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January 25, 2021

The Honorable Ed Buttrey

Montana House of Representatives

1301 East Sixth Avenue
State Capitol
Helena, MT 59620-8201

The Honorable Katie Sullivan
Montana House of Representatives

1301 East Sixth Avenue
State Capitol
Helena, MT 59620-8201

Re: Montana House Bill 217
Dear Representatives Buttrey and Sullivan:

The American College of Medical Genetics and Genomics (ACMG) supports
establishing state licensure programs for genetic counselors, however we want to
draw your attention to significant concerns that must be addressed for any related
legislation. ACMG is the only nationally recognized medical professional
organization solely dedicated to improving health through the practice of medical
genetics and genomics, and the only medical specialty society in the US that
represents the full spectrum of medical genetics disciplines in a single organization.
ACMG is the largest membership organization specifically for medical geneticists,
providing education, resources, and a voice for more than 2,400 clinical and
laboratory geneticists, genetic counselors, and other healthcare professionals, nearly
80% of whom are board-certified in the medical genetics specialties. ACMG’s
mission is to improve health through the clinical and laboratory practice of medical
genetics as well as through advocacy, education and clinical research, and to guide
the safe and effective integration of genetics and genomics into all of medicine and
healthcare, resulting in improved personal and public health.

The specialty of medical genetics includes clinical geneticists (MD/DO or
equivalent), PhD medical geneticists (PhD), and laboratory geneticists (MD/DO or
PhD or equivalent), as well as the clinical subspecialty of medical biochemical
genetics (MD/DO or equivalent). These medical geneticists are board-certified by
the American Board of Medical Genetics and Genomics (ABMGG), one of the 24
member boards of the American Board of Medical Specialties.
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Genetic counselors work as part of the medical team to facilitate communication Susan D. Klugman, MD, FACMG

between patients and other healthcare providers on health issues with a genetic Vice-President of Clinical Genetics
component. They receive specialized training in counseling patients to help them  Eaine Lyon, PhD, FACMG
understand the medical, psychological, and familial implications of genetic Vies-Tiesidenit of Laborstsay - Genencs

information and findings. After two years, this training leads to a master’s degree in Catherine W. Rehder, PhD, FACMG
genetic counseling, and individuals are certified by the American Board of Genetic  "==*"'

Counseling. However, genetic counselors are not trained to practice medicine, and 2™ E Roberts, MD, FACMG

. Secretary
we are extremely concerned that HB 217, as currently written, would expand
genetic counselors’ scope of practice to include the independent practice of Directors
medicine. Tina M. Cowan, PhD, FACMG
Biochemical Genetics
The practice of medicine requires doctoral-level medical training followed by Laurie A. Demmer, MD, FACMG

Clinical Genetics

Karen Gripp, MD, FACMG
Clinical Genetics

Dietrich Matern, MD, PhD, FACMG

several years of additional specialized training. The following activities constitute
the practice of medicine:

1) ordering medical tests, including genetic testing; U

2)  establishing a clinical diagnosis for a patient; Michael Murray, MD, FACMG
3) performing a medical examination of a patient; Clinical Genetics

4)  medical management of a patient; and Katy C. Phelan, PhD, FACMG
5) medical treatment of a patient. Gylogenstiss

Cynthia Powell, MD, FACMG
Clinical Genetics

Heidi Rehm, PhD, FACMG
Molecular Genetics

Montana House Bill 217 is intended to establish licensure for genetic counselors
which includes establishing a defined scope of practice. However, as currently
worded, Section 6 would expand the scope of practice for genetic counselors to
include certain aspects of practice of medicine. Specifically, HB 217 would allow  Ex Officio
genetic counselors to independently order genetic tests and other diagnostic studies. Robert D. Steiner, MD, FACMG
Ordering of tests by a genetic counselor means that the results are returned to the ~ Fditorin-Chief, Genetics in Medicine
counselor who is then interpreting those results and returning them to the patient i@ﬁGRF- E;lﬁd?t%nptgfﬁcm
without a physician being involved.

Legal Counsel
While there are certain types of genetic tests that can safely be ordered by an Lynn D. Fleisher, PhD, JD, FACMG
appropriately trained genetic counselor, such as those that are only used to estimate Legal Counsel
risk of developing disease or guide family planning decisions, other genetic tests
confer a diagnosis or guide treatment decisions. Genetic counselors are not trained
to diagnose and treat patients. The ordering of such tests, as well as interpreting and
returning results, should be performed only by physician or by a genetic counselor

Executive Office

Maximilian Muenke, MD, FACMG
Chief Executive Officer

Melanie J. Wells, MPH

when they are working collaboratively with the patient’s licensed physician. Chief Operations Officer
Further, the language “other diagnostic studies” seems to imply that genetic Chris Pitro, MBA
counselors could even order diagnostics that are not of a genetic nature (e.g., CAT  Chief Financial Officer
scans).
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As such, Section 6 needs to either be significantly modified either to exclude any ... b «iugman, Mp, FachiG
activities that could constitute the practice of medicine or to require a collaborative  Vice-president of Clinical Genetics
agreement with a physician. Such agreements must be formally documented and Elaine Lyon, PhD, FACMG

should describe the relationship between the genetic counselor and the physician,  Vice-President of Laboratory Genetics
the need for a co-signature when ordering genetic tests, and criteria governing the  Catherine W. Rehder, PhD, FACMG
genetic counselor’s performance of medical activities. For example, Section 6 of <"

HB 217 could be modified to read as follows: AIYE: HODErS. MID: FAEMG

Secretary
(3) pursuant to a formally documented agreement with a physician that Directors
describes the collaborative relationship between the genetic counselor and the Tina M. Cowan, PhD, FACMG
physician, and establishes criteria governing the genetic counselor’s Biacherhical-Genstics

performance of medical activities, including a co-signature requirement for Eﬁ;urie IA(-iDemmef' MD, FACMG
ordering genetic tests that may provide diagnostic information or guide el benetie
medical treatment: ittt

Clinical Genetics

(a) identifying, ordering, and coordinating genetic laboratory tests and  Dietrich Matern, MD, PhD, FACMG

other diagnostic studies as appropriate for genetic assessment; Bigchemical-GEACtS

. . . . . Michael Murray, MD, FACMG
(b) integrating genetic laboratory test results and other diagnostic Clinical Genetics
studies with personal and family medical history to assess and Katy C. Phelan, PhD, FACMG
communicate risk factors for genetic and medical conditions and Cytogenetics
diseases; and Cynthia Powell, MD, FACMG

Clinical Genetics

(©) expl_aining Fhe cIir_licaI impliqations of genetic laboratory tests and |1 renm, phD, FACMG
other diagnostic studies and their results. Molecular Genetics

. i Ex Offici
To further ensure patient safety, the following language should also be added to HB e
217: Robert D. Steiner, MD, FACMG

Editor-in-Chief, Genetics in Medlicine

. . .. . . . .. Bruce R. Korf, MD, PhD, FACMG
Nothing in this title authorizes a genetic counselor to practice medicine, ACMGF Foundation Liaison

including diagnosis, treatment, or medical management of a patient.
Legal Counsel

If, in the course of providing genetic counseling to a client, a genetic Lynn D. Fleisher, PhD, 1D, FACMG
counselor finds any indication of a disease or condition that requires medical %' <"

assessment or treatment, the genetic counselor shall refer the client to a Executive Office
physician licensed to practice medicine. Maximilian Muenke, MD, FACMG

Chief Executive Officer
With the rapid increase in knowledge about the relationships between genetics and  welanie J. wells, MPH
disease that has developed over the past several decades, genetic services have Chief Operations Officer
become increasingly more complex and require a unique combination of counseling Chris Pitro, MBA
skills and medical knowledge. As such, it is particularly important for genetic S FARCALNIoS:
counselors and physicians to work collaboratively in team environments to ensure
that patients are receiving the best care possible.
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ACMG supports the establishment of state licensure programs for genetic Susan D. Klugman, MD, FACMG
counselors and believes that licensure enhances the ability of genetic counselors to  Vice-president of Clinical Genetics
provide appropriate genetic counseling services to those who need them. Elaine Lyon, PhD, FACMG
Furthermore, licensure helps protect the public from the harms that would ensue Vies-BEsidentior Laboran Cenctc
from inaccurate and inappropriate counseling that could be provided by %Z:;irrlgf W. Rehder, PhD, FACMG

inadequately trained individuals holding themselves out to the public as genetic
counselors. However, we strongly believe that genetic counselors should be
licensed to provide genetic counseling services and not to practice medicine.

Amy E. Roberts, MD, FACMG
Secretary

Directors

ACMG appreciates your attention to this important issue and is hopeful that you Tina M. Cowan, PhD, FACMG
will take this information into consideration for House Bill 217. ACMG is available Biochemical Genetics
to further discuss these concerns or to provide technical assistance in refining Laurie A. Demmer, MD, FACMG

islati i Clinical Genet
legislative language if needed. el benetie
Karen Gripp, MD, FACMG

Clinical Genetics

. Dietrich Matern, MD, PhD, FACMG
Slncerely, Biochemical Genetics

Michael Murray, MD, FACMG
Clinical Genetics

/) Katy C. Phelan, PhD, FACMG
/ ( /(‘ (% M;/ Cytogenetics

AL N V Cynthia Powell, MD, FACMG
Anthony R. Gregg, MD, MBA, FACOG, FACMG el Genetis

nthony K. 99, ! ! ! Heidi Rehm, PhD, FACMG
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