regular phone line sulfice since the need and cost of 2 1-800 number is not justified.
Additionally ] question the validity of cost for the investigator's responsibilitics in the first
year considering that an cmployee would not be hired in this capacity until vear 2.

I think it is important to consider the positive financial impact of veliable test results as
compared to unreliable ones provided by untrained, unqual:ified individuals i.e., ehmination of
inappropriate hospitatization and unnecessary medication.

Rules: 2.2.3 Does this exempt emplovees and facilities or just facilities.

2.2.4 The intent of the law is to provide quality. I believe that research can be
compromised if the scientist performing the testing is not qualified.

3.3 A consultant should minimally meet the certification requirements of
personnel certified to supervise high complexity lab testing.

3.5 Strike specimen processing as this is routinely 2 function of personnel who
are also responsible for phlebotomy and other clerical duties. We assume that “test
porformance” means actual testing. Drop the word remuneration. Many labs participate in
wellness events and healfh fairs that do no result in financial reimbursement.

I take exception to grouping Medical Taboratory Technicians which are
Associate degreed (or equivalent) with Medical Technologists which are Baccalaurcate (or
equivalent) personnel. This grouping could have a profound effect on pay scales. Supcivisors
nced to be included in testing personnel.

3.6 Definc how long it will take {0 obtain a license, post graduation. Also, insert
the word accredited to the training program.

3.12 Dchne biophysical.

64-59-4 Since so much of the language in this rule coines from CLIA, it is inmporian:
that in the futwe that no subsequent revision be adopted without opportunity for public
response. This response time should be a2 minimum of 90 days.
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Facsimile Cover Sheet

To: Kay Howard, Regulatory

Development
Company: WYV Dept. Health & Human
Resources
Phone: 304/558-3223
Fax: 304/558-1130

From: Bruce J. Brown

Company: Clinical Lab. Sciences Dept.,
Marshall University

Phone: 304 §98-3188
Fax: 304 698-3243

Date: 07/24/95
Pages including this

cover page: 1

Commaents:

Regarding proposed legisiative rule number &4, licensure of clinics!
laboratory scientists, | offer the following comment.

1 agree with the content and general details of the proposed rule
regarding ficensure of clinicaf faboratory scientists in West Virginia as fited
June 23, 1998, | believe this rule will provide a necessary parsonnel

standard for the qualifications of individuals who perform laboratory
testing at clinical laboratories in the state

Sincerely
Bruce J. Brown, MT(ASCP), Ed. D.
Director of Clinical Laboratory Programs

Marshail University

Huntington, WV 25755




S,

204 Szo 2187

0T 2183 id4:07 T304 528 2187 EABELL ETGN LaB Zoo1

CABELL HUNTINGTON HOSPITAL MEMORANDUM

1340 Hal Greer Boulevard, Huntington, West Virginia 25701 REC ‘-,-; '-\/ ED
JUL 241935

TC: Kay Howard
Regulatory Department
Pepartment of Health & Human Services
Room 265, Building 3, Capital Coenmplex
Charleston, WV 25308

T G

BUBJECT: Clinical Laboratory Technician and
Technelogist Licensure & Certificatien

DATE: July 231, 1985

I would like to o¢ffer the following comments concerning the
rulets7h,

Comment:

Figscal Noctes: The cost impact presantaed inm the proposed rules
appears to be higher than needed. Could not a
regular phone line suffice since the need and cost
of an 800 hundred number is not Justified.

Additionally I cguestion the wvalidity of cost for

the investigators responsibilities in the first
vear considering that an employee would not be
hired in this capacity until year 2.

I think it is important to consider the positive
financial impact of reliable test results as
compared to unreliable ones provided by untrained,

ungualified individuzls = i.e., elimination of
inapprepriate nospitalization and unnecessary
medication.
Rules: =2.2.3: Does this exempt employees and facilities or just
facilities? - .
2.2.4: The intent o©f the law 1s to provide guality. I

believe that research can be compromised 1if the scientist
performing the testing is not gualified.

REGULATORY DEVELOPMENT
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6.1.2 Strike this completely. I am unsure of the intent of this linc, If adopted ag
written would this mean the laboratorians would become specialized and could not practice in
a segparate lab discipline?

6.2  Wont apply if 6.1.2 is eliminated.
6.3.1 Fliminate "are exempt from such certification under this ruie".

6.4 + 6.3 Additional clarification is needed to define what the secretary will approve
and the process {or approving. Also, addition clarification is needed to define the 10 hours.
Are these contact hours, CME, or CEUs?

722 Delete "is" and replace with "has been” certifisd. This would better equalize the
acceptable national registries.

8.2.1+8.2.2 What is the intent of this? I think it is meant to allow testing personnel to
acquire a license untit certification can be verified. However, it would be more appropriate to
include under 64-59-7 another line to include provide documeniation of "registry eligible”.

Under certification requirements we recommend not certifying those working in "waived
labs” based on 42 CFR-494 with no further modifications,

Registry cligible individuals need a time period of 2 vears to pass 2 registry. They could be
awarded a two year non-rénewable temporary license.

7.2.42 Again, since so much of this rule is referenced to CLIA.493.1489 - allowance
for high school degreed individuals to continue moderately complex testing beyond those
wortking and trained by April 24 th, 1995 needs to be delsted. It is contradictory to the
origiral intent of the law as approved by the State of West Virginia.

Thank you for your review angd consideration of my opiniens,

Cornss, Culliliiue CEJHEW

Connie Calabrese
Unit Supervisor, Microbiology Laboratory, CAMC
CIMA Member
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8.2.1, & 8.2.2. What is the intent of this? I think it i=s

meant to allow testing personnel to acquire a license until
certificaticn can be verified. Howevear, 1t would ke more
appropriate to include under 64-359~7 another line to5 provide
decumentation of "registry eligible".

2.2.1: The state law was intended to establish personnel
standards higher than those implemented within CLIA. What happens
if CLIA personnel standards change?

Under certification reguirements I recommend not certifying

. those working in "waived laboratcriesY based on .42 CFR-494 with ne

further modifications.

Registry eligikle individuals need z time period of two years
to pass a registry. They could be awarded 2 two year non-renewable
tenporary license. :

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.1429 (5) needs to be deleted as gualifications for high
conplexity testing since 1t is contradictory to the original intent
of the law as approved by the State ©f West Virginia.

Thank you.

g ooa
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3.3 4 consultant should minimally meet the certification
requirements of the Laboratory that the consultant is contracted

to. Ydeally the consultant would meest the regquirements of the
Supervisor.

3.5: Strike specimen processing as this is routinely a
clerical position. We assume that "test performance" means actual
testing. Drop the word remuneratioen. Many labs participate in

wellness events and health fairs that do not result in financial
reimbursement.

I take exception to grouping lakoratory technicians which are
mostly 2 vyear Assocciate degree individuals with medical
technologists which are mdstly 4 year . Baccalaureate degreae
personnel. Professional status was recently confirmed on the
medical techneologist by the National ILabor Relations Board for
uniecnization purposes which may not carrxy cover to the laboratory
technician. This grouping could have a prefound effect on pay
scales. Supervisors nesd to ke included as testing personnsi.

3.6: Define how long it will take tc cbhtain a license, post
graduation. Also insert the word "accredited" to the training
program.

3.12: Define biophysical,

64-59-4: Since so much cof the language in this rule comes
from CLIA, it is important that in the future that no subseguent
revision be adopted without opportunity for public response. This

response time should be a minimurp cf %0 days.

6.1.12: Strike this completely. I am not sure of the intent

of this line. If adopted as written, would <that mean that
laboratorians would become specialized and could not practice in a
separate lab discipline? i.e. My IJob description is for a

chemistry technologist, but occasionally it might be necessary to
work in the hematology lab.

6.2: Won’t apply if 6.1.2 is eliminated.

6.3.1: Eliminate *are exempt from such certification under
this rule".

: 6.4 & 6.5: Additional clarification is needed to define what
the secretary will approve and the progess for approving.
Additional clarification is needed to define the 10 hours. Are
thase contact hours, CME, or CEUs?

o 7.2.2: Deleste Yis" and replace wibth "has been” cartified.
This would better egualizsz the acceptable national registries.

Eoon
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Reguiatory Department , July 19, 1995
Dept. of Health and Human Resources

Room 265 Building 3 Capitol Complex
Charleston, WV 25303

ATTN. Kay Howard

FAX: 5358-1130

Comments Regarding Proposed rules for the WV Clinical Laboratory Quality Assurance Act (WV Code
16-53-10):

It seems to me that personnel licensure should be the responsibility of a State Licensing Board, and
NOT included under the HFLAC (facilities), as this proposal siates.

Not only would a Professional Licensing Board would be better equipped to implement personnet
licensure than the Health Facility Licensure and Certification, but doing so would also relieve the fear of
loss of State funding for the CLIA inspection process.

As a Physician Office Laboratory Consultant in West Virginia, I see the need for Laboratory Personnel
Licensure, and strongly urge the State of West Virginia to establish qualifications for testing personnel
that are higher than those in CLIA'S8, including Continuing Education requirements.

Sincerely,

Cathy J. Carver, BS MT(ASCP)
625 Louisiana Ave.

Chester, WV 26034
(304)387-3047 phone and fax
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Regulstory Departmemnt July 17, 1995~
Dept. of Health and Homan Resources

Room 265 Building 3 Capitol Compiex

Charleston, WV 25305

ATTN: Kay Howasd

FAX: 558-1130

Commenis Regarding Proposad ruies for the WV Clinical Laboratory Quality Assurance Act (WY Code 16-51-10)

1. The estimated cost of $165,567 for the first year, and $185,774 each year thereafter appear
to be overestimated, while the $100,000 per year revenue figure (based on 4000 participants) seems far
100 conservative. My experience as a Physician Office Laboratory Consultant in West Virginia leads me
te believe that there are many more testing personnel, than this estimate reflects. As stated in the fiscal
statement, the estimate of revenue may be flawed due to iack of available information on the total
number of individuais to be Heensed.

2. Ibelieve that the fiscal note errs in siating that the State could lose revenue generated from
performing CLIA inspections if it was also performing state licensure inspections; CLIA'88 is a
facility certification program, NOT 2 personnel licensure issue!!!

3. The negative, theoretical, outcomes stated in the fiscal note (possible increase in hesith care
costs, and reduction in lab services), while highly unlikely, would certainly be minimal and offset by the
positive outcomes such as increased accuracy and reliability of leboratory resuits. Enhanced quality in
1aboratory testing will ahways lead to a decrease in health care costs, since erroneous lab results
attribute to repeat testing, misdiagnosis and unnecessary hospitalization.

4. The term "Clinical Laboratory Scientist” has an industry-wide definition of an individual with
a baccalaureate degree and certifiod by the NCA. Therefore, | suggest that 2 more general term be
utilized to define testing personnel under WV Code 16-3J-10. Also, 1 support the inclusion of Clinical
Laboratory Supervisor in the group of testing personnel required to be licensed. If not, they could
neither perform testing nor be included in the grandfather clause. Inclusion of this group into the
general definition would allow individuals to remain in positions that they currently hoid.

5. The proposed rule lists a set of Certification Reqrirements that includes; anyone meeting
the minimum requirements set forth the CLIA'88 regulations to be licensed as a Clinical Laboratory
Scientist in the State of West Virginia. However, in the April 29,1993 Report Fram The Clinical

abomtones Quality Assiiranc: A dhviss ard -TO- William T. Wallace, Jr,, MD.,, MPH.
Commissioner, Bureau of Public Heaith:

“The qualifications and duties of the various categories of lsboratory personne! were carefully  considered by
the Board There was consensus that the federal government's legislation in the Clinical Labomatory Improvement
\A{g&m& (CLIA'88) was generally imadequste to maintain the health and safety of the people of West

1 - — - - - L Ll e o -
The new proposal appears to conflict with the decisions of this Advisory Board Appointed on January
3, 1?92, by Governor Gaston Caperton. I strongly urge the State of West Virginia to establish
qualifications for testing personne] that are of & higher standard than CLIA'S8, such as those stated in
the shove-mentioned Report from the inics - ality Assiirance A j 8 Rox

6. The proposed rule exempt from the certification requirements personnel who are employed in
4 Iaboratory holding a CLIA centificate other than a certificate of waiver, This, agnin, defauits to the
CLIA reguiations, which have alreedy been found as "inadequate to maintain the hexith and safety of the
people of West Virginia” by the governors appointed committee. I feel that such a rule would
uklermine the very purpose of the Act.

giores Ox

Cathy J. Carver, BS MT(AS-CP)
Lahoratory Director
A

485 Colliers Way Suite A /

fm$7mzmw [\b
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Wheeling - Ohio County WIC Program

HEALTH DEPARTMENT, ROOM 106
1500 CHAPLINE STREET
WHEELING, WV 25003

(304) 234-3888 ) ' RECE'VED

[/ JUL 24 1985
REGULATORY DEVELOPMENT

DATE: July 20, 1985

TO: . Nancy Lovell Tyler, M.S5.W., Esg.
Director, Office of Health Facility Licensure
and Certification
0
FROM: Beth Dowler, Project Director
Wheeling-Ohic County WIC Program

RE: Clinical Laboratory Techniclian and Technologist
Licensure and Certification

The Wheeling—-Ohic County WIC Program is reguired to cbtain
hemoglobin levels on clients for certification for the WIC
Program. We hire and train individuals to obtain these levels
via a finger stick and using the Hemcue machine.

The individuals hired to conduct these levels have at least
a high school degree and go through a training period. They are
also sent to the State Hyglenic Laboratery for proficiency
testing. The West Virginia State WIC Program also provides
training for these individuals. )

The proposed rule of making these individuals be licensed
and certified could cause the WIC Program great hardship. We
could lose personnel and this would cause a reduction of staff to.
provide service to our clients. We are trying to bulld caseload
and this would definitely impact this effort. We not also not be
able to f£ind encugh individuals with the required gualifications.

I would like to discourage this rule from being implemented.




RECEIVED

July 20,1995 JUL 24 1385

REGULATOR
Kimberly Cheuvront, MT(AMT, ASCP) Y DEVELOPMENT

Member, Clinical Laboratory QA
Advisory Board
Fairmont General Hospital
Laboratory Administrator
1325 Locust Avenue
Fairmont, WV 26554

Regulatory Development

Department of Health and Human Resources
Room 265, Building 3, Capitol Complex
Charleston, WV 25305

Attention: Kay Howard

COMMENTS ON PROPOSED RULE #57  Clinical Laboratory Technician and Technologist
Licensure and Certification.

The Clinical Laboratory Quality Assurance Advisory Board presented recommendations
to the Department in December of 1992. 1 feel that the proposal of the board would
ensure quality lab results in West Virginia. The standards in the proposed regulation
seem too lenient. I would recommend to the Department to review and to consider using
the contents of the proposal provided by the Advisory Board.

Respectiully,

-E:::(’ {‘t;/- |

B L i N
e I T B L L

Kimberly Cheu'%ront
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My final concern is that by exempiing CLIA lab perscnnel, the lncome
base will be =o drastically reduced as to make the cost Drcnlb tive.

Lx other copcerns arg over wordlng of the proposed rules. I would
prefer "licensure'" to 'certification.' Certlflcatlon implies oass;“gpa
reglstry or other koard-t Tgpe examination administered by the NCA, 25 or
cther certifving body. se proposed rules do not address this process.

The: term "Clinical Labovatorg SCIentlst” is used to define all personnel
to ke licensed under WV Code J=-10., Clinical Laboratory Scientist is
widely recognized as cne of the categories of certification by the National
Certifying qencg and is limited to individuals with a baccalaureata degree
or an associate e%ree lus 4-6 years of advanced laboratory practice. is
deflnltlon does not apply to all personnel covered by these rules and creates

" confusion,

Firally, I think thsre neeqs to be clarification of the role of
"Clinical Laboratory Supervisor." Aas written, the proposad rules seem to
exclude the supervisor from licensure, and therefore from bench testing. I am
svore *this is not the intent.

Thank vou very much for the opportunity to comment.

Sincerely.
//&:’zcz,/ ’

Nancy Endrizzi
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To: Reguiatory Development Dept.
of Health and Human Resocurces
Room 285, Building 3, Capitol Complex
Charleston, WV 25305 -

ATTH: Yay Howard N _

From: Nanzy Endr%ggi BSMT (ASCPy, CLS(NCA)
I ord
Wheeling, BV 28002

Regarding: The proposed rules for the West Virginia Clinical Laboratory
: fuality Assurance Act (WV Code § 16-5J-10),

July 21,1995 - e - _

I am a clinical laboratory scientist with 17 Years experience in large
university based hospital settings and 2 small private laboratory.
currently practice at a physician’s office laboratory in Wheeling.

I am very pleassd to see that the state ia moving ahead toward licensure
ef clinjical lahoratory testing personnel. Through this proposed licenaure
pian, the State of West Virginia can effect some very positive safeguards of
the avcuracy of laboratory gestinq, and improve the guality of patient care
for its citizens.

i am very concernzd about a few points. My main concern is over +he
exempiion of persons employed in a CLIA certified iak. The CLIA regulations
have proven to be too unstable over the past seven years. We should not bass
our rules on constantly changing criteria.

Ir addition, the CLIA personnel regulations are franklg too lax in
certain areas., I was involved in the original drafting of this licensure
bill, and it has always been the intent of thae bill to establish personnel
qualifications that were of a higher standard than the cucrent CLIE .
regulations, Specifically, a minimum of a Baccalaureate degree to gualify to
rerform highly complex tesﬁing, a minimum of an Associate degree to perform
moderately complex testing, znd a minimum of 2 high school diploma and
documsntation of appropriate training in a clinical laboratory to perform
walvered tests and to produce results of moderate complexity when directly
supervised by a technician or technologist, A supervisor sﬁouid possess a
accalaureate degres to oversee highly complex testing and & minimum of an
Associate degree= to overses waivered and moderately complex testing.

To dilute these gualification requirements by relving on CLIA
regulatlons is to defeat the intent of the licensure, and Eo waste manpower
and mongy for the State of West Virginia. As I read the current pro sed
rules, Jaboratories performing onl{ waivered tests would be held fo higher
8§§ionnel requirements than those labs doing highly complex testing under

Additicnally, the continuing educstion reguirement would be loskt to
personnel in CLIA certifisd labs, as CE is not addressed by CLTA. Continual
updating of skills and knowledge base iz critical to good practice, This
reguirenent would benefit personnel, hospitals and othor iab sites, and
wifimately the patient. Please don't allow it to Le exempted for any reason.
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MEALTH CARE REFORM WILL CERTAINLY FORCE FACILITIES TC CUl

COSTS SEVERELY; THIS RULE EFFECTIVELY HANDS ADMINISTRATORS
A KNIFE WITH WHICH TO CUT.

T WOULD LIKE TC SUGGEST THAT THE PROPOSED RULE BE TAKEN BACK
A STEP. oLLOW RECOGNIZED HEALTH CARE PROVIDERS FROM ACRUOSS
THE STATE TO ASSIST IN THE DEVELOPMENT OF THE NEW FPROPOSAL.
THE THEORY 1% A GOOD ONE THAT WILL HAVE A POSITIVE AFFECT ON
THE QUALITY OF HEALTH CARE IN THE STATE AS WELL A% BEING A
SOURCE OF REVENUER . THESE SAME RESULTS ARE ATTAINABLE WITHOUT
ADVERSELY AFFECTING MY PRCFESSION AND MY ABILITY TO BE
PROFESSIONAL IN MY ACTIONS.

IF PHYSICIANS ARE THE BRAINS AND NURSES ARE THE HEART OF
HEALTH CARE, THEN, CERTAINLY, LABORATCORIANG ARE THE MUSCLE.
CLEASE DO NOT WEAKEN OUR PERFORMANCE BY STOPPING THE FLOW
QF LIFE-GIVING QUALITY INTC OQUR SYSTEMS.

SINCERELY,
< .
&k- \53:;> Cirrin S ASCPY

STEVEN D. EWERS, SM {ASCP)
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BOX 121 ALLENS RT.

SISSONVILLE, WV
25320

REGULATORY DEVELOPMENT DEPT.

HEALTH & HUMAN RESOURCES

ROCM 265, BUILDING 3, CAPITOL COMPLEX
CHARLESTON, WV 25305

TS WHOM IT MAY CONCERN:

I7 HAS COME TO MY ATTENTION THAT A RULE HAS BEEN PROPQSED
CONCERNING CLINICAL LABORATORY TECHNICIAN AND TECHNOLOGIST
LICENSURE AND CERTIFICATION. I AM A MEDICAL TECHNOLOGIST
CERTIFIED BY THE AMERICAN SOCIETY OF CLINICAL PATHOQLLOGISTS
AND HAVE PRACYICED MY PROFESSION FOR 10D YEARS. I APPLAUD
THE CONCERT OF LICENSURE. A MAJORITY OF THE OTHER HEALTH
CARE PROFESSIONS HaVE SUCH STANDARDS AND HAVE BENEFITTED
GREATLY . I AM DISAPPOINTED, HOWEVER, IN THE APPARENT HASTH
WITH WHICH THIS PROPOSAL WAS WRITTEN. THE DOCUMENT HAS MANY
OVERSIGHTS AND SHORT-COMINGS THAT COULD, CVER TIME, RENDER
ENTIRE CLINICAL LABCRATORIAN LEVELS OBSCOLETE, DISSCOLVE
COLLEGE aND UNIVERSITY PROGRAMS, AND ADVERSELY AFFECT THE
QUALITY OF HEALTH CARE IN THE $€TATE OF WEST VIRGINIA.

IT HAS LONG BEEN MY BELIEF THAT THE WORD "PROFESSIONAL"
SHOULD NOT BE A& NOUN; IT IS AN ADJECTIVE. ONE SHOULD

NCT BE DESIGNATED A "PROFEZSSIONAL"® BY ANY GROUP OR BY

THL YEARS OF EDUCATION COMPLETED. ONE SHOULD BEHAVE IN

A PROFESSIONAL MANOR - MEANING & CONCERN FOR AND PRIDE IN

THE GIVING OF QUALITY RESULTS aND CARE. THOSE COF US THAT

HAVE BEEN TRAINED AS LABORATORY TECHNICIANS AND TECHNOLOGLSTS
HAVE THAT DEFINITION IN MIND EVERY DAY THAT WE ARE ON THE
JO8B. EACH PATIENT WHOSE SPECIMENS I DEAL WITH, I SEE AS
EITHER MY 87-YEAR-CLD GRANDMOTHER OR MY 3-YEAR-OLD SON. WOULD
YOU WANT ANYTHING LESS FROM A HEALTH CARE PROVIDER? I ASK
THAT YOU NOT ALLOW HEALTH CARE FACILITIES THE OPTION OF
GIVING UNDERTRAINED INDIVIDUALS THE RESPONSIBILITY INVOLVED
IN PERFORMING LABORATORY TESTING AND, IN ESSENCE,

ELIMINATING JOB POSSIBILITIES FOR THOSE OF US WHO HAVE
COMPLETED TWO OR FOUR YEAR PROGRAMS OR THE EQUIVALENTS.

IT IS MY OPINION THAT PROPOSED RULE #57 WQULD OPEN THE
DOOR FOR HEALTH CARE FACILITIES WHO MAY BE OVERLY CONCERNED
WITH PROFIT AND LESS SO CONCERNED WITH QUALITY TQ SEX
LABORATORIANS AS ONE GROUP...REFERENCING THIS RULE AS
JUSTIFICATION. THIS WOULD CERTAINLY LEAD TO A SINGLE PAY
SCALE; MOST PROBABLY THE LOWEST POSSIBLE. WHAT MOTIVATION
FOR SELF-IMPROVEMENT WOULD EXIST IF HIGHER SALARY RANGES
WERE NON-EXISTENT; AND FURTHERMORE, WHAT WOULD BE THE FATE
OF FOUR-YEAR MEDICAL TECHNCOLOGY PROGRAMS AT WEST LIBERTY
STATE, MARSHALL UNIVERSITY, AND WEST VIRGINIA UNIVERSITY?
MEALTH CARE.REFORM WILL CERTAINLY FORCE FACILITIES TO CUI
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July 20, 19%E%

Kay Howard . . .

Regulatory Department

Deparcment of Health and Human Rescurces
Room 265 Building 3, Capital Complex
Charleston, WV 253305

To Whom 1t May Concern:

I am writing to you to ¢omment on the West Virginia Clinical

Laboratory Quality Assurance Act (WV Code 1&£-5J-10).

Az the Administrative Director at 8t. Mary's Hospital Laboratory,
an officer in the Cliniczl Laboratory Manager’s Association and a
practicing member of the Laboratory community, I applaud the
initiatives of. the act, but feel that several areas need
clarification. o , -

Attached is a list of those ilssues that must be addrsssed to
insure the guality of testing for the citizens of West Virginia
per the original iptent of the law. I have also included -
comments that pertain to costs of the program.

I thank vou for consideraticn of the ,information contained in
this letter. It is my hope that caréful consideration of the
proposed legisliation will end iwp shdcessipl resclution.

JG/vly

29060 First Avenue. Huntington, WY 25702 o (304) 526-1234 -

gooz
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July 13, 1995

Kay Howard

Regulatory Development

Department of Health and Human Resources
Room 265, Building 3, Capitol Compilex
Charleston, WV 25305

Dear Ms. Howard,

1 appreciate the opportunity to comment on Rule 57 on the Clinical Laboratory Technician
and Medical Technologist Licensure and Certification Bill. I believe that the proper
implementation of a licensure bill for laboratory personnel would help to strengthen the
profession and thus maintain the excellent quality of care which is provided by qualified
Medical Laboratorians. Afier scrutiny I believe this legislation will adequately serve the
needs of the people of West Virginia and assure continued quality work. Your support of
Rule 57 will be greatly appreciated.

Sincerely,

. "’) r,j -
e A A
Vi
Garnet J. Given, M.A., MT(ASCP)
Clinical Director, Laboratories
Charleston Area Medical Center

3200 MacCorkle Ave. S.E.
Charleston, WV 25304
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separate lab.discipline ie My job description is for a chemistrv
technclegist, hbut occasionally 1t might e necessary ftc werk in the

-7

kematology lab.
B.2: Wen't apply If 6.1.2 is eliminated.

3.2: Eliminate "are exempt from such certification under
e o

6.4 & B6.5: Additional clarification 1s need define what the
secretary will approve and the process for. approving. alsoc
"additional clarificaticn 1s needed to define the 10 hours, Are

these contact hours, CME, or CEUs.

7.2.2: Delete "ig" and replace with "has been' certified,
This would better egualize the acceptiables naticonzl registries,

8.2.1, & 8.2.2. What is the intent of this? I ithink it
is meant to allow testing personnel to acguire a license until
certification <can be vwverified. However, it would be more
apprepriate ic include under 84-53%-7 another line itoc Iinclude
provide documentation of 'registry eligible'.

8.2.1: The state law was intended to establisin personnel
standards higher than those implemented within CLIA., What happens
if CLIA personnel standards change?

Under certification reguirements we recommend not certiiving
these working in "'waived laboratories” based on .42 CFR-4%4 with no
further modifications,.

Registry eligible individuals need a time period ¢f two vears
to pass a registry. They cculd be awarded a two year non-renewable
temperary license. -

7.2.4a Again, since so much of fthis rule is referenced to
CLIA, 493.148% (5) needs to be deletéd as gualifications for high
complexity testing since it is contradictory to the original intent
of . the law as approved by the State of West Virginia.
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Comment : ' - s

Piscal Notes: The c¢észt impact presented in the preoporsed rules
appears to be higher than reede@. Couid not a regular phone 1ine
suffice since the need and cost of a 800 hundred number 1= not
Justified. Additionally I guestioen the wvalidity of cost faor the

investigators reszsponsicilities in the first year considering that
ar emplovee would not be hired in this capacity until vear 2.
I"think 1t is imporiant to congider the positive financial
impact ©f reliable test results 25 comparerd to unrxeliable ones
‘provided by untrained, unqaualified individuals i.e., elimination of
inappropriate hospitalization and unnecessary medication.

Rules: 2.2.3: Does this xpmpt empioveea and facilities or AJustl
facilities e -- - — T
2.2.4: The intent of the law isF. toc provide guality. I
believe that research can be . compromised 1f the scientist
perfoerming the testing is not gualified.
2.3: & consultant should minimaily meei the certification
reguirements of the Laboratory that the gonsultant is contracted
1o, Ideally the cons¢ltan WOle neet the requlr me;ps cf the

DLlDeIV.i. SOr. - . - : JR

3.5z Strike specimen processing as this is routinely a
cle*ical position. We assume that “testi performance’ means actual
esting. Drop the word remuneratiocon. Manv labs participate in

wellness avents and healih fairs that do not result -in financial
reimbuirsement.
I take exception to grouping laboratory technicians which are

mostly 2 vear Associate degree individuatls with medical
techneloglists which are ostly & <vyear _ Baccalaureate degree
personnel, Pro*eﬁslonal etatugm was _recently confirmed on the

medical technolegist by the National Labor Relations Beoard for
unionization purposes which mav not carry over toc the laboratory
techrician, This grouplpg could have a profound effect on pay
scales. Supervisors need to be included as testing personnel.

3.6: Define heow long it will Eéﬁé‘to cbtain a license, post
graduation. Alss insert the work accredited te the training
program.

3.12: Define biophysical.

£4-58-4:" Since so much of the language in this rule comes
from CLIA, it is important that in the future tha no subbseguent
revision be adopted without opporiunity for public response. This

response time should be a minimum of 90 days.

£.1.2: Strike this comﬁletelv. We are not sure cof the
intent of this line. If adopted as written, would that mesn that
laporatorians would becomé specialized and could not practice in a
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MEMORANDUM

1340 Hal Greer Boulevard, Huntington, West Virginia 25707

Pool

ReCEIVED

JUL 24 1995

TO: Xay Howard
Regulatory Department
Department cf Health & Human Services
Recom 265, Building 3, Capital Complex
Charleston, WV 253052

FROM: W /44;&

S = ey

SUBJECT: Clinical Laboratory Technician zand
Technologist Licensure & Certification

DATE: July 21, 1995

T would 1like <to offer the followinyg comments concerning the
rulems7",

Comment:

Fiscal Netes: The cost impact presented in the preoposed rules
appears tc¢ be higher than needed, Could nct a
regular phone line suffice since the need and cost
of an 800 hundred number is mnot Justified.
Additionally I gquesticn the validity of cost for
the investigators responsikilities in the first
year censidering that an employee would not be
hired in this capacity until year 2.

I +think it is important to consider the positive
financial. impact of reliable test results as
cempared te unreliable cnes provided by untrained,

ungqualified individuals i.e., eliminatien ©f
inapprepriate hospitalization and unnecessary
medication.
Rules: 2.2.3: Does this exenpt employees and facilities or just
facilities?
2.2.48 The intent of the law is te provide guality. I

believe +that research can D»e cempromised i1f  the scientist
performing the testing is not gqualified. _

RIGWRAIORY BEVELOPMENT
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RECEIVED

WIC PROGRAM

Mid-Ohio Valley Health Dept. JUL 24 1895
211 6th St. S Ll
Parkersburg, WV 2610t uﬂlﬂﬂﬂ DEVELOPMENT
304-428-3688 - e s ome—ee o mm —_

Ms. Kay Howard B
Regulatory Development Denartment of H & HR
Room 205, Building 3 Capitol Complex
Charleston, WV 25303 -

Dear Ms. Howard,

The proposal regarding licensure/certification of lab
technitians just reached my desk this afternoon.

I believe trained personnél deoing the hemocue procedure
for WIC clients should be waived from mandatory licensure
reguirement. . : e el

We have RN's, LPN's, Nutritionists plus trained CA II's and
HS workers doing this. Aall are well ftrained for doing the
procedures as well as to OSHA regulations.

It would be a hardship on the WIC program te _reguire
licensure in addition.

Sincerely,

,éf Aig i if@ B

Pat Hanlon, R.D., MOVHD WIC Director

cos Denise Ferris T o U
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£.2.1, & 8.2.2. What is the intent of this? I think it is
meant to allow testing personnel to acguire a license until
certification can bhe verified. However, it would bz more
apprepriate to include under 64-59-7 another limne tc provide
decumentation of "rsgistry eligible”. '

8.2.1: The state law was intended to establish personnel
standards higher than those implemented within CLIA. What happens
if CLIA personnel standards change?

Under certificaticn reguirements I recommend not certifying
those working in "waived laboratories" based on .42 CFR—-494 with ne
further modifjcations.

Registry eligible individuals need a time period ¢f two years
tc pass a registry. They could be awarded a two year non-renewable
temporary license. '

7.2.4a Again, since sc much of this rule is referenced to
CLIA, 493.1489 (5) needs to be deleted as gualifications for high
complexity testing since it is contradictory to the original intent
of the law as approved by the State of Waest Virginia.

Thank you.

Gooa
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3.35: Strike specimen processing as this is routinely a
clerical position. We assume that "test performance! means actual
testing. Drop the word remuneration. HMany labs participate in
wellness events and health fairs that do not result in financial
reimbursement.

T take exception to grouping laboratory technicians v
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. year Associate degree individuals with mnedical
tachnologists which are mnostly 4
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personnel. Professicnal status was recently confirmed on the
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Ms. Kay Howard
July 24, 1855
Page Two

wWe hope that you will give serious consideratiocn to these
recommendations. If they are not clarified, they could
significantly increase our costs and negatively impact our
ability to render effective patient care.

If you would liXke tc discuss this matter, please do not
hesitate to contact us.

Sincerely,

NP ?,/_AA)Z\:KI,M.A.

Donald ¥. Hofreuter, M.D.
Administrator/C.E.O.

DHH /mxr

c: Jane G. Harless
Director ©of Data Services, WVHA
Gary R. Gould
Robert Dorisio
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WHEELING .
HOSPITAL

i MFDICAL PARK
WHIELING, WV 28603-2300 el L . -
304-243-3000 - = - —

FAX 304-2493-30&5

Ms. Kay Howarad

Regulatory Develcpment

Department of Health and Human Resources
Room 265, Building 3, Capitol Complex
Charleston, West Virginia 25305 '

Dear Ms., Howard:

The purpose of this letter is toc comment on the propecsed
rule regarding Clinical Laborateory Technicians and Technologist
Licensure and Certification. Accordingly, T would like to offer
the following suggestions:

1. Centinuing Education

The rules schould indicate that docunented inservice
education programs conducted by accredited hospitals would
qualify to meet the continuing education reguirements of the
proposed rule.

2. Specimen Processing e

The proposed rule should be clarified to indicate that
individuals inveolved in specimen processing enly would not
be subject to the certification requirements. This would
include phlebotomists, histology technicians, clerical, and
other support staff.

3. Peoint-of-Care Testing

The proposed rule should be modified to be consistent
with the CLIA guidelines which permit point-of-care testing
by non-laboratory technicians under certain specified
guidelines. The CLIA provisions which permit respiratory
therapists to perform blood gas analysis should alsoc be
included ir the proposed rules.

MLMBLR HLALGH [IRST o I

' trommm—sams e o - - A COMAPRIIIENGIS
HGHMNTATS O AMPRICA IND . - - . HipAl d H UAKE CENTER




3g4 528 2187

07721795 15:10 . 2304 526 2187 CABELL HTGN LAB @ oos
3,.3: A consultant should minimally meet the if] i

_ Ex certification
reguirements of the Labeoratory that the consultant is contracted
to. ;deally the ceonsultant would meet the requirements of the
Supervisor.

3.5: Strike specimen processing as this is routinely a
clerical position. We assume that "test performance' means actual
testing. Drop the word remuneration. Many labs partlc;pate in
wellness events and health falrs that do not result in financial
reimbursement.

I take exception to grouping laboratecry technicians which are
mostly 2 year Assocciate degree individuals with medical
technologists which are mostly 4 year Baccalaureate dedgree
personnel. Professional status was recently confirmed on the
medical technologist by the National Labor Relations Beard for
unionization purpeses which may not carry over to the laboratory
technician. This grouping could have a profound effect on pay
scales. Supervisers need to be included as testing personnel.

3.6 Define how long it will take to obtain a license, post
graduation. Also insert the word "“accredited™ to the training
program. o i I o ' : Co

3.12: Define bhiophysical.

64=59=4: since so much of the language in this rule cones
from CLIZ, it is important that in the future that no subsegquent
revision be adopted without opbortunlby for public response. This
response time shonld be a minimum of 90 days.

6.1.12: .Strike this completely. I am not sure of the intent

of <tThis line. If adopted as written, weculd that mean that
laboratcrians weuld become spec;allzed and could not practlce in a
separate lab discipline? i.e. My Jjob description is for a

chemlstry technologist, but occa51onally 1t might be necessary to
work in the hematology lab.

6.2: Won’t apply if 6.1.2 is eliminated.

6.2.1: Eliminate "are exempt from such certification under
this rule".

6.4 & 6.5: Additional clarification is needed to define what
the secretary will approve znd <the process for approving.
additional c¢clarification 1s needed to define the 10 hours. Are
~hese contact hours, CME, or CEUs?

7.2.2¢ Delete "is" and replace with "has been" certified.
This would better egualize the acceptable national registries.
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CABELL HUNTINGTON HOSPITAL MEMORANDUM

1340 Hal Greer Boulevard, Huntington, West Virginia 25701

TO: Kay Howard. — .
Regulatory Department o I
Department of Health & Human Services
Room 265, Bullding 3, Capital Complex
Charleston, Wv 25305

FROM: Wm} MT,C (ASCP)

SUBJECT: Clinical Laboratory Technician and
Technologist Licensure & Certification

DATE: July 21, 1%8S

I weould like to offer the following comments concerning the
rule®sy®,

Comment:

Fizscal Notes: The cost impact presented in the preoposed rules
appears to be higher than needed. Could net =a
regular rhone line suffice since the need and cost
of an 800 hundred number is not Justified.
Additionally I gquestion the valldlty of cost for
the investigators responsibilities in the first
year considering that an employee would not be
hired in this capacity until year 2.

I think it is important to consider the positive
financial impact of relliable test results as
compared to unreliable ones provided by untrained,

unqualified individuals i.e., elimination of
inappropriate hospitalization and unnecessary
medication.

Rules: 2.2.3: Does this exempt employees and facilities or Jjust
facilities?

2.2.4: The intent of the law is to provide guality. I
believe that research can be compromised 1i1f the scientist
performing the testing is not qualified.
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8.2.1, & 8.2.2. What 1s the intent of this? I think it is
meant *to allow testing personnel to acguire a license until
certification can be verified. However, i1t would ke more
appropriate to include under 64-5%~7 another line +to provide
documentation of "registry eligible”.

8.2.1: The state law was intended fo establish perscnnel
standards higher than those implemented within CLIA.. What happens
if CLIA personnel standards change?

Under certificaticon reguirements I reconmend not certifying

those working in "waived laboratories"™ based on .42 CFR-49%94 with no
further medifications.

Registry eligible individuals need a time period of two years
to pass a registry. They could be awarded a two year nen-renewable
temporary licenss.

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.148% (5) needs to be deleted as gualifications for high
complexity testing since it is contradictory te the priglnal intent
of the law as approved by the State of West Virginia.

Thank vou.

frafeldle




Wheeling — Ohio County Health Department

City County Building - Room 106 1500 Chapline S1.
Wheeling, WV 26003 . Phone 234-3682  Fax # 234-64%-—- B i
CoetivVed
THOMAS L. THOMAS, M.D.

Director ) JUL 24 7995
REGULATORY BEVELOPMEINT

July 20, 19935

Regulatory Development

WVDHHER

Room 2635, Bldg. 3, Capitol Complex
Charleston, WV 25305

ATTEN: Kay Howard

RE: Clinical Laboratory Technician and Technclogist
Licensure and Certification Proposed Rule 64CSR57

Dear Ms Howard,

Concerning Article 2.2.1 of the above referenced propcesed
rule, combined local boards of health should aliso be included in
this article as organized under west Virginia cCode 16-2-3. Our
local health department, Wheeling-Chio County Health Department, as
well as others throughout the state are organized under this
article of the West Virginia Cocde.

Reference could be made under this and other articles to local
health departments rather than county health departments.

Sincerely,

S 7 -
S sl S
Larfy W. Lewis

Administcrator

LWL/J £
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MTGN INT MED GROUP ID:304-837-01

teparacte lab discipline le My Job description iz for a chemistry
techtiologist, but ocsasionally it might De necessary to werk in the
hematology lab.

6.2: Won't apply If 6.1.2 is eliminated,

6.3.3: Eliminate "are sxempt from such certvification under
this rule”, *

¢, 4 & 6,5: Additional clarification is nesd define what the
secretary will approve and the preocess for approving. Alse
additional clarificaticon is naeded to dofline the 10 hours, Are
thase contact hours, CME, or CEUs.

v.2.2: Delste “is" and replace with ‘'hac been'" certified.
This wouled better egualize the accaptable natiopnal registrles.

8.2.1, & 8.2.2. What is the intent of this? I think it
is megnt te allow texting pearsonnel to acquire a license until
cartification can bDs verified, However, it would be more
appropriate to include under 64-59~7 another line te include
provide documentation of “"registry elligible”,

§.2.2: The state law wax intendsd to estabklish porsonnsl
standsrds higher than those !mplemented within CLIA. What happens
it CLIA personnel standsxrds change?

Under certificetion regquirements we recommend not certifying
those working in "waived laboratorias” basmed on .42 CFR-4%¢ with no
further medifications,

Registry eligible individuals need a time pericd of twu years
to pass o roegiatry, They coeuld be awarded a two year non-rénswable
temporary license.

7.2,4a Again, sinces so much of this rule is relerenced to
CLIA, &93.148% (5) needs to be delessd ars gualifications for high

complexity testing since it iy contradictory to the ariginal intent
of -the law as approved by the State of West Virginia, ,

Sincerely,

Moo Aefitnce, MT(A5CP)

labecratory Supervisor

1
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HUNTINGTON INTERNAL MEDICINE GROUP
1115 20th Street
Huntington, ¥, V. 25703

To: HKay Howard '
Comnant : ' . - - CoJuly 2@, 1985

fiscal Notes: The cost impact pressnted In the proposed rules
apperars to ba higher than nesded:; Could not a regulsr phons line
suffice pince the need and gost of a 800 hundred number iz not
Justified, Additionsily I gquestion the wvalidity of cost Ifor the
‘nvestigatoers responsibilicies in the fizyt year considering that
an employes would not be hnired in this capacity unti) year 2,

I think 1t iz important 1o consider the positive fiuancial
impact of reliable test results as comparsd to unreliable ones
provided by untrained, ungualified individuals i.e., slimination of
insppropriste hospitalization and unnecessary medication,

Rules: 2.2.3: Does this exempt wnployess and facilities or lust
Zacilitien, :

2.2.4t The intent of the law is to provide quallty. I
Selieve that ressarch can e conpromised {f the soiantizt
performing the testing is not gqualified.

3.3: A consultant should minimally meet the certification
reqgquirementrs of the Laboratory that the cousultant iz centracted

To. Ideally the consultant would meet the requirements of <he
Supervisor. ’

3.5: Strike specimen processing as this is routinely a
clarical position. We assume that "test performance’ means aciual
texting, Drop the word remuneration. Many labs participate in
wellneps svents and health falrs that do net result in {inancial
reluburssment. .

I take exception to grouping laboratoery techtnicians which zre
mostly 2 year Associste degree individusls with msdjical
rechneloglsty which are mostly 4 year Baccilaursate degroee
personnel, Profeszionsl statup was regsntly confirmsd on the
medical technologist by the National Labor Relations Board for
unionization purpeses which msy net carry over ie the laboratory
rechalicien., Tils ¢grsuping sould have a profound sffect on pay
scales, Bupsrviscers nesd o be includod as testing personnsl.

3.6 Define how long it will tako teo obtain a licenss, poxt
graduation. _ Also insert the work accreditsd to the training
program.

3.125 Deline biophysical,

£4-30-41 Bince 0 much of the langusgo in this rule comes
Irom CLIA, it iy important that in the Iuture that no subsesguent
revision be adopted withoutr cpportunity £5r public response. This
responss tims should be 3 minimum of 90 days.

6.12.2: S5trike this completely. HWe ars not sure of the
intent of this line., IXf adoptsad as 'written, would theat moan that
laboratorians would become specialized and could not pracitice in a
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3.3: A consultant should minimally meet fThe certification

requirements o©of the Laboratory that the consultant is contracted-

To. Ideally the consultant would meet the reguirements of the
Superviser. .

3.3: Strike specimen precessing as this is routinely a
clerical position. We assume that "test performance” means actual
testing. Drop the woré remuneraticn. Many labks participate in
wellness events and health fairs that deo not result in financial
reimbursement. '

I take exception to grouping laboratcry technicians which are
mostly 2 year Asscciate degree individuals with medical
technologists which are mostly 4 year Baccalaureate degree
personnel. . Prcfessional status was recently confirmed on the
redical technologist by the National Labor Relaticns Board for
unionization purposes which may not carry over to the laboratory
technician. This grouping could have a profound effect on pay
scales. Supervisors need toc be included as testing perscnnel.

3.6: Define how long it will take te obtain a license, post
graduation. Also insert the word M"accredited" to the training
program. '

2.12: Define biophysical.

64=-58-4: Since so much of the language in this rule comes
from CLIA, it is important that in the future that no subsequent
revision be adecpted without opportunity for puklic response. This
respense time should be a minimum of %0 days.

6.1.12: Strike this completely. I am not sure oI the intent

of this line. 1f adopted as written, would that mean that
laboratorians would become specialized and could not practice in a
separate lab discipline? i.e. My job description is for a

chemistry technelogist, but cccasionally it might be necessary to
work in the hematology lab.

6.2: Wen’t apply if 6.1.2 is eliminated.

6.3.1: Eliminate "“are exempt from such certification under
this rule'.

6.4 & 6.5: Additional clarification is needed to define Vhat
the secretary will approve and the process for approvingd.
Additional clarification is needed to define the 10 heours. Are
+hese contact hours, CME, or CEUs?

7.2.2: Delete "is" and replace with "has been".cerpified.
This would better equalize the acceptable naticnal registries.

doos
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ist Licemsmre & Certification

DATE: Juiy 21, 1995

<

T would like +to offer the

T Tfollowing comments
rulets?t,

concerning <the

Comment:

Fiscal NMNoktes: The cost impact presented in the proposel rules
appears to be higher than needed. Could not a
regular phone line suffice since the need and cost
of an 800 hundred number is not dJustified.
Additionally I guestion the wvalidity of cost for
Zhe investigators responsibilities in the first
vear considering that an employee would not be
hired in this capacity until vear 2.

I think it is important to consider the pesitive
financial impact o¢f reliasble fest resulis as
compared te unreliable ones provided by untrained,
nngualified individuals i.e., elimination of
inappropriate hospitalization and

unnecessary
medication.
Rules: 2.2.3: Does this exempt employees and facilities or just
facilities?
2.2.4: The intent of

. the law is to provide gquality. I
believe <tThat research can be

compronised 4if the sclentist
performing the testing is not gualified.
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Regulatory Department July 17, 1995
Dept. of Health and Human Rescurces

Room 268 Building 3 Capital Complex

Charlestan, WV 25305 )

ATIN: Kay Howard

FAX: 558-1130

Comments Regarding Proposed rules for the WV Clinical Laboratory Quality Assurance Act (WV Code 16-51-10);

1. I believe that the Act should be under the jurisdication of a State Licensing Board, and not
the HFLAC, which performs CLIA inspections. This would relieve existing potential loss of revenue
from HCFA for CLIA inspections snd put the personnel licensing issue into experienced hands.

2. The negative, theoretical, outcomes stated in the fiscal note (possible increase in health care
costs, and reduction in lab services), while highly unlikely, would certainly be minimat and offset by the
positive outcomes such as increased accuracy angd reliability of laboratory results. Enhanced quality in
laboratory testing wil! always iead to a decrease in health care costs, since eronsous lab results
attribute to repeat testing, misdiagnosis and urmecessary hospitalization.

3. The term "Clinical Laboratory Scientist” has an industry-wide definition of an individual with
a baccalaureate degree and certified by the NCA. Therefore, I suggest that a more general term be
utilized to define testing personnel under WV Code 16-5J-10. Also, I support the inclusion of Clinical
Laboratory Supervisor in the group of testing personnel required 1o be licensed. If not, they could
neither perform testing nor be included in the grandfather clause. Inclusion of this group into the
general definition would allow individuals to remain in positions that they currently hold.

4. The proposed rule lists 8 set of Certification Requirements that includes: anyone meeting
the minimum requirements set forth the CLIA'S8 regulations to be licensed as a Chinical Laboratory

Sc:enust in the State of Wﬁt V“uguua However, in the April 29,1993 Report From The Clinical
- ' arg -TO- William T. Wallace, ir., MD., MPH.

Commlssxoner Bureau of Pu’ohc Health:
"The qualifications and duties of the various categories of laboratory personnel were carefully
considered by the Board. There was consensus that the faderal government's legisiation in the
Clinical Laboratory Improvement Act of 1988 (CLIA'88) was generally inadequate to maintain
the health and safety of the people of West Virginia...."
The new proposal appears to conflict with the decisions of this Advisory Board Appointed on January
3, 1992, by Governor Gaston Caperton. I strongly urge the State of West Virginia to establish
quahﬁcanons for testing personnel thax are of 2 h:gher standard than CLLA’SS such as those stated in
the above-mentioned Rep abors :
8. The proposed rule exempt ﬁ'om the mmﬁmnnn requmcments personnel who are employed in
8 laboratory holding a CLIA certificate other than a certificate of waiver. This, again, defauits to the
CLIA regulations, which have already been found as “inadequate to maintain the health and safety of the
peopie of West Virginia" by the governors appointed committee. 1 feel that such a rule would
undermine the very purpose of the Act.

Sincerely,
MM’ B5 HTCASC)

Joannx Magnone, BS MT(ASCP)
Testing Personnel/Supervisor
Cardiovascular and Medical Specialists, Inc
485 Colliers Way Suite A
Weirton, WV 26062
(304)723-5500 phone

723-5516 fax
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8.2.1, & 8.2.2. What is the intent of this? think it is
meant to gllow testing personnel to acguire a license until
certification can be vwverified. However, it would be more

appropriate to include under 64~55-7 another line to rrovide
documentation of "registry eligiblet’,

8.2.1: .The state law was intended to establish perscnnel
standards higher than those implemented within CLIA. What happens
1f CLIA personnel standards change?

Under_certification requirements I recommend neot certifying
those working in "waived laboratories" based on .42 CFR-4%4 with no
* further modifications.

Registry eligible individuals need a time period of two years
to pass a registry. They could be awarded a two year non-renewable
Temporary license,.

7.2.4a Again, since so much of this rule is refersnced to
CLTA, 493.1489 (5) needs to be deleted as gualifications for high
complexity testing since it is contradictory to the original intent
of the law as approved by the State of West Virginia.

Thank you. . - - S




Comment :

Fizscal Netes:  The cost impact presented in the preoposed rules
appears Lo be higher than needed. Could not a reguiar phone 1ine
suffice =mince the need dnd cost of a 800 hundred number is not
Justified. Additiomally I guestion the validity of cost for the
invesiigators responsibilities in the first year concidering that
an employee would not be hived in this capacity until vear 2,

I think it is important te cansider the positive financial
impact of reliable test reszults as compared tc unrsliable ones
provided by untrained, unqualified individuals i.e., eliminasion »f
inappropriate hespitalization and unnecessary medicatiorn.

.2.3: Does this exempt emplovees and facilities or just
< .
2.2.4: The intent of *the law is to provide guality. I

believe that research can be compromised if the scientist
performing the testing is not gualified.

3.3: A consultant should minimally meet the certification
repuirements of thée Lakboratory that the censultant iz contracteod
to. Ideally the consultant would meet the reguirements of the

Supervisor,

3.5 Strike s=specimen processing as thils s routinely a
clerical position, We assume that "test performance’ means actual
testing, Drop the werd remuneration. Many labs participate in

wallness events and health fairs that do not reszult in financial
reimbursement .

I take exception to grouping laboratory technicians which are
mostly 2 yYear Associate degree indlviduals with medical
technologists whicn are mostly 4 vear Baccalaureate degree
personnel | Profexzional status was recently confirmed on the
medical technolegist by the Naticnal Labor Relations Board for
urnionization purposes which may not carry over toc the laboratory
technician. This grouping could have a profound effsct on pay
scales, Supervisors need to be included as testing personnel.

3.6: Define how long it will take to obtain a license, post
graduation. Also insert the werk accredited to the training
program,

3.12: Define biophvsical.

54-59-4: Since so much of the language in this rule comes
from CLIA, 1t Is5 important that in the future that nc subseguant
revizion be adcopted without opportunity for public response. This
response time should be a minimum of 290 days.

§.1.2: Strike this Completely. We are not sure of the
intent of this line, If adopted as written, would that mean  that
laboraterians would hbecome specialized and could not practice in a




Jackson General Hospital

PO BOX 720, RIPLEY, WEST VIRGINIA 2527} - FHONE (204} 572-27%)

RECEIVED
JUL 24 1985
July 24, 1995 REGULATORY DEVELOPMENT

Kay Howard

Regulatory Development

Department of Health & Human Ressources
Room 248%. Building 3, Capitol Complex

Charleston, WY 25305 -

Dear Ms. Howard,

I am a member of the West Virginia Climical Laboratory Management
Assnciation. We. 1 the Laboratory Managemeni comaunity, are
concerned about the preservation of guality personnel standards
within this ticensure and Certification Proposal. [ have reviewed
the rules proposed by the WVCLMA and feel that they are preferable
to the existing document. The exemptions allowed by this State' s
document are not acceptable., Personnel exemption for waived
testing i1s the only area which appears legical. Certification by
the @A.S.C.P.. N.C.A,. or _A.M.T., should _be the standard
gualification for licensure. A “"grandfather" rule could be
inserted to allow licensure of all existing workers, with a cut-off
date to begin mandatory certification requirsments.

Thank you.

Sincerely,

T V)l a5 )
Peggy 8. Manuel, MT{ASCP)

Chief Technologist of Laboratory Services
Member, WVCLMA

MrmBrr WEST VIRGINIA HOSPITAL ASSOCIATION, AMERICAN HOSPITAL ASSQCIATION, ACCREDITED BY JOINT COMMISSION ON ACCRIDITATION OF HOsPITaLs
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separate lab discipline ie My job description iz for a chewist:y
t.echnologist, but occasionally Lt might be necessary to work in the
nematology lab. .

5.2: Won't apply if 6.1.2 15 eliminated.

£.3.1: Eliminate "are exempt from such certification under

this rule’™. .

£.4 & 8 .5: Additional clarification is need Qefine what the
secretary will approve and the progess Eor approving. Also
additional clarificatien iz needed io define +the 10 hours. Are
these contact hours, CME, or CEUs,

F.2.2: Delete "ig"” and replace with “"has been' certified,
This would better egualice the acceptable national registries.

8.2.1, & 8.2.2. What is the intent ef this? I think it
is meant to allew testing personnel to acguire a license until
certification ecan be verified. However, it would be more
appropriate to include under 64~53%-7 another line io include

Provide documentaticn of "registry eligibie™.

8.2.1: The staie law was Iintended to establish personnel
standerds higher than those implemented withiu CLIA., What happens
if CLIA personnel standards changs?

Under certification requirements we recommend not certifying
those working in "waived laburatories” hasced on .42 CFR-494 wiih no
further modifications.

Registiry eligible individuals need a time period of two yaars
to pass a registry. They could be awarded a iwo year nen-renewable
temporary license,

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.1489 (5) needs to be deleted as gqualificatiens for high
complexity testing since it is contradiclory to the original intert

cf the law as approved by the State of West Virginia.
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8.2.1, & 8.2.2. What is the intent o©of this? I think it is
meant teo allow testing perscnnel to acguire a2 license until
certification can be _verified. However, it weould be mnore
appropriate to include under 64-59-7 another 1line to provide
docunentation of "registry eligible™.

g.2.1: The state law was intended to establish personnel
standards higher than those implemented within CLIA. What happens
if CLIA personnel standards change?

Under certlflcatlon regquirements I recommend not certifying
those working in Y'waived laboratories” based on .42 CFR-494 with no
further modifications.

Registry eligible individuals need a time periocd of two years
to pass a registry. They could be awarded a two year non-renewvable
temporary license.

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.1489 (5) needs td be deleted as gualifications for hnigh
complexity testing since it is ceontradictory to the original intent
of the law as approved by the State of West Virginia.

Thank you.
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(3.5: St;ike specimen Processing as this is routinely a
cler;cal position. We assume that "test performance" means actual
testing. Drop the word remuneration. Many labs participate in
wellness events and health fairs that do not result in financial
reimbursement. ' o

I take exception to grouping laboratory technicians which are
-mostly 2 year Associate degree individuals with medical
technologists which are mostly 4 year Baccalaureate degree
personnsl. Professional status was recently confirmed on the
medical technologist by the National Labor Relations Board for

technician. This grouping could have a profound effect on pay
scales. Supervisors need to be included as testing personnel.

3.6: Define how long it will take te cbtain a license, post
graduation. Also insert the word vaccredited" to the training
Program.

3.12: Define biophysical.

64-59-4: Since so much of the language in this rule comes
from CLIA, it is important that in the future that no subsequent
revision be adopted without opportunity for public response. This
response time should be 2 minimum of 90 days.

6.1.12: Strike this completely. I am not sure of the intent

of this line. If adopted as written, would that mean that
laboratorians would become specialized and could not practice in a
separate lab discipline? i.e. My job description is for a

chemistry technologist, but occasionally it might be necessary to
work in the hematology lab. ]

6.2: Won’t apply if 6.1.2 is eliminated.

6.3.1: Eliminate "are exempt from such certification under
this ruler. e e e e

6.4 & 6.5: Additicnal clarification is needed to define what
the secretary will approve and the process for approving.
Additional clarification is needed tec define the 10 hours. Are
these contact hours, CME, or CEUs?

7.2.2: Delete "is" and replace with "has been"'ger?ified.
This would better equalize the acceptable national registries.

Goos




Regarding £4-59-5,2 which authorizes the use of students
and yet-to-be certified perscnnel for testing purposes under
"proper” supervision,this is a flagrant weakness. No
restrictions are placed on the length of time a person may be
classified as a trainee. Under these terms an individual unable
resting, unlicensed, if his/her employer merely added the word
"trainee” to his/her title.

Regarding £4-59-6.2 which contradicts £4-59-2.2.2, &
literal interpretation of these two sections indicates that this
rule does not apply to my tax-exempt primary-care employer,
however, it does apply to me as ar employee of such, exeept in
regards to licensure requirements. This is extiremely vague and
desperately needs clarificaticn.

Regarding 64-59-6.4, requiring an applicant to complete 10
hours of continuing education, currently nearly 10 real time
hours must be invested to yield 1 continuing education hour. The
Lime away from work and the cost of such education will make this
a difficult, if not impessible pre-regquisitive,

Regarding 64-59-8,2,1 exempting employees of CLIA
certified lazbs from certification, this is another glaring
weakness, Teo many can claim exemption using this section.

Regarding £4-59-11,1 restricting licensure from
authorizing the performance of tests by an individual unless
he/she is determined qualified using additicnal criteria, this
section strips nearly all control from the license., What powers
will it have?




. . _KECEIVED
JUL 21 1885
July 19, 19953 RMERATORY DEVELOPMENT
Ms. Howard,

AS an ASCP certified medical technologist, with a four year
classified as z high complexity testing general supervisor in a
primary health care center having tax exempt status, I have
several concerns about proposed rule - Title 54 - West Virginia
Administrative Rules Department of Health and Human Resources -
Series 57 - Clinical Laboratory Techniclan and Technologist
Licensure and Certifjcation.

Regarding 54-59-2.5, defining a Clinical Laboratory
Scientist, two points come to mind, The term Clinical Laboratory
Scientist is widely associated with a certification category used
by the Natlonal Certifying Agency., Use of this term may cause
unnecessary confusion over an individual's educational
backgreound. Additicnally this definition goes on to exclude
supervisors from this category. In my current position I am
classified as a general supervisor under CLIA regulations. I
alsoc perform the tasks enumerated in  64-59-3.5. As a general
supervisor, I would be excluded from licensure and prohibited
from performing said tasks by £4-59-5.1, Under these terms, 1
would be forced to choose between supervigory status and my bench
job (i.e, salary). This will also be financially prohibitive in
smaller laboratory situations where the éﬁperﬁisor assumes dual

roles,




RECEIVED

@1 MILFORD STREET
CLARKSBURG, WV 26301-4041 JUL 19 1985
JULY 17, 1895

' BIGLATORY DEVELOPALENT

Regulatory Development

Department of Health & Human Rescources
Room 265, Bldg, 3, Capitol Complex
Charleston, WV 23305

ATTN: Kay Howard

Dear Ms. Howard:

The following comments apply to the proposed rules for the West
Virginia Clinical Laboratory Quality Assurance Act (WY Code 16-35J-10).

The Governor appointed an Advisory Board to recommend rules for this
Act. The beard, which consisted of professicnals with a good
understanding of the need and regponsibility of a good licensure law,
spent a great deal of time in recommending good guidelines. I am
deeply dissppointed that the work done by the advisory board was
ignored. Tax dollars were spent on this Board and to have their input
ignored is a crime. It is this kind of action that creates bad
attitudes toward our State government.

The entire purpose of this legislation, which had been worked on
since the early seventies by medical technologists within the state,
was to assure proifessional quality laboratory results within West
Virginia. The federal CLIA ’'88 Act falls sheort, especialiy in the
area of personnel standards, in assuring such guality. The need for
State Legislation hae been demonstrated by other states that are
working on or have passed similar legislation. Why should the
citizens of Florida and California, to mention just two, have better
guality health care than those in West Virginia.

The economic impact study demonstrates the lack of understanding of
the laboratory profession. This study is totally negative and totally
ignores. the cost of inaccurate laboratory wvalues that result in
unneeded medication, inappropriate hospitalization, and death.

There appears to be geveral inconsistencies within the rules as to who
is exempt. Primary health centers and county health departments seem
to be exempt provided that the employed scientists are covered. (2.2.1
and 2.2.2) Elgewhere in the proposed rules they are totally

exempt. (8.2.1) Only federal government and research laboratories
should be exempt from these regulations. A little research would
demonstrate that primary healih centers should not be exempt.

Grouping all laboratory personnel into Clinical Laboratory Scientists
is a mistake. Baccalaureate and associate degree individuals should
be placed into different categories. The already existing
certification programs offered by the ASCP, AHMT, and NCA could be .




Having been in the laboratory profession for ten vears, I
am in favor of a licensing process that screens uncgualified
personnel using a reasonable set of guidelines. It is my opinion
the licensing process set forth by Title 64 is in many ways
unreasonable. It is desirable, then, to review these regulations
once more, perhaps considering recommendations made by the West
Virginia Clinical Laboratory Quality Assurance Advisory Board, in
order to develop a licensing procedure that will benefit all of

us - o L

Sincerely,
Suzanne E. Messenger, MT (ASCP}
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To Whom it AMay Concern:

As a practicing laboratory professional, I am veryv concerned about the propesad rule
affecring our profession: Rule No 57. fitled the CLINICAL LABORATORY
TECHNICIAN AND TECHNOLOGIST LICENSURE AND CERTIFICATION rule.

After reading the documents outlining the proposed law, I find there are many
inconsistencies. as well as ridiculous requirements. An Advisorv Council was appointed to
have input in the making of this law. Were their guidelines completely ignored?

1 urge vou to rethink the entire rule, and please let those who are in the profession help vou
come up with a rle that is both workable and reasonable.

Sincerely,
RECEIVED L
JUL 19 1985 Nelen W s
SIERATORY PEVELOPMENT Helen Moran. MLT{ASCP)
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incorporated within the rules. These professional certificatian
programs would provide the State with real professional guidelinee at
minimal expense.

Continuing education requirements for license renewal is good but
needs to be better defined. (6.4) The criteria for what is approved is
critical and should be addressed. Ten hours of CEU credits is
approximately 100 hours of attendance. This could be both costly and
difficult to obtain depending on what is approved by the gecretary.

Laboratory Supervigors need to be incorporated under the licensure law
since most perform testing. (3.5) Clinical Laboratory Scientist
Trainees should have a specified time period to become licensed after
graduation from an approved program.

The Exemption from Certification (64-59-8) is confusing. 8.2.1
implies that anyone working in a clinical laboratory which holds a
CLIA certificate other than a certificate of waiver is exempt. This
would be everyone that should be licenzed.

Because of the political nature of the CLIA ’'88 rules, it is of
paramount importance that there not be reference to these rules within
our sgtate regulations. There is a better way. West Virginia and its
citizens deserve quality health care. A proper set of rules can help
asgure that this goal is met at minimal cost in the short run and a
savings long terwm.

Sincerely,

S (2 Zlles 7T T

Irvin A. Miller, M.S., M.P.H., MT{ASCP)
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REGAATORY DEVELOPMENT

To: Kay Howard
Regulatory Development
Department of Health and Human Resources
Room 265, Building 3, Capitel Complex
Charleston , WV 25305

From: Phillip D. Scott
Charleston Area Medical Center
Director of Perfusion Services
3200 MacCorkle Ave. S.E.
Charleston, WV 25304

Date: July 24, 19%5

Dear Mr. Kay,

I am responding to proposed legislation involving the licensure and
certification of laboratory technicins. The issues I care to
address stem from the PROPOSED RULE TITLE 64 CSR 57 CLINICAL
LABORATORY AND TECHNOLOGIST LICENSURE AND CERTIFICATION.

hkkkhkhkd kAR krkkhkk kR khkkhkhhkhddkdkdkhkhkhkhkdkkdhkhhhdhhhdhkhdkhkhrhkhkdhrhhhhhbhk

The top of page three states that "clinical laboratory scientist"
includes laboratory technicians and laboratory technologists, but
does not... The top of page four defines a Laboratory Technician
as "A clinical laboratory scientist.”" It also defines a Laboratory
Technologlsts as "A clinical laboratory scientist." Is this
generic terminology for the professions of "Medical Laboratory
Technicians and Medical Technologists"? No where directly within
the Proposed Ruling is the term Medical Technologists or Medical
Laboratory Technician used.

Within the Certification Requirements listed on page six, item
7.2.4.a. includes "Testing personnel found at: 42 CFR 493.1423,
493,1489, or 49%93.14%1. These classifications reflect a great
numper of personnel outside of the realm of Medical Technoclogists
or Medical Laboratory Technicians. I would propcse that the top of
page three read: The term "clinical laboratory scientist" include
laboratory technicians, laboratory technologists, and personnel
meeting the reguirements of 42 CFR 493.1423, 493.1489, or 493.1491.
This statement would encompass all personnel deemed approprlate for
laboratory testing in accordance to the CLIA '88 regulations.

kdkkkdkhkkkk kAR kRN Rk ko kkhkkkhkkkhkkkkhkhkhdkhhdhdhhhhkhkhkdhhkdhhhhrrd

There appears to be confusion between the Certification




Webster County Hemovial Pospital

324 Miller Mountain Drive
Phone 304-847-5682
Webster Springs, West Virgiria 26288

July 12, 1995

Requlatory Development
Department of Health & Human Res.
Room 265, Bld. 3 Capitoi Complex
Charleston, WY 25305

ATTN: Kay Howard

I am a Laboratory Tech in rural West Virginia at Webster
County Memorial Hospital where I have worked for the last
12 years doing high complexity testing. I was trained on the
job, and also by attending various workshops. I am a current
member of ISCLT as a POLT. I think my experience shows that
I am capable of doing the work, therefore I should be recognized
by the State of West Virginia.

Sincerely,

%//éf,@[/"

Joe Pugh, POLT

guyole Q’s .(1
“TC Air Port £d.
We 55 !E'r s'p,»"ﬂbg )éa‘.s-z,,
26288
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Public Hedlth

Ermvironmental Health

July 18, 1995

Mr. Frank W. Lambert, Jr., Dr. P.H.,
Qffice ¢f Laboratory Services

Bureau for Public Healzh

Department of Health and Human Resources

State Capitol Complex, Building 3, Room 518
Charleston, WV 25305

Director

Dear Dr. Lambert:

This is regarding the proposed rule 64 CSR 57, Dapartment of Health and Human

Resources Clinical Laboratory Technician and Technologls* Licensure and
Certification.

Section 6.4 and 6.5 specifies 2 requirement of "10 hours of continuing
education from a program ... approved by the secretary..."”. For a Waived
Laboratory performing pregnancy tests, Hemocue hemoglobins, dip-stick
urinalysis and bloocd sugar testing with a glucose testing device, the 10 hours
of continuing education requirement seems excessive.

Another point to make is thet, since our laboratory is waived, it would be of
little value for our department to send the staff to laboratoery training

sessions where the subject matter is beyond the scope of a "Waived
Laboratory.' -——

This is to suggest that the required number of training hours and subject
matter be based on the CLIA complexity level of the laboratery

If you have any questions regarding the this matter, please contact me at
872-5328,

Thank vou,

. o Dians Sears
, - , ~ Administrator

TH

i

|l
1

SN\ WAVRE

it

-

{-

14




Regquirements and the Exemption from Certification. Is it intended
that the same body of people required for certification are also
eligible for exemption? Item 7.2.4.a. of the Certification
Requirements reads identical to item 8.2.2.a. of the Exemption From
Certification. If personnel within these classifications are
considered "Optional"', then this might be appropriately intended,
however, somewhat confusing.

hkkkhkhkkkkhkhRkkhhkhkhkhhibkhkhrhhhhhhhkihhkhRbkkhk itk dkdkdrhhhhkhkbrr ik kdrkik

As a Perfusionist within the state of West Virginia, I am prompted
to point out that many areas of the hospital perform laboratory
testing with non-laboratory perscnnel. Point of Care testing has
beccocme an extremely time efficient capability while in most cases
reducing the cost involved. There are several allied health
professions that sufficiently train in the areas of physiclogical
and laboratory sciences that permit non laboratory personnel to
perform diagnostic tests. = As long as these perscns are
incorporated within the certification and licensure expectations,
all parties may and will continue working in harmeony within
numerous health care facilities. If, however, there is an attempt
to 1isolate testing to the Medical Technologist and Medical
Laboratory Technician professions, a severe manpower shortage will
become imminent and the quality of professional health care within
inpatient facilities will definitely become hindered.
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3.3: 2 consultant should minimally meet the certification
reguirements of the Laboratory that the consultant is contracted
to. Ideally the consultant wculd meet the regquirements of the

Supervisor.

3.5: Strike specimen processing as <this is routinely a
clerical position. We assume that "test performance® means actuzl
testing. Drop the word remuneration. Many labs participate in
wellness events and health fairs that 40 not result in financial
reimbursenent.

. I take exception to grouping laboratory technicians which are
mostly 2 year Associate degrse individuals with medical
technolegists which are mostly 4 year Baccalaureate degree
perscnnel. Professional sStatus was recently confirmed on the
medical technologist by the National Labor Relations Beard for
unionization purposes which may not carry over to the laberatory
technician, This greouping could have a profound effect on pay
scales. Supervisors need to be included as testing personnel.

3.6: Define how long it will take to cbtain a license, post
graduatioén. Also insert the word Y"accredited" to the training
program. : o

3.12: Define biophysical,

64=-59—4: Since so much of the langurage in this rule comes
from CLIZ, it is important that in the future that no subsegquent
revision be adopted without opportunity for public response. This
response time should be a minimum of %0 days.

6.1.12: trike this completely. 7T am not sure of the intent
of this line. If adopted as written, would that mean that
laboraterians would becsme svacialized and could not practice in a
separate lab discipline? i.e. My Job description is for a
chemistry technelogist, but cccasionally it might bhe necessary to
wOork in the hematology lab.

€.2:7 Won’t apply if 6.1.2 is eliminated.

6.3.1! Eliminate "are exempt from such certification under
this rule®.

6.4 & 6.5: Additional clarification is needed to define what
the secretary will approve and the process for approving,
Additiocnal clarification is needed to define the 10 hours. Are
these contact hours, CME, or CEUsS?

7.2.23 Dalete "is" and replace with "has been" certified.
This would better equalize the acceptable national registries.
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CABELL HUNTINGTON HOSPITAL MEMORANDUM

1340 Hal Greer Boulevard, Huntingten, West Virginia 25701 R [_:_ :

JUL 24 1995

TO: Kay Howard , REGHLA
Regulatory Department TORY DEVELOPMENT
Department of Health & Human Services
~ _Room 265, Building 3, Capital Complex
Charleston, WV 25305 ~ — T Tt T —

SUBJECT: Clinical Laberatery Technician and
Technologist Licensure & Certification

DATE: July 21, 1%%5

I would like to offer the following comments concerning the
rule®s57m, ’

Comment:

Fiscal Notes: The cost impact presented in the proposed rules
appears to be higher than needed. Could not =2
regular phcne line suffice since the need and cest
of an 82800 hundred number is not Justified.
Additicnally I guestion the wvalidity of cost for
the investigators responsibilities in the first
year gonsidering that an employee would not be
hired in this capacity until vear 2.

I think it is important to consider the positive
financial impact of reliable test results as
compared to unreliakble ones provided by untrained,
ungualified individuals i1.e., elimination of
inappropriate heospitalizaticn and unnecessary
medication.

Rules: 2.2.3: Does this exempt employees and facilities or Jjust
facilities?

2.2.4: The intent of +the law is to provide guality. I
believe that research can be compromised i1f the scientist
performing the tfesting is not cqualified.




’ ROBERT C. BYRD
? HEAITH SCIENCESCENTER

GITWEST VIRGINLAY UNTVERSTT

Dopartment o Pattolegy

George Rider, Executive Secretary
West Virginia State Medical Association

P.O. Box 4106

Charleston, WV 235364

July 12, 1995

Re:  (Proposed) 64 CSR 57, Clinical Laboratory Technician and Technelogist Licensure and
Certification

Dear George:

At vour request, | have reviewed the above proposed West Virginia Administrative Rules from
the Department of Health and Human Resources which you sent to me. [ have comments as

follows:

(3]

Since this deals with licensure of personnel, why put section 2.2 in the rule?
County health departments, primary health care centers, and laboratories are

not personnel.

The rule does not make a distinction. in its definitions, between Laboratory
Technician and Laboratory Technologist. There is an important difference
regarding their training. Consider changing the rule to read as follows:

3.10. Laboratory Technician - A clinical laboratory scientist with a two-year
associate's degree.

3.11. Laboratory Technologist - A clinical laboratory scientist with a four-
vear bachelor's degree.

Why have section 6.27 Why should county health departments or tax exempt
primary health care centers not supply their employees with job descriptions the
same as everybody else?

T T
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g.2.1, & 8.2.2. What is the intent of this? I think it is
meant to allow tésting persennhel to acguire a license until
certification can be verified. However, it would Dbe mnore
apprepriate to include under 64-5%-7 another line to provide
documentation of "registry eligible".

8.2.1: The state law was intended to establish personnel
standards higher than those ilmplemented within CLIA. What happens
if CLIA personnel standards change?

Under certification reguirements I recommend not certifying
those working in Ywaived laboratories! based on .42 CFR-49%94 with no
further modifications.

Registry eligible individuals need a2 time period of twec years
to pass a registry. They could be awarded a2 two year non-renewable
temporary license. '

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.1489 (5) needs to be deleted as gualifications for high

complexity testing since it is contradictory to the original intent
of the law as approved by the State of West Virginia.

Thank you.

Boo3




Wzbster County Hemorial Ibospztal A

324 Miller Moumtain Drive e .
Phone 304-847-5682 - Jdo o s

Webster Springs, West Virginia 26288
REGULATORY DEVELOPMENT
July 12, 1885

Regulatory Development

Department cf Health & Human Res.
Room 265, Bld, 3 Capitel Complex
Charleston, WY 25305

ATTN: Kay Howard

I am a Laboratory Tech in rural West Virginia at Webster
County Memorial Hospital where I have worked for the past 9
years doing high complexity testing. I received on the job
training and have attended various workshops. I am a current
member of ISCLT as a POLT. 1 think my experience shows that
I am capable of doing the work, therefore I should be recognized
by the State of West Virginia.

Sincerely,
7£;i¢¢éE2?2asz£Z§;l7L

Paulette Stout, FOLT

Paulette Stout
10 Sugar Creek Rd .
ebster Spgs, WV 26288




4, The wheole section on exemption from certification may be unnecessarv.
Particularly sections 8.2.1 and 8.2.2. If requirements are less stringent than those
of CLIA, then CLIA automatically supercedes them. The entire section on
exemption would seem to be superceded by CLIA.

If we need to discuss any of this, vou can call me at 293-3212. O therwise, I will plan on seeing
you in Charleston on July 19.

Yours truly,

| Jeffrev A. Stead, M.D.
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 RECEIVED
JUL 19 1985
July 18, 1995' RMALATIRY JEVEIPRED

To whom It May Concern,

I have had an opportunity to review the proposed rules for
Clinical Laboratory Technicians and Technologists Lisensure and
Certification (Reference 64 CSR 57), 1 feel these proposed rules
are not appropriate for our profession. There are too many
inconsistencies and rules which would not benefit our interests
in upholding the integrity of our positions as Labratorians., I
feel the input of the Adviscory Committee is greatly needed and
the rules should be submitted by those which know our profession
and can use their knowledge to propose rules beneficial to our
profession,

Thank You,
Kimberly E. Tennant MLT (ASCP)

Kimberly E. Tennant
Rt 1 Box 154 i o
Metz, WV 26585 _ )
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DMemorialHospital o o RECEIVED
JUL 24 1995

July 24, 1995 , - _
RECULATORY DEVELOPMENT

Ms. Kay Howard

Department of Health and Human Resources
Room 2653, Bullding 3 Capital Complex
Charleston, W¥ 25305. _ . .

Dear Ms. Howard: B S o

I recently received a copy of the proposed legislation relating
to certification and licensing of clinical laborateory
technologists and technicians. There are several areas cf
concern ranging from the cost of operations, grouping
technologists and technicians as one title "Clinical Laboratory
Scientists", as well as several other concerns in my initial
review,

think it 1s necessary to extend the period for comments
pertalilning to this legislation so that a more detailed review can

be made, particularly comparing proposed legislation to federal
CLIa guidelines. N

Thank you for your consideration of this reguest.

Yours Truly,

Charles Wamsley,

Laboratory Manager

/8P . ' Do

& Reed Streed and Gorman Avernuc A PO. Box 1484 & Elfans, WV 26241
A {304) 836 -3300_4_ FAX: (304) 637-3435
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position Statement ot the West Virginia State Soclety for Medical Technology

‘l he mission of health care professic ais is to ensure the well-bsing L the
patient.! Quality patuent information P viged by chmcai laboratory profe551$na[s allows
physqmqns to ensure the wellness of t 1e patient by prowdmg for normal crowth and
devetlopment, treatment of repairable conditions and maintenance of conditions that
cannot De restored to rtormal This is why, we, the membershlp of the Wast, Ulrglma
State Society for Medical Technology WVSSMT) support the West Vtrgmlé Chmcal
L.aboratbnas Quality Assura*wce Act. ! L i

: WVSSMT beheves that it is the Entent of this iaw to provide zccurate lemd
reliabie 1aboratory aest resuits regardiess of who performs ihese tests or whlere they ,
are peﬁormed in order to provide for ths intent of tl'ns iaw, it will be necessary to Lo
ltcense both laboratory { c.iltses and taboratory testmg personnel in the State of West
V!rglma I ; !

Whtle WVSSMT finds the regulations regardmg faboratory testing faJ mies as b
set forth by the final rule tor CLIA 88, gublished on February 28, 1992, min] ally o
acceptable, we feel that the personnet|standards fall woetully short of those‘ needed to |
insure “ﬂ ahty health care for our citizens. l i ‘

J is our position that nersonnel who perform chmn:a taboratory festmg ln the
state of West Virginia shouid be graduates of a tormal education program and be

certified, by a nationally recognized certitying agency and be licensed by the state
X |

We believe that the rules of staj}e Itcensure should provide for three !evels of
testing personnel two !ovets of supervisory personnel and two Ievels of diractors, as |
outlmeci below : : | : : ‘I
\ i ‘
I
L Testmg Personne! ; P

s

Level A - Tachnglogist ,
‘ ' ' i |
1. Minimum education and training - Baccalaureate degree in
Medical Technology from an acdredited program and pass a
validated,competency based exammauon satisfactory to the
board, [ |

L
' o

Tasks parform waivered, moderately complex, and hi Jhly

comptex testing as set forth by the final rule of CLIA 88,\Fepruary

l
3
!
|
!
i

i

o

48 1992 L ] ‘{
| ' o o
1 3. Responsibitities - niay veri ify results of testing performed b}f ‘ l
laboratory assistants. u i Co

1
a .‘
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axceed those requlred by CLIA 88. I have attached copies of !
notb of thase documnets o your 11forwau;on. ;
| '
(perall T believed that the proDosed,ruies for WY Code 16-5J- 1p
will need to he restruct ured to clarify the levels of tasting

q=rsonpel who wi 11 need to licensed., I also expect that thL

qrozosed rule 'could be clarified by 51m911fy1ng the language £o
include generally acceptable jterms to describe these 1nc1v1duais
Most significantly the rules jneed to reflect a higher standara than
tho CLIA 88 regulations. Thsse regulat;ons have been under attack
*@r“he medical and laboratory comnunity since their initial puplication
e' being teo lenient. I would hope that the state of West erawnla o
. 1ld see fit to éstablish curselves as exemnlery providers oflmcalcal
i :Ere via the delivery of the ngqest quallty laboratory services available

Iatner than acceot the woefullly inadequate standards adopted by others.

» S . I

: ! . !
Thank you for you time and consideration of my comments. 1

I
i
1
|
\

‘ ‘Bincerely,
, f : [ g Y
| % , [ ) o e At CASY

3
iRobin Welsenborn
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| 5 . Position Statement - page 3 i
! ‘ : : | :

B Genaral Supervisor LevetB |

i | |

| { ‘

! 1. Minimum eduﬂati%n and training - Associate degree trgm an

i acwednted laboratory technician program and pass a vahdated

j
] competency based examination accaptable {o the board and
| clinical laboratory|experience m the area to be superwsed

| L
[ 2. Respons bilities - may supervise the performance of walvered and
: moderately complex testing. i i
i P ! I
Il Drrectors o 1 b ‘
‘ H i : ;
,4\" Clinigal rAcirz‘nmstratc:r ' ' ‘
I [ i
J 1. Minimum education and tralmng Baccalaureats degree in )
: Medical Techno!ogy with 5 years of ehnical laboratory’ $uperv1sory N
i experience or Ma?’eers degree in clinical laboratory science, Bt
J nealtd care administration or business administration WIth 2 years = |
} clinical superviso experlencel '
n ‘ [ L
: 2. R‘espcbnsibjlitles - assSumes responsibiiities for control of daliy |
i

laboratory operations. - RS . i

Megicgi‘DireCIQ : ‘ ‘

——— —‘ | [

1, Mmlmum education and tramkng - M.D., Pathotogist, cer‘tuf ed in |
clini ical pathelogy for PhD with boa'd certification in g recogmzed : E
|

health science. : i j
. ; |
2. R:esponsib‘}%%iles - acts as haISO"i between laboratory sté i and ,
physicians by assisting w:th formu!at:on of physicians’ ’d[agnosuc ‘ 1
plans., 3 |} !

5
§
'
|
|
!

Contmu:ng Education - It is the responsibility of every clinical laboratory p{ofésszonal
to rema|n current in their field of practice. Theretore, WWSSMT suggests that a
mmnmum of 20 hours of validated continuing educatton every 2 years be pqrt of the
lacensme requirements for alt levels of practice, Th|s continuing education fmay be
1=~cture<, ‘seminars, workshops formalclasses, in- semce programs, or !
corresponde"tce courses.

hcensu:e activities and to be responsible for eniorcement of requirements
!

Respecifully submitted,
Jeannme R. Meioon
PrESIdspt WVESMT (91-92)

|

WVSSMT suggests that a Licensing Board be estabhshed to administer thf personnel |
J
|
L
\
i
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: Posltion Statement - page 2

1
1

| Technician

. : . |

L 1. ‘Minimum education and training - Associate deg}eejrom

i 'an accredited Medical Laboratory Technician program and

‘pass a validated, competency based examination |

; satistactory te the board. | - { |

1 2.  Tasks - may perform wai\)e'rec and moderately complex

. testing as set forth by the final rule of CLIA 88, February 28,
1 1992 J‘ ;

i : I i

’T 3! Responsibilities - may vehfy results of testing pe{formed by
1, laboratory s?ssastants ; P
<f3. Level C - Laboraiory Assistant . ‘ ‘ 1 ﬁ

! : i | :

uperwsory Person nei

General _Supervisor Le }gﬁ
1. 7..-: ed V_.

' Minimum eLucatlon ‘and éramzng High school dap!oma and
documenta ton of approprsate training in a clintcal
laboratory

Tasks may perform wawered tests and cperats) :

Cinstruments to produce results of mederate comﬁexaty

. testing reqLﬁmng little or Ao operator intervention when

dlrectiy supervised by a technician or technologist. ‘Resuilts |
of moderately complex tests must be verified by a

techmcian r technotlogist before release.

Minimum education and training - Baccalaureate degrée in
Medi¢al Technology from an acgredited program and pass a
validated, compeﬁemy based sxamination accsplabie Fo the
board. and cnmcai laboratory experience in the area to be

supethsed :

i
[ i
'. - |

Responsubmtzes May supemse the performance of W wered
moderately complex, ot highly complex testing. A technoiog:st .
who meets the mlmmum requnrements for ecucaticn and training

in thls calegory rrl5 ust be presant whenever moderate y|compiex or
highty compiex te
supervise mere than one area.

ting 1s being performed This person may

9
a
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©) certified by the American Board of Pathology or the American ¢
Osteopathic Board of(Pathology m at least one of the' labommw :

specialties,

¢} is certified in Migrobiociogy, thé American Board of Med.ical . l
Microbiclogy, the American Beard: of Clinical C"}e:mstlJy, the “
American Boeoard of sza::a.ivsts, or other national accrech*mg board’’
in one of the laboratory specialties, and may direct ldboratory ‘

tests and procedures in the area [.n which he holds certification, or
\

d) cerzified by the American Soc.ezy of Cytolegy to pr-actice
eviopatholegy or possesses qualificttions which are eqmvalent to
those regquired for such ceruflcauon, or ' -

e) subsecuent o graduation has'lwd four or more years of full-
tme general laooratonlv training anc’. experience of which at least
two-vears were spent| acguiring pfo:*c.zencv in one of iha
laborato:-y spec.zaltzes ina ﬁcensed medical laborato*y, or

f
b subsequent to duauon has h,ad such other dccﬁmanteu
ciinical Iaboratory tra and experience as the Depﬁrtment
determines by rule o regulanon is appropriate, taking mto :
consideration the ccmplemty, diversity, and the circumstances 3
related 1o access to csre in rurzl West Virginia of the laboratory |

tests to be performed . ) |
' i ! : ‘
|

For the speciality of oral pathology cnly, is a denf.istfwho is
certified by the Amerjcan Bodrd c; 'Oral Pathology or possesses
qualificaticns whick aze eqmvalent to those required for .
certification. : ' i | ?
\_ | :

He/ske holds an earned doctoral degree from an msti‘cuuon :
accredited by the Southern Assocfatimn of Colleges and Secondary |
Schools or an eq:.uva.len: thereto «mh a chemical, physzca.l or f
bioiogical sciences as hls{her E:a]or subject and is ceruﬁed by the I
American Board of Medical fvhcrobzolcg'y, American Boaﬁ:‘ 'of S
Clinical Chemistry, o-j othar accredmng boards acceptabie to the g
Department in opne of the Iabcratovy specialties, or subsequent to ‘
graduation has had four or move years of general labdratory
training and expemenéa of which gt least two years wére_ spent ’
acquiring proficiency one of the laboratory specialtles'in s
clinical laboratory with a director az the doctoral level of a Lo
hospital, a health de::p-*tmem umversny, or medical fesearch !
institution and achieving a satisfa lory grade on examinaﬁ.on ¥
conducted or sponsored by the Depariment. Ind_wzduaials:quahﬁed )

S o
I
ol
|
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§ . ared eecammencte huns | |
| a. To proceed with impiementation of the ciinical laboratery

Ueensure and li ensure of personnel with amendments o
. the rule to address the prchions ¢f CLIA-88 apd o
| reformat in accordance with current regulatory standa

The Board vote unanmouslv against this motio r'x
1 |
i

| o | |
b. To repeal that portion of the clinical I.aboratnry]! Licensure ;
! rule which pervins to the Hcensure of chnieal laboratories. |

[
T'his ‘motion was carried by !a 3 to 2 vote. j , |
| | |
‘ c. To continue to study the CITIA ~88 provisions in melation pde
the licensure of| laboratory personnel | :

! This modon was

carried una.ni:nously .

| |
i T

?: {Personnlel C:éua.iific:aﬁor.*s and Dutie.é: I

‘i Personnel quahﬁcauoj:s and ' duties for the Medical Laboratory

!

Ihrec*or, Medical Labo latory Superv‘sor, Medical | Laboratory
"T‘ecbnclog:st, Medical Laboratory Tecn.nician and Laboratory Aide were
deveioped a.nd voted on by the Boa.rd durmg the following meetmgs

i
% Sentember 23 OCctober 21, November 18, and Decemer 16, 1892.

“he following i5 a compilgtion of the approved recommendaﬂans for
persormei qualifications and i duties.-

i

QUA.LIFICATIONS OF MEDICAL LABORATORY DIREC‘I‘OR c

’1

i
| I
) : ]

{1} The uaboratory directclr is a physzcia.n licensed to p”ac;tice
medicme or csteopa‘thy who ig: | |

1 |
a) cert:ﬁed :Ln clinical e.ndior a.natomcal pathology by the ' I;
I
i
)

|
f American Board of Pa‘lhology Or poOsSsesses qual!ficatiors which are
; equivalent to those reguired for certification and may |divect

: laboratory tests and procedures in all specialties and'! |
1 subspecialties, or Fi : | 1

iy .
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Holds a baccalaureate ideg‘ree From‘ an accredited msutuﬁon and is
qualified as a medical techuologist and subsequent to the date of
gualifying as a medical laboratory technologist, has had at least ;
three years of pertme:I t full-time clinical laboratory exnet-xence of
which zot less than one year has been speat working m the
desjgnated laboratory pec:.alty in a .:.censed medical Mbcratory

Is an mdam‘dual who is employed by a2 clinical Iaboratory mth.m
two years of the effec ve date of tb.xs Legislative Rule and
qualifies under the "General Shperwsor“ Standard of CFR
493.1461 Subpart M (published February 28, 1992). |

With respect to the schia.lty cf diagncsqc cytolegy, is’ quahf:ed
as & cytotechnclog:st and has had ‘three years of full-tlme
experience as a cytctel:hnolog:st in a licensed medical Iaboratory ‘
directed or supervised by a p&tho‘og-,st or other physiman
recognized as a speciaiist in diagnosnc cytolegy within the
preceding ten years. i ; [ ‘

With respect to the specuahty of d.iag-nosuc eytology, zsl an
individual who has quahf:ed as a "General Supervisor” |by meetmg
reqmremems of 42 CFRE 493.1469 (pubhshed February 28 1992)
' %

DU’I’IES OF MEDICAT, LABORATORY SU‘PERV‘ISOR
The laboratory has cne or more superwsors who, under the
general direction of the laboratory 'director, supervise Lv:ecb..rd.c.a.l
personnel and reporting of findings, perform tests requ.u'ing :
special scientific skills, and in tkelabsence of the direétor, are
held responsible for thy proper performance of all laboratcry :
procedures.  The supervisor must be a full-time employee of the |
facility and be on the boratory premises during the rbgu.lar
waorking day. He must be readily hva;lable for personal or
teiephone consultations|during ‘all other hours when tests are

performed. e ‘ ;

He may arraﬁge with arother properly gqualified person a{ the
technologist level or higher, to eover for him during v cation,

illness or other unforegeen reasons he could not be avgﬂabla
il
|

}

: |
5 i
I

14
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| L ] :
ucder this paragraph| may direct laboratory tesis and! procedures
cnly iz the laboratory speciality in which they have demonsirated

proficiency. ,
. i :
| w
An individual employed in a medical laboratory or an Ent;ty
performing clinical iaboratory testing who qualifies as:a
Laboratory Director of & laboratory involved in testing of
moderate complexdity as described under 42 CFR Suopért M y

483.1405 pubh’shed February 28 1992. s . ' ¥

1
!

DUTIES OF ICAL LABORATORY DIRECTOR

The chrector adm:.msters the tech::_ca.l and scientific opemuon of |
the laboratory includmg the reporu.ng of findings of labcratory I
tests. He shall serve the Iaborator? full tdmé or on a régular ||
part tme basis. .Lhel director in \.onjunct.cn with the owner shall ‘!
be responsible for th empioyment of gqualified laborat?ry
personnel aTnd their inservics tr-a.nmg and shall be respons;ble for i,
the proper performanée of al tests made in the hbor&tor? He - |
or his deszgnated qualified supervzsor shzll be in the laborator'y ¥
each working day for|an adequate smount of time to direct and i
supervise the technics performande of the staff. If the director ||
is a clinical pathologist and thers is at least one licensed medical |
laboratory supe*ﬂscjwork:mg full time in the labcratdry, the jJ
director shall be required to be fa attendance at the labératory l
during the working day at least snce each menth. If\the director [
is to be continuously %bsant from ‘tb.e laboratory for moré than six t
weeks, it shall be the respon.,abﬂity of the director: or owner to . f
|

make arrangements for a qualified  substitute director: and to

notify the Department|in writing of the arrangements:| A medical |
laboratory director shell not be r espcnszble for more thah five () [f
laboratories at any onp time. ' ' i

1
l
i
A
t

' '
| ] '
} 1

QUALIFiCATIONS OF MEDICAL L.ABORATORY SUPER ISOR C
N i ] i

s a 1aboratory director; , o
| ! : I

Hold's a master's degree from an accredzted instituuon with a |
major in ons of the chexmcal physma.l or biclogical sc:tences and | -
subseguent to graduaucn bas! hadlat least two years of pertinent
full~time Iaboratcry e:&penence of which not less than né year i
has been spent wor&mﬁg in the genersl laboratcory settifng, o

' o ' .
. s
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DUTIES OF MEDICAL LABORATORY TECHNOLOGIST -

The medical labcrato"'y tecb.nologzsn shall perform tests |and
procedures which reguire the EXEPCISB of independen:t Judg'ment
and responsibility wit | m:.mma.i supervas;on by the medzcai
leboratery director or the medical Iaboratoz-y superviser in only
those specialties or su{:sspecm.mes m' which he is qualified by
educaden, trairing, d experience. Witk respect to spec...alhes
in which the medical laboratory tech.nologxst is not gualified by
education, training, a \d experience, he shall functon only under
direct supervision and perform only tests and procedures which |
tequire lmited technical skill and responsfbmty He shall
supervise the work of subord.matej personnel and medical |
laboratory trainees. The duties of a licensee shell be Jhm;ted to

the specialty(ies) for which he or [she is licensed. !
L B

i

QUALIFICATION‘%‘ ot s.‘tIEDI("AL LABORATORY TECEN'ICIAN

Every leboratory technician sha]l pass an exXamination bv a

national certifying orgimizatzcn recognized by the Departmant and
meet at least one of the follawmg Fualifications. l .

8) an asscciate degree or equwalent {such as a 2 yea,r technical
certificate) in combination with elther completion of an 'accredited
medical leboratory tecnmman brog-ram or a military ::ed:.ca.l ;

laboratory specialist p g::-am, ‘or }

b) such other requiréments in addit:on to passage of ‘an ‘
examination recognized by the Deuartment as are appmpnate for:
a medical laboratory technician concentratmg in an area such as

histology. L , |

¢) is & high school duate ‘or equiva.lent and has 2 |years of

& laboratory within two years of the effective date o

Legislative Rule. , : |
| B | ‘

d) is a high school %raduate or equivalent and has completed at

least 1 year in a tech.z;:.ic.an tr-a.mmg program in a scheol

aceredited by an accrediting agency approved by the\i«?est

Virginia Department of Heaith and Human Resources within two

vears of the effective |date of this' Legislative Rule.

pemnent full-time laboratory experience as g techmuer trainee in
£ ' this ‘

8




f;(.

(2)

13038224833

TeA Clarksburs 29268 125 13IV48424S3z Pt

: ‘
i : !

| o !

QUALIFICATIONS OF jTHI![IIDI(:AL LABORATORY TECHNQIDGIST

{ |'

Every medical labo-atorv @c:hnologzst shall pass an exazm.nauon .
administered by a natzonal cerufy:.ng organizaticn recogmzed by

the Department and have a bachelor s degree and at least one of |

the following qualifications: . ; fi o
» !
_ : |

a) compleuon of an ccreﬁned med_ma.l laboratory :echnologust
program; or k :, | . :

b) certification by 2| national eer!nfymg organization accaptabze to !
the Department as a medical laboratory technician a.nd three years I

full-time work e*cpeﬂénce in a Iicensed medical laooratory, or

¢) five years full-time work. expenence {or equivalent} in a Lo

Heensed med.zcal laboretory; or l[ 5

d) suc:lb. other reguirements i.n aciditicn to a baccalaureate degree

and the passage of a pational certification examinaﬂonLreccgnized

by the Department as are appropriate for medical labo atory

technologists concentrating in categories suchk as hlstology, bicod

berking, chemistry, hem.atology, meunolog'y and :mc"obiology :
1 ‘

e) an indiv-;dual who iis employed by a cHnical laboratlory within .
two years of the effective date of 'th;s Legislative Rule and
qualifies under the “’I’zechnulogist Qualif:catwns" of 47 CFR

493.1433 (publshed ch 14, 19%0);
' ! I ' . :!
3

Cytotechnologists shall pass an exammhon ad:mmster‘e.d by . a ‘
national certifying organization redognized by the Deuartﬁ:ent and
meet such other qualifications'as ﬂmmulg‘ated by the Department'
inciuding a baccalaure%te degree a'nd at least cne of the fol.!owmg

a) compleuon of an aécred;ted cy‘totech.nolog'xst prog'ram or

b) flve—years of fuu.-J e work ex‘pamence {or eqmva.lent} in &
hcensed‘ mechca.l laboratery. j ;

With respect to the specialty of diagncstie cytology, an individua.!
who has qualified as a cytotechnolqgist by meeting reqmrements i
of 42 CFR 453,1483 (published February 28, 1992) mthm "two i
vears of the effective date of this Legislative Rule. '

|

I
-
\

5
po i
| i

!
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the perfcrma.nce of cé.mcal la.borator'y tests lcensed pe-scnnel

Other Motions Voted on by the Adﬁsory Board:

Motions - voted on and uppmved bsir ‘the Board not directly part of !
the personna! qualifications and dudes | | N

13048424833 1. . . o
To® Clerksburs 29065, 123 i1seas4zacss
= LT F.1l=
appropriate med%a and s..a:m sLde preparations fOr '
microscopic examination. f
When mechanical and electronic instruments must be used in

|
(1) In.itially s dardize or calibrate the mstm:he:it and
periochcally cheek its perfocrmance oy momtcrmg results of

appropnate sr.andaras and contmls !

{2) Read and zlecord tests results unless this il', done
wechanically by |the instrument in the form of a digital

read-out or a recording mecha.msm onto pre-—calibrated
chars. , o oo
) : ; .. I
1 ! ' .‘ . |
(3) Qua.nutativ ¥ measure .L samples and “eagents unless ‘
déne automatically by the i trument in the course ‘of its
normal operaston or by tha use of previcusly cahbrated and ’

approved automatic sv*mges or other dispensers

\ ' . I I
' ' 1

[ H

An administrative proc eduremecommendatmn to Dr. Wallace |
that a thirty (Sxf) day temporary license be g'r'aﬂted to ¥
peopla moving into the state and a two (2) year temporary
license be granted to a new, .graduate. Approved o
November 18, ljs2 | ; 5 1 :

J 1

An administrative pmcedure recommendation to Dr. Wa.llace
that there be a requirement ‘for ten (10) eontact héurs of |
continv.mg education pet year Approved: No#em‘ner 18, |

1892.-

Subject to the Treview ami a‘nproval through a mLchanism !
designated by ne Secreta.r} cf the Department cf Health |
and Human Resources the pevsonnel standards sha.ll not be
applicable 10 teéts commonly regarded as point- f-
testing, provideid that fadera! reguiations are cﬁserved
Apprcved Decamber lo, 1882, b i g

' f : S Lo

i
[
|

t
]
i
I
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{
&} is a high schoul graduate or equivalent and has successfa...uy
completed an official military medical laberatory pmcedures coursa
of at least 30 weeks duration 'and has held the m.ﬂita:-v eniizted
occupational specialty jof Medical J..abora»cry Specialist (I_aboratcry
Technician) within two yvears of the effective date of th.ls
| Legisiative Rule. ; )

|
i

|
i
DUTIES OF MEDICAL LABORATORY TECHNICI.A.N

Medical laboratory technicians’ shall fperform only t.hc:s:eE lakberatory
o procedures which recyhre tecb.mca.l skill and a minimum eXercise
of independent judgmént No med.[zcal laboratory techmc..én shall
" perform tests and proceduresunless a medical laboratory
supervisor or the medjeal mbomtory technologist is avaﬂanle in
perscn or by electronis medm ’I‘he duties of a hcensee Ehail be.
Hmited to tl?.e special j(ies) fcr whic‘n be or she is ﬁcensed.

| , ! i
UNLICENSED PERSONNEL, LABOB.ATORY AXDES

A laboratory aide who {s ;a high school g-raduaie,, or has
: :fmvalent education as determined by the department, is ahthorized to

sist Hcensed personnel, a clinical laboratory if he works urnder the
‘ dzrect and censtant  supe vision : of ja lcensed persan and hasas
" gbmonstrated sat:sfactorﬁy o the director of the hbcmtory in which
ex;:nployed ability to engags activites |such as: labeling,’ eentnfugmg
and transferring specimens, transcmbing results which | hdve been
" previously recorded either ms.nuai'lyt' mechamc&lly, prepa.ring

eé;uipment, culture media,; and :reag'%:}ts, and provide:cﬁ that T.he?

| following conditions exist: C : .l |

E (a) When manual methods are em&:lcyed ir the performance of

[ clinical laboratory tests licensed perscmnel, must perfo&-m any test
! or part thereof which u_nvolves the] quantitative measurement of
: the specimen or test I agent, .or any mathematical calcuiatmn

; relative to determining the results or validity of & test procedure,
! except that: '

: (1) In the case pf qua.!itahva and semi—quantita ve. "spot ‘
| table, or stick" jtests, the a:da may add the test rgagent to
: the specimen or |vice versa, as the case may be,| but the !
| resuits must be jckhecked by *the licensed person. ' :

t

(2) In the cese of mcrobmlogicai rests the aids mdy make
primary incculations of test rnatemal tc be cultured cnto

T~A Clarkstkbursa 8?368 125 13248424833 [

'
!




e

[
)
w

384 SZo Zi87
T

15:14 T304 5326 218 CABELL HTGN LAR

CABELL HUNTINGTON HOSPITAL MEMORANDUM

1340 Hal Greer Boulevard, Huntington, West Virginia 25701

doos

TO: Kay Howard
Regulatory Department
Department of Health & Human Services
Room 265, Building 3, Capital Complex
Charleston, WV 25305

FROM: FAgne W ELLangais

STeron SufityisoR | CHEmIS 7’}?/

SUBJECT: Clinical Lakboratory Technician and
Technologist Licensure & Certification

DATE: _ . July 21, 1995

I would like tc cffer the Zfeollowing comments concerning the
rule*s7n, T |

Comment:

Fiscal Notes: The cost impact presented in the proposed rules
appears to be higher than needed. Could not a
regular phone line suffice since the need and cost
of an 800 hundred number is not Justified.
Additionally I gquestion the validity of cost for
the investigators responsibilities in the first
year considering that an employee would not be
hired in this capacity until year 2.

I think it 1s impertant te consider the positive
financial impact of reliable <test results as
compared to unrelizble ones provided by untrained,
ungqualified individuals 1i.e., eliminaticen of
inappropriate  hospitalization and unnecessary

medication.
Rules: 2.2.3: Dces this exempt employees and facilities or just
facilities?
2.2.4: The intent of the law is to provide quality. I

believe that research can be compromised if the scientist
performing the testing is net quaiified.

1k
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: d. Medical I..abera‘tory Techm::;a.ns can perform mgh compledty
i testing under the direct supervismn of a Medicai

J Technologist. fn the absence of 8 Medical Tecb.nologmt, the
' Medical Laboratary Techmc:an can perform high | comple:aty i

testing if it is reviewed at the beginning of the:next
\' regularly schedﬁaled shift by a Medical Technologist or
Director. Appropved: December 16, 19892. i
1
l ! :
! 3 |
L Respectfully Submitted, |
| :
! ; | |
| : o
| : ‘
5 i 1
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g8.2.1, & 8.2.2. What is the intent of this? I think it is
meant tc allow testing personnel tc acguire a license until
certification can be verified. However, it would be more.
appropriate to include under 64-5%~7 another line %o provide
documentation of Yregistry eligible.

8.2.1: The state law was intended to establish perscnnel
standards higher than these implemented within CLIA. What happens
if CLIA personnel standards change?

Under certification reguirements I recommend not certifying
~ those working in "waived laboratories" based on .42 CFR-4%4 with no
further medifications.

Registry eligible individuals need 3 time period of two years
tc pass a reglistry. They could be awarded a2 Two vear non-renewable
temporary license.

7.2.4a Again, since so much of this rule is referenced to
CLIA, 493.1489 (5) needs to be deleted as gualifications for high
coemplexity testing since it is contradictery te the original intent
of the law as approved by the State of West Virginia.

Thank you.
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3.3: 2 consultant should minimally meet the certification
reguirements of the Laboratory that the consultant is contracted

to. Ideally the consultant would meet the regquirements of the
Supervisor.

3.5: Strike specimen processing as this 1s routinely =a
clerical position. We assume that "test performance" means actual
testing. Drop the word remuneration. Many labs participate in
wellness events and health fairs that do not result in financial
reimbursement.

I take exception to grouping laboratory techniclans which are
© mostly 2 year Assocliate degree individuals with medical
technolegists which are mestly 4 year Baccalaureate degree
personnel. Professional status was recently confirmed on the
medical technologist by the National Labor Relations Board for
unionization purpeses which may not carry over to the laboratory
technician. This grouping could have a profound effect on pay
scales. Supervisors need to be included as testing personnel.

3.6: Define how long it will take to obtain a license, post
graduaticn. Also insert the word "accredited" to the training
program.

3.12: Define biophysical.

64~355—-41 Since sc much of the language in this rule cones
from CLIA, it is important that in the future that no subseguent
revision be adopted without opportunity for public response. This
response time should be a minimum of S0 days.

6.1.12: Strike this completely. I am not sure of the intent

of this line. If adopted as written, would that mean that
laboratorians would become specialized and could not practice in a
separate lab discipline? i.,e. My Job description is for a

chemistry technologist, but occasionally it might be necessary to
work in the hematology lab.

6.2: Won’t apply if 6.1.2 is eliminated.

6.3.1: Eliminate "are exempt from such certification under
this rule™.

6.4 & 6.5: Additional clarification is needed to define what
the secretary will approve and the process for approving.
additional eclarificatiocn is needed t¢ define the 10 hours. Are
these contact hours, CME, or CEUs?

7.2.23 Delete "is" and replace with "has been" certified.
This would better egualize the acceptable national registries.
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3.3: A consultant should minimally wmeet *the certification
reguirements of the Laboratory that the consultant is contracted
teo, Ideally the cornsultant would meet the reguirements ©f <the
Supervisor. -

3.5: Strike specimen processing as this is routinely =a
clerical position. We assume that "test perfermance" means actual
testing,. Drop the word remuneration. Many labs participate in
wellness events and hnealth fairs that deo not result in financial
reimbursement.

I take exception to grouping laboratory technicians which are
mostly 2 year Associate degree  individuals with medical
techneolegists which are mostly 4 year Baccalaureate degree
personnel. Professional. status was recently confirmed on the
medical technelogist by the XNaticnal Iabor Relations Board for
unionization purpecses which may nst carry cover to the laboratory
technician. This grouping could have a profound sffect on pay
scales. Superviscrs need to ke included as testing personnel.

2.6: Define how long it will taXe to cbktain a license, post
graduation. Also insert the word "accredited” to the training
program. B ) -

3.12: Define biophysical.

64-55-4: Since so much of the language 1in this rule comes
£rom CLIA, it is impertant that in the future that no subsegquent
revision be adopted without opportunity for public response. This
response time should be a minimum cof 90 davys.

6.1.12: Strike this completely. I am not sure of the intent

of this line. If adopted as written, would <that mean that
laboratorians would become specialized and could not practice in a
gseparate lab discipline? i.e. My Jjor description is for a

chemistry technoleogist, but occasjonally it might be necessary to
work in ths hérdatology lab.

6.2: Won’t apply if 6.1.2 is eliminated.

. €.3.1: Eliminate "are exempt from such certification under
this rule”.

6.4 & 6.5: Additional clarification is needed to define what
the. secretary will approve and the preccess for appreving.
Aﬁdltlonal clarification is needed to define the 10 hours. Are
these contact hours, CME, ar CEUs?

7.2.2: Delete "is" and replace with "has been" c ifi
. 4 I ertified.
This would better equalize the acceptable national registries.

Quoz
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CABELL HUNTINGTON HOSPITAL MEMORANDYIMsss5

1340 Hal Greer Boulevard, Huntington, West Virginia 25707 RECULATORY DEVREOPAEINT

TO:

FROM:

SUBJECT:

DaTE:

I would
rules7"

Comment:

Rules:
facilitil

2.2
believe
pexrformi

Kay Howard

Regulatcry Department

Departnent of Health & Human Services
Room 265, Building 2, Capital Complex
Charleston, WV 235305

Clinical Laboratory Technician and
Technologist Licensure & Certificaticon

July 21, 1895

i1ike to offer the following comments concerning the

Fiscal Notes: The cost impact presented in the propeosed rules

appears to be higher than needed. Cculd not a
regular phone line suffice since the need and cost
of an 800 hundred number is not Justified.
Additienally I guestion the wvalidity cf cost for
the Iinvestigators responsibilities in the first
vear considering that an employee would not be
hired in this capacity until year 2.

I think it is important to consider the positive
financial impact o©f reliable test results as
compared to unreliable cnes provided by untrained,

ungualified individuals i.e., elimination of
inaprropriate  Thospitalization and unnecessary
medication,

2.2.32: Deoes this exempt employees and facilities or just
es?

L4 The intent of the law is toc provide quality. I
that research can be compromised L1f +the scientist
ng the testing is not gualified.
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July 14, 1995

To: Regulatory Depariment

Department of Health and Human Services
Room 265, Building 3, Capito! Complex
Charleston, WV 25305

Attn: Kay Howard

Dear Kay,

The WVSSAMT would like to comment on the proposed

rufe titled Clinical Laboratory Technician and
Technoioagist Licensure and Certification Series #57.

Qur specific comments are as follows:

7.

in 64-59-3, the term "Clinical Laboratory
Scientist” is defined to include both laboratory
technologists and laboratory technicians.
Similarly, the terms "Laboratory Technologist”
and "Laboratory Technician” are both defined as
‘s clinical laboratory scientist” This seems
contrary to the normal assumption that @ CLS is
equivilent to an MT, while & CLT is equivifent
toan MLT.

The minimum standards for certification {and hence.
ffcensure) as a clinical laboratory scientist seem
fenient. Anyone who qualifies under the CLIA regs.
including the moderate complexity standards {(which
require only a high school degree plus limited
training) is eligible for certificaticn and ficensure
as a CLS (see 7.2 4a). Why have licensure if the
standards are not more stringent than CLIA already
requires?

Under section 64-59-11.1, a licensed CLS can't perform
tests in a walved fab unless a clinical laboratory
supervisor or fab consultant has determined that the
individual is qualified by education, experience, or
training to perform the type of tests engaged in that
lab. Since most waived labs don't have a supervisor
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8.2.X; & 8.2.2. What is the intent of this? I think it is
meant to allow testing personnel to acguire a license until
certification can be verified. However, it would be nore
appropriate *o incliude under 64~59-7 ancther line Lo provide
docunmentation of "registry eligible™.

8.2.1: The state law was intended to establish perscnnel
standards higher than those implemented within CLIA. What happens
1f CLIA personnel standards change?

Under certification requirements I recommend not certifying
those working in "“waived laborateries" based on .42 CFR-494 wlth no
further medifications.

Registry eligible individuals need a2 time peried of two years
to pass a registry. They could be awarded a two vear non-renewable
temporary license.

7.2.42a Again, since 0 much of this rule is referenced to
CLIA, 493.1489 (5) needs to be deleted as gualificaticons for high
complexity testing since it is contradictory to the coriginal intent
of the law as approved by the State 2f West Virginia.

Thank you.
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T WYV Society For Clinical Laboratory Science Inc.
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REGURATORY DEVELOPMENT

SOCIETY FOR 148 Zradley Sireet

CLINICAL Morgantown, WV 26505
LABORATORY July 17, 1695
SCIENCE

Ms, Kay Howard

Regulatory Jevelopment

Depariment of Health znd Human Resources

Room 245, Building 2, Capitol Complex

Charleston, WV 257305 -

Dezr ¥Ms, Howard,

As president of the West Virginia Society for Clinical Labeoraztory
Scisnce, Inc., formerly the Westi Virginia State Scciety for iMedical
Technology, Inc., I anm w*1t¢rg to commenit on the proposed ruliss to
imple

rnert the Clinical Laloratoriez Qualiiy Assurance Act,

I% is my feeling that the economic impact statements included

h the oropesed rules are largely of a neégative nature, and fz2il te

ognize such rosiiive outcomes as increased guzlity of labor atory

ting as perfermed by individuals with documented comp etercy,

ion of health care cosis through eliminstion of duplicate and

ssary testing, and decreased hospitalizaiicns from phvsicians
on errcneoud resulis,

H oo 14
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uld urge that different terminology be used io d4efine the
licensed under this law, Clinliczl Zabcratory
2s a title bv nyself and cther registrants sertified
rtifying Ageggy for Medical Laworatory FPersonnel (NGCa),
iz grarnied only te those practitioners who have
degre= from an accredited Trogram ol medicel

e degree plus &-8 years of advanced laboratory
JTIx vazsed the CLZ examinztiion, Licensees
sters will thus Te able to use z pro-
ave. rov earned. I would encourzr-e the use
cr practitionsr, due to the recent
tatus b} the Naticnal Labor Relations Board,
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It is imperative that Clinical Laboratcory Supervi
he grour of testing personnel reguired to be licen
Ley are ”ot’*ﬁCTLund in the zeneral definiticn of th
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or clinical consulftant (they're not required to

under CLIA). this requirement seems redundant. Just
about anyone who gqualifies for licensure as a CLS
ought to be able to run waived tests.

4. We are uncertain why the regulation would require
the state to certify and license lab personnel.
One or the other would seem sufficient.

5. The maximumn license term is set at one year The
state could probably save some money if licenses were
valid for a two year period. (Note that the statute
limits the license fee to $25, regardless of the
state’s costs of administering the program)

We would like to thank you for allowing us to have the
opportunity to comment on this rule. if you have any
questions or need any further information about the
WVSSAMT, feel free to contact me.

Sincerely.

9_,}/..{,2‘% ﬂéu%f 1, D7 (4i7)

Janet L. Crigler, MT(AM?)
President. WVVSSAMT

29 Hoflen Circle
Fairmont, WV 26554
Home 304-366-8743
Work 304-367-7137
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Memaorial Division

3200 MacCorkle Svenue, SE
Charleston, VWest virging J5304
(3041348-5432

July 24, 1995

Comment:

The cost impact presented in the proposed rules appears to be higher than needed. Could
not a regular phone line suffice since the need and cost of a 1-800 number is not justified.
Addilionally I question the validity of cost for the investigator’s responsibilities in the first
vear considering that an employee would not be hired in this capacity until yvear 2.

I think it is imporiant to consider the positive financial impact of reliable test results as
compared to unreliable ones provided by untrained, unqualified individuals 1.e., elimination of
inappropriate hospitalization and unnecessary medication.

Ruies: 2.2.3 Does this exempt cmplovees and facilities or just facilities.

2.2.4 The intent of the law is to provide quality. I belicve that research can be
compromised if the scientist performing the testing is not qualified.

33 A consultant should minimally meet the certification requirements of
personnel certified to supervise high complexity lab testing.

3.5 Strke specimen processing as this is routinely a function of personnel who
are also responsible for phlebotomy and other clerical duties, We assume that "test
performance” means actual testing. Drop the word remuneration, Many labs participate in
wellness events and healih fairs that do no result in financial reimbursement.

I take exception to grouping Medical Laboratory Technicians which are
Associate degreed (or equivalent) with Medical Technologists which are Baccalaurcate {or
equivalent) personnel. This grouping could have a profound effect on pay scales. Supcrvisors
nced to be included in testing personncl.

3.6 Define how long it will take to obtain a license, post graduation. Also. insert
the word accredited to the training program.

3.12 Define biophysical

64-59-4 Since o much of the language in this rule comes from CLIA. it is important
that i1 the funuwe that no subsequent revision be adopted without opportunity for public
response. This response time should be a minimum of 90 days.
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The pursuit of licensure Tor clinical laboratory perscnnel in
West Virginiz by our organization has aluays beer dirscted o
maintain higher standards than these established by CLIA *22, The
recommendaiions of the West Virginia Cliniez]l Laborztory uwality
Assurance Advisory Bozard submiited to the Commissicner of FPublic
Healtih maintalins thess stendards. As president of WVSCLE and =
clinical laboraztory prefessional praciicing in the stzte, I must
admit to my major disappeintment that the work of this advisory
bozrd has apparently been igncred by adepting the minimum CLIA '28
regulations, The appearance that the Department of Health and ~uman
Resources has decided to "take the easy way ouil" does a areat
disservice ifo ezch nember of the advisory board, everyone who has
worked many vears to make this law a reality, not to mention the

Tid v

Hy

disservice ic the citizens of the siate, all of whom are deserving of
competent delivery of gualiiy hezltih gere, VWest Virgiriz has 2 golden
opportunity to take the lead in this issue of healtih care, bui, 2z is

S5 often the cass, has chosen to "play followethe=leader.,”

I must take Issue with the liberal irterchange of
catien” and “licensure”, Certificztion, by definiti
isan o endorsement o* zocreditation, Oertificatlon in our
profession granted by NCA, the American Zogiety for Clinienl
Pathology, or Ly the American Medical Technologisis. These agencies
are aprroved by the federal ggvernnent to grant certification upon
successiul completion of examination, & license is legel rerrmission
toc engzge in 2 business, occupation, eor activity, Under ithis law, the
tate of West Virginia will grant licenses, not ceriification,

terms

t has been 2 privilege io express my o
pariment to reihink its stance on thes

T -
-~ z
= =
= 2

irions, a2nd I would uree
22

the o ues,

;
-

as
Sincerely,

\,5{<nu&¢41%9 751 Qzl/zivub

=y S, Il,ne cIs{nNce), »r{sscr)
nt, WVSCLS (1G54-05)




