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Subject: My Public Comments on
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External Email

To the Board of Health

It has come to my attention that you may be considering advocating for
and supporting "Vaccine Passport" mandates. I absolutely oppose this
measure or any like it and I am writing on behalf of all my family and a
few friends amounting to 22 people. I could write a book explaining my
reasons for my position so I will attempt to be brief as your time is
valuable as is mine.

For 25 years, as the matriarch of my family, I have taught and cajoled
my children and their children into taking responsibility for their
health. As I observed the general population slide into poorer and
poorer health and having worked and volunteered in the public school
system for 15 years, I saw a correlation to nutrition and medical
treatments. When food become more nutritionally absent and GMO's were
added, we turned to organic foods. After having all my children and
myself vaccinated, we had,fortunately, just a few adverse reactions, but
decided after much research that the grandchildren would be vaccine
free. We have, at our own expense, sought alternative therapies and buy
higher quality food and supplements. This life style has rewarded us
with a far above average medical track record. This not only enables us
to be less of a burden to society but to be able to enjoy life more and
take care of ourselves. I did come to the horrifying realization that at
73 and not on any meds, I am a liability to the pharmaceutical industry.
It is my opinion, from the years of scientific research I have studied
and studies I have seen redacted and ignored, that their profits are the
agenda we as a nation are dealing with.

It is therefore a major threat to those who I am writing for and my
health to try to force a medical procedure or consequence on us. We have
fought hard to protect our health and proven we can do it. I have on
many occasions been exposed to very ill people and never succumbed as
most of my family have also experienced. Having Vitamin D levels checked
is a much more worthy medical intervention to keep the health of the
population stable. It should be as standard as a hematocrit test.

And of course the most ludicrous issue of all is that the vaccine is an
experimental medical procedure not even having passed through the
appropriate channels for medical approval. Why does everyone keep
forgetting this CRUCIAL bit of information!!!!!!!!!!!!!!!! The adverse
events keep pouring in and are coined as coincidental and being withheld
from the public.

 From my friends in the medical community and practitioners I have
visited, COVID has been a nasty virus but no higher death rate than
normal flu. From many, I was told how very sick they became after the
new quadvalent flu vaccine and wondered if there might have been
misdiagnoses as covid. We know many mistakes were being made in the
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panic of it all.

And finally, it has been stated over and over in the press from our CDC
that the vaccine does not stop transmission, will shed the virus in
symptomatic and non-symptomatic vaccinated, and will only lesson symptoms.

There have been multiple manufacturing incidents with even thousands of
doses found in a warehouse in Romania. HUH!

I can not believe that our government or its agencies would dream of
foisting a ruling so severe as to not allow its people to make sound
judgments for they and their families health.

I could write much more and cite studies and doctors statements but I
hope this will suffice to having my choice heard.

Thank you,

Julie Craker

253-927-9154

4925 Norpoint Way NE

Tacoma Wa 98422



From: Philomena McGowan
To: DOH WSBOH
Subject: My Public Comments
Date: Friday, April 9, 2021 5:21:55 PM

External Email

I strongly oppose a vaccine passport. No other country including the US has ever required a
certification of vaccination to visit other countries or states, and covid isn't a reason to start.
This is totally an over reach on personal medical decisons and linking freedoms to taking the
vaccines is not ethical.
Philomena McGowan

Sent from Yahoo Mail on Android
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From: Jean Clark
To: DOH WSBOH
Subject: My Public Comments
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To: WA State Board of Health

I am writing today to express my concern as a WA State resident about Digital Immunity
Passports. These tools could turn into great un-equalizers. Many people do not even have
stable cellular service, and many seniors such as my mother don't even know how to use apps.
Digital Immunity Passports are grossly unfair, ethically and scientifically. Ethically they are
embedded with seeds of discrimination, racism, classism and exclusion. Not to mention the
potential privacy risks. Scientifically, the two Covid vaccines are 95% 
effective. 1 in 20 vaccinated folks could still have a positive test result and develop an
asymptomatic infection and spread the virus to others. Therefore being vaccinated may not
even matter. There are too many unanswered ethical, scientific and socio-economical
questions surrounding this intrusive tool."Ihre Papiere bitte" comes to mind.  Recalling the
history of IBM and the Holocaust and the alliance between Nazi Germany and America's Most
Powerful Corporation. Let's not repeat history with corporate tools that are seeded in
discrimination. Thank you,

Jean Clark, Redmond, WA
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From: Celina Green
To: DOH WSBOH
Subject: My Public Comments
Date: Friday, April 9, 2021 3:03:32 PM

External Email

Dear BOH and Governor Inslee,

Please keep medical freedom in place. My vaccination status is no ones business but my own. Making a voluntary
medical procedure a requirement for entering an event or moving freely about our state, country or world is a slippery
slope. Don't forget that we are citizens of a country that is built on freedom - that each individual has certain unalienable
rights. Please do not overreach. 

Sincerely,

Celina Green
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From: Sam Krautscheid
To: DOH WSBOH
Subject: My Public Comments
Date: Friday, April 9, 2021 12:23:34 PM
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I am against the vaccine passport.

Thank you

Sam Krautscheid
George, WA

Sent from my iPhone
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From: Jena Stamper
To: DOH WSBOH
Subject: My Public Comments
Date: Friday, April 9, 2021 12:13:31 PM

External Email

Dear Board of Health and other government officials,

I would like to strongly caution you against taking such action as a vaccine passport. You can not mandate a medical
procedure for any person in the UNITED STATES OF AMERICA. Each person has the right to their own
philosophy regarding their body, and they should not be penalized with exclusions from businesses or travel for
such. We are an inclusive country. This is the land of the free, not the home of medical rape. You are pushing false
security and adverse reactions as you pad the pockets of the pharmaceutical industry. You represent the people of
the state. You are not their rulers.
Please do what you know is right and stay within your scope of representing the people, not dictating to them.

Sincerely,

A freedom loving constituent.

Sent from my iPhone
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From: Bernadette Pajer
To: DOH WSBOH
Subject: My Public Comments
Date: Friday, April 9, 2021 12:10:59 PM
Attachments: ICWA to BOH comment April 9.pdf

External Email

Please see the attached PDF. Thank you.
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April 9, 2021



Dear WA State Board of Health members,



As an individual citizen and as the Public Policy Director of ICWA, I have been giving 
comments and submitting published studies and data regarding the state’s response to 
COVID-19 to the board and the Department Health for more than a year.



A team of investigators has now published an in-depth paper that details key concerns in 
seven areas: asymptomatic transmission, PCR testing, effective treatments, violations of 
federal law, inaccurate projection models, violations of medical ethics, and ongoing COVID-19 
vaccine clinical trials. Please see the 4-page Executive Summary attached, and this link to the 
full 444-page paper. We have joined thousands of others now calling for a grand jury 
investigation into the CDC’s misconduct.



We are especially concerned about the massive vaccination rollout that is not providing fully 
informed consent to recipients, not properly collecting adverse event data, and not heeding the 
red flags being seen in VAERS.



Please see our attached article on the experience of a WA State woman injured by the Janssen 
(J&J) Vaccine.



Our nation is being deluged with false and misleading marketing messages, driven by the 1.5 
billion dollar federal “vaccine confidence” campaign. Emergency Use Authorization regulations 
are very clear about what can and cannot be said in promotions of EUA products. The CDC 
and our own DOH are violating them. In fact, our DOH has now added SARS-COV-2/COVID-19 
vaccines to the “Recommended Vaccines” on their “Action Reports” being sent to to parents 
through schools. Such inclusion falsely implies to parents that the vaccines have been licensed 
and approved for children, violating EUA requirements.



Now the Biden administration is working with the private sector to implement "vaccine 
passports." Why the private sector and not Congress? Because federal and state constitutions 
and many federal and state laws and regulations do not allow coercion to be used to compel 
unwanted medical interventions nor do they allow violation of bodily integrity to be the price of 
freedom. But it is just as unlawful for private companies to require vaccine identification as it is 
for the government.



Florida's Governor DeSantis is standing up to protect the rights of Americans and his state's 
citizens. And so have the governors in Texas, Utah, Idaho. Governors in Mississippi, Iowa, 
Nebraska, Georgia, and Tennessee have indicated they will not allow vaccine passports in their 
states.



Despite your unwillingness to take action in the past with our concerns, we are turning to you 
again and asking you to help protect the medical freedom of WA State citizens. Perhaps this is 
the place where you will draw the line and step forward. Because if Americans are forced to 
accept a medical intervention in order to freely live, then there is no freedom.



Sincerely,



Bernadette Pajer

ICWA Public Policy Director
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Executive	Summary	


COVID-19:	Restoring	Public	Trust	During	A	Global	Health	Crisis	


During	our	investigation	into	the	variety	of	topics	this	manuscript	covers,	a	theme	began	to	stand	out	as	a	
consistent	concern.	Safe	and	effective	treatments	for	COVID-19	are	inexplicably	being	withheld.	As	you	read	the	
full	position	paper,	you	will	encounter	many	similar	examples	of	what	appears	to	be	willful	misconduct	across	
several	topics.	These	areas,	and	pertinent	takeaways,	are	outlined	below.		


Topic	area	1	-	Asymptomatic	transmission	is	the	basis	for	public	health	policies	regarding	masking	and	social	
distancing.	


• Wuhan	Participant	Study	-	9,898,828	enrolled	participants	were	tested	using	qualitative	COVID	RT-qPCR
testing.	Only	300	possible	asymptomatic	carrier	candidates	were	identified.	Of	the	300	possible
asymptomatic	carriers,	all	were	tested	using	live	cell	culture	to	determine	if	their	PCR	samples	could
produce	replication-competent	virus.	All	300	live	cell	cultures	were	negative	for	being	able	to	produce
replication-competent	virus,	indicating	that	none	of	the	300	people	identified	as	potential	asymptomatic
carriers	from	the	9,898,828	people	tested	were	infectious.	Therefore	0.00%	of	COVID	transmissions	were


asymptomatic.


• Asymptomatic	transmission	is	widely	assumed	globally	but	has	never	been	definitively	proven	based	upon
the	five	medical	gold-standards	of	empirical	evidence	for	the	evaluation	of	infectious	disease	discussed	in
the	position	paper.


Topic	area	2	-	PCR	testing	is	the	major	basis	for	the	diagnosis	of	COVID.	


• RT-qPCR	tests	are	quantitative	tests.	However,	it	appears	that	PCR	testing	is	intentionally	being	used
qualitatively,	and	cycle	threshold	values	are	being	manipulated	to	increase	or	decrease	case	counts.


• Qualitative	COVID	RT-PCR	tests	are	being	used	to	do	exactly	what	they	are	not	calibrated	to	do,	while
confirmatory	serologic	viral	load	and	antibody	testing	has	been	deemphasized.


• Qualitative	COVID	RT-PCR	cannot	determine	whether	a	person	is	infectious	and	therefore	should	not	be
used	to	establish	a	diagnosis	without	the	assistance	of	additional	confirmatory	lab	testing.


Topic	area	3	-	Effective	treatments	for	COVID	exist	and	are	inexplicably	being	withheld	by	the	FDA	and	CDC.	


• Comprehensive	nutritional	study	-	Used	vitamin	A	(100,000	IU/day),	vitamin	C	(1,000mg/hour	during
waking),	vitamin	D	(50,000	IU/day),	and	Lugol’s	Iodine	(25mg).	One	hundred	seven	out	of	107	patients	fully
recovered	within	seven	days	of	treatment.


• Vitamin	D	study	-	191,779	participants	across	all	“latitudes,	races/ethnicities,	both	sexes,	and	age	ranges”
demonstrated	that	participants	with	deficient	serologic	vitamin	D	(<20	ng/mL)	were	more	than	twice	as
likely	to	be	infected	by	the	SARS-COV-2	virus	(12.5%	vs	5.9%)	when	compared	against	participants	with	a
healthy	amount	of	serologic	vitamin	D	(≥	55	ng/mL).


• Ivermectin	study	–	“Viral	clearance	was	treatment	dose-	and	duration-dependent.	In	six	randomized	trials	of
moderate	or	severe	infection,	there	was	a	75%	reduction	in	mortality	(Relative	Risk=0.25	[95%CI	0.12-0.52];
p=0.0002);	14/650	(2.1%)	deaths	on	ivermectin;	57/597	(9.5%)	deaths	in	controls)	with	favorable	clinical
recovery	and	reduced	hospitalization.”
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• Hydroxychloroquine	(HCQ)	study	–	A	meta-analysis	of	192	studies	concluded	that	HCQ	is	effective	when
used	early.	Early	treatment	is	most	successful,	with	100%	of	studies	reporting	a	positive	effect	and	an
estimated	reduction	of	67%	in	the	effect	measured	(e.g.,	death,	hospitalization,	etc.)	using	a	random	effects
meta-analysis	(RR	0.33	[0.25-0.43]).


• National	Health	and	Nutrition	Examination	Survey	studies	–	The	CDC	has	known	for	at	least	two	decades
that	Americans	are	deficient	in	the	following	key	immunological	nutrients:	Vitamin	A	(35-45%	of	the
population	is	deficient),	Vitamin	C	(37-46%),	Vitamin	D	(65-95%),	Vitamin	E	(60-84%),	and	Zinc	(11-15%).


Topic	area	4	-	Violations	of	federal	law	appear	to	have	been	perpetuated	by	the	CDC	with	respect	to	death	
certificates,	irrevocably	altering	COVID-19	mortality	metrics	and	causing	unnecessary	harm	to	the	American	
public.	


• Data	quality	was	irreparably	compromised	by	the	CDC’s	implementation	of	the	NVSS	COVID	Alert	No.	2
document	on	March	24,	2020,	which	significantly	altered	death	certificate	reporting,	as	well	as	the	CDC’s
adoption	of	the	Council	of	State	and	Territorial	Epidemiologists’	position	paper	on	April	15,	2020	that
defined	the	criteria	for	COVID	cases	without	safeguards	in	place	to	ensure	that	the	same	person	could	not


be	counted	multiple	times.	Both	practices	have	significantly	affected	data	aggregation	and	interpretation,
and	both	adoptions	appear	to	be	in	violation	of	the	Administrative	Procedures	Act,	the	Paperwork	Reduction
Act,	and	the	Information	Quality	Act	at	minimum.


• For	the	previous	17	years,	pre-existing/comorbid	conditions	were	reported	in	Part	I,	not	Part	II,	of	death
certificates—without	incident.	By	reporting	in	Part	II	rather	than	Part	I,	the	role	of	comorbidities	as	cause


of	death	has	been	deemphasized.	This	change	significantly	impacts	statistical	aggregation,	according	to
Certified	Death	Reporting	Clerks	we	interviewed.	A	point	of	contention	with	the	2020	change	is	that	it	was
made	without	official	notification	in	the	Federal	Register	to	initiate	federal	oversight	and	invite	mandatory
public	comment.


Topic	area	5	-	Inaccurate	projection	models	have	been	widely	used	to	justify	public	health	policies.	


• All	computer	projection	models	make	assumptions	and	require	inputs.	Unfortunately,	vast	uncertainty
surrounds	most	inputs,	especially	at	the	start	of	a	public	health	crisis.


• Many	models	assume	everyone	is	equally	susceptible	to	infection.	However,	susceptibility	depends	upon
variables	such	as	available	nutrient	status,	pre-existing	conditions,	age,	genetic	predispositions,
socioeconomics,	individual	mental	outlook,	stress	exposure,	restorative	sleep,	bioaccumulation	of	chemical
pollution,	environmental	exposure,	place	of	residence,	and	multiple	other	factors	unique	to	the	individual.


• Many	COVID-19	projection	models	presume	the	frequency	of	asymptomatic	transmission.	The	underlying
assumption	is	that	such	infection	is	possible.	However,	a	2018	modeling	study	noted,	“In	practice,
incorporating	asymptomatic	carriers	into	models	is	challenging	due	to	the	sparsity	of	direct	evidence.”


Topic	area	6	-	Violations	of	medical	ethics	appear	to	have	been	perpetuated	by	the	CDC	and	FDA.	


Withholding	evidence-based	treatment	from	399	American	men	during	the	Tuskegee	Experiment	was•
evidence	of	willful	misconduct	and	the	impetus	for	our	current	medical	ethics	laws.	From	1943	to	1972,
evidence-based	treatment	for	syphilis	was	willfully	withheld	from	399	participants	enrolled	in	the	Tuskegee


	With	this	understanding,	would	the	withholding	of	evidence-based	treatments	from	332Experiment.
MILLION	Americans	during	COVID-19	also	be	considered	willful	misconduct?
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• Since	the	Moderna/NIH	clinical	trial	does	not	end	until	October	27,	2022,	and	the	Pfizer/BioNTech	clinical
trial	does	not	end	until	January	31,	2023,	the	experimental	COVID	biologics	(vaccines)	are	considered	to	be
under	investigation	for	safety	and	efficacy	until	the	trials	conclude.


• With	this	in	mind,	every	person	has	the	legal	right	to	decline	the	use	of	an	experimental	product	still	in


clinical	trial.	On	this	point,	we	must	stand	resolute	in	protecting	the	individual	civil	rights	each	person	has
over	their	own	bodily	sovereignty	that	are	protected	by	existing	informed	consent	laws.	This	is	especially
important	since	very	limited	short-term	safety	data	exists,	and	no	long-term	safety	data	exists.


Topic	area	7	-	Clinical	trials	continue	while	adverse	events	are	increasing	each	week	that	experimental	COVID	
biologics	are	distributed.		


• According	to	the	federal	Vaccine	Adverse	Events	Reporting	System	(VAERS),	1,524	people	have	died	and
31,079	people	have	experienced	adverse	events	after	receiving	experimental	COVID	biologics	for	records
reported	from	December	13,	2020,	to	March	5,	2021.


• The	Pfizer/BioNTech	clinical	trial	design	measured	serologic	antibody	production	post-vaccine
administration	in	Phase	1	only	and	in	fewer	than	25	enrolled	participants	total.	Establishing	serologic
antibody	production	is	the	key	to	determining	the	efficacy	of	the	experimental	COVID	biologic.	Considering
this	was	not	done	in	Phase	2/3	constitutes	a	major	design	flaw	of	the	clinical	trial	because	the	trials	cannot
demonstrate	that	the	biologic	actually	provides	immunity.


• Only	40,137	of	43,998	enrolled	participants	were	included	in	final	efficacy	analysis.	A	reason	for	3,861
enrolled	participants	not	being	included	in	final	efficacy	analysis	was	unable	to	be	located	within	the	New
England	Journal	of	Medicine	(NEJM)	peer-reviewed	publication.


• Only	37,706	of	43,998	enrolled	participants	were	included	in	final	safety	analysis.	A	reason	for	6,292
enrolled	participants	not	being	included	in	final	safety	analyses	was	unable	to	be	located	within	the	New
NEJM	publication.


Conclusion:	


The	collection	of	this	growing	body	of	evidence	demonstrates	that	an	independent	grand	jury	investigation	and	
congressional	investigation	into	the	research	discussed	in	our	position	paper	is	a	reasonable	and	necessary	
action	on	behalf	of	all	Americans.		


For	a	copy	of	the	full	position	paper,	visit:	https://www.greenmedinfo.com/slide/covid-19-restoring-public-


trust-during-global-health-crisis.	


You	can	learn	more	about	the	call	for	an	investigation	into	the	CDC’s	conduct	during	COVID-19	at	
https://standforhealthfreedom.com/action/investigate-the-cdc.		


For	questions	or	inquires,	please	email	COVIDResearchTeam@protonmail.com.	
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April 8, 2021


A WA State Woman’s Struggle with J&J COVID-19
Vaccine Injury


informedchoicewa.org/news/a-wa-state-womans-struggle-with-jj-covid-19-vaccine-injury/


by Bernadette Pajer


On March 25, I received the below email from a woman in WA State who wants her
information shared. I will refer to her as R to protect her privacy. She wants her story to be
about healing, and when she eventually speaks publicly, a story of hope.


A journalist had reached out to R for an unrelated story, but upon learning that she was not
well enough to talk, their conversation shifted to R’s vaccine adverse reaction. R asked if the
journalist knew of any person to contact for help or information about vaccine injury, and the
journalist connected her with me.


As a woman of science, who supports vaccination, R wants her experience to add to the body
of knowledge and data that is so important for vaccine safety improvements in both
administration and product design.


ICWA and the Medical Freedom Community are grateful to R; the details she is providing are
helping our vaccine-risk-aware doctors and scientists who are studying COVID-19 vaccine
mechanisms of injury. These doctors and scientists have shared their ideas about healing
protocols with R so that she can talk them over with her health care providers. These



https://informedchoicewa.org/news/a-wa-state-womans-struggle-with-jj-covid-19-vaccine-injury/
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protocols are based on their past experience treating vaccine injuries and the latest
information about the COVID-19 spike protein and the other vaccine ingredients. Several
doctors have recommended hyperbaric oxygen treatment (HBOT) for R’s brain
inflammation, and IV-nutrients, as well as other protocols, which she is considering in
consultation with her health care providers.


R has been frustrated by her experience with the medical system, the FDA, the CDC, the V-
Safe App, and VAERS. Despite her pleas for help, they have done nothing. She has been
unable to get anyone on the phone. The CDC’s message says their voicemail box is full. The
FDA’s automated telephone system said to wait for an operator, then the next automation
said there was no operator, and the call was disconnected.


More details about this are provided in the brief update that follows the text of her initial
email, which R slightly edited from her original to improve clarity and remove personal
details.


I and ICWA thank R for reaching out to us and for sharing these details. We all send our
hopes and prayers for a full recovery.







3/11


Dear Bernadette,


Although I’m not in medicine, my PhD from ̛  included research in neuroscience, and I studied
pharmacology and neurophysiological behavior with ̛ . That background has helped me navigate
the COVID response I have been in charge of for ̛  an educational institution with
epidemiologists and medical professionals. I have been searching to see what I can find online
about severe adverse reactions to the COVID-19 vaccine. I don’t want what I experienced to go
to waste if it can help someone else or give a puzzle piece to researchers.


There’s very little out there that I can find. I am still dealing with neurological symptoms 11
days after my injection, on March 14. CDC hasn’t reached out. Public Health nurses didn’t
know what to do. None of the medical professionals I’ve reached out have known what to do,
understandably, because the vaccine is so new. Some have been willing to take down symptoms
and said they would look to see what they could find. One said they don’t report adverse
reactions and people need to do that themselves. I showed a screen shot from VAERS that said
healthcare professionals should report and provided the link.


Yesterday, I tried to look for people interviewed in articles and reach out to them because I
didn’t know where else to turn. I received the Janssen Johnson and Johnson Covid-19 vaccine
(Lot # 1805031) on March 14, 2021 in ̛ , Washington ̛ . While three other people I know were
vaccinated on the same day with the same vaccine on the same site, I was the only one who has
had severe adverse reactions that I am aware of. One doctor that I saw at ̛  said she saw another
woman that morning, age 20 with very similar severity, but hers was from a Moderna vaccine,
first dose. That was a counterexample (wondering if the difference might be in the adenovirus
vs mRNA) but now I don’t think it’s vaccine specific.


I found an article that suggested – women and young people, as well as those who have been
diagnosed previously with COVID-19 have seemed to have more reactions: COVID vaccine
side effects: Women, young people report more (today.com) To my knowledge, I didn’t have
COVID. The one time I went for a COVID test (potential exposure), it came back negative. I
realize that doesn’t mean I’ve never had it.


I have reported in V-safe every day until it stopped (7 days I believe) and VAERS twice. Nurses
have wondered why CDC hasn’t contacted me due to the severity of symptoms. A doctor this
morning said I should have been taken to the hospital with a 104.8 fever the night of my
vaccine and when I reported it in V-safe and VAERS it should have alerted someone to reach
out. I wasn’t responsive, but was told fatigue was expected.


I am trying to reach out to anyone who might know or benefit from the information. One MD
with a focused interest in epidemiology said that researchers may be more focused on children
and pregnant women next and not looking into cases like mine until a couple years from now. A
chiropractor (because of stiff neck and severe neck pain) on March 17, 2021, showed me how to
search VAERS to see what else had been reported and if anyone else was experiencing what I



https://www.today.com/health/covid-vaccine-side-effects-women-young-people-report-more-t212334
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had. My report hadn’t shown up at that point and I only found through March 6. I found others
in New York, New Jersey, and Florida (same lot number) who described some similar adverse
reactions.


I was treated on site for anaphylaxis. It’s 11 days later and my symptoms are still not gone. I
have spoken with 8 doctors, more than 6 nurses, 1 PA, 1 neurologist, chiropractor, and a family
friend who is a cardiologist. No one knows what is going on because it is too new.  I understand
that the vaccine is still not yet approved by FDA and is in the last phases of trial (authorized for
emergency use). Being a researcher myself, I believe this information is an important data point
to include and bring to someone’s attention.


Today, one doctor who has been talking with me since last week and a separate neurologist who
specializes in light and sound sensitivity contacted me and said my symptoms sound most
aligned with what they see in concussion. I have not hit my head or any activities that would
have caused concussion. The chiropractor told me on March 17 that there seemed to be
evidence of brain swelling and his thought was that something may have breeched the blood
brain barrier. Another doctor thought it might be a cytokine storm initiated by the vaccine.
Another thought I might have been exposed to or had COVID in the past and the vaccine
immune response was possibly stronger because of that. These are some of the symptoms:
Injection at 10:55am March 14, 2021.


Shooting pain through the arm that received the injection, down through my fingers and
up through my neck about 5 minutes after the vaccine injection
Wrist and joint pain following shooting pain
Wrist went limp (injection side)
Anaphylaxis treated on site within 20 minutes of the vaccine injection
They told me to expect to feel drowsy
Passed out and unresponsive at home (between the time I got home and three days later, I
had very little memory)
Sharp pain at kidney height on the right side by about 7pm when I woke up that spread
through my entire back (and glutes)
Severe chills and increasing body pain all over, more severe pain in neck (and stiffness)
and headache
Arrhythmia, racing heart (on and off for three consecutive days)
Pain around lymph nodes in my arm pit on injection side
Strong jaw pain (hurt to even try to open my mouth – still 10 days later – doctor on
Thursday said TMJ)
By around midnight March 14/15, I took my temperature and it read 104.8
The next day, the fever kept hovering at 103 even with ibuprofen – Fever lasted 9
consecutive days (mostly around 101.6-102.5 with ibuprofen)
Light and sound sensitivity (light sensitivity was so severe the first three days I couldn’t
turn on lights to use the restroom and even cloudy daylight the next morning was too
much)
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My mom came to check on me and I vaguely heard her and myself say I was getting up
but couldn’t move and wasn’t alert for hours.
There were three instances where she checked on me and 4 or more hours passed after I
said I was getting up but couldn’t move and thought only a moment passed when she
came back but it had been several hours.
My legs buckled from under me when I tried to stand up to walk to the restroom and I
lost balance.
I could stay alert a maximum of about 5 minutes to try to hold my phone to respond to a
text asking if I was okay and the phone would drop out of my hand and it felt like I
passed out.
When my parents tried to get me to talk, I couldn’t form words and my speech was really
slow.
By Wednesday, March 17, I was alert more than 5-10 minutes at a time, but it was too
much effort to lift a remote to turn on tv or watch, so I stared at a wall and felt like I
couldn’t move and would feel like I passed out.
A doctor asked if I was feeling fatigue. I described that in the past, I’ve been able to
function at work, write research with a migraine and very little sleep (working full time
and doctorate full time as a context). This was different. This was not fatigue. The best I
could describe was coma-like sleep.
Severe body pain lasted through 8 days after the vaccine.
I had short term ringing in my ears (no more than a minute at a time)
I had difficulty reading, writing and speaking, to the point I couldn’t even continue with
remote teaching.
If I responded to someone at work, the longest I could look or read was about 1-5 minutes
and felt like my eyes just closed and was out for a while, then I’d need to pick up where I
left off sometimes an hour or two later.
I’ve missed all of last week and this week for work when I was fully anticipating being
able to work through fatigue and muscle aches.
I still can’t lift my injection arm higher than parallel to the ground. It was more than a
little sore, it hurt with fabric touching it and felt like I was punched in the arm.


While I saw reports of combinations of these things, like high fever, and things reported in
VAERS like non-infectious encephalitis, or allergic reaction, or jaw pain, inability to hold a pen
to check out of the vaccine site, or passing out after extended time of waiting in the observation
area (not from the needle) and falling and hitting their head needing medical treatment, I’ve not
seen someone with as many as my symptoms listed and for such a long duration.


Today is the first day I’ve been able to sit up long enough to read and type and even getting this
has taken me at least 4 times as long as it normally would.


In terms of health history: I work out (prior to COVID, with a trainer for lifting weights and
cardio), don’t drink alcohol, don’t smoke, don’t drink caffeine (sodas, caffeinated tea or coffee).
I don’t take any prescriptions and have very rarely taken even over the counter pain medication



https://www.msn.com/en-us/news/other/nurse-in-covid-19-vaccine-trial-experiences-1049-fever/vi-BB1bSZjJ?enablessr=true
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(it was the most ibuprofen I took in probably a decade to try to reduce my fever a couple times a
day multiple days in a row). I’m mostly vegetarian (but eat eggs, stocks etc), have a diet rich in
omega oils and low in saturated fat, low in processed sugars. have low blood pressure 90/70
(three days ago at one doctor’s appointment) and that is consistent, low cholesterol levels, and
my most recent endocrine labs and blood work (November 1, 2021) showed everything normal
(including thyroid). I don’t have food allergies. All of my blood work across the years has
always come back normal (except for a vitamin D deficiency a couple times when a neurologist
was checking for causes for severe migraine).


In December 2020, a doctor recommended methylfolate (just a pre-processed version of folate).
It was the first thing that helped my migraines stop. Even though I had enough B-vitamins and
folate, I may not have been processing standard B-vitamins in a usable way in the same way as
other people. I asked if there might be some substance in the delivery of the vaccine that my
system may have seen as a toxin that wasn’t processed and broken down in the same way as
others. My doctor didn’t think that might be the cause. I did look up HBDC (in the vaccine) that
led to this: Risk Evaluation for Cyclic Aliphatic Bromide Cluster (HBCD) | Assessing and
Managing Chemicals under TSCA | US EPA, but when I asked around, people suggested it
was in such little amount that it shouldn’t have any impact.


I did have a severe reaction to DPT (diphtheria, pertussis, tetanus) vaccine at about 14 months
old in the 1980s. 108 fever reported at the ER, brain swelling and grand mal seizures. When I
reported this at the vaccine site prior to getting the J&J vaccine, they brought several people
over and there were mixed opinions if I should receive the vaccine or not. One said that unlike
Moderna and Pfizer, the Janssen (J&J) vaccine didn’t have PEG and they hadn’t seen any
allergic reactions so far and thought it should be fine. One nurse said that the DPT vaccine I’d
reacted to as a child was known to cause such reactions and is no longer distributed.


Going into University ̛ , they said I’d need a booster for the DPT vaccine to attend or I would
need a blood test to see if there were still antibodies. They said there would not be antibodies
nearly 20 years later, but I took that option. I had antibodies. The University medical staff told
me when giving me the results they were surprised to see how many antibodies were still
present as if I’d been more recently vaccinated, so they did not require a booster then.


I have had other vaccines between the severe reactions, such as Hepatitis series in 1995 with no
problems and a Tetanus booster in 2018 when a doctor brought up that I should have a booster
and I told my concern with the pertussis (DPT) so he said to just get a tetanus booster. I had no
problems with that booster.


I talked with three doctors before getting the COVID vaccine and told my history. If it was just
for myself personally, one of my doctors said I am healthy and do not have the risk factors for
severe COVID and taking the vaccine with unknown response for people who previously had a
known severe response might be more of a risk to take the vaccine this early, but because I am a
leader in education and travel internationally (non-covid times) those might be decision factors
if travel requires vaccines and if people are looking to me about decisions for vaccination. I



https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/risk-evaluation-cyclic-aliphatic-bromide-cluster-hbcd
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didn’t want people to think I was against vaccines or people to decide against taking the vaccine
because I didn’t take it. The opinions were mixed. Some recommended I not take it. Some said
I’d be fine and there were only reports of one or two severe cases for all the vaccinations. If that
is accurate, I’m number 3. I have a hunch that it’s not getting reported though, and when people
do try to speak or post online, others call them crazy anti-vaxxers.


I’m starting to post now that people need to stop shaming those who have contributed to science
by getting the vaccine and are experiencing severe reactions – they are not antivaxxers – they
took the vaccine. I also am posting that good science does not try to hide or shame data or news
outlets for reporting on data that exists. On site before I got the vaccine, they brought other
nurses over who were unsure and said I’d need to make the decision, but they’d not seen anyone
show allergic or other reaction. They ended up monitoring me for about an hour total (40 more
minutes after being treated for my tongue swelling and my throat constricting). In hindsight, a
nurse told me I should have never been allowed to make that decision on my own, and medical
professionals shouldn’t have allowed me to take it when I identified one severe adverse life-
threatening reaction to the DPT vaccine in the past.


I chose to find a site that administered the J&J because it was a single dose and if I had a
negative response, I would be considered fully vaccinated, whereas if I had a two-dose and
couldn’t take the second due to an adverse reaction, I would not be able to take the second dose
and wouldn’t be considered fully vaccinated. The doctors I have spoken with said this may call
into question whether I will be able to take any booster (or even any other vaccine) in the
future. I am trying to find out if there was any commonality between the DPT vaccine that I
also experienced brain swelling and a high fever after receiving so I can know what to avoid
and what I can take and what led to the throat closing and tongue swelling in this vaccine (and
apparently brain swelling and high fever – although 104.8 was not the highest I’d experienced
in my life).


Now I am in a place where three doctors (one doctor, a neurologist, and a chiropractor) are all
concerned that I have had and still have brain inflammation/swelling. The neurologist
specializes in sound and light sensitivity and is concerned I have brain tissue damage and may
need help in recovering fully. If I knew what was going on, I could work to at least treat what is
occurring – if it is concussion-like – to know what to do so I can recover and not make things
worse. If there is something to help decrease damage in the process, it would be helpful to
know. I’m hoping that speaking about it could help (even if not me now) others in the future.


The only thing I could rationalize for myself for the risk of taking the vaccine is the chance to
protect myself from potential COVID-19 neurological symptoms or cytokine storms in the
brain leading to inflammation. I was taking the vaccine for others, when the risk seemed too
high for myself personally compared to not having any of the risk factors for severe COVID-19.
As brain swelling or inflammation was not listed as a consideration or potential adverse
reaction, I weighed my risk in terms of chance for not getting brain swelling if I experienced
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COVID if I had vaccine protection. Now, I took the vaccine and have experienced more severe
reaction than most people I know who got COVID-19 and recovered and those without risk
factors (like me).


I wanted to be a model for people that it could be safe even if allergic reaction occurred and
need to be treated on site, but now I feel like I’m not able to even be the role model I hoped to
be. If you know anyone you can connect me with, I would appreciate it. I realize if I was in an
official trial, I would have had closer monitoring and medical professionals to help along the
way who are more in the loop of what is going on with others in a trial (vs. a PCP who hasn’t
been able to learn about it or watch the trials). Because I am essentially in phase 4 trials, I don’t
know who to turn to for help. The cardiologist said submitting the V-safe and VAERS form with
even just the 104.8 fever should have alerted someone to reach out and ask me to come to the
hospital to monitor. I’ve now missed two full weeks of work (by Friday). This is the most I’ve
written at a time since March 14, and it’s required me to take several breaks. It’s hopeful though
that I’m able to sit up for more than 20 minutes, but after, I still feel like my eyes are closing
and have to lay down. It’s not fatigue. I’ve not been able to focus enough to even carry on with
remote work.


Even if you don’t know who to connect with, hopefully any of this will add a puzzle piece
during the time other people are getting vaccinated.


Thank you,


R”


UPDATE


R is reporting that since March 28, she has ended up in the Emergency Room and Urgent
Care twice, experienced chest pain, racing heart, nausea, and vomiting. Each ER and Urgent
Care visit since has ruled out all potential underlying health conditions as a cause of
symptoms. To try to explain the severity of fatigue and sleep, they tested for mononucleosis
and the test was negative. They tested for COVID-19, Influenza A and Influenza B, and all
were negative. All tests showed no autoimmune conditions and those were all ruled out. The
IV for fluids at the ER did not resolve the dizziness, indicating the dizziness is not due to
dehydration.


The emergency room visits have diagnosed R’s symptoms as an adverse reaction to the
Janssen (J&J) COVID-19 vaccine. She has spoken with three neurologists, had a referral to a
cardiologist, and an MRI is now scheduled. For someone who did not even miss a day of work
for a migraine, she is discouraged that she cannot push through this and keep working. She
has had to file for disability because she has missed 4 weeks of work. Doctors have asked her
not to drive until they understand her symptoms. She is still having difficulty sitting up for
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30 minutes because of dizziness, light and sound sensitivity, difficulty with speaking,
reading, writing, neck pain, headaches, nausea, and severe weakness. She has been told by
several medical professionals that they do not know if this will be long term.


The NIH says in Coronavirus and the Nervous System | National Institute of
Neurological Disorders and Stroke (nih.gov): “Most side effects of the vaccine may feel
like flu and are temporary and go away within a day or two. In early vaccine development,
there were extremely rare reports of unexplained neurological illness following COVID-19
vaccination, but regulators found no evidence the vaccines caused the illness. The U.S. Food
and Drug Administration (FDA) continues to investigate any report of adverse consequences
of the vaccine and none have appeared as of yet.”


None have appeared as of yet? The NIH page was last modified on March 12, two days before
R’s experience, but she was not the first to report neurological reactions, and when she
searched VAERS, she found reports similar to what she was experiencing from people
receiving the same vaccine, the same lot number.


Is all the data disappearing into a black hole? That has been R’s experience so far.


V-SAFE APP: R reported her reactions using the CDC’s V-Safe app and has not been
contacted. The V-Safe App has proved useless to R. During the first week, the app prompted
her every day to report any symptoms, but despite her reporting severe and progressing
health problems, nobody from the CDC contacted her. The next week, the app stopped asking
for daily reports, and began once weekly check-ins. Again, nobody contacted her despite her
reporting ongoing severe health problems. This Sunday, the app checked in again, and the
images are below. Again, nobody has contacted her.


VAERS: R reported to VAERS on March 14th, but her report is still not showing in the
system. She has a VAERS ID # and it is simply not there.


VACCINE MAKER: R reported to the maker of the vaccine she received, Janssen (Johnson
& Johnson), but when attempting to follow-up, her case numbers had disappeared from
Janssen and they told her they had no record of her in their system. She recreated the report
on a phone call, was given a new case number and told she could call in with that new case
number if there were any new symptoms. When she called in to report the ER visit and chest
pain, she was told, again, that there was no record of her in the system or any of the previous
case numbers provided. She asked them to listen to the recorded calls from earlier in the day
(giving the time and duration of call to track easier) as evidence she did call. She expressed
her concern that three case numbers and all evidence of written documentation of her injury
went missing when she reported the severe adverse reactions. R expressed that as someone
who has been trained in the importance of data collection and research, losing data and
evidence of a case three times is unacceptable.



https://www.ninds.nih.gov/Current-Research/Coronavirus-and-NINDS/nervous-system
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R is concerned that medical professionals may not be getting the information they need to
know the range of potential adverse reactions. They need that information to begin to help
people with rare adverse reactions. She knows not all data is being released to the public that
exists. When R called Janssen initially and asked for help and asked if any other reports were
received of similar rare adverse reactions, she was told that they do have data that is not
being released to the public and they could not answer her question, nor could they point her
to medical professionals who have inside information from earlier phases of the trial who
may know how to help her. They offered that one of her doctors may call in and provide her
symptoms and they may release some limited information directly to the doctor if it might
help in treatment.


If R’s experience is happening to others, how will the FDA “continue to investigate any report
or adverse consequences of the vaccine.” R is concerned about how accurately data is being
collected during this late phase of trial before FDA approval. In her search for information,
she found a Seattle Times article from December that expressed concerns that injury claims
from COVID-19 vaccines would be under the Countermeasures Injury Compensation
Program, “which was set up specifically to deal with vaccines under emergency authorization,
has just four employees and few hallmarks of an ordinary court. Decisions are made in secret
by government officials, claimants can’t appeal to a judge.” The article continued, “experts
are concerned that with the sheer volume of people expected to get coronavirus vaccines in
the U.S. — more than 200 million — even a successful rollout with relatively few ill effects
could be enough to swamp the program. What’s more, such cases are complex and it’s often
hard to prove a direct link between claims of illness and a vaccine.”


R has been learning first hand how difficult it can be to even get a diagnosis, let alone
medical help.


While billions were spent to develop the vaccines, and billions are being spent to promote
them, ICWA has been unable to locate any evidence that the federal government spent any
time or resources preparing to medically assist the injured, other than issuing guidance for
injection sites to be prepared to handle cases of anaphylaxis.


On February 4, 2020, the Secretary of Health and Human Services placed all COVID-19
vaccines under the Prep Act, shielding the entities and individuals involved in the
development, manufacture, testing, distribution, administration, and use of COVID-19
vaccines from liability for any injuries and deaths. One of the tragic omissions of the PreP Act
is that it doesn’t ensure that those reporting adverse reactions are properly medically
supported.


The science of vaccine injury (and deaths) has been ignored for decades, and our medical
system teaches physicians how to overcome vaccine “hesitancy” not how to recognize,
diagnose, or treat vaccine injuries. What we are witnessing with the rollout of the EUA
COVID-19 vaccines is not completely new, but the scale of it dwarfs anything seen before.



https://www.seattletimes.com/seattle-news/health/vaccine-injury-claims-could-face-bureaucratic-black-hole/

https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx

https://www.icandecide.org/wp-content/uploads/2019/09/ICAN-Reply-1.pdf
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Thank you for reading this lengthy and critically important post. I ask you now to take action.
Please share this post with your legislators, with doctors, with those administering vaccines,
and with your friends and neighbors. Please support R on her injury and healing journey by
sharing her story and let’s all work to fulfill her hope of improving the scientific integrity of
this vaccine rollout.







From: Lora Brady
To: DOH WSBOH
Subject: My Public Comments
Date: Monday, April 12, 2021 8:00:39 AM

External Email

The Biden administration is working with the private sector to implement "vaccine
passports." Why the private sector and not Congress? Because the President knows
the federal and state constitutions and many federal and state laws and regulations
do not allow coercion to be used to compel unwanted medical interventions nor do
they allow violation of bodily integrity to be the price of freedom.

But it is just as unlawful for private companies to require vaccine identification as it is
for the government.

Florida's Governor DeSantis is standing up to protect the rights of Americans and his
state's citizens. And so have the governors in Texas, Utah, Idaho. Governors in
Mississippi, Iowa, Nebraska, Georgia, and Tennessee have indicated they will not
allow vaccine passports in their states.

Please follow his lead and ban all government and private sector vaccine passports in
Washington State.

Sincerely,

Lora Brady

Sent from my iPhone

mailto:bradylora@icloud.com
mailto:WSBOH@SBOH.WA.GOV


From: Hannah Baer
To: DOH WSBOH
Cc: Marily Rhudy
Subject: Public Comment on Behalf of Coalition for Access to Prenatal Screening to April 14 Board of Health Meeting
Date: Monday, April 12, 2021 7:04:43 AM
Attachments: CAPS Comment to Washington BoH April Hearing.pdf

External Email

Good morning:
 
Please see the attached public comment on behalf of the Coalition for Access to Prenatal Screening
ahead of the April 14 Board of Health meeting. We thank the Washington Board of Health for the
opportunity to submit and provide public comment at this meeting.
 
Please let me know if you have any questions.
 
Sincerely,
 
Hannah Baer l Senior Project Manager

2200 Pennsylvania Ave, NW, 4th Floor East l Washington DC 20037
Cell: (617)-777-3104 l  hbaer@conafaygroup.com l conafaygroup.com

 

mailto:HBaer@conafaygroup.com
mailto:WSBOH@SBOH.WA.GOV
mailto:mrhudy@conafaygroup.com
mailto:hbaer@conafaygroup.com
https://gcc02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.conafaygroup.com%2F&data=04%7C01%7Cwsboh%40sboh.wa.gov%7C3c41bfb451924651526d08d8fdbbc66e%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538330832421253%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0&sdata=Jm8uI1oz7SVUsTPXKPDqMhavypsGMWPopzHEP5loXWU%3D&reserved=0
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April 12, 2021 


Washington State Board of Health 
101 Israel Road SE 
Tumwater, Washington 98501 


Via Email: wsboh@sboh.wa.gov  


RE: Public Comment on Behalf of Coalition for Access to Prenatal Screening to 
April 14 Board of Health Meeting   


 
The Coalition for Access to Prenatal Screening recognizes Washington Medicaid for its 
coverage of cell-free DNA-based noninvasive prenatal screening (cfDNA-based NIPS) for 
the general obstetric population.  
 
The Washington Health Technology Assessment’s (HTA) yearlong examination of the 
screening found “evidence sufficient to determine that use of cfDNA prenatal screening for 
chromosomal aneuploidies is safer, more effective or more cost-effective than 
comparators.” The Washington Health Technology Clinical Committee voted to cover this 
test without restrictions in 2020. Given the thorough clinical and economic analysis of NIPS 
conducted by Washington, many other state Medicaid programs looked to this study and 
made recent determinations to cover average-risk women, without prior authorization, 
notably Iowa, Oregon, and Maryland.  
 


In August 2020, the American College of Obstetricians and Gynecologists (ACOG) and the 
Society for Maternal and Fetal Medicine (SMFM) released Practice Bulletin 226 which 
states:  


• Screening (serum screening with or without NT ultra-sound or cell-free DNA 
screening) and diagnostic testing (CVS or amniocentesis) for chromosomal 
abnormalities should be discussed and offered to all patients early in pregnancy 
regardless of maternal age or baseline risk (Level A recommendation, based on good 
and consistent scientific evidence). 


• A patient’s baseline risk for chromosomal abnormalities should not limit testing 
options.  


• Cell-free DNA is the most sensitive and specific screening test for the common fetal 


aneuploidies (Level A recommendation). 


CAPS would like to highlight its concern of the drafted “Prenatal Tests – Congenital and 
Heritable Conditions” rule around the specific genetic requirement counseling for cell-free 
DNA testing, which is not included as a requirement for other forms of genetic testing or 
screening. The proposal to require documentation of pre-procedure genetic counseling and 
proof of a scheduled appointment by a provider for post-procedure counseling creates an 
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2200 Pennsylvania Ave NW | 4th Floor East | Washington DC 20037   
 
 


administrative burden on providers and is not a recommendation outlined in ACOG 
Practice Bulletin 226; patient education is not singled out in ACOG PB226 specific to one 
screening or diagnostic test. CAPS supports ensuring patients receive accurate information 
regarding any type of medical testing or screening offered by a provider. 
   
Many national commercial payers including Aetna, Anthem, Blue Cross Blue Shield, Cigna, 
and Humana cover NIPS without prior authorization as well as managed Medicaid plans 
such as AmeriHealth, Amerigroup, and Centene.  
 
We encourage the Board of Health to finalize the proposed rule for Chapter 246-680 WAC 
Prenatal Tests – Congenital and Heritable Disorders to confirm expanded coverage of NIPS 
to average-risk pregnant women and consider the associated counseling requirements for 
prenatal screening options to align with ACOG PB 226. 
 
 







From: Jennifer O"Neill
To: DOH WSBOH
Cc: Kimberly Anne Martin
Subject: Public Comments submitted on behalf of Dr. Kim Martin
Date: Monday, April 12, 2021 5:39:00 AM
Attachments: WA Board of Health cfDNA Policy Public Comment Submission.4.12.21.docx

AMA.2020.Prior-Authorization-Survey.pdf
ACOG NIPT PB.pdf
Maryland.NIPT.Average.Risk.Policy.pdf

External Email

 
Dear WA Board of Health members,
 
I respectfully submit the enclosed public written comments from Dr. Kimberly Martin, Chief Clinical

Advisor at Natera in regards to the upcoming meeting Wednesday, April 14th, during which there will
be a briefing regarding the Update to Washington State Board of Health Rule Chapter 246-680 WAC
– Prenatal Tests – Congenital and Heritable Disorders.
 
Also, please find enclosed a copy of ACOG Practice Bulletin 226 which further supports these
comments, as well as the newly released AMA Provider Survey regarding Prior Authorization for your
reference. Up to 95% of providers surveyed reported a delay in care associated with Prior
Authorization requirements, and up to 79% reported it can lead to treatment abandonment.
 
Of particular concern, and worthy of highlighting in the draft policy is the proposed specification of
genetic counseling requirements for cell-free DNA specifically, which is not included as a
requirement for other similar forms of genetic screening or testing described in this document. This
proposed requirement of documentation of pre-procedure genetic counseling and proof of a
scheduled appointment by a provider for post-procedure genetic counseling puts undue
administrative burden on providers, and is not a standard requirement by health plans, nor is this
recommended or supported by ACOG (please see attached ACOG 226 Practice Bulletin). Although
we support the interest of the Board of Health in ensuring that all persons receive accurate and
sufficient information regarding the risks, benefits and limitations of ANY medical testing that is
offered by a provider, the implication that cell-free DNA requires some additional protection does
not appear founded in scientific evidence.  The risks, benefits and limitations associated with
maternal serum screening and ultrasound are extremely similar. For example, at least 5-10% of
women undergoing maternal serum screening and mid-pregnancy ultrasound respectively will have
at least one ‘high risk’ finding with the potential for significant worry, anxiety and offering of invasive
testing, etc. in the presence of a completely healthy baby.  Certainly, these tests deserve the same
pre and post-test counseling as cfDNA?
 
Lastly, attached is a recent policy publication by Maryland Medicaid, in which they have both
expanded the coverage for cfDNA to all women and removed Prior Authorization requirements
entirely, in alignment with ACOG recommendations.
 

mailto:joneill@natera.com
mailto:WSBOH@SBOH.WA.GOV
mailto:kmartin@natera.com





April 12th, 2021

 

Atten: Board Members,

Washington State Board of Health 

P.O. Box 47990

Olympia, WA

98504-7990

Email: wsboh@sboh.wa.gov



Re: Update to Washington State Board of Health Rule Chapter 246-680 WAC -Prenatal Tests - Congenital and Heritable Disorders

To Whom It May Concern:

I appreciate the opportunity to comment on this update from the Washington Board of Health regarding prenatal testing in general, and cell-free DNA (cfDNA) screening specifically.  I am a board certified clinical geneticist and ob/gyn with over 20 years of clinical experience. I am a consultant to Natera.

I have testified previously and have also had several discussions with Dr. Zerzan and her team regarding implementation of offering (and covering) cell-free DNA screening for women who choose to obtain more information regarding the chance of fetal chromosome abnormalities, non-invasively.  I view this change in medical policy as a huge step forward, equalizing access to high quality screening for all women, regardless of where they live or the origin of their coverage for pregnancy-related healthcare. 

There are several amendments made to ‘definitions’, and while it may appear trivial, repeated use of the word ‘procedure’ is likely to lead to some confusion among providers and patients.  There are many clinical contexts in prenatal genetics for which the term “procedure” is used to describe tests that involve a breach of the uterine wall, often referred to as ‘invasive procedures.’ This is in distinction from  those laboratory tests that require a maternal blood sample.  To avoid confusion, and the implication that these maternal blood tests impart equivalent/serious risks to the mother and/or fetus, I suggest that definitions 2, 4, 5, 6,7, 8, and 10 be amended accordingly and the term ‘test’ be utilized.  Definition 9 on page 4 actually  makes this point clearly “’prenatal test’ means any test to screen for or diagnose congenital heritable disorders” and is not struck through.

With respect to the definitions themselves, I request consideration of several amendments as outlined below:

Page 3 (5) is not a procedure, it is a blood test.  ACOG PB 226 does not recognize the triple screen as a recommended screening test for aneuploidy due to superior performance of the quadruple screen (included in 2016 PB 163).  I suggest that this change be reflected in the document and remove triple screen as a recommended/acceptable aneuploidy screening test.   If ordering triple tests remains a common practice among Washington State providers, I suggest some communication be considered, alerting them to the updated policy bulletin, which is over a year old.

Page 4 (7) “appointment for post-procedure counseling”…In view of the fact that the majority of women undergoing most of the tests described (particularly those involving maternal blood sampling) will receive low risk or negative results, it is unreasonable to exclude a telephone communication or telemedicine interaction for result review.  Furthermore, in the small likelihood that a high risk or abnormal result is returned, which may be sooner than a “post procedure or service” visit is scheduled, it is detrimental to expect that the person would wait for a scheduled appointment.  This will be discussed further below.

Page 4 (8) suggest modification “prenatal cell-free DNA screening, which may be called noninvasive prenatal screening (NIPS) or noninvasive prenatal testing (NIPT) is a test performed using a blood sample from a pregnant person.  Analysis of the cell-free DNA mixture (DNA from both the mother and pregnancy) in the maternal blood stream is used to evaluate the likelihood of the presence of a genetic abnormality; most commonly an abnormal copy number of chromosomes 13, 18, 21, X and Y.  This sample can also be used to screen for certain microdeletions and single gene disorders or changes.”  For consistency I suggest adding language that it can be performed at any time during pregnancy after 9 weeks

Page 7 (10) “Prenatal ultrasonography is an imaging test performed using sound waves to produce an image(s)  of the uterus, maternal ovaries, placenta, fetus, and amount of amniotic fluid.” 

Page 7 (11) “pre-procedure genetic counseling”… many women are now receiving prenatal care in ‘centering groups’ where much of the education occurs, therefore “individual counseling” does not reflect current practice.  Similarly, use of telemedicine and computer-based educational tools will become increasingly utilized, particularly for the educational component of this counseling.  I agree that an opportunity for individual discussion with a healthcare provider should be made available, and I suggest limiting to “opportunity for individual ……should be made available”.   The “when necessary” is redundant.  If testing is desired it MUST be ordered by the healthcare provider, therefore suggest delete these two words.  The issue of pre/post counseling follows.

Page 14 (f) (i), (ii): I am very concerned by the specification of genetic counseling requirements for cell-free DNA specifically, which is not included as a requirement for other similar forms of genetic screening or testing described in this document. This proposed requirement of documentation of pre-procedure genetic counseling and proof of a scheduled appointment by a provider for post-procedure genetic counseling puts undue administrative burden on providers, and is not a standard requirement by health plans, nor is this recommended or supported by ACOG (see below and attached Access to Genetic Testing Position Statement). Although I support the interest of the Board of Health in ensuring that all persons receive accurate and sufficient information regarding the risks, benefits and limitations of ANY medical testing that is offered by a provider, the implication that cell-free DNA requires some additional protection does not appear founded in scientific evidence.  The risks, benefits and limitations associated with maternal serum screening and ultrasound are extremely similar. For example, at least 5-10% of women undergoing maternal serum screening and mid-pregnancy ultrasound respectively will have at least one ‘high risk’ finding with the potential for significant worry, anxiety and offering of invasive testing, etc. in the presence of a completely healthy baby.  Certainly, these tests deserve the same pre and post-test counseling as cfDNA?

ACOG PB 226 provides specific information regarding pre-test (pages 8/9) and post-test (pages 10/11) counseling points for the provider to consider, which is the professional society to which obstetrical providers turn for guidance.  It appears that the Board of Health is mandating ‘counseling’ without structure or support.  “Counseling” represents a private conversation between a healthcare provider and their patient/family, some of the content is somewhat generic, much is tailored to the specific goals and personal values of the person/family.  Similarly, the timing of the counseling, content and delivery of results is influenced by local standards of practice which may be outside the purview of any State Board of Health, particularly without provision of the necessary resources.  The California State Screening Program is suggested as a model for review.  In the absence of the development of such a comprehensive program, placing an unsupported and unspecified ‘genetic counseling’ requirement renders healthcare providers vulnerable.  I suggest that the document be amended to simply state that professional society guidelines (give appropriate references) should be reviewed by the healthcare provider(s) involved in the pre and post-test counseling of patients/families, and that education and discussion occur in concordance with these guidelines.  The option of referral for genetic counseling with a board-certified/eligible genetic counselor should always be provided (but not mandated) if the family have questions/concerns outside that the providers feels is outside their scope of practice or expertise.  A simple statement that ‘the mechanism and timing for review of the results should be discussed with the patient prior to testing’ should suffice.

Finally, I have excerpted the following from page 9

[image: ]



The paragraph above represents a positive step forward and appears to be intended to remove the necessity for prior authorization from insurers, health care service contractors, etc.  If so, I suggest this language be used more specifically so that there is not room for mis-interpretation by payors.  The tests included appear to be appropriate for coverage without prior authorization or case by case review.

I would welcome an opportunity to discuss these, and any other questions, with your representatives.  Your review of this correspondence is appreciated.



Respectfully,

Kimberly Martin, MD
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2020 AMA prior authorization (PA) 
physician survey


Care delays associated with PA


Clinical validity of PA programs


Abandoned treatment associated with PA


Impact of PA on clinical outcomes


Q:  For those patients whose treatment requires 
PA, how often does this process delay access to 
necessary care?


Q:  How often are health plans’ PA criteria based on 
evidence-based medicine and/or guidelines from 
national medical specialty societies? 


Q:  How often do issues related to the PA process 
lead to patients abandoning their recommended 
course of treatment? 


Q:  For those patients whose treatment requires PA, 
what is your perception of the overall impact of 
this process on patient clinical outcomes?


 Always (3%)


 Often


 Sometimes


 Rarely


 Never (1%)


 Don’t know (2%)


 Always


 Often


 Sometimes


 Rarely (4%)


 Never (1%)


 Don’t know (1%)


 Always (2%)


 Often


 Sometimes


 Rarely


 Never (3%)


 Don’t know 
  Somewhat or significant 
negative impact


 No impact


  Somewhat or significant 
positive impact (2%)


13%


42%


29%


11%


90%


9%
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Patient impact


30% of 
physicians
report that PA has led to a 
serious adverse event for a 
patient in their care.


79% report that 
PA can at least 
sometimes lead 
to treatment 
abandonment


While 98% of health plans 
report they use peer-
reviewed evidence-based 
studies when designing 
their PA programs,1 32% of 
physicians report that PA 
criteria are rarely or never 
evidence-based


94% report  
care delays


20%


40%


60%


80%


100%


0%


20%


40%


60%


80%


100%


0%


15%
21%


39%


55%


40%


18%


of physicians report that PA has led to a 
patient’s hospitalization.


of physicians report that PA has led to a  
life-threatening event or required 
intervention to prevent permanent 
impairment or damage.


of physicians report that PA has led to 
a patient’s disability/permanent bodily 
damage, congenital anomaly/birth 
defect or death.


21%
18%


9%


Percentages do not sum to 100%  
due to rounding.


PA and  
patient 
harm


20%


40%


60%


80%


100%


0%


(See below, Survey question “A.”)







  


Survey methodology


• Thirty-four question, web-based survey administered in December 2020
• Sample of 1000 practicing physicians drawn from M3 panel
• Forty percent (40%) primary care physicians/60% specialists
• Sample screened to ensure that all participating physicians:


 Are currently practicing in the United States
 Provide 20+ hours of patient care per week
 Complete PAs during a typical week of practice


References


 1.    AHIP Key Results of Industry Survey on Prior Authorization available at: https://
www.ahip.org/wp-content/uploads/Prior-Authorization-Survey-Results.pdf


 2.    CDC Data: Number of COVID-19 Cases in the U.S. available at: https://covid.cdc.
gov/covid-data-tracker/#trends_dailytrendscases Accessed on 03/29/21


Survey questions


 A.  Serious adverse event: In your experience, has the PA process 
ever affected care delivery and led to a serious adverse event 
(e.g., death, hospitalization, disability/permanent bodily damage, 
or other life-threatening event) for a patient in your care?


 B.   Number of PAs: Please provide your best estimate of the 
number of prescription and medical services PAs completed 
by you yourself and/or your staff for your patients in the last 
week. Do not include PAs that practice staff completed for the 
patients of other physicians in your practice. 


 C.    Time to complete PAs: Thinking about all of the PAs you and 
your staff completed in the last week, please provide your best 
estimate of the number of hours spent on processing these 
PAs. Do not include PAs that practice staff completed for the 
patients of other physicians in your practice.


 D.    Practice resources for PA workload: Do you have staff 
members in your practice who work exclusively on PA?


 E.   Practice burden: How would you describe the burden 
associated with PA in your practice?


For information on the AMA’s PA advocacy efforts, 
visit ama-assn.org/prior-auth.
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two business days (16 hours) 
each week completing PAs


Physicians and their staff  
spend an average of


two business days (14.4 hours) 
each week completing PAs3


On average,  
practices complete


PAs per physician,  
per week


40
L


PAs per physician,  
per week2


of physicians have 
staff who work 
exclusively on PA


of physicians describe 
the burden associated 
with PA as high or 
extremely high


Two in five


40% 85%


COVID-19 backdrop: These PA practice burdens reflect physicians’ experiences between 11/23/20 and 
12/14/20, when COVID-19 cases were surging in the United States. During this three-week period, daily 
new cases were consistently above 150,000, with a peak of 248,910 cases reported on 12/11/20—the 
highest single-day new case total to date.2  


Q:  In response to the COVID-19 pandemic, some health plans relaxed their PA requirements to reduce burdens 
on physicians, patients, and the overall health care system. Please select which of the following best 
reflects your experience with PA requirement relaxation during the COVID-19 public health emergency. 


Requirements were never relaxed


Requirements were temporarily relaxed and 
are all back to normal


Requirements were relaxed and some relaxed requirements 
are still in place, but others are back to normal


Requirements were relaxed and relaxed 
requirements are still in place


Don’t know


Physicians report PA policy changes 
during the COVID-19 pandemic had 
limited reach and minimal lasting impact.


0% 10% 20% 30% 40% 50% 60%


17%


52%


17%


14%


1%


Physician impact


PA requirements during COVID-19


(See below, Survey question “B.”) (See below, Survey question “C.”) (See below, Survey question “D.”) (See below, Survey question “E.”)


Percentages do not sum to 100% due to rounding.
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ACOG PRACTICE BULLETIN
Clinical Management Guidelines for Obstetrician–Gynecologists


NUMBER 226 (Replaces Practice Bulletin 163, May 2016, Reaffirmed 2018)


Committee on Practice Bulletins—Obstetrics, Committee onGenetics, and Society forMaternal-FetalMedicine. This Practice
Bulletinwasdevelopedby theAmericanCollegeofObstetricians andGynecologists’CommitteeonPracticeBulletins—Obstetrics and
Committee onGenetics, and the Society forMaternal-FetalMedicine in collaborationwithNancyC. Rose,MD, andAnjali J. Kaimal,
MD, MAS, with the assistance of Lorraine Dugoff, MD, and Mary E. Norton, MD, on behalf of the Society for Maternal-Fetal
Medicine.


Screening for Fetal Chromosomal
Abnormalities


Prenatal testing for chromosomal abnormalities is designed to provide an accurate assessment of a patient’s risk of
carrying a fetus with a chromosomal disorder. A wide variety of prenatal screening and diagnostic tests are available;
each offers varying levels of information and performance, and each has relative advantages and limitations. When
considering screening test characteristics, no one test is superior in all circumstances, which results in the need for
nuanced, patient-centered counseling from the obstetric care professional and complex decision making by the patient.
Each patient should be counseled in each pregnancy about options for testing for fetal chromosomal abnormalities. It
is important that obstetric care professionals be prepared to discuss not only the risk of fetal chromosomal abnor-
malities but also the relative benefits and limitations of the available screening and diagnostic tests. Testing for
chromosomal abnormalities should be an informed patient choice based on provision of adequate and accurate
information, the patient’s clinical context, accessible health care resources, values, interests, and goals. All patients
should be offered both screening and diagnostic tests, and all patients have the right to accept or decline testing after
counseling.


The purpose of this Practice Bulletin is to provide current information regarding the available screening test
options available for fetal chromosomal abnormalities and to review their benefits, performance characteristics, and
limitations. For information regarding prenatal diagnostic testing for genetic disorders, refer to Practice Bulletin
No. 162, Prenatal Diagnostic Testing for Genetic Disorders. For additional information regarding counseling about
genetic testing and communicating test results, refer to Committee Opinion No. 693, Counseling About Genetic
Testing and Communication of Genetic Test Results. For information regarding carrier screening for genetic
conditions, refer to Committee Opinion No. 690, Carrier Screening in the Age of Genomic Medicine and Committee
Opinion No. 691, Carrier Screening for Genetic Conditions. This Practice Bulletin has been revised to further clarify
methods of screening for fetal chromosomal abnormalities, including expanded information regarding the use of
cell-free DNA in all patients regardless of maternal age or baseline risk, and to add guidance related to patient
counseling.
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Background
A normal human cell contains 46 chromosomes. Chro-
mosomal abnormalities can include absent or additional
entire chromosomes, as well as deletions, duplications,
and translocations of varying sizes. Aneuploidy is
defined as having extra or missing whole chromosomes,
and microdeletions and duplications refer to loss or gain
of a small portion of a chromosome and are known as
copy number variants. The advent of chromosomal
microarray analysis (CMA), an array-based molecular
cytogenetic technique that can be applied to DNA from
chorionic villus sampling (CVS) or amniocentesis spec-
imens, has enabled prenatal detection of submicroscopic
chromosomal gains and losses that can have important
clinical implications. Because each chromosome consists
of hundreds of functional genes, the loss or gain of
genetic material can substantially interrupt gene function.
If large amounts of genetic material are disrupted, it can
result in a nonviable pregnancy or a newborn with a life-
limiting condition. In the case of the surviving newborn,
there are a wide range of potential outcomes depending
on the type of chromosomal abnormality such as
structural anomalies, failure to thrive, intellectual dis-
ability, and shortened lifespan.


Although chromosomal abnormalities occur in
approximately 1 in 150 live births (1), the prevalence
of chromosomal abnormalities is greater earlier in gesta-
tion because aneuploidy accounts for a large proportion
of early pregnancy loss. The incidence of fetal chromo-
somal abnormalities increases as a woman ages (Table 1)
but can affect patients at any age and is not related to race
or ethnicity.


Trisomy 21 (Down syndrome) is the most common
autosomal chromosomal aneuploidy in liveborn infants,
with a prevalence of approximately 1 in 700 live births
(1, 2). Trisomy 18 (Edward syndrome) is the second
most common autosomal trisomy at the time of birth,
with a prevalence of about 1 in 3,000 live births (2–4).
The prevalence of trisomy 13 (Patau syndrome) at birth is
approximately 1 in 6,000. The most common sex chro-
mosome aneuploidy is 47, XXY (Klinefelter syndrome)
with a prevalence of 1 in 500 males. The only viable
monosomy is 45, X (Turner syndrome), in which the
birth prevalence is approximately 1 in 2,500 and which
is unrelated to maternal age (5).


Factors associated with the likelihood of chromo-
somal abnormalities include increasing maternal age, a
parental translocation or other chromosomal abnormality,
having a previous pregnancy with a chromosomal
abnormality, prenatal ultrasonographic abnormalities, or
a screen positive test result. Although the risk of
aneuploidy increases with advancing maternal age, most


children with trisomy 21 are born to younger patients
because a larger proportion of all children are born to
younger patients. Unlike aneuploidies, copy number
variants are independent of maternal age and occur in
approximately 0.4% of pregnancies. Therefore, based on
a systematic review, pregnancies in patients under 36
years of age have a higher risk for microarray abnormal-
ities than for trisomy 21 (11) (Table 1).


Testing for chromosomal abnormalities should be
an informed patient choice based on provision of
adequate and accurate information, and the patient’s
clinical context, accessible health care resources, val-
ues, interests, and goals. Prenatal genetic screening
(serum screening with or without nuchal translucency
[NT] ultrasound or cell-free DNA screening) and diag-
nostic testing (CVS or amniocentesis) options should be
discussed and offered to all pregnant patients regardless
of age or risk for chromosomal abnormality. After
review and discussion, every patient has the right to
pursue or decline prenatal genetic screening and diag-
nostic testing. Pretest and posttest counseling is essen-
tial (12). The purpose of pretest counseling is to inform
pregnant patients about chromosomal disorders, provide
information regarding their specific risk of carrying a
fetus with a chromosomal abnormality, review their rel-
evant personal and family history, and discuss the risks,
limitations, and benefits of available testing options so
that they can make an informed choice regarding
screening or diagnostic testing. Patients who prefer
comprehensive prenatal detection of as many chromo-
somal aberrations as possible should be offered diag-
nostic testing and CMA. If screening is accepted,
patients should have one prenatal screening approach,
and should not have multiple screening tests performed
simultaneously. When results return, both screen nega-
tive and screen positive results should be communicated
in a timely fashion. In the setting of a screen negative or
low risk test result, discussion should include the con-
cept of residual risk, which is defined as the chance that
an abnormality may still be present even if the test result
is screen negative. It should also include consideration
of the detection rate of each test, as well as the condi-
tions targeted in screening. In the case of a result indi-
cating an increased risk, counseling should provide
information regarding the likelihood that the fetus has
a particular condition (ie, the positive predictive value
[PPV]) and the options for additional testing if desired
to further clarify this risk.


Screening Tests
Single time point screening approaches include first-trimester
screening (NT and serum analytes); second‐trimester
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triple, quadruple (quad), or penta screens; and cell-free
DNA screening. Combined screening tests in which sam-
ples are obtained in the first and second trimesters
include integrated, serum integrated, sequential, and con-
tingent screening (Table 2).


Single Time Point Screening Approaches
Screening in Any Trimester
Cell-Free DNA Screening
Cell-free DNA screens for aneuploidies using the
analysis of cell-free DNA fragments in the maternal
circulation starting at about 9–10 weeks of pregnancy
and, unlike analyte screening, can be sent until term.
The fetal component of cell-free DNA is derived from
placental trophoblasts that are released into the maternal
circulation from cells undergoing programmed cell death.
The fetal component is known as the fetal fraction; it
comprises approximately 3–13% of the total cell-free


DNA in maternal blood (13, 14). The quantity of cell-
free DNA from the fetal component increases throughout
gestation.


The quantity of the fetal fraction is affected by
many factors, including but not limited to gestational
age, maternal body mass index (BMI), maternal med-
ication exposure, maternal race, aneuploidy status if
present, fetal or maternal mosaicism, and singleton or
multiple gestation (13–18). Depending on the labora-
tory, cell-free DNA screening can be performed as early
as 9 weeks of gestation, although higher fetal fractions
at 10 weeks and beyond are associated with lower rates
of test failure.


Cell-free DNA is the most sensitive and specific
screening test for the common fetal aneuploidies.
Nevertheless, it has the potential for false-positive and
false-negative results. Furthermore, cell-free DNA test-
ing is not equivalent to diagnostic testing. Cell-free
DNA is the only laboratory screening test to identify


Table 1. Chromosomal Abnormalities in Second‐Trimester Pregnancies Based on Maternal Age
at Term


Trisomy 21 Trisomy 18 Trisomy 13


Sex Chromosome
Aneuploidy


(XXX, XY, XYY, 45, X)


Microarray or Rare
Chromosomal
Abnormality


All Chromosomal
Abnormalities


Age 20 8 per 10,000
1 in 1,250


2 per 10,000
1 in 5,000


1 per 10,000
1 in 10,000


34 per 10,000
1 in 294


37 per 10,000
1 in 270


82 per 10,000
1 in 122


Age 25 10 per 10,000
1 in 1,000


2 per 10,000
1 in 5,000


1 per 10,000
1 in 10,000


34 per 10,000
1 in 294


37 per 10,000
1 in 270


84 per 10,000
1 in 119


Age 30 14 per 10,000
1 in 714


4 per 10,000
1 in 2,500


2 per 10,000
1 in 5,000


34 per 10,000
1 in 294


37 per 10,000
1 in 270


91 per 10,000
1 in 110


Age 35 34 per 10,000
1 in 294


9 per 10,000
1 in 1,111


4 per 10,000
1 in 2,500


35 per 10,000
1 in 285


37 per 10,000
1 in 270


119 per 10,000
1 in 84


Age 40 116 per 10,000
1 in 86


30 per 10,000
1 in 333


14 per 10,000
1 in 714


51 per 10,000
1 in 196


37 per 10,000
1 in 270


248 per 10,000
1 in 40


Data from:


Srebniak MI, Joosten M, Knapen MF, Arends LR, Polak M, van Veen S, et al. Frequency of submicroscopic chromosomal aberrations
in pregnancies without increased risk for structural chromosomal aberrations: systematic review and meta-analysis. Ultrasound
Obstet Gynecol 2018;51:445–52.


Hook EB. Rates of chromosome abnormalities at different maternal ages. Obstet Gynecol 1981;58:282–5.


Gravholt CH, Juul S, Naeraa RW, Hansen J. Prenatal and postnatal prevalence of Turner’s syndrome: a registry study. BMJ
1996;312:16–21.


Snijders RJ, Sebire NJ, Nicolaides KH. Maternal age and gestational age-specific risk for chromosomal defects. Fetal Diagn Ther
1995;10:356–67.


Snijders RJ, Sundberg K, Holzgreve W, Henry G, Nicolaides KH. Maternal age- and gestation-specific risk for trisomy 21. Ultrasound
Obstet Gynecol 1999;13:167–70.


Forabosco A, Percesepe A, Santucci S. Incidence of non-age-dependent chromosomal abnormalities: a population-based study on
88965 amniocenteses. Eur J Hum Genet 2009;17:897–903.


Crider KS, Olney RS, Cragan JD. Trisomies 13 and 18: population prevalences, characteristics, and prenatal diagnosis, metropolitan
Atlanta, 1994–2003. Am J Med Genet A 2008;146A:820–6.


Irving C, Richmond S, Wren C, Longster C, Embleton ND. Changes in fetal prevalence and outcome for trisomies 13 and 18: a
population-based study over 23 years. J Matern Fetal Neonatal Med 2011;24:137–41.
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Table 2. Characteristics, Advantages, and Disadvantages of Common Screening Tests for
Chromosomal Abnormalities


Screening
Approach


Approximate
Gestational
Age Range


for Screening
(Weeks)


Detection
Rate (DR)


for
Trisomy 21


(%)


Screen
Positive
Rate� (%) Advantages Disadvantages Method


Cell-free
DNA†


9–10 to term 99 2–4%
Includes


inability to
obtain results,


which is
associated


with
increased


risk†


1. Highest DR
2. Can be performed at
any gestational age after
9–10 weeks
3. Lowest false-positive
rate


Results may
reflect
underlying
maternal
aneuploidy or
maternal
disease


Several
molecular
methods


First
trimesterz


10–13 6/7§ 82–87jj 5 1. Early screening
2. Single time point test


Lower DR than
tests with first
and second
trimester
component
NT required


NT+PAPP-
A, free
beta hCG,
+/2 AFP¶


Quad screenz 15–22 81 5 1. Single time point test
2. No specialized US
required


Lower DR than
first trimester
and first and
second trimester
combined tests


hCG, AFP,
uE3, DIA


Integratedz 10–13 6/7§,
then 15–22


96 5 High DR Two samples
needed
No first-
trimester results
NT required


NT+PAPP-
A, then
quad
screen


Serum
integratedz


10–13 6/7§,
then 15–22


88 5 1. DR compares favorably
with first-trimester
screening
2. No specialized US
required


Two samples
needed
No first-
trimester
results


PAPP-A +
quad
screen


Sequential#:
stepwise


Contingent
screening**


10–13 6/7§,
then 15–22


95


88–94


5


5


1. First-trimester results
provided
2. Comparable
performance to integrated,
but FTS results provided
First-trimester test result:
Positive: diagnostic test or
cell-free DNA offered
Negative: no further
testing
Intermediate: second-
trimester test offered
Final: risk assessment
incorporates first- and
second-trimester results


Two samples
needed
NT required


Possibly two
samples
needed
NT required


NT+ free
beta hCG
+ PAPP-A,
+/2 AFP¶,
then quad
screen
NT+hCG+
PAPP-A,
+/2 AFP¶,
then quad
screen


(continued )
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fetal sex and sex chromosome aneuploidies; of note, the
sex chromosome results for patients who have under-
gone organ transplantation will be affected by the sex of
the organ donor and therefore sex chromosome testing
is not recommended in this population. The most recent
meta-analysis evaluating test performance for cell-free
DNA screening (19) reports a greater than 99% detec-
tion rate for fetal trisomy 21, 98% detection rate for fetal
trisomy 18, and 99% detection rate for fetal trisomy 13
with a combined false-positive rate of 0.13%; of note,
these numbers were calculated for samples in which a
result is returned. Patients whose cell-free DNA screen-
ing test results are not reported by the laboratory or are


uninterpretable (a no-call test result) are at increased
risk for chromosomal abnormalities. Because trisomy
13 is a rare disorder, fewer affected cases are available
to review, with reported detection rates varying from
40% to 100% in individual studies, with a false-
positive rate between 0% and 0.25%. In this paper,
the detection rate of sex chromosome aneuploidy could
not be assessed because of the small study population
(19). This meta-analysis included all women, although
most were at higher risk for aneuploidy and sampling
was not confined to the first trimester.


There are currently several laboratory methods to
analyze cell-free DNA and the detection of fetal trisomies


Table 2. Characteristics, Advantages, and Disadvantages of Common Screening Tests for
Chromosomal Abnormalities (continued )


Screening
Approach


Approximate
Gestational
Age Range


for Screening
(Weeks)


Detection
Rate (DR)


for
Trisomy 21


(%)


Screen
Positive
Rate� (%) Advantages Disadvantages Method


Nuchal
translucency
alone#


10–13 6/7§ 70 5 Allows individual fetus
assessment in multifetal
gestations
Provides additional
screening for fetal
anomalies


Poor sensitivity
and specificity
in isolation
NT required


US only


Abbreviations: AFP, alpha-fetoprotein; DIA, dimeric inhibin-A; DR, detection rate; FTS, first-trimester screening; hCG, human
chorionic gonadotropin; NPV, negative predictive value; NT, nuchal translucency; PAPP-A, pregnancy-associated plasma protein
A; PPV, positive predictive value; uE3, unconjugated estriol; US, ultrasonography.


All patients should be offered second-trimester assessment for open fetal defects (by ultrasonography, with or without second-
trimester serum AFP) and ultrasound screening for other fetal structural defects.


*A screen positive test result includes all positive test results: the true positives and false positives. For cell-free DNA, this
includes the test failure rates given the association with increased risk of aneuploidy (see † below).
†Gil MM, Accurti V, Santacruz B, Plana MN, Nicolaides KH. Analysis of cell-free DNA in maternal blood in screening for
aneuploidies: updated meta-analysis. Ultrasound Obstet Gynecol 2017;50:302–14.
zFirst-trimester combined screening: 87%, 85%, and 82% for measurements performed at 11 weeks, 12 weeks, and 13 weeks,
respectively (Malone FD, Canick JA, Ball RH, Nyberg DA, Comstock CH, Bukowski R, et al. First-trimester or second-trimester
screening, or both, for Down's syndrome. First- and Second-Trimester Evaluation of Risk (FASTER) Research Consortium. N Engl J
Med 2005;353:2001–11.)
§Because of variations in growth and pregnancy dating, some fetuses at the lower and upper gestational age limits may fall
outside the required crown–rump length range. Also, different laboratories use slightly different gestational age windows for
their testing protocol.
jjUse of free beta hCG in conjunction with nasal bone assessment increases the detection rate to 97% with a screen positive rate
of 5% (Cicero S, Bindra R, Rembouskos G, Spencer K, Nicolaides KH. Integrated ultrasound and biochemical screening for trisomy
21 using fetal nuchal translucency, absent fetal nasal bone, free beta-hCG and PAPP-A at 11 to 14 weeks. Prenat Diagn
2003;23:306–10.)
¶Testing of first trimester AFP depends on commercial lab used. First trimester AFP should not be used in lieu of second trimester
AFP for open fetal defects screening.
#Alldred SK, Takwoingi Y, Guo B, Pennant M, Deeks JJ, Neilson JP, et al. First trimester ultrasound tests alone or in combination
with first trimester serum tests for Down's syndrome screening. Cochrane Database of Systematic Reviews 2017, Issue 3. Art.
No.: CD012600. DOI: 10.1002/14651858.CD012600.
**Cuckle H, Benn P, Wright D. Down syndrome screening in the first and/or second trimester: model predicte performance using
meta-analysis parameters. Semin Perinatol 2005;29:252–7.


VOL. 136, NO. 4, OCTOBER 2020 Practice Bulletin Fetal Chromosomal Abnormalities 5







is comparable between these techniques (20). Different
technologies offer some subtle differences in the infor-
mation reported. Of the methods, the single nucleotide
polymorphism (SNP) method can identify triploidy (21).
Laboratory reporting information, such as PPV and fetal
fraction, is not standardized. Because of the effect of fetal
fraction on test accuracy, a laboratory test that reports
fetal fraction is preferred to fully evaluate the test results
(22, 23).


Before cell-free DNA screening, a baseline sono-
gram may be useful, as some ultrasound findings
detectable early in pregnancy may affect the timing of
cell-free DNA testing, the appropriateness of perform-
ing cell-free DNA testing, or the ability to interpret
cell-free DNA test results. These findings include an
earlier than expected gestational age, confirmation of
viability, number of fetuses, presence of a vanishing
twin or empty gestational sac, or presence of a fetal
anomaly. One retrospective study of high-risk patients
found at least one of these factors in 16.1% of first‐
trimester ultrasound examinations (24). Patients with
fetal anomalies should be offered genetic counseling
and diagnostic testing instead of genetic screening. In
a patient with both a vanishing twin and a viable intra-
uterine pregnancy, cell-free DNA screening is not
advised because of the high risk for aneuploidy in the
nonviable sac or embryo, which can lead to false-
positive results (25).


Other Potential Chromosomal Abnormalities Identified by Cell-Free DNA
In addition to screening for the common aneuploidies,
some laboratories offer testing for other aneuploidies
such as trisomy 16 and trisomy 22, microdeletion testing,
and genome-wide screening of large copy number
changes (26–28). Nonmosaic fetal trisomy 16 or 22 is
associated with a nonviable gestation. Mosaic trisomy 16
and 22 can be associated with fetal survival; however,
screening is not recommended because the screening
accuracy with regard to detection and the false-positive
rate is not established.


Screening for a limited number of microdeletions
with cell-free DNA is available; however, this testing has
not been validated clinically and is not recommended.
Although microdeletions are relatively common when
considered in aggregate, cell-free DNA panels only
include a few specific clinically significant microdeletions
and these are very rare. Therefore, the PPV for these
disorders is much lower than for common trisomies. If a
microdeletion is identified through cell-free DNA screen-
ing, it should be confirmed by diagnostic testing, as most
positive results will be false-positive results because of the
low prevalence of these disorders. If the diagnostic test
confirms a microdeletion, the patient should be referred to


a health care professional with genetics expertise to
discuss the diagnosis and implications and to develop a
management plan. For women who wish to evaluate their
pregnancy for submicroscopic chromosomal changes,
prenatal diagnostic testing with CMA from CVS or
amniocentesis is recommended (28). At this time, there
is no genetic screening test available to comprehensively
screen for all copy number variants.


Genome-wide cell-free DNA screening for large
deletions or duplications is also offered by some
laboratories. This testing evaluates the entire genome
and is designed to detect abnormalities larger than those
evaluated by cell-free DNA microdeletion screening.
Screening for these ancillary disorders is not recommen-
ded because this testing has not been validated clinically
and the screening accuracy with regard to detection and
false-positive rate is not established.


First-Trimester Screening: Serum Analytes
Plus Ultrasound
Typically performed when the crown–rump length
measures between 38 and 45 mm and 84 mm (generally
between approximately 10 and 14 weeks of gestation),
first-trimester screening includes a NT measurement and
measurement of serum analytes that can include serum
b-human chorionic gonadotrophin (free or total human
chorionic gonadotropin [hCG]) along with pregnancy-
associated plasma protein A (PAPP-A), and alpha-
fetoprotein (AFP) levels depending on the particular lab-
oratory being used. A risk estimate for common trisomies
(generally trisomies 13, 18, and 21) is calculated using
these test results along with other maternal factors such
as age, history of aneuploidy, weight, race, and number
of fetuses.


The NT refers to the fluid-filled space on the dorsal
aspect of the fetal neck. An enlarged NT (often defined as
3.0 mm or more or above the 99th percentile for the
crown–rump length) is independently associated with
fetal aneuploidy and structural malformations such as
cardiac anomalies (29). The risk of adverse fetal outcome
is proportional to the degree of NT enlargement. Metic-
ulous technique in nuchal translucency imaging and
measurement is essential for accurate risk assessment
because under measurement by even 0.5 mm can reduce
the test sensitivity by 18% (30). Independent cre-
dentialing and ongoing quality assurance of individuals
performing these measurements is required to maintain
screening performance.


First-trimester screening gives the potential for
earlier diagnoses as well as the ability to screen for other
structural, genetic, or placental disorders; like any other
form of analyte screening, it also may identify other
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aneuploidies (31). All patients should be offered a
second-trimester ultrasound for fetal structural defects,
since these may occur with or without fetal aneuploidy;
ideally this is performed between 18 and 22 weeks of
gestation (with or without second‐trimester maternal
serum alpha-fetoprotein) (32).


Second-Trimester Screening
The quadruple marker screen (“quad” screen) can be per-
formed from approximately 15 0/7 weeks to 22 6/7 weeks
of gestation; the gestational age range for screening varies
among laboratories. This serum test does not require spe-
cialized ultrasonography for NT measurement and gives
information regarding the risk of open fetal defects in addi-
tion to risk assessment for trisomy 21 and 18. The quad
screen involves the measurement of four maternal serum
analytes—human chorionic gonadotropin (hCG), alpha-
fetoprotein (AFP), dimeric inhibin A (DIA), and unconju-
gated estriol (uE3)—in combination with maternal factors
such as age, weight, race, and the presence of pregestational
diabetes to calculate a risk estimate. Second-trimester quad
screening has a detection rate for trisomy 21 of 80% with a
5% false-positive rate (33) (Table 2). A few laboratories
offer the penta screen, which adds hyperglycosylated
hCG to the quad screen. Although there is some evidence
from one limited retrospective trial that this test may
improve second-trimester screening performance, its perfor-
mance has not been evaluated rigorously in prospective
studies (30). The triple marker screen measures serum
hCG, AFP, and uE3, and provides a lower sensitivity for
the detection of trisomy 21 (sensitivity of 69% at a 5%
positive screening test result rate) than quad screen and
first-trimester screening (33). The quad screen has been
shown to be more effective and less costly than the triple
screen in a cost-effectiveness analysis (34).


Combined First-Trimester and Second-
Trimester Screening Tests
Combined first-trimester and second-trimester screening
with either integrated, sequential, or contingent screening
involving serum analytes, NT, or both measurements
provides a higher detection rate for trisomy 21, 18, and
13 than one-step serum analyte screening. Depending on
the test selected, there is variable timing of results
available to the patient.


Integrated Screening and Serum
Integrated Screening
With integrated screening, the patient undergoes a first-
trimester NT measurement and serum analyte screening
followed by a second-trimester blood draw for additional
analytes and receives a single test result in the second


trimester. In locations where a n NT measurement by a
certified ultrasonographer is unavailable, or if fetal position,
maternal body habitus, or imaging properties preclude an
accurate nuchal translucency measurement, serum integrated
screening, which includes only the first-trimester and
second-trimester serum analytes, also is an option. Serum
integrated screening has a lower detection rate than
integrated screening that includes an NT measurement, but
a similar detection rate to first-trimester screening (Table 2).
Limitations of integrated screening include the lack of results
until the second‐trimester sample and the potential that no
result will be provided if the patient does not undergo the
second blood draw. Reported rates of failure to obtain a
second blood draw may be as high as 25% without a written
reminder to complete the test (35). The benefit of integrated
screening over single time point testing is the higher detec-
tion rate and lower false positive rate (Table 2).


Sequential and Contingent Screening
Sequential screening maintains a high detection rate using
the combined first-trimester and second-trimester screen-
ing approach, providing some information in the first
trimester to allow for earlier diagnostic testing and
reproductive management options. Using stepwise sequen-
tial screening, the patient is given a risk estimate after
completion of the first-trimester analytes and NT testing. If
the first-trimester screening result indicates that the risk of
aneuploidy is greater than the laboratory’s positive screen-
ing cutoff, the patient is notified and offered additional
testing. If patients have a lower risk than the cutoff level,
they are informed that they have received a negative
screening test result and analyte screening is planned in
the second trimester to receive a final combined numerical
risk. The sequential approach takes advantage of the high-
er detection rate achieved by incorporating the first tri-
mester and second-trimester screening test results with
only a marginal increase in the false-positive rate.


The contingent model classifies aneuploidy risk as
high, intermediate, or low on the basis of the first-
trimester screening test results. Patients at high risk are
offered additional testing (diagnostic testing or cell-free
DNA), and those below a defined low risk threshold are
reassured and no further screening or testing is recom-
mended. First-trimester and second-trimester results are
used together to calculate a final risk of aneuploidy in
patients at intermediate risk in the contingent screening
model. Theoretically, the contingent approach should
maintain high detection rates with low false-positive
rates and reduce the number of second-trimester tests
performed.


The use of multiple serum screening approaches
performed independently (eg, a first-trimester screening


VOL. 136, NO. 4, OCTOBER 2020 Practice Bulletin Fetal Chromosomal Abnormalities 7







test followed by a quad screen as an unlinked test) is not
recommended because it will result in an unacceptably
high positive screening rate and could deliver contradic-
tory risk estimates.


Ultrasonographic Screening
Although fetuses with trisomy 13 or trisomy 18 usually
have major structural anomalies that are evident on
ultrasound examination, the ultrasonographic identifica-
tion of trisomy 21 is less consistent. First‐trimester NT is
the primary sonographic marker that is used in combina-
tion with serum analytes to determine aneuploidy risk,
and sonographer certification and quality assurance is
needed to standardize this method for screening. When
NT alone is used to modify the age-related risk of tri-
somy 21, the detection rate is approximately 70% (36). A
NT measurement alone does not add benefit in detecting
aneuploidy when cell-free DNA screening has been per-
formed in a singleton gestation (37). Nuchal translucency
can be useful in multifetal gestations, in which serum
screening methods are not as accurate, may be unavail-
able, and cannot provide information specific to each
fetus.


The absence of a nasal bone or an absent or reversed
ductus venosus Doppler waveform increases the risk for
aneuploidy (36). As isolated sonographic markers these
findings have limited utility: the absence of the nasal
bone has a 49% sensitivity with a 1% false-positive rate
and an abnormal ductus venosus waveform has a 67%
sensitivity with a 5% false-positive rate for trisomy 21.
Although these findings are reported to be useful as
ancillary ultrasound methods to assess aneuploidy risk
in the first trimester, the reported studies are limited by
lack of standardization, small sample size of reported
cohorts, and different patient populations.


With regard to screening for structural anomalies, all
patients should be offered a second-trimester ultrasound
for fetal structural defects, ideally performed between 18
and 22 weeks of gestation (with or without second-
trimester maternal serum alpha-fetoprotein) (32). This
ultrasound seeks to identify major structural abnormali-
ties but may also identify ultrasonographic “soft
markers” of aneuploidy. The major structural anomalies
associated with chromosomal abnormalities include car-
diac anomalies, neuroanatomic abnormalities, and other
major structural abnormalities that generally have func-
tional significance in addition to increasing the likelihood
of a genetic condition. In contrast, “soft” ultrasono-
graphic markers are nonspecific ultrasound findings that
are generally not pathologic but are more common
among fetuses with trisomy 21 (eg, echogenic intracar-
diac focus, thickened nuchal fold, renal pelvis dilation, or
echogenic bowel) or trisomy 18 (choroid plexus cysts).


Because soft markers for aneuploidy are most commonly
identified in euploid fetuses, it is difficult to use these
findings to distinguish between pregnancies affected or
unaffected by aneuploidy. If a soft marker is identified on
the fetal anatomic ultrasound survey, the patient’s med-
ical record should be reviewed to determine if aneuploidy
screening has been performed previously; if not, it should
be offered. If screening has been performed, the finding
should be placed in context with those results. (For more
information, see Clinical Question, What is the role of
ultrasonography in screening for fetal chromosomal
abnormalities?)


Clinical Considerations and
Recommendations


< Who should be offered testing for chromo-
somal abnormalities?


Screening (serum screening with or without NT ultra-
sound or cell-free DNA screening) and diagnostic testing
(CVS or amniocentesis) for chromosomal abnormalities
should be discussed and offered to all patients early in
pregnancy regardless of maternal age or baseline risk.
Historically testing was offered only to patients consid-
ered to be high risk because of maternal age or personal
or family history. However, given the personal nature of
prenatal testing decision making as well as the ineffi-
ciency of offering testing only to patients at high risk, the
current recommendation is that all patients should be
offered both screening and diagnostic testing options.


< What information should be included when
counseling patients regarding the option of
prenatal screening for chromosomal
abnormalities?


There is not one screening test that performs optimally in
all clinical scenarios and all screening tests detect fewer
abnormalities than diagnostic testing that include micro-
array analysis. Health care professionals should be
knowledgeable about limitations and benefits of screen-
ing options for chromosomal abnormalities in pregnancy
and provide balanced information to patients. Patients
should be provided with general information about the
disorders that are potentially detectable with prenatal
screening for chromosomal abnormalities and the disor-
ders that are not detectable through screening before
making a decision to undergo the specific tests being
offered.


Patients should be counseled regarding their specific
risks based on their age (Table 1) and their genetic and
family history. Younger patients should be counseled
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that although cell-free DNA is a very accurate screening
test for trisomy 21, they are at higher risk for having a
fetus with microarray abnormalities which can be de-
tected through diagnostic testing with microarray. Pre-
natal genetic testing should be based on individual
values and preferences with pretest counseling to facili-
tate informed decision making. Counseling should be
performed in a clear, objective, and nondirective fashion,
allowing patients sufficient time to understand and make
informed decisions regarding testing (12).


The choice of screening test is affected by many
factors, including the number of fetuses, gestational age
at presentation, the availability of a reliable NT mea-
surement, screening test sensitivity and limitations, the
cost of screening, and obstetric and family history.
Prenatal genetic testing may be desired to obtain
information before delivery or to inform a decision for
pregnancy termination.


As a part of pretest counseling, a family history
should be reviewed to include any history of birth
defects, children with intellectual disabilities, a genetic
diagnosis in the family, or multiple miscarriages, as this
information may inform testing decisions. Pretest coun-
seling should include a brief description of possible
screening tests, the conditions that are and are not being
screened for, the accuracy of the tests, and the time frame
for the return of results. The obstetric care professional
should include the current gestational age, maternal age,
BMI, any known fetal findings, whether this is a single or
multiple gestation and history of aneuploidy as part of the
decision-making process.


< What information should be discussed with
patients considering serum analyte versus
cell-free DNA screening?


A patient’s baseline risk for chromosomal abnormalities
should not limit testing options; serum screening with or
without NT ultrasound or cell-free DNA screening and
diagnostic testing (CVS or amniocentesis) should be dis-
cussed and offered to all patients regardless of maternal
age or risk for chromosomal abnormality. Cell-free DNA
is the most sensitive and specific screening test for the
common fetal aneuploidies (trisomies 21, 13, and 18) and
can be performed any time after 9-10 weeks of gestation.
Although the sensitivity (detection rate) for fetal triso-
mies with cell-free DNA is the same regardless of the
population being tested, the lower prevalence of fetal
trisomies in younger patients results in a lower likelihood
of an affected pregnancy (a lower PPV) in the setting of a
positive result compared to those at higher baseline risk
(See Clinical Question, How should aneuploidy screen-
ing test results be interpreted and communicated?). Prior


to testing, counseling should include the possibility of
incidental findings affecting the patient, including medi-
cal conditions such as her own chromosomal aneuploidy,
mosaicism, or malignancy. If fetal sex determination is
elected, the risk of maternal and fetal sex chromosome
aneuploidy should be discussed as a potential finding.


Serum analyte screening also screens for fetal
trisomies in both the first and second trimester, but also
indirectly identifies other chromosomal abnormalities,
and with second‐trimester screening, provides a risk for
open fetal defects. One study compared a statewide data-
base of patients who had true positive first‐trimester or
sequential screens for aneuploidy and calculated the per-
cent of positive results that would have been identified by
cell-free DNA screening (38). Although the detection
rate with cell-free DNA screening was modeled and not
actual, sequential screening identified more chromo-
somal abnormalities including other aneuploidies, mosa-
icism, or large deletions or duplications than cell-free
DNA screening. Of note, diagnosis of these aneuploidies
requires diagnostic testing as the follow-up to an abnor-
mal serum screen; if cell-free DNA testing is used as
follow-up screening, these abnormalities would not be
detected.


Screening performance of each approach depends on
the criteria being utilized and how no-call results are
categorized. In a series of 15,841 patients for which cell-
free DNA results could be obtained, when cell-free DNA
screening for trisomy 21 was compared with first-
trimester screening (NT and serum analytes) in a general
population (mean maternal age 30.7 years), cell-free
DNA screening had a lower false-positive rate (0.06%
cell-free DNA versus 5.4% for serum screening) and a
higher PPV (80.9% versus 3.4%) (39). A prospective
randomized trial of cell-free DNA versus first-trimester
screening in 1,366 patients with a mean age of 33.9 and a
normal ultrasound examination at 11 to 13 weeks gesta-
tional age (NT less than 3.5 mm and no identified fetal
defects) found that first-trimester screening had a 2.5%
false-positive rate and cell-free DNA had a 1.5% no‐call
rate; they concluded that cell-free DNA in this context
reduces the false-positive rate (40). In a recent retrospec-
tive study of 66,166 patients undergoing screening or
diagnostic testing in 2015 in Victoria, Australia, the sen-
sitivity of first‐trimester screening for detection of tri-
somy 21, 13, and 18 was 89.6% with a screen positive
rate of 2.9%, and the sensitivity of cell-free DNA for the
same conditions was 100% with a screen positive rate of
2.4% when no-call results were included as positive (41).
There was no statistically significant difference in the
rate of any major chromosomal abnormality detected
on prenatal or postnatal diagnostic testing after a low risk
screening result (1 in 1,188 or 8.4 per 10,000 for first‐
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trimester screening and 1 in 762 or 13.1 per 10,000 for
cell-free DNA, P5.13) (41).


If a patient chooses screening for aneuploidy, only
one screening approach should be used. Analyte screen-
ing and cell-free DNA screening should not be sent
concurrently as this strategy is not cost-effective and
simultaneous, seemingly discordant results can be more
distressing to patients than screen positive analyte results
followed by reassuring cell-free DNA screening (42, 43).


< How should aneuploidy screening test results
be interpreted and communicated?


In addition to pretest counseling to facilitate informed
shared decision making regarding testing strategy, post-
test counseling is important to disclose both screen
positive and screen negative test results, review options
for additional testing as indicated or desired, and to
discuss the concept of residual risk (12).


Screen Positive Results
All laboratory-based screening tests provide improved
aneuploidy screening performance over maternal age and
ultrasound examination alone but are not diagnostic tests.
When a screen positive test result is obtained, patients
should be counseled regarding their revised risk of carrying
a fetus with a chromosomal abnormality. Information
regarding the characteristics of the condition should be
reviewed to aid decision making. Patients with a positive
screening test result for fetal aneuploidy should undergo
genetic counseling and a comprehensive ultrasound evalu-
ation with an opportunity for diagnostic testing to confirm


results. Because of inherent limitations, screening test
results should not be used as the sole basis on which to
make critical clinical decisions.


Although all methods of cell-free DNA screening
have high detection rates in all age groups, the PPV, or the
chance that a screen positive test is a true positive result, is
affected by the population prevalence and the type of
disorder studied. The individual risk for trisomy 21 is
lower in younger women (Table 1) and this lower preva-
lence increases the likelihood that a positive screening test
result is a false positive. The PPV for trisomy 21 at 10
weeks of gestation for patients at different maternal ages is
illustrated in Table 3. Because the prevalence of trisomies
18 and 13 is much lower than trisomy 21, their PPV is
less. The PPV can be calculated individually for each
patient and discussed. Some, but not all, laboratories
report the PPV as part of the results. Online calculators
are available to help determine the chance that a positive
cell-free DNA result will be confirmed and can be helpful
for providing more accurate counseling for an individual
patient: https://www.med.unc.edu/mfm/nips-calc/ from the
University of North Carolina and https://www.perinatal-
quality.org/vendors/nsgc/nipt/, the NIPT/Cell-Free DNA
Screening Predictive Value Calculator from the National
Society of Genetic Counselors (NSGC) and Perinatal
Quality Foundation (PQF).


In patients with a screen positive analyte or cell-free
DNA screening result in the setting of abnormal fetal
sonographic findings, the concern for a chromosomal
abnormality is increased but not confirmed. Confirma-
tory testing with CVS or amniocentesis is recommended
both to confirm the diagnosis and to determine if the


Table 3. The Effect of Maternal Age on the Positive Predictive Value of Cell-Free DNA Screening
for Trisomy 21, 18, and 13 at 10 Weeks Gestation*


Maternal Age Age Related Risky Positive Predictive Valuez


Trisomy 21 20 1:804 or 12 per 10,000 38–80%
35 1:187 or 53 per 10,000 73–95%
40 1:51 or 196 per 10,000 91–99%


Trisomy 18 20 1:1,993 or 5 per 10,000 11–41%
35 1:465 or 22 per 10,000 34–75%
40 1:126 or 79 per 10,000 66–92%


Trisomy 13 20 1:6,347 or 1.6 per 10,000 5–13%
35 1:1,481 or 7 per 10,000 17–40%
40 1:401 or 24 per 10,000 43–71%


*Sensitivity and specificity approximately 99%
†Age related risk of aneuploidy per 10,000 pregnancies at 10 weeks gestation based on maternal age at term
zPercent varies by laboratory


Adapted from University of North Carolina at Chapel Hill. Positive predictive value of cell free DNA calculator. Available at:
https://www.med.unc.edu/mfm/nips-calc. Retrieved February 24, 2020.
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aneuploidy is a trisomy or secondary to a translocation.
This is important as a translocation may be inherited
from either parent and may affect siblings or future
offspring.


The use of cell-free DNA screening as follow-up for
patients with a screen positive serum analyte screening
test result is an option for patients who want to avoid a
diagnostic test. However, patients should be informed
that this approach may delay definitive diagnosis and will
fail to identify some fetuses with chromosomal abnor-
malities. Given that the residual risk of a chromosomal
abnormality after an abnormal traditional screening test
followed by a normal cell-free DNA screening test result
has been reported to be about 2%, patients should be
informed of the residual risk of a chromosomal abnor-
mality not detectable by cell-free DNA (44).


If diagnostic testing after a positive screen is
declined, management of the pregnancy should be based
on the sonographic features identified and the patient’s
preferences. Depending on the chromosomal condition
and the PPV, a fetal cardiac ultrasound may be indicated.
Serial ultrasound examinations may be helpful to inform
multidisciplinary discussions to develop a delivery and
neonatal care plan. A newborn examination and karyo-
type or microarray may be suggested at the time of
delivery.


Although false-positive cell-free DNA results are
less common in comparison to other screening methods,
these can occur. In some cases, this is because of biologic
factors or laboratory methods (45). Biological mecha-
nisms that can cause false-positive results include mosa-
icism, in which there are both normal and abnormal cells
in the fetus, placenta, or patient; a duplicated chromo-
somal region; a vanishing twin, or an underlying mater-
nal condition such as malignancy. By directly and
specifically testing the fetal chromosomal complement,
a diagnostic test can determine whether a cell-free DNA
test result is indicative of a fetal abnormality. Counseling
patients with the finding of placental or fetal chromo-
somal mosaicism is complex, and referral for genetic
counseling may be especially useful in these cases (46).


Screen Negative Results and
Residual Risk
Patients with a negative screening test result should be
made aware that this substantially decreases their risk of
the targeted aneuploidy but does not ensure that the fetus
is unaffected. The potential for a fetus to be affected by
genetic disorders that are not evaluated by the screening
or diagnostic test should also be reviewed. Even if
patients have a negative screening test result, they may
choose diagnostic testing later in pregnancy, particularly


if additional findings become evident such as fetal
anomalies identified on ultrasound examination (46).


The false-negative rate, or the chance that a fetus is
affected with a common trisomy but has a low-risk cell-
free DNA result, is low. Possible explanations for a false-
negative test result include a sample labeling error, a low
fetal fraction, or the possibility of a mosaicism that is
present at low levels in the placenta (47).


Interpretation of Cell-Free DNA Test
Failures and Low Fetal Fraction
The fetal fraction is the proportion of total cell-free DNA
that is fetal in origin. The fetal component of cell-free
DNA screening is derived from the placental trophoblast.
The accuracy of cell-free DNA screening is affected by
both biologic and technical factors that depend on the
fetal fraction. A low fetal fraction can cause cell-free
DNA test failure. Because test results are usually
reported as either screen positive or negative, the
discrimination of aneuploid and euploid pregnancies
improves with increasing fetal fraction.


Accurate cell-free DNA screening requires a mini-
mum fetal fraction, most commonly estimated at about
2–4% (13, 48). The median fetal fraction obtained
between 10 and 14 weeks of pregnancy is around 10%
(13). In patients who weigh more than 250 pounds (113
kg), 10% may have a fetal fraction of less than 4% (49).
Because of the effect of fetal fraction on test accuracy, a
laboratory test that reports fetal fraction is preferred. The
American College of Medical Genetics and Genomics
recommends that all laboratories should include a clearly
visible fetal fraction on cell-free DNA test reports (22,
23, 50).


Cell-free DNA test failures may occur because of the
complex laboratory processing procedures, early gesta-
tional age (less than 9–10 weeks), the types of laboratory
methods, and the presence of a genetic condition, partic-
ularly trisomy 13 or 18 and are also seen more frequently
in patients with high BMI, increasing maternal age, cer-
tain racial backgrounds (seen more frequently in Black
women and South Asian women in comparison to white
women), and IVF pregnancies, (45) as well as maternal
drug exposure (low-molecular-weight heparin) (51).


Patients whose cell-free DNA screening test results
are not reported by the laboratory or are uninterpretable
(a no‐call test result) should be informed that test failure
is associated with an increased risk of aneuploidy,
receive further genetic counseling, and be offered com-
prehensive ultrasound evaluation and diagnostic testing.
One large study of over 16,000 patients with a 3% rate of
a failed test showed the prevalence of aneuploidy in this
group to be 2.7% versus 0.4% in the overall cohort (39);
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other studies using other screening platforms have also
demonstrated a higher risk of aneuploidy in the setting of
a failed test (18, 52). Although trisomy 21 pregnancies
do not appear to have a higher no-call rate, pregnancies
affected with trisomies 13 and 18 have lower fetal frac-
tions and a higher rate of test failures (16). Sex chromo-
some aneuploidies also have higher no-call rates than
trisomies (19). Although repeat screening may be con-
sidered in the setting of a sample drawn at an early ges-
tational age or a specific concern regarding sample
characteristics, because repeat sampling delays a diag-
nostic test, it is not advised if screening results are con-
sistent with sonographic anomalies, or if a patient is at a
gestational age at which the delay may compromise their
reproductive options. The success of repeat sampling
after a test failure in a general screening population is
75–80%, although it is substantially lower in patients
with a high BMI (17, 53).


< What is the role of ultrasonography in screen-
ing for fetal chromosomal abnormalities?


Information regarding gestational age, viability, the
number of fetuses, evaluation for a vanishing twin or
empty gestational sac, and the presence of an obvious
fetal anomaly will affect counseling regarding the risks,
benefits, and limitations of testing options.


First‐Trimester Ultrasound
Nuchal translucency is the primary ultrasound marker that
is used to assess for risk of chromosomal abnormalities in
the first trimester (Table 4). An increased NT measure-
ment increases the risk of genetic syndromes and anoma-
lies, such as congenital heart defects, abdominal wall
defects, and diaphragmatic hernia, even with normal chro-
mosomes on diagnostic testing (54). The finding of an
increased NT extending along the length of the fetus in
which septations are clearly visible is referred to as a
cystic hygroma. In a retrospective cohort of 944 fetuses
with a cystic hygroma in the first trimester, a karyotype
abnormality occurred in 55% of fetuses (most commonly
trisomy 21, monosomy X, and trisomy 18) and a major
congenital anomaly occurred in 29% of fetuses with a
normal karyotype (cardiac anomalies were the most com-
mon form of major congenital anomaly, followed by uri-
nary, central nervous system, and body wall anomalies).
Perinatal loss occurred in 39% of fetuses not electively
terminated. Overall, an abnormal outcome occurred in
87% of fetuses (55).


If an enlarged NT or an anomaly is identified on
ultrasound examination, the patient should be offered
genetic counseling and diagnostic testing for genetic
conditions as well as a comprehensive ultrasound


evaluation including detailed ultrasonography at 18–22
weeks of gestation to assess for structural abnormalities
(32). Given the high risk of congenital heart disease in
these fetuses, referral for fetal cardiac ultrasonography
may be beneficial (56).


Second‐Trimester Ultrasound
Independent of screening or diagnostic testing, all
patients should be offered a second-trimester sono-
gram to assess for structural abnormalities (32). Fe-
tuses with trisomy 18 and 13 are likely to have major
structural anomalies. In contrast, only about 27% of
fetuses with trisomy 21 have a recognizable major
structural abnormality by ultrasound examination in
the second trimester (57). Soft sonographic markers
may also be identified, and these markers have differ-
ent degrees of association with trisomy 21 and cannot
be used in isolation to diagnose or exclude the diag-
nosis of trisomy 21. The risk of aneuploidy associated
with each marker should be considered individually
within the complete clinical context (Table 4). The
presence of particular or multiple soft ultrasonographic
markers for aneuploidy may warrant detailed fetal ana-
tomic ultrasound examination to exclude other abnor-
malities and a review or offering of initial or additional
screening and diagnostic testing for fetal chromosomal
abnormalities. In clinical situations of an isolated soft
ultrasonographic marker (such as echogenic cardiac
focus, choroid plexus cyst, pyelectasis, short humerus
or femur length) where aneuploidy screening has not
been performed, the patient should be counseled
regarding the risk of aneuploidy associated with the
finding, and cell-free DNA, quad screen testing, or
amniocentesis should be offered. If aneuploidy
testing is performed and the result is low risk, then
no further risk assessment is needed. If more than
one marker is identified, then genetic counseling,
maternal–fetal medicine consultation, or both are
recommended (58, 59).


< How does screening for chromosomal abnor-
malities differ in twin gestations?


No method of aneuploidy screening that includes a serum
sample is as accurate in twin gestations as it is in
singleton pregnancies; this information should be incor-
porated into pretest counseling for patients with multiple
gestations. Further, there are no data available for serum
screening for higher-order multiple gestations such as
triplets and quadruplets. Analysis of the risks and
benefits of screening or diagnostic testing in patients
carrying multiple fetuses is complex, given the lower
effectiveness of screening and how the prenatal


12 Practice Bulletin Fetal Chromosomal Abnormalities OBSTETRICS & GYNECOLOGY







Table 4. Management of Ultrasonographic Markers for Aneuploidy


Soft Marker Imaging Criteria Aneuploidy Association Management


First trimester:
enlarged nuchal
translucency


Certified US measurement
$3.0 mm or above the 99th
percentile for the CRL


Aneuploidy risk increases
with size of NT
Also associated with other
structural anomalies and
genetic disorders


Genetic counseling.
Offer diagnostic testing.
Comprehensive US evaluation
including a detailed US at 18–
22 weeks.
Fetal cardiac US may be
considered if the NT is 3.0–
3.4 and is recommended if
the NT is 3.5 or greater.


First trimester:
cystic hygroma


Large single or multilocular
fluid-filled cavities, in the
nuchal region and can extend
the length of the fetus


About 50% are aneuploid Genetic counseling.
Offer diagnostic testing.
Comprehensive US evaluation
including a detailed US at 18–
22 weeks and fetal cardiac
US.


Second trimester:
thickened nuchal
fold


$6 mm from outer edge of the
occipital bone to outer skin in
the midline at 15–20 weeks


Associated with Trisomy 21 Detailed anatomic survey.
Genetic counseling.
Aneuploidy testing should be
offered if not previously
performed.


Second trimester:
absent or
hypoplastic nasal
bone


Nonvisualization of the nasal
bone or nasal hypoplasia based
on multiples of the median
(MoM) or percentiles or the
biparietal diameter/nasal bone
length (BPD/NBL) ratio


Varies by race/ethnicity
Absent in 30–40 percent
fetuses with Trisomy 21 and
0.3 to 0.7 percent of euploid
fetuses
Hypoplastic in about 50–60
percent of fetuses with
Trisomy 21 and 6 to 7
percent of euploid fetuses


Detailed anatomic survey.
Genetic counseling.
Aneuploidy testing should be
offered if not previously
performed.


Second trimester:
pyelectasis


Renal pelvis measuring $4 mm
in anteroposterior diameter up
to 20 weeks of gestation


Associated with Trisomy 21 If isolated finding, aneuploidy
testing should be offered if
not previously performed.
Repeat US in third trimester
to assess need for postnatal
imaging.


Second trimester:
echogenic bowel


Fetal small bowel as echogenic
as bone


Associated with Trisomy 21,
intra-amniotic bleeding, CF,
CMV, and FGR


Detailed anatomic survey.
Genetic counseling.
Offer CMV, CF, and
aneuploidy testing.
Consider follow up US for
fetal growth because of the
association with FGR.


Second trimester:
mild to moderate
ventriculomegaly*


Lateral ventricular atrial
measurement measures
between 10–15 mm


Associated with Trisomy 21,
infection.


Detailed anatomic survey.
Genetic counseling.
Offer diagnostic testing for
genetic conditions and CMV.
Consider fetal MRI.
Repeat US in third trimester.


(continued )
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identification of a single aneuploid fetus might affect the
pregnancy management.


Presumably, monozygotic twins have the same
genetic information in both fetuses reflecting a single
test result, although monozygotic twins discordant for
karyotype have been described (60, 61). In a dizygotic
twin pregnancy, a screen positive test infers that at least
one of two fetuses would be aneuploid. This assumes that
monozygotic pregnancies have equivalent trisomy 21
risk per pregnancy relative to maternal age-matched sin-


gletons and dizygotic pregnancies have twice the risk of
at least one affected fetus. However, the observed inci-
dence of trisomy 21 has been reported to be lower than
expected for monozygotic, dizygotic, and all twin preg-
nancies, most notably among monozygotic pregnancies
and with increasing maternal age (62).


First-trimester, quad, and sequential or integrated
screening are options available to screen twin gestations,
although few data on test performance are available from
prospective studies. Second-trimester serum screening of


Table 4. Management of Ultrasonographic Markers for Aneuploidy (continued )


Soft Marker Imaging Criteria Aneuploidy Association Management


Second trimester:
short femur
length


Measurement ,2.5 percentile
for gestational age


Can be associated with
aneuploidy, FGR, skeletal
dysplasia, or other genetic
diagnosis


Aneuploidy testing should be
offered if not previously
performed.
Consider repeat US in third
trimester for fetal growth.


Second trimester:
echogenic
intracardiac foci


Echogenic tissue in one or both
ventricles of the heart seen on
standard four-chamber view


Seen in 15–30% of fetuses
with trisomy 21 and 4–7%
euploid fetuses


If isolated finding, aneuploidy
testing should be offered if
not done previously.
Describe finding as not
clinically significant or as a
normal variant with normal
screening.


Second trimester:
choroid plexus
cysts


Discrete small cyst(s) in one or
both choroid plexus(es)


Seen as an isolated finding in
1–2% of the normal
population.
Associated with trisomy 18
when seen in combination
with other anomalies.


If isolated finding, aneuploidy
testing should be offered if
not previously performed.
Describe finding as not
clinically significant or as a
normal variant with normal
screening.


Abbreviations: CF, cystic fibrosis; cfDNA, cell-free DNA; CMV, cytomegalovirus; CRL, crown–rump length; CVS, chorionic villus
sampling; FGR, fetal growth restriction; MRI, magnetic resonance imaging; NT, nuchal translucency; US, ultrasound.


*Fox NS, Monteagudo A, Kuller JA, Craigo S, Norton ME. Mild fetal ventriculomegaly: diagnosis, evaluation, and management.
Society for Maternal–Fetal Medicine (SMFM) Consult Series #45. Am J Obstet Gynecol 2018;219:B2–9.


Data from


Reddy UM, Abuhamad AZ, Levine D, Saade GR. Fetal imaging: executive summary of a joint Eunice Kennedy Shriver National
Institute of Child Health and Human Development, Society for Maternal–Fetal Medicine, American Institute of Ultrasound in
Medicine, American College of Obstetricians and Gynecologists, American College of Radiology, Society for Pediatric Radiology,
and Society of Radiologists in Ultrasound Fetal Imaging workshop. Fetal Imaging Workshop Invited Participants. Obstet Gynecol
2014;123:1070–82.


Malone FD, Canick JA, Ball RH, Nyberg DA, Comstock CH, Bukowski R, et al. First-trimester or second-trimester screening, or both,
for Down’s syndrome. First- and Second-Trimester Evaluation of Risk (FASTER) Research Consortium. N Engl J Med
2005;353:2001–11.


Aagaard-Tillery KM, Malone FD, Nyberg DA, Porter TF, Cuckle HS, Fuchs K, et al. Role of second-trimester genetic sonography
after Down syndrome screening. First and Second Trimester Evaluation of Risk Research Consortium. Obstet Gynecol
2009;114:1189–96.


Nicolaides KH, Azar G, Byrne D, Mansur C, Marks K. Fetal nuchal translucency: ultrasound screening for chromosomal defects in
first trimester of pregnancy. BMJ 1992;304:867–9.


Goetzinger KR, Cahill AG, Macones GA, Odibo AO. Echogenic bowel on second-trimester ultrasonography: evaluating the risk of
adverse pregnancy outcome. Obstet Gynecol 2011;117:1341–8.


Moreno-Cid M, Rubio-Lorente A, Rodriguez MJ, Bueno-Pacheco G, Tenias JM, Roman-Ortiz C, et al. Systematic review and meta-
analysis of performance of second-trimester nasal bone assessment in detection of fetuses with Down syndrome. Ultrasound
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twin gestations can identify approximately 60% of fetuses
affected with trisomy 21 at a 5% screen positive rate (63). A
recent meta-analysis suggests that first‐trimester combined
screening in twins has a detection rate of 89% with a
false-positive rate of 5.4%, which is similar to singleton
gestations (64).


Although serum screening evaluates the pregnancy as a
whole, the NT measurement directly evaluates the individ-
ual fetus. The distribution of NT measurements does not
differ significantly between singletons and twins, and
standard cutoffs used in singleton gestations can be used
(65). One study reviewed individual first-trimester screen-
ing in twin gestations and generated individual risks for
each fetus with NT and first-trimester screening. At a
1:300 risk cutoff, the detection rate was 75% with a 9%
positive screening rate for trisomy 21 (66).


Cell-free DNA screening can be performed in twin
gestations. Overall, performance of screening for trisomy
21 by cell-free DNA in twin pregnancies is encouraging,
but the total number of reported affected cases is small.
Given the small number of affected cases it is difficult to
determine an accurate detection rate for trisomy 18 and 13.
Twin fetuses in a single pregnancy each contribute different
amounts of cell-free DNA into the maternal circulation. It is
possible that an aneuploid fetus would contribute less fetal
DNA, therefore masking the aneuploid test result. Recent
studies have suggested that sensitivity for trisomy 21 with
cell-free DNA in twin pregnancies may be similar to
singletons when a test result is returned; however, there is a
higher rate of test failure (45, 67). In one study examining
the reasons for test failure in singletons and multiple gesta-
tions, the test failure rate at the time of the first draw was
3.4% in singletons, 4.9% in monochorionic twins, and
11.3% in dichorionic twins (45). All reports give one test
result for a twin pregnancy, although one laboratory method
which uses SNP analysis reports zygosity as well as indi-
vidual fetal fractions.


In multifetal gestations, if a fetal demise, vanishing
twin, or anomaly is identified in one fetus, there is a
significant risk of an inaccurate test result if serum-based
aneuploidy screening or cell-free DNA is used. This
information should be reviewed with the patient and
diagnostic testing should be offered.


< What is the role of aneuploidy screening in
patients who have undergone previous preim-
plantation genetic testing?


Preimplantation genetic testing (PGT) yields genetic
information for women undergoing assisted reproductive
technologies. Preimplantation genetic testing for single
gene (Mendelian) disorders (PGT-M) and structural
rearrangements (PGT-SR) are available to test embryos


to identify a specific X-linked, mitochondrial, single
gene, or chromosomal disorder or to undergo HLA
typing before embryo transfer into the uterus (68, 69).
In contrast, preimplantation testing for aneuploidy
(PGT-A) is designed to identify euploid embryos before
transfer, with the intent to improve live birth rates and
clinical outcomes (69). At present, the American Society
of Reproductive Medicine states that there is insufficient
evidence to support the use of PGT-A for the purpose of
improving IVF success rates (70).


Data regarding aneuploidy screening for women
who have undergone previous preimplantation genetic
testing are lacking. In theory, for a patient with normal
preimplantation genetic testing, the pretest risk for
aneuploidy in pregnancy should be lower and might be
used in conjunction with age and other factors to
determine pretest risk (71). However, the role of preim-
plantation genetic testing in determining the pretest risk
and need for aneuploidy screening has not been ade-
quately studied. Additionally, false-negative test results
can occur (72). Therefore, because preimplantation
genetic testing (PGT-M, PGT-SR, and PGT-A) is not
uniformly accurate, prenatal screening and prenatal diag-
nosis should be offered to all patients regardless of pre-
vious preimplantation genetic testing (73).


< What additional or incidental information
may be obtained from tests intended to screen
for chromosomal abnormalities?


Fetal and Obstetric Complications
Associated With Abnormal
Screening Results
False-positive cell-free DNA test results occur because of
confined placental mosaicism, which can be associated
with an increased risk of fetal growth restriction. High or
low fetal fraction has been associated with adverse
pregnancy outcomes in some studies (74–76). Serum an-
alyte screening can identify pregnancies at risk for certain
adverse pregnancy outcomes in patients with abnormal
analyte levels and normal appearing fetuses. The likeli-
hood of an adverse pregnancy outcome increases with
increasing number of abnormal marker levels in the same
screening test and with more extreme analyte values (77).
In the first trimester, maternal serum levels of PAPP-A
below the 5th percentile are independently associated
with obstetric complications, such as spontaneous fetal
and neonatal loss, fetal growth restriction, preeclampsia,
placental abruption, and preterm delivery (78), although
the PPV of this marker alone is poor (79). In the second
trimester, elevated hCG, AFP, and DIA levels in preg-
nancies without structural anomalies are associated with
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an increased risk of fetal death, fetal growth restriction,
and preeclampsia (80, 81). Although many of the asso-
ciations between maternal serum markers and adverse
obstetric outcomes are statistically significant, the sensi-
tivity and PPVs for the individual outcomes are too low
for them to be recommended as screening tests for
adverse pregnancy outcomes (77, 82). If these findings
are identified in the testing performed for fetal aneu-
ploidy, follow-up ultrasound examination for growth or
antenatal testing may be considered.


Maternal Conditions Associated With
Abnormal Cell-Free DNA Results
When a screen positive cell-free DNA result differs
from the fetal karyotype, the etiology may include
maternal mosaicism, such as mosaic maternal 45, X, or
in rare instances, it can occur secondary to a maternal
malignancy. Malignancy in pregnancy, defined as
cancer identified either in pregnancy or up to 1 year
postpartum, complicates about 1:1,000 pregnancies (83,
84). If a single monosomy (other than 45, X) or if more
than one aneuploidy is detected in a cell-free DNA
result, the incidence of malignancy is increased (85,
86). In patients with multiple aneuploidies identified
by cell-free DNA screening, the incidence of occult
malignancies was reported in one study to be 18%
(86) although follow-up data from this study are incom-
plete. Of the reported cases in this series, the majority of
malignancies have been hematologic but other types of
cancer, such as anal and colorectal malignancies, were
also identified. If unusual or multiple aneuploidies are
noted, a family history should be obtained for familial
cancer syndromes and a physical examination for
lymphadenopathy, breast, and thyroid masses should
be performed. A review of the patient’s complete blood
count, complete metabolic profile, Pap test, and fecal
occult blood testing followed by oncology consultation
and imaging studies should be considered (87). Given
the rarity of this presentation, no guidelines are avail-
able at this time. Patients with unusual or multiple aneu-
ploidies detected by cell-free DNA should be referred
for genetic counseling and maternal–fetal medicine
consultation.


Summary
of Recommendations


The following recommendations and conclusions are
based on good and consistent scientific evidence (Level A):


< Prenatal genetic screening (serum screening with or
without nuchal translucency [NT] ultrasound or


cell-free DNA screening) and diagnostic testing
(chorionic villus sampling [CVS] or amniocentesis)
options should be discussed and offered to all
pregnant women regardless of maternal age or risk
of chromosomal abnormality. After review and
discussion, every patient has the right to pursue or
decline prenatal genetic screening and diagnostic
testing.


< If screening is accepted, patients should have one
prenatal screening approach, and should not have
multiple screening tests performed simultaneously.


< Cell-free DNA is the most sensitive and specific
screening test for the common fetal aneuploidies.
Nevertheless, it has the potential for false-positive
and false-negative results. Furthermore, cell-free
DNA testing is not equivalent to diagnostic testing.


< All patients should be offered a second-trimester
ultrasound for fetal structural defects, since these
may occur with or without fetal aneuploidy; ideally
this is performed between 18 and 22 weeks of ges-
tation (with or without second‐trimester maternal
serum alpha‐fetoprotein).


< Patients with a positive screening test result for fetal
aneuploidy should undergo genetic counseling and a
comprehensive ultrasound evaluation with an oppor-
tunity for diagnostic testing to confirm results.


< Patients with a negative screening test result should be
made aware that this substantially decreases their risk
of the targeted aneuploidy but does not ensure that
the fetus is unaffected. The potential for a fetus to be
affected by genetic disorders that are not evaluated by
the screening or diagnostic test should also be re-
viewed. Even if patients have a negative screening
test result, they may choose diagnostic testing later in
pregnancy, particularly if additional findings become
evident such as fetal anomalies identified on ultra-
sound examination.


< Patients whose cell-free DNA screening test results
are not reported by the laboratory or are unin-
terpretable (a no‐call test result) should be informed
that test failure is associated with an increased risk of
aneuploidy, receive further genetic counseling and be
offered comprehensive ultrasound evaluation and
diagnostic testing.


< If an enlarged nuchal translucency or an anomaly is
identified on ultrasound examination, the patient
should be offered genetic counseling and diagnostic
testing for genetic conditions as well as a compre-
hensive ultrasound evaluation including detailed
ultrasonography at 18–22 weeks of gestation to
assess for structural abnormalities.
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The following recommendations and conclusions are
based on limited or inconsistent scientific evidence
(Level B):


< The use of cell-free DNA screening as follow-up for
patients with a screen positive serum analyte
screening test result is an option for patients who
want to avoid a diagnostic test. However, patients
should be informed that this approach may delay
definitive diagnosis and will fail to identify some
fetuses with chromosomal abnormalities.


< In clinical situations of an isolated soft ultrasono-
graphic marker (such as echogenic cardiac focus,
choroid plexus cyst, pyelectasis, short humerus or
femur length) where aneuploidy screening has not
been performed, the patient should be counseled
regarding the risk of aneuploidy associated with the
finding and cell-free DNA, quad screen testing, or
amniocentesis should be offered. If aneuploidy test-
ing is performed and is low-risk, then no further risk
assessment is needed. If more than one marker is
identified, then genetic counseling, maternal–fetal
medicine consultation, or both are recommended.


< No method of aneuploidy screening that includes a
serum sample is as accurate in twin gestations as it is
in singleton pregnancies; this information should be
incorporated into pretest counseling for patients with
multiple gestations.


< Cell-free DNA screening can be performed in twin
pregnancies. Overall, performance of screening for
trisomy 21 by cell-free DNA in twin pregnancies is
encouraging, but the total number of reported affected
cases is small. Given the small number of affected
cases it is difficult to determine an accurate detection
rate for trisomy 18 and 13.


< Because preimplantation genetic testing is not uni-
formly accurate, prenatal screening and prenatal
diagnosis should be offered to all patients regardless
of previous preimplantation genetic testing.


The following recommendations and conclusions
are based primarily on consensus and expert opinion
(Level C):


< The use of multiple serum screening approaches
performed independently (eg, a first-trimester
screening test followed by a quad screen as an
unlinked test) is not recommended because it will
result in an unacceptably high positive screening rate
and could deliver contradictory risk estimates.


< In multifetal gestations, if a fetal demise, vanishing
twin, or anomaly is identified in one fetus, there is a
significant risk of an inaccurate test result if serum-


based aneuploidy screening or cell-free DNA is used.
This information should be reviewed with the patient
and diagnostic testing should be offered.


< Patients with unusual or multiple aneuploidies de-
tected by cell-free DNA should be referred for genetic
counseling and maternal–fetal medicine consultation.
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The MEDLINE database, the Cochrane Library, and the
American College of Obstetricians and Gynecologists’
own internal resources and documents were used to
conduct a literature search to locate relevant articles
published between January 2000–February 2020. The
search was restricted to articles published in the English
language. Priority was given to articles reporting results
of original research, although review articles and com-
mentaries also were consulted. Abstracts of research
presented at symposia and scientific conferences were
not considered adequate for inclusion in this document.
Guidelines published by organizations or institutions
such as the National Institutes of Health and the Amer-
ican College of Obstetricians and Gynecologists were
reviewed, and additional studies were located by re-
viewing bibliographies of identified articles. When reli-
able research was not available, expert opinions from
obstetrician–gynecologists were used.


Studies were reviewed and evaluated for quality
according to the method outlined by the U.S.
Preventive Services Task Force:


I Evidence obtained from at least one properly de-
signed randomized controlled trial.


II-1 Evidence obtained from well-designed controlled
trials without randomization.


II-2 Evidence obtained from well-designed cohort or
case–control analytic studies, preferably from
more than one center or research group.


II-3 Evidence obtained from multiple time series with
or without the intervention. Dramatic results in
uncontrolled experiments also could be regarded
as this type of evidence.


III Opinions of respected authorities, based on clinical
experience, descriptive studies, or reports of expert
committees.


Based on the highest level of evidence found in the data,
recommendations are provided and graded according to
the following categories:


Level A—Recommendations are based on good and
consistent scientific evidence.


Level B—Recommendations are based on limited or
inconsistent scientific evidence.


Level C—Recommendations are based primarily on
consensus and expert opinion.
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This information is designed as an educational resource to aid clinicians in providing obstetric and gynecologic care, and use
of this information is voluntary. This information should not be considered as inclusive of all proper treatments or methods of
care or as a statement of the standard of care. It is not intended to substitute for the independent professional judgment of the
treating clinician. Variations in practice may be warranted when, in the reasonable judgment of the treating clinician, such
course of action is indicated by the condition of the patient, limitations of available resources, or advances in knowledge or
technology. The American College of Obstetricians and Gynecologists reviews its publications regularly; however, its
publications may not reflect the most recent evidence. Any updates to this document can be found on acog.org or by calling
the ACOG Resource Center.


While ACOG makes every effort to present accurate and reliable information, this publication is provided “as is” without any
warranty of accuracy, reliability, or otherwise, either express or implied. ACOG does not guarantee, warrant, or endorse the
products or services of any firm, organization, or person. Neither ACOG nor its officers, directors, members, employees, or agents
will be liable for any loss, damage, or claim with respect to any liabilities, including direct, special, indirect, or consequential
damages, incurred in connection with this publication or reliance on the information presented.


All ACOG committee members and authors have submitted a conflict of interest disclosure statement related to this published
product. Any potential conflicts have been considered and managed in accordance with ACOG’s Conflict of Interest Disclosure
Policy. The ACOG policies can be found on acog.org. For products jointly developed with other organizations, conflict of interest
disclosures by representatives of the other organizations are addressed by those organizations. The American College of
Obstetricians and Gynecologists has neither solicited nor accepted any commercial involvement in the development of the
content of this published product.


The information is designed to aid practitioners in making decisions about appropriate obstetric and gynecologic care. These
guidelines should not be construed as dictating an exclusive course of treatment or procedure. Variations in practice may be
warranted based on the needs of the individual patient, resources, and limitations unique to the institution or type of practice.
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Non-Invasive Prenatal Testing (NIPTs) Clinical Criteria 


Cell-free DNA screens for aneuploidies use the analysis of fetal cell-free DNA fragments in              
the maternal circulation starting at about 9–10 weeks of pregnancy. The American College             
of Obstetrics and Gynecology (ACOG) has recommended that screening (serum screening           
with or without Nuchal Translucency (NT) ultrasound or cell-free DNA screening) and            
diagnostic testing (Chorionic Villus Sampling or Amniocentesis) for chromosomal         
abnormalities should be discussed and offered to all patients early in pregnancy regardless             
of maternal age or baseline risk1. 


● NIPTs will be considered for coverage when ALL of the criteria below are met,              
confirmed with supporting medical documentation. 


I.        Criteria for Approval 


No Preauthorization Required for: 
NIPTs will be a covered benefit without the need for preauthorization: Trisomy 21, 18, 13               
Screening with Gender Identification (if chosen).  
 
❏ NIPTs is a covered benefit for all pregnant patients, excluding multiple gestation,            


starting the 10th week of gestation, who elect as their sole option of screening for               
Trisomy 21, 18, & 13 in pregnancy.* 
 
*ACOG recommends that if a patient chooses NIPTs screening for aneuploidy, only            
one screening approach should be used. Therefore it is not recommended/covered           
to also undergo 1st trimester or 2nd trimester serum screening1. 
 


 
Preauthorization is Required for: 


NIPTs testing for: 


● Trisomy screening and Sex Chromosomal Analysis (SCA) 
● Trisomy screening , SCA, and microdeletions  


1 







Will be considered when the recipient meets one or more of the following conditions: 


❏ Fetal ultrasound findings for fetuses with ultrasound abnormalities, especially with          
either ultrasound structural or gonadal anomalies. 


❏ The recipient must have pre and post-test genetic counseling with a Maternal Fetal             
Medicine (MFM) physician or certified genetic counselor. 


For more information and guidance on ordering please refer to the NIPTs Ordering             
Guidelines. 


EXCLUDED FROM COVERAGE: The following indications for NIPTs testing are          
investigational and are excluded from coverage: 


❏ Testing as a follow-up to an abnormal 1st or 2nd trimester screening. 
❏ Low Fetal Fraction on initial NIPTs testing (counseling and diagnostic testing           


recommended 1). 
❏ Cases with a known co-twin demise (vanishing twin syndrome). 
❏ Screening for trisomies other than 21, 18 and 13. 
❏ Screening for single-gene disorders. 
❏ Whole genome NIPTs. 
❏ When used to determine genetic cause of miscarriage or fetal demise (e.g.,            


missed abortion, incomplete abortion). 


II. Billing Code/Information


Codes that do not require preauthorization: 


Codes that require  preauthorization: 


2 


81420 Fetal chromosomal aneuploidy (e.g., trisomy 21, monosomy X) genomic sequence          
analysis panel, circulating cell-free fetal DNA in maternal blood, must include           
analysis of chromosomes 13, 18, and 21.  


81507 Fetal aneuploidy (trisomy 21, 18, and 13) DNA sequence analysis of selected            
regions using maternal plasma, algorithm reported as a risk score for each trisomy.  


81422 Fetal chromosomal microdeletion(s) genomic sequence analysis (e.g., DiGeorge        
syndrome, Cri-du-chat syndrome), circulating cell-free fetal DNA in maternal         
blood.  



http://mmcp.health.maryland.gov/Documents/NIPTS%20Ordering%20Guidelines.pdf

http://oit-msdn-sp3:32347/Documents/NIPTS%20Ordering%20Guidelines.pdf





 


 


Prior authorization of benefits is not the practice of medicine nor the substitute for the               


independent medical judgment of a treating medical provider. The materials provided are a             


component used to assist in making coverage decisions and administering benefits. Prior            


authorization does not constitute a contract or guarantee regarding member eligibility or            


payment. Prior authorization criteria are established based on a collaborative effort using input             


from the current medical literature and based on evidence available at the time.  
  
 


 


Approved by MDH Clinical Criteria Committee: 12/10/2020 


Last Reviewed Date: 12/10/2020 
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81479 Unlisted molecular pathology procedure  











The vast majority of national commercial health plans (Aetna, Cigna, Anthem, Blues, HCSC, Humana)
and Managed Medicaid plans (Centene, Amerihealth, Amerigroup, etc.) have removed Prior
Authorization for this testing, in light of it being a covered service for all women regardless of age or
risk factors. It would be extremely problematic for WA Board of Health to mandate otherwise.
 
Thank you in advance for the opportunity to allow public comment on the proposed changes.
 
Dr. Martin is copied here, and can be reached at this email address, should you or your associates
have questions or comments on this submission.
 
Warmly,
 
 
Jennifer O’Neill
Sr. Director, Market Access
Natera, Inc.
Cell: 704-408-3477
Email: joneill@natera.com
 

mailto:joneill@natera.com
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External Email

Margaret,
I very much share your concerns. I have also shared my concerns with Dr. Umair Shah, Secretary of
WA DOH especially concerning the lack of reporting at the state/county level on VAERS incidents in
our state.
 
I also followed up to ask for the specific VAERS Covid-19 ID # to get the most specific reporting on
adverse effects from these vaccines possible. I’ve asked for this twice from DOH and have never
gotten a response.
 
The lack of willingness to report out this available VAERS information to the people of Washington is
extremely concerning at best, especially when DOH very closely tracks every other data point leading
up to building the case for a person to get a vaccine but aren’t as concerned about closely tracking
adverse effects after the vaccine. After a person gets the vaccine it’s as if DOH no longer truly cares
about the well-being of the person after the required 15 minute wait a person has to do after getting
the vaccine. To me not closely tracking and reporting the adverse effects is not ensuring the overall
health and well-being of our citizens, especially long term.
 
I am continuing to work on this issue but it will take more State Health Leaders who are willing to
change the process to make it happen – that’s why I’ve left the WSBOH on this email. Maybe one of
them will agree and work with me to include reporting out on VAERS/adverse effects of the Covid-19
vaccines information to Washingtonians and make this as visible to the public as the number of
cases, deaths, and hospitalizations.
 
Thank you for reaching out on this important issue.
 
Best,
Vicki
 

Vicki Kraft
WA State Representative
17th Legislative District
Olympia Office: 360-786-7994

mailto:Vicki.Kraft@leg.wa.gov
mailto:tweetfamily@comcast.net
mailto:WSBOH@SBOH.WA.GOV



RE: Vaccine Allocation Response

		From

		Kraft, Rep. Vicki

		To

		Shah, Umair A (DOH); Wilson, Lynda; Rivers, Ann; Braun, John; Cleveland, Annette; King, Curtis; Harris, Paul; Vick, Brandon; Orcutt, Ed; Wylie, Sharon; Stonier, Monica; Hoff, Rep. Larry; Abbarno, Rep. Peter; Corry, Rep. Chris; Mosbrucker, Rep. Gina; Melnick, Alan (DOHi)

		Cc

		Voris, Molly (GOV); Shirk, Drew (GOV); Streuli, Nick (GOV); Hoss, Schuyler (GOV); Wilson, Morgan (GOV); Lindquist, Scott W  (DOH); Fehrenbach, Lacy M (DOH); Sugarman, Travis S (DOH); Roberts, Michele  (DOH); Allen, Sheanne (DOH)

		Recipients

		umair.shah@doh.wa.gov; lynda.wilson@leg.wa.gov; Ann.Rivers@leg.wa.gov; john.braun@leg.wa.gov; annette.cleveland@leg.wa.gov; curtis.king@leg.wa.gov; paul.harris@leg.wa.gov; brandon.vick@leg.wa.gov; ed.orcutt@leg.wa.gov; sharon.wylie@leg.wa.gov; monica.stonier@leg.wa.gov; Larry.Hoff@leg.wa.gov; Peter.Abbarno@leg.wa.gov; Chris.Corry@leg.wa.gov; Gina.Mosbrucker@leg.wa.gov; alan.melnick@clark.wa.gov; Molly.Voris@gov.wa.gov; drew.shirk@gov.wa.gov; Nick.Streuli@gov.wa.gov; Schuyler.Hoss@GOV.WA.GOV; Morgan.Wilson@gov.wa.gov; scott.lindquist@doh.wa.gov; lacy.fehrenbach-marosfalvy@doh.wa.gov; travis.sugarman@doh.wa.gov; Michele.Roberts@doh.wa.gov; Sheanne.Allen@doh.wa.gov



Secretary Shah,





As Washington’s new Secretary of Department of Health, I appreciate this opportunity to connect with you. Upon review of your letter, I found it interesting, or maybe ironic, that my name was listed at the top of the letter. I have never reached out to you, DOH, or any public health official on this particular issue. I also never, to my office’s understanding, received an invitation to a call or meeting from you or your office to discuss this issue and therefore was not part of the discussion you referenced. 





 





However, I will take this opportunity to tell you what my concerns are. I have serious concerns about a rushed vaccine that’s now being distributed in mass. What typically takes 3-5 years to research, develop, properly test, and get FDA approval before distribution can occur was amazingly condensed down to less than 1 year. One specific conversation I had with a medical professional who is involved in these type of research efforts said it’s very unlikely the necessary and comprehensive testing needed to ensure truly safe vaccines was done. Given the FDA also granted only an emergency use authorization and various medical officials have commented publicly on the lack of properly completed trials on humans, it certainly gives one pause to say the least.





 





To my point above, is the description of the Moderna emergency use authorization below:





“The United States FDA has made the Moderna COVID-19 Vaccine available under an emergency access mechanism called an EUA. The EUA is supported by a Secretary of Health and Human Services (HHS) declaration that circumstances exist to justify the emergency use of drugs and biological products during the COVID-19 pandemic. The Moderna COVID-19 Vaccine has not undergone the same type of review as an FDA approved or cleared product.”





 





https://www.fda.gov/media/144638/download#:~:text=The%20FDA%20has%20authorized%20the,Authorization%20(EUA)





 





And the Pfizer-BioNTech vaccine has the same FDA emergency use authorization.





 





Another major concern I have is that for all the state and county-level data tracking on the number of positive cases and deaths that has been done in order to justify the need for a vaccine, now that vaccines are being given in mass when I’ve asked WA DOH and our Clark County Public Health Officer, what’s being done to track negative side effects that people have from the Covid-19 vaccine I was told in both cases the federal VAERS/Vaccine Adverse Effect Reporting System is being used for this purpose. Why would the state, all the counties, and the media track and publicly report so closely and daily on cases/deaths that were used to push a vaccine to “get it in people’s arms”, yet the state and counties don’t care enough about checking up on the well-being of our people to as closely track the number, type, and severity of negative side effects people may have beyond the 30 min. after getting the vaccine? The national CDC has also been tracking cases/deaths but the state didn’t just rely on the CDC’s reporting for these items the state did its own research. So, why would we now only rely on the national CDC’s VAERS system or V-safe app to track and report negative side effects? At the very least, I would ask you / DOH to also put out to the public and media on a daily basis, just like you do for Covid-19 cases and deaths, the number of negative side effects happening in our state – short term and long term. No one really knows supposedly, what the long-term side effects will be and it’s troubling that we aren’t more closely and purposefully tracking this at the state level. I would also argue that even though our seniors in Long-Term Care Facilities are under a federal distribution program, we should be closely tracking any negative side effects they experience as well. They are arguably our most vulnerable population so we should be closely tracking and reporting on their well-being, or not, related to these Covid-19 vaccines. 





 





Will you as the head of WA DOH start actively and publicly reporting the number of cases and types of Covid-19 vaccine negative side effects? Even if it is coming from VAERS to start, that’s better than nothing. I’m not sure if the WA IIS /Immunization Information System has been updated and is being used for this purpose but if there is any use for the IIS, tracking negative side effects would be the most important use.





 





I will wrap up by saying I have so many concerns with what I see taking place in our state all in the name of Covid-19 that I introduced HB 1305 to make sure people have the right to choose whether or not they get a vaccine or follow any other health-related measure. Whether it’s the items I noted above, a complete and much too long shut-down of our economy and schools based on what one of our County Health Officials called while on a legislative-related phone call this summer, “Coronavirus – a garden variety of the common cold”, a Governor who has acted for far too long as a one-person government which is a complete violation of our state constitution, people’s first amendment rights violated by forcing people to wear masks when they haven’t even truly been proven to be effective in preventing any virus, forcing people to isolate with social distancing and all the mental health problems and suicides we’ve seen as a result, and I could go on but I won’t.





 





I just want to be clear about my concerns, so you know what they truly are. I look forward to your feedback on my questions and concerns which are stated above. Thank you in advance.





 





Sincerely,





Vicki





 











Vicki Kraft





WA State Representative 





17th Legislative District





Olympia Office: 360-786-7994





District Office: 360-258-1466





http://vickikraft.houserepublicans.wa.gov/





 





Sign up to receive my email updates by clicking the link below:





https://public.govdelivery.com/accounts/WALEGHRCKRAFT/subscriber/new





 





Learn how you can testify on legislative bills and be involved in the legislative process this session:





https://leg.wa.gov/legislature/Documents/2020/Accessing%20the%20Legislature%20remotely.pdf?csf=1&e=V7Lscu





 





 











 





 





From: Shah, Umair A (DOH) <umair.shah@doh.wa.gov> 
Sent: Wednesday, March 3, 2021 8:34 AM
To: Wilson, Sen. Lynda <Lynda.Wilson@leg.wa.gov>; Rivers, Sen. Ann <Ann.Rivers@leg.wa.gov>; Braun, Sen. John <John.Braun@leg.wa.gov>; Cleveland, Sen. Annette <Annette.Cleveland@leg.wa.gov>; King, Sen. Curtis <Curtis.King@leg.wa.gov>; Harris, Rep. Paul <Paul.Harris@leg.wa.gov>; Vick, Rep. Brandon <Brandon.Vick@leg.wa.gov>; Orcutt, Rep. Ed <Ed.Orcutt@leg.wa.gov>; Wylie, Rep. Sharon <Sharon.Wylie@leg.wa.gov>; Stonier, Rep. Monica Jurado <Monica.Stonier@leg.wa.gov>; Kraft, Rep. Vicki <Vicki.Kraft@leg.wa.gov>; Hoff, Rep. Larry <Larry.Hoff@leg.wa.gov>; Abbarno, Rep. Peter <Peter.Abbarno@leg.wa.gov>; Corry, Rep. Chris <Chris.Corry@leg.wa.gov>; Mosbrucker, Rep. Gina <Gina.Mosbrucker@leg.wa.gov>; Melnick, Alan (DOHi) <alan.melnick@clark.wa.gov>
Cc: Voris, Molly (GOV) <Molly.Voris@gov.wa.gov>; Shirk, Drew (GOV) <drew.shirk@gov.wa.gov>; Streuli, Nick (GOV) <Nick.Streuli@gov.wa.gov>; Hoss, Schuyler (GOV) <Schuyler.Hoss@GOV.WA.GOV>; Wilson, Morgan (GOV) <Morgan.Wilson@gov.wa.gov>; Lindquist, Scott W (DOH) <scott.lindquist@doh.wa.gov>; Fehrenbach, Lacy M (DOH) <lacy.fehrenbach-marosfalvy@doh.wa.gov>; Sugarman, Travis S (DOH) <travis.sugarman@doh.wa.gov>; Roberts, Michele (DOH) <Michele.Roberts@doh.wa.gov>; Allen, Sheanne (DOH) <Sheanne.Allen@doh.wa.gov>
Subject: Vaccine Allocation Response





 





CAUTION:External email.





 





Dear Senators, Representatives, and Dr. Melnick:





 





Thank you for your time on Saturday and the opportunity to respond to your concerns. I have a attached a letter with additional information.





 





Please let me know if there’s anything more we can do to help.






Best,





 





Umair S.





 





 





Umair A. Shah, MD, MPH





Secretary of Health





Washington State Department of Health





umair.shah@doh.wa.gov





360-236-4020 | www.doh.wa.gov 





@WADeptHealth|@WaHealthSec|@ushahmd











 





 





CAUTION: This email originated from outside of the Legislature. Do not click links or open attachments unless you recognize the sender and know the content is safe.





 










image004.png

image004.png





image005.png

image005.png





image001.png

image001.png






RE: Vaccine Allocation Response

		From

		Kraft, Rep. Vicki

		To
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		Cc

		Voris, Molly (GOV); Shirk, Drew (GOV); Streuli, Nick (GOV); Hoss, Schuyler (GOV); Wilson, Morgan (GOV); Lindquist, Scott W  (DOH); Fehrenbach, Lacy M (DOH); Sugarman, Travis S (DOH); Allen, Sheanne (DOH); Cooper, Kelly (DOH)

		Recipients

		Michele.Roberts@doh.wa.gov; umair.shah@doh.wa.gov; lynda.wilson@leg.wa.gov; Ann.Rivers@leg.wa.gov; john.braun@leg.wa.gov; annette.cleveland@leg.wa.gov; curtis.king@leg.wa.gov; paul.harris@leg.wa.gov; brandon.vick@leg.wa.gov; ed.orcutt@leg.wa.gov; sharon.wylie@leg.wa.gov; monica.stonier@leg.wa.gov; Larry.Hoff@leg.wa.gov; Peter.Abbarno@leg.wa.gov; Chris.Corry@leg.wa.gov; Gina.Mosbrucker@leg.wa.gov; alan.melnick@clark.wa.gov; Molly.Voris@gov.wa.gov; drew.shirk@gov.wa.gov; Nick.Streuli@gov.wa.gov; Schuyler.Hoss@GOV.WA.GOV; Morgan.Wilson@gov.wa.gov; scott.lindquist@doh.wa.gov; lacy.fehrenbach-marosfalvy@doh.wa.gov; travis.sugarman@doh.wa.gov; Sheanne.Allen@doh.wa.gov; Kelly.Cooper@DOH.WA.GOV



Michele,





Thank you for your reply. 





 





I do understand the VAERS system is monitored at the federal level and they are the ones who typically track vaccine adverse effects. I still believe we need to be very actively and closely tracking any negative / adverse effects from the vaccine for the reasons stated in my email below to make sure Washingtonians have the best and most responsive follow-up from our health officials to address any serious, unforeseen issues that may arise.





 





Please advise on how DOH is actively tracking and responding to any adverse side effects reported in our state.





 





Also, would you send me the VAERS ID# to use to pull the data for Covid-19 vaccines? I’ve asked for it from DOH previously but did not receive it. I’d like to use it to get more specific data from our state from the VAERS system at the link below.





 





https://vaers.hhs.gov/data.html





 





 





Thank you for your help on this important issue.





 





Best,





Vicki





 











Vicki Kraft





WA State Representative 





17th Legislative District





Olympia Office: 360-786-7994





District Office: 360-258-1466





http://vickikraft.houserepublicans.wa.gov/





 





Sign up to receive my email updates by clicking the link below:





https://public.govdelivery.com/accounts/WALEGHRCKRAFT/subscriber/new





 





Learn how you can testify on legislative bills and be involved in the legislative process this session:





https://leg.wa.gov/legislature/Documents/2020/Accessing%20the%20Legislature%20remotely.pdf?csf=1&e=V7Lscu





 





 











 





 





From: Roberts, Michele (DOH) <Michele.Roberts@doh.wa.gov> 
Sent: Monday, March 8, 2021 5:45 PM
To: Kraft, Rep. Vicki <Vicki.Kraft@leg.wa.gov>; Shah, Umair A (DOH) <umair.shah@doh.wa.gov>; Wilson, Sen. Lynda <Lynda.Wilson@leg.wa.gov>; Rivers, Sen. Ann <Ann.Rivers@leg.wa.gov>; Braun, Sen. John <John.Braun@leg.wa.gov>; Cleveland, Sen. Annette <Annette.Cleveland@leg.wa.gov>; King, Sen. Curtis <Curtis.King@leg.wa.gov>; Harris, Rep. Paul <Paul.Harris@leg.wa.gov>; Vick, Rep. Brandon <Brandon.Vick@leg.wa.gov>; Orcutt, Rep. Ed <Ed.Orcutt@leg.wa.gov>; Wylie, Rep. Sharon <Sharon.Wylie@leg.wa.gov>; Stonier, Rep. Monica Jurado <Monica.Stonier@leg.wa.gov>; Hoff, Rep. Larry <Larry.Hoff@leg.wa.gov>; Abbarno, Rep. Peter <Peter.Abbarno@leg.wa.gov>; Corry, Rep. Chris <Chris.Corry@leg.wa.gov>; Mosbrucker, Rep. Gina <Gina.Mosbrucker@leg.wa.gov>; Melnick, Alan (DOHi) <alan.melnick@clark.wa.gov>
Cc: Voris, Molly (GOV) <Molly.Voris@gov.wa.gov>; Shirk, Drew (GOV) <drew.shirk@gov.wa.gov>; Streuli, Nick (GOV) <Nick.Streuli@gov.wa.gov>; Hoss, Schuyler (GOV) <Schuyler.Hoss@GOV.WA.GOV>; Wilson, Morgan (GOV) <Morgan.Wilson@gov.wa.gov>; Lindquist, Scott W (DOH) <scott.lindquist@doh.wa.gov>; Fehrenbach, Lacy M (DOH) <lacy.fehrenbach-marosfalvy@doh.wa.gov>; Sugarman, Travis S (DOH) <travis.sugarman@doh.wa.gov>; Allen, Sheanne (DOH) <Sheanne.Allen@doh.wa.gov>; Cooper, Kelly <kelly.cooper@doh.wa.gov>
Subject: RE: Vaccine Allocation Response





 





CAUTION:External email.





 





Dear Representative Kraft,





 





Thank you for the letter you sent to Secretary Shah to share your concerns. I am responding on his behalf. We received a letter from some Clark County legislative members about COVID vaccine allocations in Clark County, which led to a follow-up meeting with those members. However the response that went back went to all Clark County legislative members and not just those who sent us the letter, so that is why you received it. 





 





I wanted to respond to your request for us to actively and publicly report the number of cases and types of COVID-19 vaccine negative side effects. We agree that this is important information that people are interested in and need access to. As you noted below, it is the federal government’s role to monitor and report on vaccine safety and they do so through the Vaccine Adverse Event Reporting System (VAERS). This comprehensive system has been in existence since 1986 and is accessible to the public; you are able to search by state, type of vaccine and other fields to get the information you requested in your letter. It wouldn’t be efficient for us to duplicate this resource, however we can make it more visible to the public and I have asked my staff to work on this. 





 





Thank you for bringing this to our attention.





 





Sincerely,





 





Michele





 





Michele Roberts, MPH, MCHES     





Acting Assistant Secretary 





Prevention and Community Health Division





Washington State Department of Health





Michele.Roberts@doh.wa.gov





360-791-6724 | www.doh.wa.gov











 





 





 





From: Kraft, Rep. Vicki <Vicki.Kraft@leg.wa.gov> 
Sent: Thursday, March 4, 2021 10:16 AM
To: Shah, Umair A (DOH) <umair.shah@doh.wa.gov>; Wilson, Lynda <lynda.wilson@leg.wa.gov>; Rivers, Ann <Ann.Rivers@leg.wa.gov>; Braun, John <john.braun@leg.wa.gov>; Cleveland, Annette <annette.cleveland@leg.wa.gov>; King, Curtis <curtis.king@leg.wa.gov>; Harris, Paul <paul.harris@leg.wa.gov>; Vick, Brandon <brandon.vick@leg.wa.gov>; Orcutt, Ed <ed.orcutt@leg.wa.gov>; Wylie, Sharon <sharon.wylie@leg.wa.gov>; Stonier, Monica <monica.stonier@leg.wa.gov>; Hoff, Rep. Larry <Larry.Hoff@leg.wa.gov>; Abbarno, Rep. Peter <Peter.Abbarno@leg.wa.gov>; Corry, Rep. Chris <Chris.Corry@leg.wa.gov>; Mosbrucker, Rep. Gina <Gina.Mosbrucker@leg.wa.gov>; Melnick, Alan (DOHi) <alan.melnick@clark.wa.gov>
Cc: Voris, Molly (GOV) <Molly.Voris@gov.wa.gov>; Shirk, Drew (GOV) <drew.shirk@gov.wa.gov>; Streuli, Nick (GOV) <Nick.Streuli@gov.wa.gov>; Hoss, Schuyler (GOV) <Schuyler.Hoss@GOV.WA.GOV>; Wilson, Morgan (GOV) <Morgan.Wilson@gov.wa.gov>; Lindquist, Scott W (DOH) <scott.lindquist@doh.wa.gov>; Fehrenbach, Lacy M (DOH) <lacy.fehrenbach-marosfalvy@doh.wa.gov>; Sugarman, Travis S (DOH) <travis.sugarman@doh.wa.gov>; Roberts, Michele (DOH) <Michele.Roberts@doh.wa.gov>; Allen, Sheanne (DOH) <Sheanne.Allen@doh.wa.gov>
Subject: RE: Vaccine Allocation Response





 





External Email





Secretary Shah,





As Washington’s new Secretary of Department of Health, I appreciate this opportunity to connect with you. Upon review of your letter, I found it interesting, or maybe ironic, that my name was listed at the top of the letter. I have never reached out to you, DOH, or any public health official on this particular issue. I also never, to my office’s understanding, received an invitation to a call or meeting from you or your office to discuss this issue and therefore was not part of the discussion you referenced. 





 





However, I will take this opportunity to tell you what my concerns are. I have serious concerns about a rushed vaccine that’s now being distributed in mass. What typically takes 3-5 years to research, develop, properly test, and get FDA approval before distribution can occur was amazingly condensed down to less than 1 year. One specific conversation I had with a medical professional who is involved in these type of research efforts said it’s very unlikely the necessary and comprehensive testing needed to ensure truly safe vaccines was done. Given the FDA also granted only an emergency use authorization and various medical officials have commented publicly on the lack of properly completed trials on humans, it certainly gives one pause to say the least.





 





To my point above, is the description of the Moderna emergency use authorization below:





“The United States FDA has made the Moderna COVID-19 Vaccine available under an emergency access mechanism called an EUA. The EUA is supported by a Secretary of Health and Human Services (HHS) declaration that circumstances exist to justify the emergency use of drugs and biological products during the COVID-19 pandemic. The Moderna COVID-19 Vaccine has not undergone the same type of review as an FDA approved or cleared product.”





 





https://www.fda.gov/media/144638/download#:~:text=The%20FDA%20has%20authorized%20the,Authorization%20(EUA)





 





And the Pfizer-BioNTech vaccine has the same FDA emergency use authorization.





 





Another major concern I have is that for all the state and county-level data tracking on the number of positive cases and deaths that has been done in order to justify the need for a vaccine, now that vaccines are being given in mass when I’ve asked WA DOH and our Clark County Public Health Officer, what’s being done to track negative side effects that people have from the Covid-19 vaccine I was told in both cases the federal VAERS/Vaccine Adverse Effect Reporting System is being used for this purpose. Why would the state, all the counties, and the media track and publicly report so closely and daily on cases/deaths that were used to push a vaccine to “get it in people’s arms”, yet the state and counties don’t care enough about checking up on the well-being of our people to as closely track the number, type, and severity of negative side effects people may have beyond the 30 min. after getting the vaccine? The national CDC has also been tracking cases/deaths but the state didn’t just rely on the CDC’s reporting for these items the state did its own research. So, why would we now only rely on the national CDC’s VAERS system or V-safe app to track and report negative side effects? At the very least, I would ask you / DOH to also put out to the public and media on a daily basis, just like you do for Covid-19 cases and deaths, the number of negative side effects happening in our state – short term and long term. No one really knows supposedly, what the long-term side effects will be and it’s troubling that we aren’t more closely and purposefully tracking this at the state level. I would also argue that even though our seniors in Long-Term Care Facilities are under a federal distribution program, we should be closely tracking any negative side effects they experience as well. They are arguably our most vulnerable population so we should be closely tracking and reporting on their well-being, or not, related to these Covid-19 vaccines. 





 





Will you as the head of WA DOH start actively and publicly reporting the number of cases and types of Covid-19 vaccine negative side effects? Even if it is coming from VAERS to start, that’s better than nothing. I’m not sure if the WA IIS /Immunization Information System has been updated and is being used for this purpose but if there is any use for the IIS, tracking negative side effects would be the most important use.





 





I will wrap up by saying I have so many concerns with what I see taking place in our state all in the name of Covid-19 that I introduced HB 1305 to make sure people have the right to choose whether or not they get a vaccine or follow any other health-related measure. Whether it’s the items I noted above, a complete and much too long shut-down of our economy and schools based on what one of our County Health Officials called while on a legislative-related phone call this summer, “Coronavirus – a garden variety of the common cold”, a Governor who has acted for far too long as a one-person government which is a complete violation of our state constitution, people’s first amendment rights violated by forcing people to wear masks when they haven’t even truly been proven to be effective in preventing any virus, forcing people to isolate with social distancing and all the mental health problems and suicides we’ve seen as a result, and I could go on but I won’t.





 





I just want to be clear about my concerns, so you know what they truly are. I look forward to your feedback on my questions and concerns which are stated above. Thank you in advance.





 





Sincerely,





Vicki





 











Vicki Kraft





WA State Representative 





17th Legislative District





Olympia Office: 360-786-7994





District Office: 360-258-1466





http://vickikraft.houserepublicans.wa.gov/





 





Sign up to receive my email updates by clicking the link below:





https://public.govdelivery.com/accounts/WALEGHRCKRAFT/subscriber/new





 





Learn how you can testify on legislative bills and be involved in the legislative process this session:





https://leg.wa.gov/legislature/Documents/2020/Accessing%20the%20Legislature%20remotely.pdf?csf=1&e=V7Lscu





 





 











 





 





From: Shah, Umair A (DOH) <umair.shah@doh.wa.gov> 
Sent: Wednesday, March 3, 2021 8:34 AM
To: Wilson, Sen. Lynda <Lynda.Wilson@leg.wa.gov>; Rivers, Sen. Ann <Ann.Rivers@leg.wa.gov>; Braun, Sen. John <John.Braun@leg.wa.gov>; Cleveland, Sen. Annette <Annette.Cleveland@leg.wa.gov>; King, Sen. Curtis <Curtis.King@leg.wa.gov>; Harris, Rep. Paul <Paul.Harris@leg.wa.gov>; Vick, Rep. Brandon <Brandon.Vick@leg.wa.gov>; Orcutt, Rep. Ed <Ed.Orcutt@leg.wa.gov>; Wylie, Rep. Sharon <Sharon.Wylie@leg.wa.gov>; Stonier, Rep. Monica Jurado <Monica.Stonier@leg.wa.gov>; Kraft, Rep. Vicki <Vicki.Kraft@leg.wa.gov>; Hoff, Rep. Larry <Larry.Hoff@leg.wa.gov>; Abbarno, Rep. Peter <Peter.Abbarno@leg.wa.gov>; Corry, Rep. Chris <Chris.Corry@leg.wa.gov>; Mosbrucker, Rep. Gina <Gina.Mosbrucker@leg.wa.gov>; Melnick, Alan (DOHi) <alan.melnick@clark.wa.gov>
Cc: Voris, Molly (GOV) <Molly.Voris@gov.wa.gov>; Shirk, Drew (GOV) <drew.shirk@gov.wa.gov>; Streuli, Nick (GOV) <Nick.Streuli@gov.wa.gov>; Hoss, Schuyler (GOV) <Schuyler.Hoss@GOV.WA.GOV>; Wilson, Morgan (GOV) <Morgan.Wilson@gov.wa.gov>; Lindquist, Scott W (DOH) <scott.lindquist@doh.wa.gov>; Fehrenbach, Lacy M (DOH) <lacy.fehrenbach-marosfalvy@doh.wa.gov>; Sugarman, Travis S (DOH) <travis.sugarman@doh.wa.gov>; Roberts, Michele (DOH) <Michele.Roberts@doh.wa.gov>; Allen, Sheanne (DOH) <Sheanne.Allen@doh.wa.gov>
Subject: Vaccine Allocation Response





 





CAUTION:External email.





 





Dear Senators, Representatives, and Dr. Melnick:





 





Thank you for your time on Saturday and the opportunity to respond to your concerns. I have a attached a letter with additional information.





 





Please let me know if there’s anything more we can do to help.






Best,





 





Umair S.





 





 





Umair A. Shah, MD, MPH





Secretary of Health





Washington State Department of Health





umair.shah@doh.wa.gov





360-236-4020 | www.doh.wa.gov 





@WADeptHealth|@WaHealthSec|@ushahmd











 





 





CAUTION: This email originated from outside of the Legislature. Do not click links or open attachments unless you recognize the sender and know the content is safe.
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From: MARGARET TWEET <tweetfamily@comcast.net> 
Sent: Friday, April 9, 2021 11:26 AM
To: DOH WSBOH <WSBOH@SBOH.WA.GOV>
Subject: Public Comment for April 14 State Board of Health Public Meeting
 
CAUTION:External email.
 
1) Please do NOT approve rules that require vaccine passports in WA state in
order to access public services. Vaccination status should not be used as a basis
for discrimination against residents who choose not to get vaccinated. Residents
should have access to public services without coercion to accept unwanted medical
interventions. Private businesses that offer essential services to the public such as
groceries, gas, home repair products etc likewise should not be allowed to
discriminate against residents who choose not to get vaccinated. Please do not
eliminate religious exemptions to vaccination. 
 
2) Please better inform the public about the Vaccine Adverse Events Reporting
System including how to report adverse events and deaths after vaccination.
See this link VAERS - Report an Adverse Event (hhs.gov)
Number of COVID Vaccine Injuries Reported to VAERS Surpasses 50,000, CDC
Data Show • Children's Health Defense
Data released today by the Centers for Disease Control and Prevention (CDC) on the
number of injuries and deaths reported to the  Vaccine Adverse Event Reporting
System (VAERS) following  COVID vaccines revealed steadily rising numbers, but no
new trends. VAERS is the primary mechanism for reporting adverse vaccine
reactions in the U.S. Reports submitted to VAERS require further investigation before
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fleg.wa.gov%2Flegislature%2FDocuments%2F2020%2FAccessing%2520the%2520Legislature%2520remotely.pdf%3Fcsf%3D1%26e%3DV7Lscu&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254119921%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=xRiOZrrENNAjK2ihgxSWGaDTL7TsDAwSJv4LUyn1%2BuU%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fleg.wa.gov%2Flegislature%2FDocuments%2F2020%2FAccessing%2520the%2520Legislature%2520remotely.pdf%3Fcsf%3D1%26e%3DV7Lscu&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254119921%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=xRiOZrrENNAjK2ihgxSWGaDTL7TsDAwSJv4LUyn1%2BuU%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fvaers.hhs.gov%2Freportevent.html&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254119921%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=2DP7CY630LA3Ed%2B2kzvNKfcb6GpF%2B1yu3SMGoyJw1aY%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fchildrenshealthdefense.org%2Fdefender%2Fcovid-vaccine-injuries-vaers-cdc%2F&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254129874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=bWCP0EjxDJ%2BLRWKwCXm7fcHD90LFbshkC5W4wAYPhAI%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fchildrenshealthdefense.org%2Fdefender%2Fcovid-vaccine-injuries-vaers-cdc%2F&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254129874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=bWCP0EjxDJ%2BLRWKwCXm7fcHD90LFbshkC5W4wAYPhAI%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fvaers.hhs.gov%2Freportevent.html&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254129874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=ZS19swQCubDH1jIyQ5F%2F%2FdWCwCzgmjr9Sx%2FNjSe5HgE%3D&reserved=0
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a causal relationship can be confirmed.
 
Every Friday,  VAERS makes public all vaccine injury reports received to the system
as of Friday of the previous week. Today’s data show that between Dec. 14, 2020,
and March 26, a total of  50,861 total adverse events were reported to VAERS,
including  2,249 deaths — an increase of 199 over the previous seven days — and 
7,726 serious injuries, up 631 over the same time period.
 
Of the 2,249 deaths reported as of March 26, 28% occurred within 48 hours of
vaccination, 19% occurred within 24 hours and 43% occurred in people who became
ill within 48 hours of being vaccinated.
 
In the U.S.,  136.7 million COVID vaccine doses had been administered as of March
26.
This week’s VAERS data show:

19% of deaths were related to cardiac disorders.
45% of those who died were male, 43% were female and the remaining death
reports did not include gender of the deceased.
The average age of those who died was 77.7 and the youngest death was an
18-year-old.
As of March 26, 341 pregnant women had reported adverse events related to
COVID vaccines, including 104 reports of miscarriage or premature birth.
Of the 578 cases of Bell’s Palsy reported, 63% of cases were reported
after Pfizer-BioNTech vaccinations — almost twice as many as reported (36%)
following vaccination with the Moderna vaccine. Seven cases of Bell’s Palsy
were reported with Johnson & Johnson (J&J) vaccine (1%).
There were 2,578 reports of anaphylaxis, with 53% of cases attributed to
the Pfizer-BioNTech vaccine, 44% to Moderna and 3% to J&J vaccine, which
was rolled out in the U.S. on March 2.
Using a broadened search for any reference to anaphylaxis in chart notes
resulted in 15,193 reports, with 52% of cases attributed to Pfizer’s COVID
vaccine, 45% to Moderna and 3% to J&J. With each vaccine, nearly 42% of
anaphylactic reports occurred in people aged 17-44.

According to the  CDC’s website, “the CDC follows up on any report of death to
request additional information and learn more about what occurred and to determine
whether the death was a result of the vaccine or unrelated.”
 
To date, the only information the CDC has published related to the investigation of
COVID vaccine-related deaths and how those investigations were conducted is a 
COVID-19 Vaccine Safety Update via the Advisory Committee on Immunization
Practices, published Jan. 27.
 
An interview in  MedPage Today highlighted the shortfalls of the post-marketing
surveillance of the COVID vaccine.  Aaron Kesselheim, professor of medicine at
Harvard Medical School and Brigham and Women’s Hospital in Boston, said we are
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seeing a lot of spontaneous reporting, a lack of formal post-approval studies because
vaccines have only received Emergency Use Authorization and vaccines being given
outside the healthcare systems — interfering with the ability to rigorously collect
observational data.
 
Although the CDC and U.S. Food and Drug Administration (FDA) have various
systems in place to monitor the safety of vaccines, they are not “up and running” and
do not have adequate resources behind them, Kesselheim said.
 
According to Kesselheim, there’s essentially  nobody keeping track of COVID adverse
reactions in the U.S. and no long-term safety data, but emphasized that this  new
mRNA technology is “extremely effective and extremely safe.”
 
On March 8,  The Defender contacted the CDC with questions about reported deaths
and injuries related to COVID vaccines. We provided a written list of questions about
how the CDC conducts investigations into reported deaths, the status of
investigations on deaths reported in the media, if autopsies are being done and the
standard for determining whether an injury is causally connected to a vaccine.
We also inquired about whether healthcare providers are reporting all injuries and
deaths that might be connected to the COVID vaccine, and what education initiatives
are in place to encourage and facilitate proper and accurate reporting.
 
It took the CDC 22 days to respond to our repeated inquiries. When someone did, the
person told us the agency had never received the questions — even though the
employees we talked to several times said their press officers were working through
the list of questions and were reviewing the email we sent. We provided the questions
again yesterday, and requested a response by April 7.
 
Breakthrough cases
 
On March 31,  The Defender reported on the increasing number of “breakthrough
cases” of COVID in fully vaccinated people. Washington, Florida, South Carolina,
Texas, New York, California and Minnesota have all reported breakthrough cases of
COVID, some of which have resulted in hospitalization and death. Investigations are
underway to determine if there were problems with the vaccines or if people had been
infected with a variant.
 
When asked about the increasing number of breakthrough cases during a White
House press conference,  Dr. Anthony Fauci, President Biden’s chief medical advisor,
said it is something they will take seriously and follow closely, but breakthrough
infections happen with any vaccination.
 
CDC issues new travel guidance, vaccine passports stir controversy.The CDC today
issued new travel guidance stating that fully vaccinated Americans traveling within the
U.S. do not have to get tested for COVID before or after their trip, and do not need to
self-quarantine when they return home.
 
On March 29,  The Defender reported that the Biden administration and private
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companies are working to develop  vaccine passports that would require Americans
to prove they’ve been vaccinated against COVID as the country opens.
 
Dr. Naomi Wolf, founder and CEO of  Daily Clout, said the passport system really isn’t
about the vaccine. It’s about your data, and “once this rolls out you don’t have a
choice about being part of the system.”
 
Rep. Pete Sessions (R-Texas) said that vaccine credentials are a complete
government overstep that will undermine public trust and substantially limit normal
day-to-day essential activities. Rep. Lauren Boebert (R-Colo.) said “vaccine passports
are unconstitutional. Period.”
 
On March 26, New York  launched a digital vaccine passport system known as
Excelsior Pass that residents can use to prove they’ve been vaccinated or recently
tested negative for infection. The New York system, built on  IBM’s digital health pass
platform, will be used at dozens of events, including arts and entertainment venues.
 
J&J  makes headlines with manufacturing mix-up, report of severe allergic
reaction
 
As  The Defender reported April 1, 15 million doses of J&J’s vaccine failed quality
control after workers at a Baltimore manufacturing plant negligently put an 
AstraZeneca ingredient in J&J’s COVID vaccine. The mix-up forced regulators to
delay authorization of the plant’s production lines and prompted an investigation by
the FDA.
 
On March 31,  Business Insider reported that a 74-year-old Virginia man suffered a
rare reaction to J&J’s vaccine that caused a painful rash to spread across his entire
body and skin to peel off. Richard Terrell told local  news station WRIC he began
suffering strange symptoms four days after receiving the vaccine.
 
“I began to feel a little discomfort in my armpit and then a few days later I began to
get an itchy rash, and then after that I began to swell and my skin turned red,” Terrell
said.
 
The rash spread to his entire body and his skin peeled off. He went to the emergency
room, where doctors determined that he had experienced an adverse reaction to the
COVID vaccine.
 
AstraZeneca suspended in Germany and Canada 
 
On March 31,  The Defender reported that Germany indefinitely suspended use of the
Oxford-AstraZeneca  COVID vaccine for anyone under 60 following advice from 
STIKO, the country’s independent vaccine committee and external experts.
 
The committee investigated  reports of blood clots, some fatal, in people who
received the vaccine and decided to give the vaccine only to people 60 or older
unless they belong to a high-risk category where the benefits outweigh the risk of a
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serious side-effect.
 
As  The Defender reported on March 30, several regions of Germany, including Berlin
and Munich, had temporarily paused the vaccine for people under 60 after Germany’s
vaccine regulator disclosed 31 cases of a rare brain blood clot, nine of which resulted
in deaths. The decision was made as a precaution ahead of a meeting with national
medical regulators scheduled for later in the day where it was decided to indefinitely
suspend the vaccine.
 
On March 30, Canada announced it was suspending AstraZeneca’s vaccine for
people under age 55 following concerns it might be linked to rare blood clots,  The
Defender reported.
 
Health Canada demanded AstraZeneca conduct a detailed study on the risks and
benefits of its COVID vaccine across multiple age groups, and suspended the vaccine
for younger groups pending the outcome of that review.
 
On March 24, Health Canada  updated the product information for AstraZeneca’s
COVID vaccines to warn of the risk of rare blood clots associated with low levels of
blood platelets following vaccinations — a stark reversal from Canada’s  former
position.
full article: Number of COVID Vaccine Injuries Reported to VAERS Surpasses
50,000, CDC Data Show • Children's Health Defense
 
 
3) Please require that CT values for COV-2 PCR tests be reported by labs that
submit test results to any health authority in WA state. The following article
explains:

THE IMPORTANCE OF KNOWING THE
CT VALUE AT WHICH SARS-COV-2
PCR TESTS ARE POSITIVE
Posted by  Dr. Rob Rennebohm |  Feb 7, 2021
 
As a pediatrician and pediatric rheumatologist who has published peer-reviewed
articles on COVID-19, I would like to comment on the importance of knowing the Ct
value at which a SARS-CoV-2 PCR test becomes positive. [ The Jefferson County
Health Department is not releasing this information. See our earlier article at this
link. The Editor]
 
The PCR test for the SARS-CoV-2 virus is a good test when it is properly
manufactured, properly conducted, used in an appropriate setting (e.g., in the
evaluation of inpatients with COVID-like clinical features), and properly interpreted by
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carefully and fully taking Ct values into account.  
 
It is not a reliable test when used in the screening of asymptomatic (or only mildly and
non-specifically symptomatic) individuals, if the test is positive only after 33 or more
cycles of amplification and this full information is not reported to patients and their
physicians. 
 
Ct = Cycle threshold; Ct = the number of amplification cycles needed before the test
detects presence of viral material in a specimen. The higher the number of
amplification cycles needed before detection of viral material occurs (i.e., the higher
the Ct number), the lower the viral load and the less sick and contagious the person is
likely to be.
 
If a test becomes positive after only 12 amplification cycles (i.e., positive at a Ct of
12), the viral load is very high—approximately 100,000,000 copies per microliter. [1-3]
If the test becomes positive after 22 cycles (at a Ct of 22), the viral load is
approximately 2,500,000 copies/mL. [4-5] If the test becomes positive only after 37,
40, or 45 amplification cycles, the result most likely represents either a false positive,
or a true positive due to only a trace amount (less than 100 copies, even just 1-3
copies) of inert, non-contagious, “dead” SARS-CoV-2 viral debris (assuming the test
is truly capable of always accurately identifying such a tiny amount of viral debris). [2,
6, 7].  Rarely, a positive test at a high Ct is identifying an asymptomatic person who
has very recently become infected and might soon have a high viral load (low Ct), but
this possibility can be evaluated by carefully following the person and repeating the
test within 3-4 days, to see if symptoms develop and/or the Ct drops.   
 
Unfortunately, it is very difficult to know with certainty whether a positive result at a Ct
of 33 or higher represents a false positive or an accurately identified trace amount of
SARS-CoV-2 viral material. The test was not designed to be reliably accurate after so
many amplification cycles.  When the test is used in an appropriate setting and the
test is positive at a Ct of 30 or less, the false positivity rate is probably less than 4%
(perhaps only 1-2%, as the test manufacturers claim).  However, when the test is
used in a surveillance setting and is “positive” at a Ct of 33 or higher (particularly at
37 or higher) the exact false positivity rate is currently unknown and likely to be quite
high—probably as high as 70%. [6, 7]   
 
Based on what is currently scientifically known, it is best (most accurate) to label any
test result that is “positive” at a Ct higher than 32 as an “inadequately interpretable”
result.  It is not scientifically sound and, in fact, is misleading and harmful, to label
people with a positive test at a Ct of 33 or higher as a “new COVID-19 case.”  More
accurately, they are people with an “inadequately interpretable” result who,
furthermore, are unlikely to be infectious [2, 8].  Regarding this latter point, please see
Graph 1 (after the References section), which points out that it is extremely unlikely
that a person with a positive test at a Ct >35 is infectious.  
 
For the above reasons, experienced PCR scientists recommend stopping the PCR
test after 30 (or 32 at the most) amplification cycles, because positive results obtained
after 32 or more cycles are unreliable (inadequately interpretable) [2] and are not



associated with contagiousness [2, 8].  
 
Unfortunately, to date, SARS-CoV-2 PCR tests have been reported only as being
positive or negative, with no indication of how strongly or weakly positive. Although Ct
results have always been available for each individual test (since the beginning of the
pandemic), Ct results have not been routinely reported or used for clinical or
epidemiological purposes. This has been the case throughout the USA and most of
the world. 
 
 It has also been unfortunate that most SARS-CoV-2 PCR tests are set to perform 40,
45, even 50 amplification cycles in their effort to detect viral material.  (This varies
from one test kit to another—see Table 1 after References.) That is, if a person’s
specimen is negative after 30 amplification cycles, further cycles are, nevertheless,
performed (up to 50 cycles with some tests), looking for evidence of tiny amounts of
viral material.  Only if no viral material is detected after 40, 45, or 50 cycles
(whichever number the test system sets as the stop point) is the test declared
negative.  Even if a test becomes positive only after 45 or 50 amplification cycles, it is
declared a positive test (without any mention of the Ct value) and the person tested is
declared a “new COVID case.” 
 
The Jefferson Healthcare Lab uses the XpertXpress SARS-CoV-2 PCR test, which is
set to perform 45 amplification cycles before stopping its effort to detect SARS-CoV-2
viral material. 
 
When a person is told they have a positive SARS-CoV-2 PCR test, they deserve to
know how strongly positive their test is and what their result means. Does their result
mean they are carrying a huge viral load, are very contagious, and should be very
worried about themselves and those with whom they have been in contact?  Or are
they carrying only a tiny amount of dead, non-contagious viral debris that represents
no threat to them or others?  Or are they in a pre-symptomatic phase, with a low viral
load that could soon accelerate? Or does their result represent a false positive? 
 
The Ct value at which a person’s test is positive can shed considerable light on the
above critically important questions.  But, again, to date, Ct values of positive tests
have not been made available to patients, physicians, public servants, or the public.
 
Having emphasized the importance of knowing the Ct value at which a test is positive,
it is important to also emphasize that there are limitations to the information provided
by the Ct value.  The Ct value is not a true quantitative test of viral load; it just
provides a rough and indirect (but, nevertheless, very helpful) estimate (a good,
educated guess) of what the viral load might be. It is true, too, that if the same
specimen is tested with 3 different COVID PCR tests each might be positive at a
different Ct value (e.g., at a Ct of 16 in one test, 20 in another test, and 22 in the third
—but not at 37 or 45 in one of the three).  For these reasons Ct values need to be
interpreted with caution and in clinical context, particularly until more data on Ct
values of positive tests have been collected and fully analyzed.  
 
In the meantime, it is far better to have a COVID PCR test report that includes the Ct



value at which the test was positive, than to have a report that only says positive (or
negative) without any Ct information provided.  Though imperfect, the estimate of viral
load offered by the Ct value is far more valuable than no estimate at all, especially if
the Ct value is carefully interpreted and placed into clinical context.      
 
When in early November the CDC reported that 100,000 “new COVID cases”
(meaning new instances of a person having a “positive” SARS-CoV-2 PCR result)
were occurring per day in the USA, neither the individuals with the positive tests, their
physicians, their public health departments, the CDC, the NIH, WHO, Johns Hopkins
University, or the public knew what percentage of those 100,000 tests were positive
at a Ct >32 and what percentage were positive at a Ct of 30 or lower—because, to
date, the Ct values at which tests have been positive have not been reported or taken
into consideration.  
 
It would be enormously beneficial if we, as a nation, were to report, study, clinically
use, learn from, and base public dialogue and public policy (at least in part) on the Ct
values of positive tests.  This would include retrospective  and prospective reporting
of the Ct values of all positive tests.  We could at least start doing this in Jefferson
and Clallam counties and, thereby, lead the nation in doing so.  We would be doing
the nation a great service.
 
Medically, morally, and ethically— individuals with positive PCR tests, as well as
physicians,  epidemiologists, public policy makers, and the public— deserve to know,
and need to know, the Ct value at which a SARS-CoV-2 PCR test is positive.  Without
Ct information, interpretation of the number of “new COVID cases,” “new COVID
hospitalizations” and “new COVID deaths” is severely compromised, as is public
policy and the care of individual patients.
 
From now on, when a person is told that their SARS-CoV-2 PCR test is positive, they
and their physicians would be wise to ask, “At what Ct value was the test positive?”
And when the public is told that 100,000 new COVID cases have been occurring per
day, the public and their public servants would be wise to ask, “What percentage of
those 100,000 were positive at a Ct of 33 or higher (particularly a Ct of 37 or
higher)?”  
 
Such questions and their honest answers would facilitate healthy public dialogue and
stimulate much-needed critical thinking—both of which are essential for successful
resolution of the COVID-19 pandemic. True science and true democracy depend on
such critical thinking and healthy, informed, public dialogue.  
 
For further, more detailed discussion of Ct values, including caveats about Ct
information, please see my original article, “ The Importance of Knowing the Ct
Value at which COVID PCR Tests are Positive,” which may be found on the “ Notes
from the Social Clinic” website:  https://notesfromthesocialclinic.org/the-importance-
of-knowing-the-ct-value-at-which-covid-pcr-tests-are-positive/
TABLE 1: 
The number of amplification cycles that various commercial SARS-CoV-2 PCR Tests
are set to perform in their effort to detect viral material:

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fnotesfromthesocialclinic.org%2Fthe-importance-of-knowing-the-ct-value-at-which-covid-pcr-tests-are-positive%2F&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254418598%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=K6VTY1Zp9VVzdl6ZjgptjuseqPpPru3iTOh%2F2nxm6%2Fs%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fnotesfromthesocialclinic.org%2Fthe-importance-of-knowing-the-ct-value-at-which-covid-pcr-tests-are-positive%2F&data=04%7C01%7CWSBOH%40SBOH.WA.GOV%7C12534d64198249257a7208d8fe01210c%7C11d0e217264e400a8ba057dcc127d72d%7C0%7C0%7C637538629254418598%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000&sdata=K6VTY1Zp9VVzdl6ZjgptjuseqPpPru3iTOh%2F2nxm6%2Fs%3D&reserved=0


Gnomegen: 39 cycles
GK: 40 cycles
In Bios-Aires: 45 cycles
Xpert Xpress: 45 cycles
Luminex: 45 cycles
Quest: 50 cycles 
full article: The Importance Of Knowing The Ct Value At Which SARS-CoV-2
PCR Tests Are Positive | Port Townsend FreePress
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From: R Bentley
To: DOH WSBOH
Subject: Vaccine Passports - Do Not Support
Date: Friday, April 9, 2021 12:28:40 PM

External Email

Dear Washington Department of Health:

I have spent most of my entire life residing as a Seattle resident, and I am writing to ask that you
prohibit vaccine passports in the public or private sector. The complexity of COVID-19 vaccination is
being disregarded in such proposals. I ask you to consider the following points:

The Covid vaccines have not undergone the rigorous testing that is required to move beyond
emergency authorization. 
The technology used to create these vaccines has never been used on a large scale and is
untested and unproven in terms of long term effects.
COVID passports compromise personal medical information which is HiPAA protected.
Federal/State institutions are prohibited from using coercion to promote a
medical intervention that has risks. 

We understand the severity of the pandemic and ask that you weigh carefully the implications
and loss of rights for those most compromised (minorities, disabled, etc).  Please do
not support a vaccine passport in Washington State.

Thank you for your time.

Roseann Bentley

mailto:roseann.bentley@gmail.com
mailto:WSBOH@SBOH.WA.GOV


From: flurry@comcast.net
To: DOH WSBOH
Subject: vaccine passports
Date: Friday, April 9, 2021 6:24:08 PM

External Email

The Biden administration is working with the private sector to implement "vaccine passports." Why the

private sector and not Congress? Because the President knows the federal and state constitutions and

many federal and state laws and regulations do not allow coercion to be used to compel unwanted

medical interventions nor do they allow violation of bodily integrity to be the price of freedom.

But it is just as unlawful for private companies to require vaccine identification as it is for the government.

Florida's Governor DeSantis is standing up to protect the rights of Americans and his state's citizens. And

so have the governors in Texas, Utah, Idaho. Governors in Mississippi, Iowa, Nebraska, Georgia, and

Tennessee have indicated they will not allow vaccine passports in their states.

Please follow his lead and ban all government and private sector vaccine passports in Washington State.

Thank you!

Kelly Butler

mailto:flurry@comcast.net
mailto:WSBOH@SBOH.WA.GOV

	My Public Comments on
	My Public Comments(1)
	My Public Comments(2)
	My Public Comments(3)
	My Public Comments(4)
	My Public Comments(5)
	My Public Comments(6)
	My Public Comments
	Public Comment on Behalf of Coalition for Acces...
	Public Comments submitted on behalf of Dr. Kim ...
	RE_ Public Comment for April 14 State Board of ...
	Vaccine Passports - Do Not Support
	vaccine passports

