Cologuard® Screening
Communication Toolkit

for Healthcare Providers

. . [} cologuarar
Supporting awareness and screening for -
colorectal cancer (CRC)

Within this toolkit, you'll find customizable letters that aid in patient
engagement and colorectal cancer prevention. They cover various stages of the
screening process, from initial test orders to repeat screening reminders and
insurance-related communications.

These resources can be shared via email or printed, and are readily available for
direct download from the toolkit itself.
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How-to-use Guidance [ Jcologuara

Entities using this material are responsible for and should pay close attention to the accuracy of the
information about their company and the coverage details that they distribute via these materials or
otherwise. This template is provided to any appropriately requesting entity, regardless of the manner in
which they cover, recommend, or participate in the ordering of the Cologuard test.

You may adapt the provided content to suit the needs of your organization, including the removal of the
Exact Sciences logo and editing any highlighted section to personalize to the recipient and/or sender.

Do not remove or modify the “Important Information” section.

For more information, please contact your Cologuard sales representative or visit cologuardhcp.com/resources



https://www.cologuardhcp.com/resources

Streamline Communication [ Jcologuara
Between Your Patients and Peers

Healthcare providers face considerable challenges when it comes to screening patients for CRC. While the process is
complex, this supportive toolkit is filled with personalized patient communication tools and specialized gastroenterologist
(Gl) resources that are tailored to address each providers' needs. By utilizing this toolkit, providers have the opportunity
to improve patient interactions, increase the number of screenings, and optimize office operations.
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Patients Aged 45-49 Years [ icoleoneie]
Screening Letter

Intended audience: Average risk patients, specifically aged 45 to 49 years old,

Patients 45-49 Screening Letter From

who have not yet screened for CRC. Provider
When to use: To encourage patients aged 45 to 49, who may not be aware S

. . . . . More people under age 50 are being diagnosed with colorectal cancer (CRC).
they are eligible, to begin colorectal cancer (CRC) screening. The goal is to Ty ——
prompt them to schedule a screening appointment and consider noninvasive T Cnc e o 0 ry v o g !

options like the Cologuard test.

We can talk about all screening options available to you and any questions you have.

<Sign Off>

Q English Q Spanish
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/patients_45-49_screening_letter_from_provider_05709.docx?rev=bddc033a8f4f4cc1b22523c9dfe9b87b
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/patients_45-49_screening_letter_from_provider_05709.docx?rev=bddc033a8f4f4cc1b22523c9dfe9b87b
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/patients_45-49_screening_letter_from_provider_06461_ES-US.docx

Patient Screening Letter [ colotae]

Intended audience: Eligible patients due for CRC screening

Patient Screening Letter From Provider_

<Header as appropriate for mail or email letter>

When to use: To prompt eligible patients (typically aged 45 and older) to

Call <Provider Contact Information= to schedule your colorectal cancer

schedule a colorectal cancer (CRC) screening appointment. This letter is ideal sceming s e ptri vy
for general outreach to patients who are due or overdue for screening, e
regardless of prior communication. e oot

+ can find 32% of calorectal cancers, and can even find cancers in early stages.

se your kit (sent from Exact Sciences Laboratariss).
2 Collect your ssmple at home, {No medicine, diet change, or time off required)!
3 Mail your sample the same or next day (for free]
4. Your provider will contact you when they get your results {usually a couple
weeks).

If you have any questions. please call us at <Provider contact infarmation>.

<Sign Off>

“Based on & year surval

Q English Q Spanish
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http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/letter_patient_screening_from_provider_06461_ES-US.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_patient_screening_from_provider.docx?rev=7326a84100d248a9b7eb301f1efafca7

Patient Order Letter

Intended audience: Patients who have had a Cologuard test ordered for them
outside of a point-of-care visit.

When to use: This letter explains that the patient meets the criteria for CRC
screening and that a Cologuard kit has already been ordered and will arrive by
mail. It outlines the benefits of early detection, describes how the test works,
and provides step-by-step instructions for completing and returning the kit.

Q English Q Spanish

I.-J cologuard’
by EXACT SCIENCES

Patient Cologuard® Order Letter From
Provider

<Header as appropriate for mail or email letter>
Dear <Patient Name>:

| ordered a Cologuard® test for you because you are eligible for colorectal cancer (CRC)
screenin 9. CRC s also called calon cancer.

Screening has the potential to save your life:
« CRC s projected to kill an estimated 53,000 Americans per year.
+ When caught in early stages, CRC treatment is mere effective in about 90% of
people.”

The Cologuard test:
. i aur stoo! [poop).

How do | use the Cologuard test?
1. You will receive the collection Kit in the mail (from Exact Sciences.
Laboratories),
2 Use the kit to collect your sample at home.
3 Mailyour sample the same or next day {for free).
Goto a UPS*store, Find stores and hours at Cologuard com/UPs
Schedule 3 UPS pick-up at 1- B44-870-8870 or Cologuard. Com/UPs.
4. Your provider will contact you whan they get your results within a couple
weeks

If you have any questions about next steps please call us at <Brovider contact information

<Sign Off

‘= Main Menu



https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_patient_cologuard_order_from_provider_uscg4945-1.docx?rev=156c393f66d544de8213a4ae2dbe3795
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/letter_patient_cologuard_order_from_provider_06461_ES-US.docx

After Visit Summary Letter

Intended audience: Patients after a Cologuard test has been ordered

When to use: Provide this letter to your patients after prescribing the
Cologuard test to set expectations once they receive it. You can provide this
directly to a patient in the practice during a point-of-care visit or send
electronically if a Cologuard test has been ordered outside of a patient
appointment.

=

1<) (1<)

1<)

Spanish

Haitian Creole

Portuguese

Chinese Traditional

I.-J cologuard’

by EXACT SCIENCES

Colorectal cancer screening
with the Cologuard test

& your kit in 81010 days

same day or the next day.

= 5 .
Watch the How to Use Cologuard Video {in 13 languages) E;]-ﬁ
/i

Scan the QR code or go to Cologuard.com/use

Questions?
Please visit Cologuard.com or call Exact Sciences Laboratories at 1-844-870-8870.

's and Important Risk Information

ccut hemoglobin o
The

achks of eher sex 43

1<) (1<)

Korean

Tagalog/Filipino
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template-english.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_es-us.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_ar-xy.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_zh-tw.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_fr-fr.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_ht-ht.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_hi-in.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_ko-kr.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_pt-pt.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_ru-ru.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_tl-ph.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_vi-vn.docx
https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/after-visit/hs-cologuard-after-visit-summary-template_pl-pl.docx

Unreturned Kit Reminder [ Jcologuara
Letter

Intended audience: Patients who have received their Cologuard kit but have -
Unreturned Kit Reminder Letter From

Provider

not yet returned it for processing.

When to use: To follow up with patients who have received a Cologuard test i G B R SR

Dear <Patient name>

kit but have not yet completed or returned it. The goal is to prompt action by e O —
reminding them of the importance of screening and how easy it is to complete

the test. aturn your samp o re
. le a free UPS® pick-up at 1-844-870-8870 or
loguard.c UpPs.

Find locations and hours at Cologuard com/UPS.
ed on Sundays or holidays)

CRC treatment is more effe in about 0% of

CRC are recommendled to start regular screenings at
n Cancer Society).

Call <Provider c formation> If you have questions. You can learn more about
Cologuard at ww guard.com.

<Sign-off>

Q English Q Spanish i
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_unreturned_kit_reminder_letter_from_provider_uscg02932.docx?rev=ced57d5987c849229ec355300506d074
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/letter_unreturned_kit_reminder_letter_from_provider_06461_ES-US.docx

Cologuard Repeat Screening
Letter

Intended audience: Patients who have completed a Cologuard test three years
or more ago, received a negative result and are now due for their next CRC
screening.

When to use: To prompt patients who are due for screening with the
Cologuard test again to take action by contacting their provider to request a
new test. This letter is used when a new kit has not been automatically
ordered, and the patient needs to initiate the process.

Q English Q Spanish

I.-J cologuard’
by EXACT SCIENCES

Patient Cologuard® Rescreening Letter from
Provider

<Header as appropriate for mail or ermail letter>
Dear <Patient Name>:

It's time to rescreen for colorectal cancer (CRC)

Get your Cologuard® prescription today! Call your provider at <Provider Contact Informations

Rescreening has the potential to save your life.
+ CRCis projected to kill an estimated 53,000 Americans per year, more than
breast or prostate cancer,
+ When caught in early stages, CRC treatment is more sffactive in about 90% of
people”
+ Rescreening is recommended 3 years after a negative Cologuard result*
+ The Cologuard test finds signs of early cancer {altered DNA and blood) in your
poop.
The Cologuard* test is fast and easy to use at home.
1 You receive the collection kit by mail.

it to collect your sample. No medication, diet changes, bowel
on, or time off work needed.

If you have any questions, please call us at <Pravider contact i

<Sign Off=

“Based en 5 year survival

Main Menu



https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_patient_cologuard_rescreening_from_provider_uscg02930.docx?rev=d7de79b312644588b9f1909d4cf60157
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/letter_patient_cologuard_rescreening_from_provider_06461_ES-US.docx

Cologuard Repeat Screening [, ] ceologuarg
Order Letter

Intended audience: Patients who have completed a Cologuard test three years )
. . . Patient Cologuard® Rescreen Order Letter
or more ago, received a negative result, are now due for their next CRC from Provider

screening.

<Header as appropriate for mail or emall letter>

Dear <Patient Name>

When to use: To notify patients who previously completed a Cologuard test ot ot st o 5

screening.

Here's why it's important to screen for colorectal cancer:

and are now due to screen again that a new kit has already been ordered on e R ——————etowon

+ When caught in early stages, CRC Lreatment is more effective in about 90% of
people”

their behalf. The goal is to prompt them to complete the test promptly and i s s ettt
maintain adherence to CRC screening guidelines. & :

We will contact you to discuss your resulls once we receive them from Exact
Sciences Laboratories, within a couple weeks of when the lab recelves the kit

ince pay S0.! Cologuard is coverad by Medicare and most
ationwide, ~96% of Cologuard patients have no out-of-
ning!
If you have any questions about next steps, please contact us this week at <Provider
contact information=>.

<Sign Off>

“Based o & year survival
COLOGUARD* IMPORTANT RISK INFORMATION

Q English Q Spanish
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/patient-cologuard-rescreen-order-letter-from-provider.docx?rev=6de1fa934b7344bf9ddf52d6ed74179a
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/patient-cologuard-rescreen-order-letter-from-provider_06461_ES-US.docx

Cologuard Repeat Screening
Advance Order Letter

Intended audience: Patients who have completed a Cologuard test three years
or more ago, received a negative result, are now due for their next CRC
screening.

When to use: To inform patients that they are approaching the recommended
rescreening interval for colorectal cancer (CRC) and that a new Cologuard test
has already been pre-ordered for them. The goal is to prepare the patient for
the upcoming screening and encourage timely completion once the kit arrives.

Q English Q Spanish

I.-J cologuard’
by EXACT SCIENCES

Patient Cologuard® Advance Order Letter
From Provid

ar <Patient Name>:

that you may be due for another colorectal cancer
X> months.

ple at home,
change, or time off required!
the same or next day {for free)
sick-up at 1-844-870-8870 o

S store. Find locations and hours at Cologuard com/UPS.
are closed on Sundays or holidays.)

If you'd like to do the test sconer or have any questions, please contact us at
<Provider contact information> or reach out to Exact Sciences at 1-844-870-8870,

<Sign Off>

‘= Main Menu
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_cologuard_rescreening_advance_order_m-us-cg-03205-1.docx?rev=b3f2f2e341e9480ca08557373c2c7b2e
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/letter_cologuard_rescreening_advance_order_06461_ES-US.docx

Letter of Medical Necessity

Intended audience: Insurance company for eligible patient.

When to use: To support a prior authorization request for a Cologuard test by
providing documentation of medical necessity to a patient’s insurance
provider. This letter is intended for use by the ordering HCP and is submitted
to the insurance company to facilitate coverage approval.

Q English

I.-J cologuard’
by EXACT SCIENCES

Provider Name

Address
Cay, State, Zip
NPI#

ATTN. Medical Management Medical Director

| ate range for sarvice:

[iranc o

Phone #

medical y
] cancer screening test called Cologuard

SPECIFIC REASON FOR ORDERING THE COLOGUARD TEST FOR THIS PATIENT HERE

‘= Main Menu
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/letter_of_medical_necessity_oct2022-4.docx?rev=84b6a4ca35e84be788b39c649177c20d

by EXACT SCIENCES

J cologuard’

Patient Cologuard Order
Letter

Intended audience: Eligible patients due for CRC screening.

<Header as appropriate for mail or email letter>

When to use: A letter template that Gls can share with eligible patients who p—

Our records indicate that you have missed or declined your scheduled routine
colonascopy.

may have missed or cancelled their last CRC screening colonoscopy. S,

(CRC) screening. CRC is alsa called colon cancer.

Screening has the potential to save your life:
+ CRCis projected to kill an estimated 53000 Americans per year,
+ CRCis often considerad the most preventable, yet least prevented farm of
cancer?
When caught In early stages, CRC treatment Is more effective in about 90% of
people.”

The Cologuard test:
+ finds signs of colon cancer in your stool (50op)
+ issimple and easy to collect a sample at home
+ isa noninvasive screening (nothing goes inside of your body).
+ can be used by adults 45 years or older, at average risk for colon cancer.

+ is coverad by Medicare and most major insurers.!

How do | use the Cologuard test?
Vouwill raceive the collection kit in the mail {from Exact Scisnces
Laborataries]
Use the kit to collect your sample at home,
Mail your sample the same or next day {for free).
Your provider will contact you when they get your results within a couple
weeks

If you have any questions about next steps. please call us at <Gl contact informations.

<Sign Off>

*Based on & year survnal

Y| English | Spanish
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/gi_patient_cologuard_order_letter_template.docx?rev=0bb1957193cc43298922cc88d42c7935
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/gi_patient_cologuard_order_letter_template_06461_ES-US.docx

Patient Cologuard Repeat ] coloctais)
Screening Letter

Intended audience: Patients who are now due for their next CRC screening.

<Headler as appropriate for mail or email letter>

Dear =Patient Name=:

When to use: To notify patients that they are due, or approaching the time, Cur o oty i i e ot <clrca e (5

for their next colorectal cancer (CRC) screening, and to encourage them to e Bos s Ao s o

Cologuard?® test ma appropriate alternative screening method.

complete it. The goal is to prompt action, whether the patient previously et it ettt

screen ed With a Cologua rd test or an Oth er meth Od ) . z\g’;e;c?aughtm early stages, CRC treatment is more effective in about 90% of
+ CRCis projected to kill an estimated 53,000 Americans per year, more than
breast or prostate cancer.

iy i e Vou may using the
Cologuard test for your last CRC screening. The American Cancer Society guidelines
recommend screening again three years after a negative Cologuard result.* Based
an the information at the bottom of this letter, you are eligible to screen again with
the Cologuard test.
The Cologuard test is fast and easy to use at home.

1. You receive the collection kit by mail.

2 Use the kit to collect your sample. No medication, diet changes, bowel

preparation, or time off work needed.
3. Usethe prepaid UPS* pac ple the same or next day.
4 Your provider will get your results in within a couple weeks.

I you have any questions, please call us at <GI contact Informations
<Sign Off=

“Based e 5y

Q English Q Spanish
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/gi_patient_cologuard_rescreen_letter_template.docx?rev=4b07375690e348f99dc1f36d2105caff
http://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/es/gi_patient_cologuard_rescreen_letter_template_06461_ES-US.docx

Cologuard Alignment Letter [ colotae]

Intended audience: Any healthcare provider.
Cologuard® Gl Alignment Letter

<Header as appropriate for mail or email letter>

When to use: To reassure and inform primary care providers (PCPs) that their o E——
local gastroenterologist (Gl) supports the use of Cologuard for appropriate i S s R
patients. The goal is to encourage PCPs to confidently prescribe the Cologuard S ——
test for average-risk patients and help expand access to CRC screening.

ts, we can get more eligible
colonoscopy for those who

Let's work together to close the screening gap.

Please feel free to contact me if you have any questions <Gl contact information>,

<Sign Off>

Q English

‘= Main Menu
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https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/gi-resources/cologuard-gi-alignment-letter-06445.docx

Declined Colonoscopy Letter

Intended audience: Healthcare providers that need to be notified when their
referred patient declined a colonoscopy.

When to use: To inform the referring primary care provider that their patient
either declined or missed their scheduled colonoscopy. The goal is to prompt
the PCP to follow up with the patient and consider offering an alternative,
non-invasive screening option like the Cologuard test.

Y| English

J cologuard’

by EXACT SCIENCES

I_Declined Colonoscopy Le!:ter From Gl

ing this motes <por

<Header as appropriate for mail or email letter>

To: <Office Name>
Attr: <Provider Name>

| want to let you know that the patient you referred to our office, [Patient Name -
(DOB xx/xfoxx)], has declined their colonoscopy at this time. [OR] | want to let you
know that the patient you referred to our office, [Patient Name - (DOB xxbodbooc],
Was not present at their appointment for a colonoscopy.

Based on what we know about the importance of early detection' in CRC, improving
screening rates has never been more important. That is why | am informing you of
[Patient Name]'s screening status

I encourage you to follow up with them to gain a clearer understanding of the
barriers preventing them from being screened for CRC, and perhaps to offer them a
non-invasive option

For patients at average risk for CRC who are 45 years or older, the non-invasive
screening option | recommend is the Cologuard® test, and here's why:

« High performance: The Cologuard test demonstrated superior sensitivity over
fecal immunochemical test (FIT)* in detecting CRC and advanced
precancerous polyps®

High adherence: 71% of eligible patients adhere to the Cologuard test.*
Patients are highly likely to adhere to future screenings as well as a follow-up
colonoscopy after receiving a positive Cologuard test result™

« Broadly covered: >96% of all Cologuard patients 45+ have no out-of-pocket
costs for screening.!

CRC remains the most preventable, yet least prevented, cancer” By offering the
Cologuard test to average risk patients, we can work together to close the CRC
screening gap on the estimated 60 million eligible unscreened patients.

Please feel free to contact me if you have any questions <Gi contact information>

<Sign Off>

Main Menu



https://www.cologuardhcp.com/-/media/project/exactsciences/websites/cologuard-hcp/files/resources/hcp/gi-resources/declined-colonoscopy-letter-template-from-gi-06445.docx

Unsuccessful Scheduling ] coloctais)
Attempt

Intended audience: Healthcare providers that need to be notified when their
referred patient has been unable to schedule for a colonoscopy.

Unsuccessful Scheduling Attempt From Gl

<Header as appropriate for mail or email letter>

When to use: To notify the referring primary care provider that multiple 1o ofcsnanes
attempts to schedule a colonoscopy with their patient have been : o BRI b lor o 70 sring
unsuccessful. The goal is to prompt the PCP to re-engage the patient and SN ot b t it et s

= of early
more important,

consider offering an alternative screening method, such as a Cologuard test. il b Sl ey bt B

them from being screened for CRC, and perhaps to offer them a non-invasive option

For patients at average risk for CRC who are 45 years or older, the non-invasive
screening option | recommend is the Cologuard® test, and here's why:

« High performance: The Cologuard test demonstrated superior sensitivity over
fecal immunochemical test (FIT)* in detecting CRC and advanced
precancerous polyps®

« High adherence: 71% of eligible patients ad quard test.*
a o futur ell as a follow-up

% of all Cologuard patients 45+ have no out-of-pocket
costs for screening.!
CRC remains the most preventable, yet least prevented, cancer” By offering the
Cologuard test to average risk patients, we can work together to close the CRC
screening gap on the estimated 60 million eligible unscreened patients.*

Please feel free to contact me if you have any questions <Gi contact information>

<Sign Off>

Q English
Main Menu
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Important Information about the RlEslogard
Cologuard products

Indications for Use

The Cologuard® and Cologuard Plus® tests are intended for the qualitative detection of colorectal neoplasia associated DNA markers and for the presence of occult hemoglobin
in human stool. A positive result may indicate the presence of colorectal cancer (CRC) or advanced adenoma (AA)/advanced precancerous lesions (APL) and should be followed
by a colonoscopy. The Cologuard test and Cologuard Plus test are indicated to screen adults of either sex, 45 years or older, who are at average risk for CRC. These tests are not
a replacement for diagnostic colonoscopy or surveillance colonoscopy in high-risk individuals.

Contraindications

The Cologuard products are not for high-risk individuals, including patients who have the following:

e a personal history of colorectal cancer or adenomas

* a positive result from another colorectal cancer screening method within that test's recommended screening interval

* have been diagnosed with a condition associated with high risk for colorectal cancer such as inflammatory bowel disease (IBD), chronic ulcerative colitis (UC), Crohn’s disease
* have a first-degree family history of colorectal cancer, or certain hereditary syndromes

Warnings and Precautions
All positive results should be referred to colonoscopy.

The Cologuard products may produce false positive and false negative results. A false positive result occurs when a result is positive, even though a colonoscopy will not find
CRC or APL. A false negative result occurs when a result is negative, even when a colonoscopy identifies APL or CRC.

A negative result does not guarantee the absence of colorectal cancer or advanced adenoma. Following a negative result, patients should continue participating in a screening
program at an interval and with a method appropriate for the individual patient. Performance when used for repeat testing has not been established.

Refer to the Cologuard test Clinician Brochure or the Cologuard Plus test Clinician Brochure for additional information about the benefits and risks of using each version of the
Cologuard product for CRC screening.

RX only.
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