Sunrise Application Review Docket No. ML SP-01-0709

Preliminary Assessment on Request for Licensure
Medical Laboratory Science Professionals
Summary of Testimony and Evidence

Background

Medical Laboratory Science Professionals seeklatign via licensure by the State of
Vermont. Pursuantto 3 V.S.A. § 3105(d) Medicabdaatory Science Professionals have
requested that the Office of Professional Reguigti@pare a Preliminary Assessment of their
request for licensure. Their Application may be@ewed on the Office of Professional
Regulation web site &tttp://vtprofessionals.org/about/medlabscience.ddpe supporting
documentation they provided is also available @ensthime web page.

Regulatory Considerations
State Policy on Regulation of Professions

Chapter 57 of Title 26 of the Vermont Statutesesta
“26 V.S.A. 8§ 3101 Policy and Purpose.
It is the policy of the state of Vermont that reagidn be imposed upon a
profession or occupation solely for the purposprotecting the public.
The legislature believes that all individuals slabloé permitted to enter
into a profession or occupation unless there israahstrated need for the
state to protect the interests of the public byriesig entry into the
profession or occupation. If such a need is idiedti the form of
regulation adopted by the state shall be the keastictive form of
regulation necessary to protect the public interést

Vermont law 26 V.S.A. § 3105(a) provides a deth#et of criteria which must exist
before regulation of a profession may occur:

“A profession or occupation shall be regulatedh®y dtate only when:
(1) it can be demonstrated that the unregulatectipeaof the profession or
occupation can clearly harm or endanger the hesdfiety, or welfare of the
public, and the potential for the harm is recogbieand not remote or
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speculative;

(2) the public can reasonably be expected to befnefn an assurance of initial
and continuing professional ability; and

(3) the public cannot be effectively protected byeo means.”

The legislature delegates responsibility for dipi@ary assessment of requests for
regulation to the Office of Professional RegulatidRrior to review under this chapter and
consideration by the legislature of any bill toukge a profession or occupation, the office of
professional regulation shall make, in writing,ralppninary assessment of whether any particular
request for regulation meets the criteria set fortbubsection (a) of this section. The office khal
report its preliminary assessment to the appraphatise or senate committee on government
operations.” 26 V.S.A. 8 3105(d). Pursuant ta thandate, the Office of Professional
Regulation has reviewed the Sunrise ApplicatioMetlical Laboratory Science Professionals.

Process

The Office of Professional Regulation evaluatezlAlpplication and conducted its own
investigation. As required by the Sunrise Revigatutes 26 V.S.A. § 3101 et seq., the Director
of the Office of Professional Regulation held agandy noticed hearing on November 10, 2009
at the Office of Professional Regulation ConfereRoem at the National Life Building in
Montpelier. The hearing allowed evidence beyondtwiras contained in the Application for
Sunrise Review to see if the Applicants, Medicdvduatory Science Professionals, satisfy the
statutory prerequisites for regulation by the Stdt¢ermont. Attending the hearing were
several Medical Laboratory Science Professioniis.members of any other profession attended
the meeting. The Application contained lettersgport from several people. In 2004 the
American Society of Clinical Pathologists surveytsd8,000 members about licensure and
obtained a 15% response, with approximately a defepence for licensure. Some Medical
Laboratory Science Professionals in Vermont dofamatr licensure feeling regulation is
unnecessary. A Vermont survey conducted by thdiégops reached similar results.

Overview of the Profession

Medical Laboratory Science Professionals haveeae€li licensure in 12 states. In 10 or
more other states their quest for governmentalgr@tion is in various stages. Licensure has
resulted from lobbying by the profession. Untiktheport, no state has conducted a Sunrise
Review or similar evaluation to determine if leaytine profession unregulated would endanger
the health, safety or welfare of the public. 3 A8 3105(a)(1).

“Medical Laboratory Science Professionals” istitle which the Applicants use to cover
several categories of trained health care laboratorkers. Medical Laboratory Science
Professionals define their profession to includgytbtechnologists,” “Histotechnologists,”
“Histotechnicians,” “Pathologists’ Assistants,” atiRhthologist’s Technicians.” The Applicants
do not include “phlebotomists” as Medical Laborgt8cience Professionals. According to the
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Application, 90% of Medical Laboratory Science Rssgionals employed in Vermont work in
hospital laboratories. The remaining 10% workringte laboratories. The exact number of
Medical Laboratory Science Professionals in Vermsninknown, but is estimated to be
approximately 400.

Medical Laboratory Science Professionals are mesipte for ensuring accurate diagnoses
of patient tissues and testing performed on pasiantples. They claim that over 70% of all
medical decisions are based on laboratory dataat&Vlr the number, their work is crucial.
Some work in blood banks and prepare blood forsftasions. Mistakes can lead to serious
injury or death.

The proposal for licensure does not include nuoseghers who perform laboratory
services in Vermont doctor’s offices. Presumathiigse workers are already licensed as nurses
or are under the direct supervision of a licerns@gbician.

The Medical Laboratory Science Professionals pegially trained in their various fields.
Generally, they are broken into two groups. Chhieboratory technologists usually have a
bachelor’s degree with a major in medical technplagin one of the life sciences. Clinical
laboratory technicians generally need either andiate degree or a certificateMedical
Laboratory Science Professionals are not indepertactitioners. They work as employees in
laboratories.

At this time, all Medical Laboratory Science Psdm®nals in Vermont are believed to
have associate’s or bachelor's degrees. Somerhastr’s degrees. It is believed that all are
certified by nationally recognized certificationesgies. There is a national examination for each
discipline. All are required to have supervisdablatory work experience before receiving
certification. Certification requires continuindueation. National certification of Medical
Laboratory Science Professionals gives employensghMedical Laboratory Science
Professionals a readily available means to assediddl Laboratory Science Professionals
applicants are appropriately trained and displ#iairprofessional ability. 3 V.S.A. 8§

3105(a)(2).

In Vermont’s smaller hospitals there is littlearfy distinction between the pay, education
or training required of different classes of laltorg professionals. Many laboratory workers
fulfill multiple functions. Some who are hired Wwian associate’s degree successfully take the
examination for bachelor’s trained technologistd practice at that higher level. All hospitals in
Vermont hire people who have earned certificatiproie of the two major certifying
organizations® Some hospital laboratories in Vermont providecational stipends for their

! Bureau of Labor Statistichitp://www.bls.gov/oco/0c0s096.htm

2 The nationally recognized certifying organizati@are: NCA (National Credentialing
Agency for Laboratory Personnel), ASCP (Americagi&y for Clinical Pathology)
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laboratory personnel so that they may pursue comigneducation. Those Vermont Medical
Laboratory Science Professionals who are emplbyetie state’s larger hospitals may be more
specialized.

According to the Bureau of Labor statistics, 00@ there were approximately 319,000
laboratory technician or technologist jobs helthia U.S 3

The Applicants submitted copies of four discipiyndecisions from other states where
Medical Laboratory Science Professionals are $iedn(See, Attachment U in Application).
None of the four disciplinary decisions submittealsvior inadequate performance of professional
duties. They were for issues regarding substaimgsea(2), fraud in an application (3, all from
New York State), and practicing before a license 1i8aued. The Applicants posit, however, that
there is a risk of harm should Vermont employeraystrom currently accepted educational and
certification standards, to allow less well-trainetsonnel to do laboratory work. Information
submitted by the Applicants regarding malpracticees from a website “Wrongdiagnosis.com”
which claimed that in 2003 malpractice reports wasegle against 0.01% of technologists. This
information could not be confirmed. The Nationea®itioner Data Bank showed that as of
October 2009 it had received in total only sixtgods against laboratory personnel. Sixteen of
those resulted in a judgment or “conviction repiért.

Most Medical Laboratory Science Professionals workospital laboratories, already an
environment subject to federal and industry setddieds. Hospitals are subject to governmental,
professional, and insurance requirements. Hodpib@ratories must meet additional
requirements. All health laboratories which reeditedicare or Medicaid funds are required to
meet Clinical Laboratory Improvement Amendmentsi@)istandards. The CLIA standards,
established in 1988 by the federal government,igeominimum standards for laboratories and
hiring and training requirements for their emplas2€rhe Joint Commission on Accreditation
of Healthcare Organizations has stated that CLidnj&ed personnel standards are insufficient
to adequately protect patients and the public healt

Medical laboratories in Vermont are not licensgdhe State of Vermont. They do,
however, receive accreditation from one or morsevkeral nationally recognized accrediting
organizationg. The Joint Commission’s accreditation, for exampkes the Comprehensive

8 Seehttp://www.bls.gov/oco/ocos096.htm

* See, http://www.npdb-
hipdb.hrsa.gov/pubs/stats/HIPDB_Organization_Subfaemmary Report.pdf

® See, http://www.cms.hhs.gov/CLIA/downloads/060&a@kgrounder.rlEG.pdf

® Joint Commission on Accreditation of Healthcarg#izations (JCAHO) “The Joint
Commission is a private, not-for-profit organizatidedicated to continuously improving the
safety and quality of care provided to the publitie Joint Commission is the nation's principal
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Accreditation Manual for Laboratory and Point-ofr€desting (CAMLAB). “The standards
emphasize the results a laboratory should achiestsad of the specific methods of compliance,
and were developed with input from professionabtabory organizations. In compliance with
CLIA regulations, Joint Commission standards adkdlpgecesses that follow laboratory
specimens through the laboratory from specimerectidin to result reporting, focusing on the
provision of high quality, safe laboratory servic8hese standards highlight the essential nature
of laboratory services on the actual care and senelivery processes that contribute to and
support the overall health care delivery systémccreditation includes requirements that
laboratories document that their employees posst=mguate training. Hospitals must therefore
obtain certification documentation from new hirgsagell as the applicants’ diplomas. In
addition, medical laboratories are CLIA approvedaider to receive Medicaid and Medicare
reimbursement. Most hospital insurance requirasttie laboratories meet CLIA standards, and
often more. Laboratory managers have their owionakt and regional professional
association§.

Laboratories are required by CLIA and JCAHO tdbaded by qualified laboratory
directors. The laboratory directors must ensuaé ldboratory personnel working under them
use test methods that achieve accurate and refiadléts. They ensure that the laboratory is
enrolled in an HHS approved proficiency testinggpam for the testing performéd.

Most Vermont hospitals hire only certified Meditalboratory Science Professionals.
Some will hire those who are “certification eligghl meaning people who have the required
education for certification, but have not yet takermpassed the certification examination.

Laboratories in hospitals are required to havdityusssurance and risk management
departments. Hospital laboratories keep record®oivn errors for quality assurance and risk
management purposes. They keep incident seveptyrts and perform “root cause” analyses. If
a patient receives the wrong blood, the FDA isfreati If there has been some sort of
catastrophic error or problem, it is reported toties like the CDC or others outside the hospital.
Sentinel events are reported to JCAHO.

standards setter and evaluator for a variety dttheare organizations. ” College of American
Pathologists (CAP), CARF, NAACLS (National Accredg Agency for Clinical Laboratory
Sciences).

’ See, Joint Commission, Facts About Accreditation
http://www.jointcommission.org/AccreditationProgrs#inaboratoryServices/lab_facts.htm

8 http://www.clma.org/index.php/chapters/chapter-find

® CLIA regulations, part M, Laboratory Personnel.
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If Medical Laboratory Science Professionals wearerised, regulators would expect to
take action on reports of intentional negligenceeports about a person whose conduct was so
deficient that remedial action was necessary. éSiMedical Laboratory Science Professionals
would be subject to the mandatory reporting requinets of 3 V.S.A. § 128, any laboratory
worker who was discharged or disciplined by an @yga would be reported to the Office of
Professional Regulation for investigation and gassprosecution. This could include reporting
on activities or omissions that may or may not amid@a unprofessional conduct.

The Applicants are proud of their profession’esty safety record. No reported harm
has resulted from current Vermont hiring standards.studies or statistics presented indicate
that the members of this profession, left unregaapose a real threat to public health, safety
and welfare.

Demographic Challenge?

The Medical Laboratory Science Professionals itepat the average age of a Medical
Laboratory Science Professional is around 48-5@syeaccording to the National Accrediting
Agency for Clinical Laboratory Sciences, the cutneacancy rate in the clinical laboratory
sciences field is 13 percent. In the next fivergea3 percent of the workforce is expected to
retire, with 25 percent of the workforce retiringeo the next 10 yearS. In the recent past
schools teaching medical laboratory technology Heeen closing. As Medical Laboratory
Science Professionals retire, and as demand ford#dry tests continues to rise, the number of
vacant positions for Medical Laboratory Sciencef€ssionals is expected to grow. It will be
harder to fill the available spots with qualifieedgple. The Medical Laboratory Science
Professionals fear that pressure to fill the posgiwill lead to the hiring of less qualified peepl
We note that other health care professions fac#asidemographic challenges.

Why Licensureis Sought

The Applicants state that the existing federalAC&fandards for laboratory workers are
insufficient to assure competence. For less thgim tomplexity tests CLIA standards allow for
some on the job training and do not require thaddatory personnel receive certification. It
appears that the Medical Laboratory Science Profiesls currently employed in Vermont do
have appropriate education to perform their dutids.evidence presented suggested that
Vermont that laboratories are employing unqualipedsonnel. At the public hearing the
Applicants shared a Vermont hospital’s advertiseifmma laboratory technologist who may not
be certified. This can mean that a hospital segksrson with the educational background for
certification, even though he or she has not yegrtar passed the certification examinatibn.

19 See, http://www.healthcarefinancenews.com/ndesice-clinical-lab-sciences-
programs-threatens-healthcare-industry

1 This particular advertisement set hiring prersiies as: “Baccalaureate degree in
Medical Technology or an Baccalaureate degreeréiaded science with approved clinical
laboratory scientist training. Non-traditional tedo establish skill level may be accepted after
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The Applicants feel that a “certification eligiblp&rson can not be presumed to possess the
competence to practice on the basis of educatmreal

The Applicants feel that anything less than desdtfon is insufficient training. They feel
that a Medical Laboratory Science Professional idmreceived an associate’s or bachelor’s
degree should not be employed until he or she inaessfully completed the certification testing
in their field of expertise. The examination mhetpassed within five years of completing the
educational prerequisites or the person is no loalgible to take it. They raise the possibility
that a person who can’t pass the examination ceal#t for up to five years. No evidence
presented indicates that such a scenario exists whls there any evidence showing that any
“certification eligible” person had performed irsabstandard manner.

The Applicants feel that if under-qualified people allowed to perform laboratory
testing, the quality of the results will be at autth greater risk” of error. People without
adequate training “grossing a specimen” could tesuhadequate or improper sampling of
specimens, inaccurate assessment of tumor sizdistatice to margins, misinformation and
delay in diagnosis “from having to go back to tpec@men if something is misset’.” This is
speculative.

Laboratories are accountable for errors and carmafubeir personnel. The Applicants
feel that individual workers are now accountably em their employers. They believe that
Medical Laboratory Science Professionals should lbésindividually accountable to the State.
The Applicants argue that licensure will assureareing or discipline of those who commit
serious errors. They say that other medical carfegsionals are surprised to learn that Medical
Laboratory Science Professionals are not licensed.

Hiring concerns: Laboratory managers statewliiiout licensure, they have no way to
know whether an applicant has performed poorlyriargmployment. Because of constraints
imposed on them by their human resources deparsimabbratory managers feel that they can
not give accurate evaluations to prospective engofoyWhen they hire someone, they say, they
lack a means of assuring that the applicant hdenpeed competently in the past. They state
that a laboratory worker may be terminated for tarm$ard performance, and that no one but the
employee would know it. Licensure would allow ladtory directors to know whether an
applicant has committed unprofessional conduct.

The Applicants argue that requiring certificateomd licensure will, in the near future,
restrict the number of applicants nationally. Thiey hope, will create a near term hardship and

review of education and experience. Associate &=gr Medical Technology or an Associate
Degree in a related science with approved clinlelloratory scientist training, plus eight years
working in a clinical laboratory. Nationally reauged certification credentials or equivalent
preferred.”

12 Application, § 8.
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an eventual demand for more medical laboratorynseischools. They hope that states and
educational institutions will rush to create theWwhen the schools are created, their graduates
will meet the demand for more Medical Laboratorje8ce Professionals. The University of
Vermont has a training program for Medical Labonatecience Professionals. So the pressure
in Vermont is not as acute as in some other statesvever, given the current economic climate,
restricting the applicant pool to spur creatiome¥ schools in other states is unrealistic.

Part of their rationale for licensure is the Apphts’ desire to prevent current standards
from eroding. Also, they wish to increase thehilgly and the desirability of their profession for
the future. Their hope is that by having theirfpssionalism recognized by licensure, their
profession will become better known and desirabtes€ience students seeking a career. They
suggest that licensing will increase their profesal stature and overcome the demographic
challenges the profession now faces.

Risk to the Public of Leaving Medical L aboratory Science Professionals Unregulated

In their Sunrise Review Application the Applicanterely state that CLIA standards are
insufficient. JCAHO sets higher standards. Othan suggesting that CLIA standards are
inadequate’® the Applicants do not show that legal means attem regulation of individual
Medical Laboratory Science Professionals have bemifficient to protect the public. 3 V.S.A.
8§ 3105(a)(3) and 3105(b)(1).

Arguments Against Licensure

As discussed above, medical laboratories aredirgtaictly controlled by hospitals and
public and private accrediting agencies. The latoosres must meet high standards of
performance to meet JCAHCO or CLIA performance ddads or the standards of other
laboratory accrediting agencies.

Vermont hospital laboratory directors are alregghponsible for assuring that the
laboratories meet expected objective national staisd They currently hire certified or
certification eligible Medical Laboratory Sciencefessionals, the very thing state regulation
would require. Accredited hospital laboratoriessteontinue to meet accreditation standards.
Those standards are based on performance expastatioch Vermont laboratories already
meet. We cannot say that the advertisement reféorabove shows a hiring standard that
endangers public health.

Comparison to Statutory Criteria

26 V.S.A. 8 3107 requires sunrise applicants twiple information about several criteria.

13" Answer to Sunrise Application Question #10. “Wiy't the public protected from
unprofessional practitioners through means othean tegulation? (For example, criminal
penalties, consumer fraud laws, small claims cainti, litigation, etc.)?”
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Based on the information presented we concludethieanature of the potential harm or threat to
the public if Medical Laboratory Science Professisrare not regulated is, at this time,
speculative. At this time there are no specifiaraples of real or threatened harm. gheeral
public will not directly benefit from a method of regutat which permits additional
identification of competent practitioners. Ced#iion allows laboratory directors to identify
properly trained Medical Laboratory Science Pratesss now.

Medical Laboratory Science Professionals aretfermost part, supervised, though they
often work on their own during late or overnighiftsh They must use independent judgment,
and have the skill or experience required in makmnch judgments. This comes with the
education and training Medical Laboratory Sciena#gd3sionals receive to become certified.
Medical Laboratory Science Professionals have & od@thics and conduct. They rarely, if
ever, find themselves in disputes with consumés certified Medical Laboratory Science
Professionals they already have continuing educaéquirements. We cannot conclude that
existing law is inadequate to protect the pubBecause hospital laboratories are already
required to meet national standards and voluntarégt certification standards, regulation of
laboratories rather than their employee practitismemains appropriate. Regulation will not
reduce or eliminate the speculative harms or thnel@ntified above.

We acknowledge that laboratory directors may haaédifficulty gaining access to
reliable prior employment information before hiriagplicants. This does favor of some type of
regulation, but alone does not justify state ingation.

Comment

The Applicants have made a compelling case fondes to preserve currently employed
standards for hiring Medical Laboratory Sciencef€ssionals in Vermont. If their demographic
projections are correct, there will be a pressiagand to find more Medical Laboratory Science
Professionals. The temptation to lower hiring deads may become irresistible. The laboratory
directors whose views are known indicate no curdesire to lower the educational standards for
Medical Laboratory Science Professionals. This ot@nge. Vermont is fortunate to have a
training program which may avoid that temptationehef it does not , regulation of Medical
Laboratory Science Professional may become negessassure initial and continued
competence and protect the public.

Conclusion

Re: 26 V.S.A. § 3105:
(2) It has not been demonstrated that the continneelulated practice of Medical
Laboratory Science Professionals in Vermont caarlidharm or endanger the health,
safety, or welfare of the public. The potentialtlee harm from this group is not at this
time recognizable. It remains remote and spea@ati
(2) We agree that the public can reasonably beategddo benefit from an assurance of
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initial and continuing professional ability. Thassurance is met by current hiring
practices in Vermont.
(3) The public is at this time effectively protettey other non-governmental means.

Based on these conclusions, the Office of Profassi@egulation does not recommend
regulation of Medical Laboratory Science Profesalsmt this time.

Respectfully submitted:

Christopher D. Winters, Director December 920
Office of Professional Regulation
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