
WSR 21-10-077
PROPOSED RULES

STATE BOARD OF HEALTH
[Filed May 3, 2021, 10:28 a.m.]

Supplemental Notice to WSR 20-24-119.
Preproposal statement of inquiry was filed as WSR 18-24-016.
Title of Rule and Other Identifying Information: Chapter 246-680 

WAC, Prenatal tests—Congenital and heritable disorders, the state 
board of health (board) is filing a supplemental notice to WSR 
20-24-119 proposing additional amendments to rules to align the prena-
tal screening and diagnostic tests that are considered medically nec-
essary and required to be included in benefits packages by certain 
payers with national standards of care and current best practices.

Hearing Location(s): On June 9, 2021, at 1:30 p.m. In response to 
the coronavirus disease 2019 (COVID-19) public health emergency, the 
state board of health will not provide a physical location for this 
hearing to promote social distancing and the safety of the citizens of 
Washington state. A virtual public hearing, without a physical [meet-
ing] space, will be held instead. Board member, presenters, and staff 
will all participate remotely. The public may login using a computer 
or device, or call-in using a phone to listen to the meeting through 
the GoTo Webinar application. The public may submit verbal comments 
during the specified rules hearing segment. To access the meeting on-
line and register https://attendee.gotowebinar.com/register/
340060668939096335. You can also dial-in and listen/observe only using 
your phone +1 (914) 614-3221, Access Code 175-500-000.

Date of Intended Adoption: June 9, 2021.
Submit Written Comments to: Samantha Pskowski, P.O. Box 47990, 

Olympia, WA 98504-7990, email https://fortress.wa.gov/doh/
policyreview, by May 26, 2021.

Assistance for Persons with Disabilities: Samantha Pskowski, 
phone 360-789-2358, TTY 711, email samantha.pskowski@sboh.wa.gov, by 
June 2, 2021.

Purpose of the Proposal and Its Anticipated Effects, Including 
Any Changes in Existing Rules: The purpose of this proposal is to up-
date the board's existing rules outlining prenatal screenings and di-
agnostic tests required to be covered by certain payers to align with 
current clinical standards and best practices. The board's rule was 
last updated in 2003, and since such time, new screenings and diagnos-
tics have become available and standards of practice have been re-
vised. This proposal would increase access to certain prenatal screen-
ing and diagnostic testing for pregnant individuals.

The board held a public hearing on January 13, 2021. The board 
determined it would continue its consideration of the proposal until 
its June 9, 2021, meeting in recognition of interested parties' sig-
nificant comment regarding certain prenatal tests and requirements for 
pre- and postprocedure genetic counseling. As a result of public com-
ments, the board has made the following changes to the proposed rule 
since it was filed in December 2020 as WSR 20-24-119: Requirements for 
documentation of genetic counseling for cell-free DNA testing, clari-
fication that cytogenomic microarray testing should be targeted, clar-
ification that certain tests do not require pre- and postprocedure ge-
netic counseling, and other administrative changes.

Reasons Supporting Proposal: There have been many advances in 
prenatal screening over the years. These newer procedures offer better 
detection rates for birth defects or genetic conditions, as well as 
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lower false positive rates. The purpose of the proposed rule is to 
continue to ensure equity for accessing prenatal screening and diag-
nostic services for pregnant individuals that choose them and to bring 
the rule into alignment with national standards of care and current 
best practices.

In 1988, the Washington state legislature passed legislation 
that: (1) Required health care providers treating pregnant individuals 
to inform them about the availability of prenatal screening and test-
ing options (RCW 70.54.220); (2) required multiple payers to cover 
such services (RCW 48.21.244, 48.44.344 and 48.46.375); and (3) placed 
limitations on certain payers to ensure they did not cancel, reduce, 
or alter coverage provided solely based on results of a prenatal test 
(RCW 48.42.90). The board has the authority to establish standards in 
rule for screening and diagnostic procedures during pregnancy when 
those services are determined to be medically necessary. The regula-
tions were written to eliminate the coercive and unethical practices 
of some payers who offered to cover the costs of prenatal screening 
and diagnostic procedures only if patients signed an agreement that 
they would terminate the pregnancy if an abnormality was found.

All pregnancies have a three to five percent risk for a birth de-
fect and may be at an additional risk for genetic disorders. Prenatal 
tests are available to provide information about some of these risks 
and can help improve health outcomes. Prenatal screening and diagnos-
tic testing can have a significant impact on pregnancies at risk for a 
genetic condition or birth defect by: (1) Enabling early diagnosis or 
preventative approaches to reduce the amount of resources needed for 
postnatal diagnosis of symptomatic children; (2) providing an opportu-
nity to initiate appropriate health care services and interventions as 
soon as possible to improve the health of children and their families; 
and (3) informing pregnant individuals and their families about health 
risks to current and future pregnancies to empower them to make in-
formed pregnancy related health decisions.

Statutory Authority for Adoption: RCW 43.20.050, 48.21.244, 
48.44.344, 48.46.375, and 70.54.220.

Statute Being Implemented: RCW 70.54.220, 43.20.050, 48.44.344, 
48.21.244, and 48.46.375.

Rule is not necessitated by federal law, federal or state court 
decision.

Name of Proponent: Washington state board of health, governmen-
tal.

Name of Agency Personnel Responsible for Drafting, Implementa-
tion, and Enforcement: Samantha Pskowski, 101 Israel Road S.E., Tumwa-
ter, WA, 98504-7990, 360-789-2358.

A school district fiscal impact statement is not required under 
RCW 28A.305.135.

A cost-benefit analysis is required under RCW 34.05.328. A pre-
liminary cost-benefit analysis may be obtained by contacting Samantha 
Pskowski, P.O. Box 47990, Olympia, WA 98504-7990, phone 360-789-2358, 
TTY 711, email samantha.pskowski@sboh.wa.gov.

This rule proposal, or portions of the proposal, is exempt from 
requirements of the Regulatory Fairness Act because the proposal: 

Is exempt under RCW 19.85.025(4).
Explanation of exemptions: It has been determined that there are 

no small businesses in the direct health and medical insurance carri-
ers industry and therefore this proposal is exempt.

May 3, 2021
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Michelle A. Davis
Executive Director

OTS-1481.4

AMENDATORY SECTION (Amending WSR 03-11-031, filed 5/15/03, effective 
6/15/03)

WAC 246-680-010  Definitions.  ((For the purpose of this chapter, 
the following definitions apply:

(1) "Department" means the Washington state department of health.
(2) "Health care providers" means persons licensed or certified 

by the state of Washington under Title 18 RCW to provide prenatal care 
or to practice medicine and qualified genetic counselors.

(3) "Prenatal carrier testing" means a procedure to remove blood 
or other tissue from one or both parents in order to perform laborato-
ry analysis to establish chromosome constitution or genetic carrier 
status of the parents.

(4))) The definitions in this section apply throughout this chap-
ter unless the context clearly requires otherwise:

(1) "Amniocentesis" means a procedure to remove a small amount of 
amniotic fluid from the uterus of a pregnant person in order to per-
form one or more of the following laboratory tests:

(a) Measure the level of alpha-fetoprotein;
(b) Measure the level of acetylcholinesterase;
(c) Cytogenetic studies on fetal cells including chromosome anal-

ysis, cytogenomic microarray analysis (CMA), and fluorescent in-situ 
hybridization (FISH);

(d) Biochemical studies on fetal cells or amniotic fluid;
(e) Deoxyribonucleic acid (DNA) studies on fetal cells for single 

gene disorders or fetal genotyping for isoimmunization studies; and
(f) Infectious disease studies.
(2) "Carrier screening" means a procedure to remove blood or oth-

er tissue from one or both parents in order to perform laboratory 
analysis to establish chromosome constitution or recessive or X-linked 
genetic carrier status of the parents.

(3) "Chorionic villus sampling" means a procedure to remove a 
small number of cells from the developing placenta, in order to per-
form one or more of the following laboratory tests:

(a) Cytogenetic studies on fetal cells including chromosome anal-
ysis, cytogenomic microarray analysis (CMA), and fluorescent in-situ 
hybridization (FISH);

(b) Biochemical studies on placental cells; and
(c) DNA studies on placental cells for single gene disorders.
(4) "Hepatitis B surface antigen (HBsAg) screening" means a pro-

cedure involving obtaining blood from a pregnant person to test for 
maternal hepatitis B infection.

(5) "Maternal serum marker screening" means a procedure involving 
obtaining blood from a pregnant person in order to measure through 
laboratory tests the level of certain products that are associated 
with increased risks to the fetus or pregnancy such as alpha-fetopro-
tein, unconjugated estriol, human gonadotropin, inhibin, or PAPP-A.
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(6) "Percutaneous umbilical blood sampling" means a procedure to 
obtain blood from the fetus, in order to perform one or more of the 
following laboratory tests:

(a) Cytogenetic studies on fetal cells including chromosome anal-
ysis, cytogenomic microarray analysis (CMA), and fluorescent in-situ 
hybridization (FISH);

(b) Viral titer studies;
(c) Fetal blood typing for isoimmunization studies;
(d) Prenatal diagnostic tests for hematological disorders;
(e) DNA studies on fetal cells for single gene disorders; and
(f) Biochemical studies on fetal blood.
(7) "Postprocedure genetic counseling" means individual counsel-

ing that may be part of another procedure, or service involving a 
health care provider and a pregnant person with or without other fami-
ly members, to discuss the results of the prenatal tests done, any 
further testing or procedures available or referrals for further con-
sultation or counseling.

(8) "Prenatal cell free DNA screening," sometimes called noninva-
sive prenatal screening, means drawing blood from the pregnant person 
to perform laboratory analysis on the cell free DNA circulating in the 
maternal blood stream.

(9) "Prenatal test" means any test or procedure to ((predict)) 
screen for or diagnose congenital or heritable disorders ((that may 
harm or endanger the health, safety, or welfare of members of the pub-
lic if improperly utilized and includes preprocedure and postprocedure 
genetic counseling, laboratory tests, and procedures as follows:

(a) Maternal serum marker screening is a procedure involving ob-
taining blood from a pregnant woman during the fifteenth to twenty-
second week of gestation, in order to measure through laboratory tests 
the level of certain analytes that are associated with increased risks 
to the fetus or pregnancy such as alpha-fetoprotein, unconjugated es-
triol, human gonadotropin, inhibin, and/or PAPP-A.

(b) Maternal hepatitis B surface antigen (HBsAg) screening is a 
procedure involving obtaining blood from a pregnant woman during the 
first trimester of pregnancy to test for maternal hepatitis B infec-
tion. HBsAg screening should be repeated during the last trimester of 
pregnancy if a woman is at high risk for hepatitis B infection.

(c) Group B strep screening per vaginorectal culture at 35-37 
weeks gestation is used to screen pregnant women for Group B strep 
colonization. The swab culture specimen must be grown in selective 
broth media.

(d) Amniocentesis is a procedure performed after fourteen weeks 
of gestation to remove a small amount of amniotic fluid from the ute-
rus of a pregnant woman, in order to perform one or more of the fol-
lowing laboratory tests:

(i) Measure the level of alpha-fetoprotein;
(ii) Measure the level of acetylcholinesterase;
(iii) Cytogenetic studies on fetal cells including fluorescent 

in-situ hybridization (FISH) if indicated;
(iv) Biochemical studies on fetal cells or amniotic fluid;
(v) Deoxyribonucleic Acid (DNA) studies on fetal cells including 

fetal genotyping for isoimmunization studies; and
(vi) Infectious disease studies.
(e) Chorionic villus sampling is a procedure performed from ten 

to twelve weeks of gestation to remove a small amount of cells from 
the developing placenta, in order to perform one or more of the fol-
lowing laboratory tests:
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(i) Cytogenetic studies on fetal cells including fluorescent in-
situ hybridization (FISH) if indicated;

(ii) Biochemical studies on fetal cells; and
(iii) DNA studies on fetal cells.
(f) Percutaneous umbilical cord blood sampling is a procedure 

performed typically after fifteen weeks of gestation to obtain blood 
from the fetus, in order to perform one or more of the following labo-
ratory tests:

(i) Cytogenetic studies including fluorescent in-situ hybridiza-
tion (FISH) if indicated;

(ii) Viral titer studies;
(iii) Fetal blood typing for isoimmunization studies;
(iv) Prenatal diagnostic tests for hematological disorders;
(v) DNA studies on fetal cells;
(vi) Biochemical studies on fetal blood.
(g))) of a fetus.
(10) "Prenatal ultrasonography ((is))" means a procedure ((per-

formed at any time during pregnancy)) resulting in visualization of 
the uterus, the placenta, the fetus, and internal structures through 
use of sound waves.

(((h))) (11) "Preprocedure genetic counseling" means individual 
counseling((, which)) that may be part of another procedure, or serv-
ice, involving a health care provider ((or a qualified genetic counse-
lor under the direction of a physician,)) and a pregnant ((woman)) 
person with or without other family members, to assess and identify 
increased risks for congenital abnormalities or pregnancy complica-
tions, offer specific carrier screening or diagnostic tests, discuss 
the purposes, risks, accuracy, and limitations of a prenatal testing 
procedure, aid in decision making and to assist, when necessary, in 
obtaining the desired testing or procedure.

(((i) "Postprocedure genetic counseling" means, when test results 
are available, individual counseling, which may be part of another 
procedure or service, involving a health care provider or a qualified 
genetic counselor under the direction of a physician and a pregnant 
woman with or without other family members, to discuss the results of 
the prenatal tests done, any further testing or procedures available 
and/or referrals for further consultation or counseling.

(j) "Qualified genetic counselor" means an individual eligible 
for certification or certified as defined by the American Board of 
Medical Genetics, Inc., or the American Board of Genetic Counseling.))
[Statutory Authority: RCW 48.21.244, 48.44.344, 48.46.375, 70.54.220. 
WSR 03-11-031, § 246-680-010, filed 5/15/03, effective 6/15/03. Statu-
tory Authority: RCW 43.20.050. WSR 91-02-051 (Order 124B), recodified 
as § 246-680-010, filed 12/27/90, effective 1/31/91. Statutory Author-
ity: RCW 48.21.244, 48.44.344 and 48.46.375. WSR 90-02-094 (Order 
024), § 248-106-010, filed 1/3/90, effective 2/3/90.]

AMENDATORY SECTION (Amending WSR 03-11-031, filed 5/15/03, effective 
6/15/03)

WAC 246-680-020  Board of health standards for screening and di-
agnostic tests during pregnancy.  (1) For the purpose of RCW 
48.21.244, 48.44.344, and 48.46.375, the following are standards of 
medical necessity for insurers, health care service contractors, and 
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health maintenance organizations to use when authorizing requests or 
claims for prenatal screening ((and/or)) or diagnosis without the re-
quirement of a case-by-case determination:

(a) Hepatitis B surface antigen (HBsAg) screening for all preg-
nant persons during the first trimester of pregnancy and the last tri-
mester of pregnancy if the person is at high risk for hepatitis B in-
fection.

(b) Group B strep screening through prenatal vaginorectal cul-
tures at thirty-five to thirty-seven weeks of gestation. Pregnant per-
sons who are currently colonized with Group B strep, or who have un-
known Group B strep status should receive intrapartum treatment in ac-
cordance with the current standard of practice in order to reduce risk 
to the newborn.

(2) For the purpose of RCW 48.21.244, 48.44.344, and 48.46.375, 
the following are standards of medical necessity for insurers, health 
care service contractors, and health maintenance organizations to use 
when authorizing requests or claims for prenatal screening or diagno-
sis without the requirement of a case-by-case determination and in-
cluding preprocedure and postprocedure genetic counseling:

(a) Maternal serum marker screening for all pregnant ((women)) 
persons at the beginning of prenatal care if initiated before the 
((twentieth)) twenty-second completed week of gestation.

(b) ((Maternal hepatitis B surface antigen (HBsAg) screening for 
all pregnant women during the first trimester of pregnancy and the 
last trimester of pregnancy if the woman is at high risk for hepatitis 
B infection.

(c) Information about Group B strep should be provided to all 
pregnant women, including the risk to the newborn, if the woman is 
identified through screening as potentially colonized with Group B 
strep. Screening is done through prenatal vaginorectal cultures, al-
though specific clinical indicators may preclude screening. Pregnant 
women who are currently colonized with Group B strep, or who have un-
known Group B strep status should receive intrapartum treatment in ac-
cordance with the current standard of practice in order to reduce risk 
to the newborn.

(d))) Prenatal ultrasonography:
(i) During the first trimester to establish viability, gestation-

al age, and determine if singleton or multiple births; and
(ii) During second trimester for fetal morphology.
(c) Additional prenatal ultrasonography can be done at any time 

during a pregnancy if one or more of the following criteria are met:
(i) A ((woman)) person is undergoing amniocentesis, chorionic 

villus sampling, ((or)) percutaneous umbilical ((cord)) blood sam-
pling, or fetal tissue biopsy;

(ii) The results of a maternal serum marker screening or prenatal 
cell free DNA test indicate an increased risk to the fetus or pregnan-
cy;

(iii) ((A woman or the biological father of the fetus has a per-
sonal or family history of a congenital abnormality detectable by pre-
natal ultrasound;

(iv))) There is an increased risk of a congenital abnormality 
((is present)) due to:

(A) An environmental exposure ((including maternal exposure to 
alcohol; or

(v)));
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(B) A medical evaluation ((indicates)) indicating the possibility 
of polyhydramnios ((or)), oligohydramnios, or poor or accelerated fe-
tal growth; or

(C) A personal or family history of a congenital abnormality that 
is potentially detectable by prenatal ultrasound.

(((e))) (d) Amniocentesis ((if one or more of the following cri-
teria are met:

(i) A woman is thirty-five years of age or older at the time of 
delivery;

(ii) A woman or the biologic father of the fetus has a previous 
child or fetus with a chromosomal abnormality or other prenatally di-
agnosable disorder;

(iii) A woman or the biologic father of the fetus has a family 
history that includes birth defects or developmental delays;

(iv) A woman or the biologic father of the fetus is a carrier of 
a chromosomal rearrangement;

(v) A woman and/or the biologic father of the fetus are carriers 
of, or affected with, a prenatally diagnosable inherited disorder;

(vi) The results of a maternal serum marker screening test indi-
cate an increased risk to the pregnancy or fetus;

(vii) A woman has a documented history of three or more miscar-
riages of unknown cause when circumstances prevent parental chromoso-
mal testing;

(viii) There is an ultrasound diagnosis of fetal anomaly;
(ix) A medical evaluation indicates an increased risk of fetal 

infection;
(x) Fetal blood studies are indicated for isoimmunization studies 

or therapy.
(f))) after fourteen weeks of gestation.
(e) Chorionic villus sampling ((with preprocedure and postproce-

dure genetic counseling if one or more of the following criteria are 
met:

(i) A woman is thirty-five years of age or older at the time of 
delivery;

(ii) A woman or the biologic father of the fetus has a previous 
child or fetus with a chromosomal abnormality or other prenatally di-
agnosable inherited disorder;

(iii) A woman or the biologic father of the fetus is a carrier of 
a chromosomal rearrangement;

(iv) A woman or the biologic father of the fetus is a carrier of, 
or affected with, a prenatally diagnosable inherited disorder;

(v) A woman has a documented history of three or more miscarriag-
es of unknown cause when circumstances prevent parental chromosomal 
testing; or

(vi) Fetal genotyping is indicated to determine risks for isoim-
munization.

(g))) between ten and fourteen weeks of gestation.
(f) Fetal diagnostic testing including:
(i) Cytogenetic studies on fetal cells including chromosome anal-

ysis, targeted cytogenomic microarray analysis (CMA), and fluorescent 
in-situ hybridization (FISH) ((if a medical evaluation indicates a 
rapid or specific submicroscopic chromosomal diagnosis is required to 
predict the prognosis for the fetus)) for any person undergoing amnio-
centesis or chorionic villus sampling; and

(ii) DNA testing, biochemical testing, or testing for infectious 
diseases if medically indicated because of an abnormal ultrasound 
finding, intrauterine fetal demise, or known family history; and
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(iii) Cytogenomic microarray analysis in the case of recurrent 
intrauterine fetal demise.

(g) Prenatal cell free DNA testing performed after nine weeks of 
gestation for the detection of aneuploidy including trisomy 21, 18, 
13, or the sex chromosomes if the following criteria are met:

(i) There is documentation of preprocedure genetic counseling;
(ii) There is documentation of a scheduled appointment for post-

procedure genetic counseling; and
(iii) Testing the sex chromosomes is not solely for the purposes 

of determining the sex of the fetus.
(h) Carrier screening at any time during the pregnancy for:
(i) Recessive or X-linked conditions if indicated by a positive 

family history; and
(ii) Any of the following conditions irrespective of family his-

tory:
(A) Alpha-thalassemia (HBA1/HBA2);
(B) Beta-thalassemia;
(C) Bloom syndrome;
(D) Canavan disease;
(E) Cystic fibrosis;
(F) Familial dysautonomia (IKBKAP);
(G) Fanconi anemia type C (FANCC);
(H) Gaucher disease (GBA);
(I) Mucolipidosis IV (MCOLN1); or
(J) Niemann-Pick disease (SMPD1);
(K) Sickle cell disease;
(L) Spinal muscular atrophy (SMN1);
(M) Tay-Sachs disease (HEXA);
(N) Fragile-X Syndrome.
(iii) Carrier screening under (h)(i) and (ii) of this subsection 

may be limited to once per lifetime.
(i) Molecular genetic or cytogenetic testing of parents to allow 

for definitive fetal testing, or parental testing to better inform re-
sults that are suggestive of, but do not identify a unifying diagnosis 
and when the results of the parental testing will be used to guide 
treatment, reproductive decisions, or care planning that would not 
otherwise be made.

(((2))) (3) The ((board recommends the)) following ((additional)) 
procedures ((for use by insurers, health service contractors, and 
health maintenance organizations in determining medical necessity on a 
case-by-case basis)) are for use by insurers, health service contrac-
tors, and health maintenance organizations in determining medical ne-
cessity on a case-by-case basis to use when authorizing requests for 
claims for prenatal screening and diagnosis:

(a) Percutaneous umbilical cord blood sampling ((with preproce-
dure and postprocedure genetic counseling)) after fifteen weeks of 
gestation if one or more of the following criteria are met:

(i) A medical evaluation indicates rapid or specific submicro-
scopic chromosomal diagnosis or DNA diagnosis is required to predict 
prognosis for the fetus;

(ii) A medical evaluation indicates the possibility of a prena-
tally diagnosable fetal infection;

(iii) Fetal blood studies are medically indicated for isoimmuni-
zation studies or therapy;

(iv) Fetal blood is the only means to provide biochemical genetic 
diagnosis;
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(v) Prenatal diagnosis of a hematological disorder is medically 
indicated.

(b) Prenatal tissue biopsy if the nature of the disorder in ques-
tion indicates that fetal liver, skin, or other tissue biopsy is the 
only means to provide biochemical genetic diagnosis to protect the 
health of the ((mother)) pregnant person or predict the prognosis of 
the fetus.

(c) Cytogenomic microarray analysis (CMA) if medically indicated 
because of an abnormal ultrasound finding or known family history.
[Statutory Authority: RCW 48.21.244, 48.44.344, 48.46.375. WSR 
03-11-031, § 246-680-020, filed 5/15/03, effective 6/15/03. Statutory 
Authority: RCW 43.20.050. WSR 91-02-051 (Order 124B), recodified as § 
246-680-020, filed 12/27/90, effective 1/31/91. Statutory Authority: 
RCW 48.21.244, 48.44.344 and 48.46.375. WSR 90-02-094 (Order 024), § 
248-106-020, filed 1/3/90, effective 2/3/90.]
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