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BACKGROUND:  Established in 1939, American Medical Technologists (AMT) is the oldest independent credentialing organization for clinical laboratory personnel.  During the first five decades of its existence, AMT generally opposed State licensure of laboratory personnel.  It was AMT’s belief that licensure was an unnecessary measure that could be used by special interests to block upward mobility of otherwise qualified laboratory professionals, and that the consuming public could be adequately protected by states’ recognition of voluntary national certifications. 
Since the early 1990s, several developments have caused the AMT leadership to re evaluate the organization’s position on laboratory personnel licensure.  These include the following:

· There has been an increased level of coordination and cooperation among the various organizations representing laboratory personnel to negotiate and promote mutually acceptable state licensing laws and regulations. 

· Many states implementing or amending lab personnel licensure programs started recognizing examinations administered by national certifying organizations in lieu of developing their own licensure exams.  AMT’s exams have been accepted for licensing in most states that have taken this initiative.

· States adopting licensure for laboratory personnel have generally adopted appropriate “grandfather” clauses recognizing personnel at whatever level they are practicing when the law passes.  Personnel typically have two years to apply for licensure under the grandfather clause.

· In the early 1990s, AMT hosted a National Forum on Clinical Laboratory Standards.  The purpose of Forum, which was widely attended by all of the national certifying organizations and most of the state laboratory personnel licensing boards was to discuss and attempt to reach consensus on appropriate entry level qualifications for laboratory personnel.  The participants achieved a consensus position that because of the increased complexity of testing, computer base knowledge required, and the vast increase in different types of testing, the minimum entry level for Medical Technologist/Clinical Laboratory Scientist should be a baccalaureate (BS)degree, and for Medical Laboratory Technician/Clinical Laboratory Technician it should be a minimum of an associate degree.  This breakthrough made it easier to address and agree on state licensure of laboratory personnel since the major certifying organizations agreed on the entry level qualifications. 

· Although Congress’s enactment of CLIA ‘88 created a comprehensive federal program for regulation of clinical laboratories, the regulations implementing CLIA impose only minimal education standards for testing personnel, and no standards at all for testing categorized as “waived.”  A number of laboratory professional organizations believe that more stringent personnel standards are needed to ensure quality in testing.

Other events impacting the regulatory landscape include:
· Some state Nursing Boards have started writing into the nursing scope of practice the authority to perform all levels of diagnostic testing, including complex laboratory testing.

· Pharmacy trade associations started promoting laboratory testing by pharmacists, even to the extent of moderate and high complexity testing.  In some states pharmacists can order, perform, and report the tests without a physician’s request.

· Direct Access testing (testing performed at the request of a patient without a physician’s order) is permitted in many states.  This may change the whole playing field, especially as it relates to waived testing.  
· Point-of-care testing conducted by non-laboratory personnel has proliferated in inpatient care settings.  
· The number of test systems classified as “waived” under CLIA has expanded significantly, and the Federal government has proposed to further relax the standards under which tests may be added to the waived category.
· Recent government survey reports reflect that as many as 50% of all “waived” testing labs are not following manufacturer’s instructions or QC/QA/PT requirements, and some are unlawfully performing complex testing.
· Shortages of properly qualified laboratory personnel have had a profound impact and could lead to the utilization of inadequately trained personnel, thereby compromising the quality of testing.

For these and other reasons, AMT is restating its position on state licensure. While a decision to promote or support licensure of lab professionals must be made on a state-by-state basis, in circumstances where licensure is found to be desirable and appropriate AMT will work cooperatively with other organizations to negotiate and assure that an acceptable licensure bill is written for all concerned.  AMT may support state licensure if the legislation and implementing regulations adhere to core principles that are important to AMT’s membership.


AMT believes any licensure bill should be consistent with the following principles:

1. Purpose – Licensure should be utilized to ensure quality and competence in professionals where the public safety and trust are critical.  It should not be used primarily as a turf-protection mechanism in ways not necessary to insure patient safety and testing quality, and where it may serve to exclude otherwise well qualified practitioners.

2. Enforce Standards – Clinical laboratory technology is a highly skilled profession that plays a critical role in the diagnosis and treatment of human diseases.  It is necessary to maintain high personnel qualification standards to ensure quality and competence in performance of laboratory testing.  Licensure is one way (although not necessarily the only way) to enforce high standards.

3. Recognize Private Credentialing Programs – Administration of state licensure programs can be cumbersome and expensive. Therefore any state licensure scheme should involve the least amount of new bureaucracy possible, and should make maximum utilization of existing certification, accreditation, and regulatory programs.  In no case should it be necessary for a state to develop and/or administer its own licensure/certification exams for generalist lab personnel. There are several respected national certification organizations (e.g., AMT, ASCP, & AAB) that administer certification exams to generalist laboratory professionals, and their exam results should be recognized by any state licensure program.  Most states that have lab personnel licensure have adopted this approach.

4. Grandfather clause - Any state adopting a new laboratory personnel licensure program (or amending an existing program to impose more stringent licensure standards) must “grandfather” existing personnel at whatever level they are performing at the time of implementation of the program.  AMT also would support grandfathering of any practitioner who holds current certification and has complied with continuing education standards of any of the major national certifying organizations.  Grandfathered practitioners typically should be afforded a two-year grace period to apply for licensure.

5. Minimum Education Standards – For MT/CLS/MLS licensure, entry level education qualifications should be a baccalaureate (B.S.) degree in medical technology or in a laboratory related science, with appropriate course work in mathematics. 

For the MLT/CLT level, the minimum education requirement should be an associate degree (or CLIA-recognized equivalent) with specific course work in the lab sciences and math.  Completion of a 50 week military advanced laboratory procedures training program or an MLT certificate program accredited by a USDE-recognized organization should count for credits toward a degree.  

If a licensure category for laboratory assistant is included in the program, the minimum qualification should be a high school graduate who meets one of the following criteria: 
(a)
successfully completed an academic course (or combined courses) of study that is a minimum of 200 didactic clock hours in duration, including a minimum of 100 hours devoted to the study of fundamental laboratory technology, AND a minimum of 120 clock hours of documented, satisfactory clinical laboratory experience; or
(b)
Satisfactorily completed a minimum of 1,040 hours of documented work experience within the past three years in which laboratory technology was the primary focus, and of which a minimum of 520 hours were devoted specifically to the performance of clinical laboratory duties.

If a licensure category for Phlebotomist or Phlebotomy Technician is established, the minimum qualifications should require either completion of an accredited phlebotomy education program, or at least 1,040 hours of acceptable work experience as a phlebotomy technician consistent with the standards specified in AMT’s eligibility criteria for the RPT(AMT) certification, AND completion of a minimum of 50 successful venipunctures and 25 successful skin punctures.  Licensure boards should accept nationally recognized certification exams for phlebotomy technicians and medical assistants for purposes of phlebotomist licensure.

6. Reciprocity – A state should issue a reciprocal license to any lab practitioner who moves to that state from another state having comparable licensure standards. 
7. Continuing Education – Any state licensure program should require as a condition of license renewals either a specified number  continuing education credits, or documentation of compliance with the continuing competency requirements of a nationally recognized certification organization (e.g., AMT’s Certification Continuation Program (CCP) or ASCP’s Certification Maintenance Program (CMP)).  Where CE is mandated, state licensing boards should recognize CE credits from a wide variety of providers, including national certification organizations and their state affiliates.  

8. Licensure Board make-up – A separate licensure board (or an autonomous committee of an existing board or agency) should be established to administer the licensing program.  It is important that each professional discipline that is subject to the licensure program be fairly represented on the board.  Ideally, the board should include seven members, including one Pathologist lab director; one non-physician lab director; not fewer than four licensed laboratory practitioners in the MT/CLS and MLT/CLT levels, and one public member.  The make-up may vary depending on the disciplines being licensed and other factors.  (For example, a cytotechnologist and a histotechnologist each may have a seat on the board if they are among the categories licensed by the state.)
9. Licensure of laboratory directors and supervisors is not necessary since CLIA covers these disciplines adequately.
10. Exemptions – It may be appropriate to exempt from licensing personnel employed in U.S. Government labs, education and research programs where results are not used to diagnose, students in training programs, and forensic testing.  In addition, personnel who performed only tests classified under CLIA as Waived need not be licensed.  However, in light of recent reports that as many as 50% of all waived testing labs are not following manufacturer’s instructions or QC/QA/PT requirements, and some are even unlawfully performing complex testing, AMT believes that waived or point of care testing should be subject to coordination by a properly trained laboratorian with the responsibility to coordinate the overall quality assurance of such testing. setting.  

11. Renewals & Fees - Fees for initial licensure and for license renewals should be sufficient, but not more than sufficient, to cover the costs of running the licensure program.  AMT believes that a fee no greater than $75.00 per year should be sufficient to support licensure of clinical laboratory personnel. 

12. Discipline – Any licensure law should include a section on discipline of licensees.


Alternative Forms of Laboratory Personnel Regulation
AMT recognizes that many state legislatures do not wish to create a new regulatory bureaucracy within the state government, and hence are reluctant to pass legislation creating a new licensing board.  In such cases AMT believes it may be fruitful to advocate for an alternative form of state regulation of lab professionals that does not require a separate new licensing board.  For example, the State of Georgia requires laboratory personnel to meet minimum qualifications and to obtain national certification, but does not issue a license to those professionals.  Similarly, a bill was introduced in Virginia in 2010 that would have required all lab technologists and technicians to meet certain education requirements and be certified by AMT, ASCP, or other nationally recognized certifying organization.  The Virginia legislation would not have created an actual licensure program, but its minimum standards would be enforceable by threat of criminal prosecution.
AMT believes that in the face of tight state budgets and anti-regulatory sentiment, these less conventional forms of enforcement of minimum standards may offer a legitimate alternative to personnel licensure, and are worth exploring.
Medical Assistant Licensure

AMT does not support licensure of medical assistants.  However, AMT does support state laws and regulations that define and protect the scope of medical assisting practice and establish minimum standards for medical assistants who perform invasive clinical tasks under the supervision of a licensed practitioner.  In 2001, AMT and the American Association of Medical Assistants jointly developed model State legislation to recognize the appropriate scope of practice of a medical assistant.  The model bill also establishes certain minimum qualifications to practice as a medical assistant.  The model bill may be introduced in states where the legitimate scope of medical assisting has been clouded by legal uncertainties.  For a copy of this model bill, contact the Judiciary Councillor or Michael N. McCarty, Esq. AMT Legal Counsel.
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�    Because AMT does not certify cytotechnologists or histotechnologists, it takes no position on the inclusion of such categories in state licensure programs.
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