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Indications and Important Risk Information
Cologuard is 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) and should be followed by 
diagnostic colonoscopy. Cologuard is indicated to screen adults of either sex, 45 years or older, who are at typical average risk for CRC. Cologuard is 
not a replacement for diagnostic colonoscopy or surveillance colonoscopy in high-risk individuals.
Cologuard is not for high-risk individuals, including patients with a personal history of colorectal cancer and adenomas; have had a positive result 
from another colorectal cancer screening method within the last 6 months; have been diagnosed with a condition associated with high risk for 
colorectal cancer such as IBD, chronic ulcerative colitis, Crohn’s disease; or have a family history of colorectal cancer, or certain hereditary syndromes.
Positive Cologuard results should be referred to diagnostic colonoscopy. A negative Cologuard test result does not guarantee absence of 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. 
False positives and false negatives do occur. In a clinical study, 13% of patients without colorectal cancer or advanced adenomas received a positive 
result (false positive) and 8% of patients with cancer received a negative result (false negative). The clinical validation study was conducted in patients 
50 years of age and older. Cologuard performance in patients ages 45 to 49 years was estimated by sub-group analysis of near-age groups. 
Cologuard performance when used for repeat testing has not been evaluated or established. Rx only.

EDUCATIONAL CRC SCREENING RESOURCES 
In this section, download and send resources to patients to create awareness on screening options,  
colorectal cancer (CRC) facts, and more information on CRC.

Screening for colorectal cancer (CRC) on time matters1

CRC typically starts as a polyp, or growth, on the wall of the colon or  
rectum. Some polyps may develop into cancer1 

Regular screening can help find CRC in early stages. That's why it's  
important to screen on time.1

Focus on the CRC facts

At least 70% of people  
have no family history5

↗
It's on the rise in  

people 45-496
It's the most preventable,  

yet least prevented,  
form of cancer3

!!
It's the 3rd most common  

cancer among men  
and women4

3rd

Don't wait to screen
No matter which you choose, the American Cancer Society recommends regular screening starting at age 45.  
Even if you’ve screened before, you'll need to screen again when your healthcare provider recommends.6

You have choices when it comes to screening.1,6  

See screening options on the next page ↓

Many people with early-stage CRC have no symptoms, but their cancer is 
detected through screening1

When caught in early stages, CRC is more treatable in 90% of people2*

*5-year survival.2 

̊
̊

How CRC develops1

̊

Screening  
Options Tearpad

Download and send this to 
patients to educate them on 
available screening options.

Colon Cancer  
Facts for Patients
Download and send to  

patients to educate them on 
colon cancer facts.

Colorectal Cancer Facts for Patients 
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 
Cologuard. You may adapt the provided content to suit the needs of your organization, including the removal of the Exact 
Sciences logo.  
 
What Is Colorectal Cancer? 

• Colorectal cancer is also called colon cancer.  
• It is found in the colon (or large intestine) or in the rectum and often develops slowly.1  
• Before cancer develops, an abnormal growth called a polyp may develop on the inner lining of the colon or 

rectum. Polyps are common and typically don’t cause symptoms, but some are dangerous and may turn into 
cancer over time.1 

What Are the Symptoms of Colorectal Cancer? 

Colorectal cancer often has no obvious signs or symptoms in its early stages, so regular screenings are important.1 If 
you experience any of the following symptoms of colorectal cancer, see your health care provider right away: 
 
§ A change in bowel habits, such as diarrhea or 

constipation that lasts for more than a few days 
§ A feeling that you need to have a bowel movement, 

but you don’t feel relief after having one 

§ Blood in your stool 
§ Cramping or stomach pain 
§ Weakness and fatigue 
§ Unexpected weight loss 

Why Is Screening Important? 

The American Cancer Society recommends that average-risk adults 45 years of age and older be screened regularly 
for colorectal cancer.2 Colorectal cancer is often considered one of the most preventable—but least prevented—
cancers.3 In 2021, it’s estimated that 149,500 people will be diagnosed with colorectal cancer and 52,980 
people will die of the disease.4 When caught in earlier stages, colorectal cancer is treatable in 90% of people.5* 
Even if you don’t have any symptoms, guidelines recommend screening because it can1: 
§ Identify precancerous polyps or adenoma; and 
§ Find colorectal cancer early, when it is more treatable. 
 

Risk Factors: What Causes Colorectal Cancer? 

Colorectal cancer has no single cause, but certain factors may increase your risk. Even if you don’t have the 
following risk factors, it’s still important to talk with your health care provider and get screened regularly1: 
 
§ Your risk of CRC increases with age. 
§ You have a family history of colorectal cancer. 
§ You have certain alterations in your genes. 
§ You eat a diet high in red and processed meats. 

§ You use alcohol heavily. 
§ You are a smoker. 
§ You have diabetes, are obese, or do not exercise 

regularly. 
 
 

IN OFFICE COLOGUARD TRACKING RESOURCES 
In this section, download resources for office use in tracking Cologuard orders and results.

Cologuard is a registered trademark of Exact Sciences Corporation.  
©2019 Exact Sciences Corporation. All rights reserved. FRM-3028-h

PROVIDER STATUS  
REPORT ENROLLMENT

EXACT SCIENCES LABORATORIES, LLC 
145 E Badger Rd, Ste 100, Madison, WI 53713 

p: 844-870-8870  |  ExactLabs.com 
Fax completed form to 844.870.8875

Dear Cologuard Provider, 

Exact Sciences Laboratories offers a Provider Status Report on the 1st and 15th of every month. This report 
summarizes the status of your Cologuard® orders and provides useful updates to the healthcare provider. 
If you are interested in receiving this periodic update, please complete the below requested information, 
sign, and fax the completed form to 1-844-870-8875.

Please be aware, the secure fax number will be used by Exact Sciences Laboratories to communicate 
Cologuard result reports and other protected health information (PHI).

LOCATION NAME:

LOCATION ADDRESS AND SUITE NUMBER:

LOCATION FAX NUMBER:

OFFICE CONTACT NAME AND PHONE NUMBER:

PROVIDER NAME PROVIDER NPI INDIVIDUAL PROVIDER FAX 
(if applicable)

If you have questions about Cologuard and/or this communication,  
please contact our 24/7 Customer Care Center at 1-844-870-8870.

As a representative of the above listed health organization, I certify that the information contained in this 
document is current and accurate:

(Healthcare provider or representative’s signature)

Provider Status Report  
Enrollment Form

Download and complete to receive 
summaries of your Cologuard orders 

and other useful updates.

Talk to your Cologuard® Representative  
to learn more about EpicCare® Link™

EpicCare® and EpicCare® Link™ are trademarks of Epic Systems Corporation.

 Manage orders & results in one place

• Place orders without faxing

•  View the status of your patients’ orders

•  Get direct access to Exact Sciences’ Provider Support Team through in-basket

•  Site Administrators have permission to:

 — Change a user’s password

 — Deactivate users

	 —	Site	verification	

 — Request new users

 Manage patient care

•  Receive email reminders when lab results are available

•  Access patient charts that includes testing history with Exact Sciences Laboratories

•  Run reports that include:

 — Patients due for rescreening — Order status — Order results

EpicCare® Link™ & Exact Sciences
Simplified ordering & patient management

3 steps to set up an EpicCare® Link™ Account

1.   Visit https://epiccarelink.exactscienceslabs.com to register

2.  Select “Request New Account”

3.  Select Site and provide requested information

EpicCare® Link™ is a secure online tool that gives users the ability to place 
orders online and grants access to patient screening information.

EpicCare® Link™  
Flashcard

Download to assist office with 
EpicCare® Link™ for Cologuard 
orders, rescreens, and more.

Quick Reference Guide

EpicCare® Link™

EpicCare® Link™  
Reference Guide

Download this quick reference guide 
on how to use all the functions of 
EpicCare® Link™ for ordering and 

tracking Cologuard.

GI to patient COMMUNICATION TEMPLATE 

Patient Cologuard Rescreen Letter From GI 
Entities using this material are responsible for, and should pay close attention to, the 
accuracy of the information about the specific circumstances in which they distribute these 
materials. This template is provided to any appropriately requesting entity, regardless of the 
manner in which they recommend or participate in the ordering of Cologuard, and is not 
intended to interfere with the individualized care decision made between the provider and 
patient. 
 

 

Dear [Patient Name]: 
 
Our records here at [provider/network office name] indicate you are due for 
colorectal cancer (CRC) screening. The recommended screening interval for 
Cologuard® per the American Cancer Society guidelines is every 3 years.1 Last time 
you used Cologuard to screen for CRC. Cologuard can be used to screen for CRC in 
adults 45 years and older who are average risk for CRC. If you are still average risk 
for CRC, then using Cologuard again may be appropriate. Please call our office to 
determine if Cologuard is right for you.  

As you may remember from your last screening, the Cologuard Collection Kit is 
shipped directly to your home and is easy to use. No special preparation, diet, or 
change in medication is needed and no time off is required. You collect a single 
stool sample in the privacy of your own home using this kit, then send it to Exact 
Sciences Laboratories (ESL), via prepaid UPS pickup without ever leaving your 
house.  

As mentioned, Cologuard is a noninvasive screening option for patients at average 
risk for CRC and due for screening. Average risk can be defined by no history of CRC 
or advanced adenoma, no family history of CRC, no inflammatory bowel disease, 
and no hereditary syndromes associated with a high risk of CRC, including familial 
adenomatous polyposis and hereditary nonpolyposis CRC (commonly known as 
Lynch syndrome). [Cologuard can be used at home, allowing for CRC screening to 
continue even while social distancing practices are in place.]  

As you may know, colorectal cancer is the second leading cause of cancer deaths in 
the United States, taking the lives of about 53,000 Americans this year—more than 
breast cancer (43,000/year) or prostate cancer (33,000/year).2 Colorectal cancer may 
be preventable through screening and is highly treatable when detected in early 
stages.3 

Please contact us if you would like to know if Cologuard, an easy-to-use, 
noninvasive colon cancer screening test, is still right for you.  

 

[GI contact information] 
[Sign off] 
 

REFERENCES: 1. Cologuard Physician Brochure. Madison, WI: Exact Sciences Corporation. 2. Wolf AMD, Fontham ETH, Church TR, et al. Colorectal cancer screening for 
average-risk adults: 2018 guideline update from the American Cancer Society. CA Cancer J Clin. 2018;68(4):250-281.

Understanding Cologuard® Screening Results

A positive test result does not necessarily mean the patient has colorectal cancer.  
It means that Cologuard detected altered DNA and/or hemoglobin in the patient’s stool.  

Patients with a positive result should have a follow-up colonoscopy.1  

A negative test result means that Cologuard did not detect altered DNA and/or hemoglobin in the stool.1  
Patients with a negative result should continue in an appropriate screening program. The American Cancer  

Society-recommended screening interval for Cologuard is every 3 years after a negative result.2

Sample Could Not Be Processed (SCNBP) means that the sample received by the lab could not be  
processed for reasons such as required labeling information was missing, buffer addition could not be  

verified, stool sample exceeds allowable weight, collection kit was damaged, or an empty kit was received. 
 For these, the patient will be contacted by Exact Sciences Laboratories and a fax sent to the provider.  

No Result Obtained (NRO) means that a valid Cologuard result was not obtained for reasons such  
as insufficient DNA volume, fecal hemoglobin sample did not produce a valid result, technical issues, etc.  

For these, the patient will be contacted by Exact Sciences Laboratories and a fax sent to the provider.

Reminder: Results are delivered directly to the ordering provider so that you can communicate the  
results to your patients. Results are provided directly to patients only upon special request.

Indications and Important Risk Information 

Cologuard is 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) 
and should be followed by diagnostic colonoscopy. Cologuard is indicated to screen adults of either sex, 45 years or older, who 
are at typical average risk for CRC. Cologuard is not a replacement for diagnostic colonoscopy or surveillance colonoscopy in  
high-risk individuals.

Cologuard is not for high-risk individuals, including patients with a personal history of colorectal cancer and adenomas; have had 
a positive result from another colorectal cancer screening method within the last 6 months; have been diagnosed with a condition 
associated with high risk for colorectal cancer such as IBD, chronic ulcerative colitis, Crohn’s disease; or have a family history of 
colorectal cancer, or certain hereditary syndromes.

Positive Cologuard results should be referred to diagnostic colonoscopy. A negative Cologuard test result does not guarantee 
absence of 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.

False positives and false negatives do occur. In a clinical study, 13% of patients without cancer received a positive result (false 
positive) and 8% of patients with cancer received a negative result (false negative). The clinical validation study was conducted in 
patients 50 years of age and older.  Cologuard performance in patients ages 45 to 49 years was estimated by sub-group analysis 
of near-age groups. 

Cologuard performance when used for repeat testing has not been evaluated or established. Rx only.
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Cologuard is a registered trademark of Exact Sciences Corporation.  
©2021 Exact Sciences Corporation. All rights reserved. US.CG.4579-1 May 2021

Patient Cologuard  
Rescreen Letter From GI
Download and send to patients 

when they are eligible for rescreen.

Understanding  
Cologuard Results
Use this piece to gain a 

better understanding of the 
Cologuard screening results.

COLOGUARD® ORDER 
REQUISITION FORM 

Stool-based DNA test with hemoglobin immunoassay component

EXACT SCIENCES LABORATORIES, LLC 
145 E Badger Rd, Ste 100, Madison, WI 53713 

p: 844-870-8870  |  ExactLabs.com 
NPI: 1629407069 TIN: 463095174

Healthcare Organization Name:  ____________________________

Provider Name:  ____________________________________________

NPI #:

ICD-10 Code:  
  Z12.11 and Z12.12 (Encounter for screening for malignant                                                
neoplasm of colon [Z12.11] and rectum [Z12.12])

 Other(s) ___________________________________________________

Certification
I am a licensed healthcare provider authorized to order Cologuard. This 
test is medically necessary and the patient is eligible to use Cologuard. 
I will maintain the privacy of test results and related information as 
required by HIPAA. I authorize Exact Sciences Laboratories to obtain 
reimbursement for Cologuard and to directly contact and collect 
additional samples from the patient as appropriate.

_____________________________________________________________  
Ordering Provider Signature   Date of Order

This section is not intended to influence the medical judgment of an ordering 
provider in determining whether this test is right for any particular patient. The 
following codes are listed as a convenience. Ordering practitioners should report 
the diagnosis code(s) that best describes the reason for performing the test.

PROVIDER INFORMATION ORDER INFORMATION

PATIENT AUTHORIZATIONS, ASSIGNMENT OF BENEFITS (AOB) & FINANCIAL RESPONSIBILITIES

PATIENT ETHNICITY AND RACE   The completion of this section is optional.

I authorize Exact Sciences Laboratories (Exact) to bill my insurance/health plan and furnish them with my Cologuard order information, test results, or other information requested 
for reimbursement. I assign all rights and benefits under my insurance plans to Exact and authorize Exact to appeal and contest any reimbursement denial, including in any 
administrative or civil proceedings necessary to pursue reimbursement. I authorize all reimbursements to be paid directly to the laboratory in consideration for services performed. 
I understand that I am responsible for any amount not paid, including amounts for non-covered services or services determined by my plan to be provided by an out-of-network 
provider. I further understand that if I am a Medicaid enrollee in a state where Exact is enrolled as a Medicaid provider, Exact will accept as payment in full the amounts paid by the 
Medicaid program, plus any deductible, coinsurance or copayment which may be required by the Medicaid program to be paid by me.

Patient Signature: _________________________________________________________________  Date: ___________________

Location Address:  _________________________________________

City, State, Zip:  ____________________________________________

Phone Number:  ___________________________________________

Secure Fax Number*:  ______________________________________
*To receive results for this order, please provide secure FAX number only

Phone Number (required): _________________________________ 
       Home        Mobile        Work

Language Preference (optional): ___________________________

Patient ID/MRN:  ____________________________________________

First Name: ______________ Last Name: ______________________

DOB (mm/dd/yyyy): ___ /___ /_______    Sex:   Male        Female

Is your patient of Hispanic or Latino origin or descent?     Yes        No

Please mark one or more to indicate your patient’s race:
 White      Black or African-American      Asian      Native Hawaiian or other Pacific Islander      American Indian or Alaska Native

FRM-3004-05-c
February 2019

Fax completed form to 844-870-8875

Shipping Address: __________________________________________

                                 ___________________________________________

City, State, Zip:      ___________________________________________

Does patient wish Exact Sciences to bill their insurance?     Yes (complete below)        No (patient will self-pay)

Policyholder Name: ____________________ Policyholder DOB:  ___ /___ /_____ Relationship to patient:    Self      Spouse      Other 

Primary Insurance Carrier: _________________________ Type:  Private    Medicare    Medicare Advantage     Medicaid    Tricare

Claims Submission Address: ________________________________________________________________________________________________

Subscriber ID/Policy Number: __________________ Group Number: ______________________ Plan: _______________________________

Prior-Authorization Code (if available): ________________________________________________

Billing Address: ____________________________________________

                              ____________________________________________

City, State, Zip:  ____________________________________________

 Same as Shipping  

Provider & Order Information Recommended: type all Provider information.  
Editable, printable PDF available at exactlabs.com

Patient Demographics

Patient Insurance/Billing Information

  Attach a copy of the front & back of primary and/or secondary insurance cards. 

Only completion of “Policyholder Name” and “Policyholder DOB” is necessary when  
attaching a copy of the front & back of primary and/or secondary insurance cards.

For Lab Use Only
Sample Collected: __ /__ /_____ Sample Received: __ /__ /_____

Cologuard  
Order Form

Blank test requisition forms can be 
given to healthcare provider offices 
who wish to send in paper orders.

COLOGUARD® PATIENT EDUCATION MATERIAL 
In this section, download the patient brochure and the "How to Use" video to educate patients on 
screening for CRC using Cologuard.

OUTREACH MATERIAL 
In this section, download, customize, and send resources to providers on screening for CRC with Cologuard.

GI to patient COMMUNICATION TEMPLATE 

Patient Cologuard Order Letter From GI 
Entities using this material are responsible for, and should pay close attention to, the 
accuracy of the information about the specific circumstances in which they distribute these 
materials. This template is provided to any appropriately requesting entity, regardless of the 
manner in which they recommend or participate in the ordering of Cologuard, and is not 
intended to interfere with the individualized care decision made between the provider and 
patient. 
 

 
  

Dear [Patient Name]: 
 
Our records show that you have missed or declined your screening colonoscopy. I 
have assessed you as average risk for colorectal cancer (CRC). Screening is 
important for early detection, so I have ordered Cologuard®—an easy-to-use, 
noninvasive colon cancer screening test—for you. 

The U.S. Preventive Services Task Force guidelines include multiple screening 
options for CRC screening, including other noninvasive tests.1 In the past, if a 
patient fits the approved criteria below, I have discussed Cologuard with them and 
here is why I recommend it. 

Cologuard is for patients who are 45 years of age or older at average risk for CRC 
and due for screening. Average risk can be defined by no history of CRC or 
advanced adenoma, no family history of CRC, no inflammatory bowel disease, and 
no hereditary syndromes associated with a high risk of CRC, including familial 
adenomatous polyposis and hereditary nonpolyposis CRC (commonly known as 
Lynch syndrome). 

 

Cologuard can be used at home, [allowing for CRC screening to continue even 
while social distancing practices are in place]. Getting screened with Cologuard is 
easy. Here is what to expect next: 

 
! You will receive a short phone call from the Cologuard Customer Support 

Center at Exact Sciences Laboratories to confirm your mailing address and 
give you more information 

! Exact Sciences Laboratories, which is fully operational at this time, will ship 
the collection kit directly to you  

! You will collect a single stool sample in the privacy of your own home—no 
special preparation is required  

! You will return the kit via UPS in the same box it arrived in, and you can even 
schedule a UPS pickup so you do not have to leave your house 

! I will contact you to discuss your results after I receive them from the 
laboratory 

 

Patient Cologuard  
Order Letter From GI

A letter that GIs can share with patients 
who may have missed or cancelled 

their last CRC screening colonoscopy.

Patient Outreach Material

Exact Sciences Laboratories

Provider Outreach Material
GGII   TTOO  PPrroovviiddeerr  CCOOMMMMUUNNIICCAATTIIOONN  TTEEMMPPLLAATTEE  

UUnnssuucccceessssffuull  SScchheedduulliinngg  AAtttteemmpptt  FFrroomm  GGII  
Entities using this material are responsible for, and should pay close attention to, the accuracy of the information 
about the specific circumstances in which they distribute these materials. This template is provided to any 
appropriately requesting entity, regardless of the manner in which they recommend or participate in the ordering 
of Cologuard, and is not intended to interfere with the individualized care decision made between the provider and 
patient.  
 

 

 
To: [Office Name] 
Attn: [Provider Name] 
 
 
According to our records, your patient [First and Last Name – (DOB xx/xx/xxxx)] was referred to our 
practice on [Date xx/xx/xxxx] for colon cancer screening via colonoscopy. After several attempts to 
reach this patient, we have been unsuccessful in scheduling their procedure.  
 
[GI Group Name or Individual Provider Name] believes that getting patients screened is a national 
priority. That is why we are informing you of the patient's screening status. Following up with them may 
help you to better understand the patient’s barriers for colorectal cancer (CRC) screening. 
 
The U.S. Preventive Services Task Force guidelines include multiple screening modalities for CRC 
screening, including other noninvasive tests.1 In the past, if a patient fits the approved criteria below, I 
have discussed Cologuard® with them, and here is why I often recommend it in similar circumstances. 
 
Cologuard is a noninvasive screening option for your patients 45 years of age or older who are at 
average risk for CRC and due for screening. A positive result does not necessarily mean the patient has 
CRC; instead, it means that Cologuard detected elevated levels of altered DNA and/or hemoglobin in the 
patient’s stool. Patients with a positive result should have a diagnostic colonoscopy as soon as possible, 
which may involve a cost share. Under normal circumstances, follow-up colonoscopy within 3 months of 
a positive stool test has been recommended.2 [During the COVID-19 pandemic, the major GI societies 
(AASLD, ACG, AGA, ASGE) have advised that, for most asymptomatic patients with either a positive 
Cologuard or FIT test, “colonoscopy should be considered nonurgent and can be delayed by at least 
4-6 weeks and reassessed.”3 ] 
 
If the Cologuard result is negative, the patient should continue participating in a screening program at 
an interval and with a method appropriate for the individual patient. American Cancer Society guidelines 
recommend rescreening in 3 years.4 It should be noted that Cologuard is not a replacement for 
diagnostic or surveillance colonoscopy.5 

As you know, CRC is the third most commonly diagnosed cancer in men and women, but it can be 
prevented and often treated if found in early stages.6 Despite this fact, CRC claims the lives of ~53,000 
Americans each year, making it the second-leading cause of cancer death in the United States.6  

 
 

Unsuccessful Scheduling 
Attempt From GI

A letter template for GIs to share with 
HCPs when they have not been successful 
in scheduling their screening procedure.

GI to patient COMMUNICATION TEMPLATE 

Patient Cologuard Rescreen Letter From GI 
Entities using this material are responsible for, and should pay close attention to, the 
accuracy of the information about the specific circumstances in which they distribute these 
materials. This template is provided to any appropriately requesting entity, regardless of the 
manner in which they recommend or participate in the ordering of Cologuard, and is not 
intended to interfere with the individualized care decision made between the provider and 
patient. 
 

 

Dear [Patient Name]: 
 
Our records here at [provider/network office name] indicate you are due for 
colorectal cancer (CRC) screening. The recommended screening interval for 
Cologuard® per the American Cancer Society guidelines is every 3 years.1 Last time 
you used Cologuard to screen for CRC. Cologuard can be used to screen for CRC in 
adults 45 years and older who are average risk for CRC. If you are still average risk 
for CRC, then using Cologuard again may be appropriate. Please call our office to 
determine if Cologuard is right for you.  

As you may remember from your last screening, the Cologuard Collection Kit is 
shipped directly to your home and is easy to use. No special preparation, diet, or 
change in medication is needed and no time off is required. You collect a single 
stool sample in the privacy of your own home using this kit, then send it to Exact 
Sciences Laboratories (ESL), via prepaid UPS pickup without ever leaving your 
house.  

As mentioned, Cologuard is a noninvasive screening option for patients at average 
risk for CRC and due for screening. Average risk can be defined by no history of CRC 
or advanced adenoma, no family history of CRC, no inflammatory bowel disease, 
and no hereditary syndromes associated with a high risk of CRC, including familial 
adenomatous polyposis and hereditary nonpolyposis CRC (commonly known as 
Lynch syndrome). [Cologuard can be used at home, allowing for CRC screening to 
continue even while social distancing practices are in place.]  

As you may know, colorectal cancer is the second leading cause of cancer deaths in 
the United States, taking the lives of about 53,000 Americans this year—more than 
breast cancer (43,000/year) or prostate cancer (33,000/year).2 Colorectal cancer may 
be preventable through screening and is highly treatable when detected in early 
stages.3 

Please contact us if you would like to know if Cologuard, an easy-to-use, 
noninvasive colon cancer screening test, is still right for you.  

 

[GI contact information] 
[Sign off] 
 

Patient Cologuard  
Rescreen Letter From GI

A letter template that GIs can share with 
patients who are eligible for rescreen.

Dear

We healthcare providers know that colorectal cancer (CRC) screening is a national priority, as together, we 
strive to achieve the National Colorectal Cancer Roundtable’s screening goal of 80% in every community.1 
However, due to limited health care visits during this uncertain time, we believe that a large part of the 
population is going unscreened or not being screened on time for CRC.

I support and endorse an informed decision-making approach between you and your patients that offers 
choices, including guideline recommended non-invasive screening modalities alongside colonoscopy, to 
help improve CRC screening rates in our local community. To be clear, for all of your patients at high risk for 
CRC, optical colonoscopy is the recommended screening option. And for patients at average risk for CRC, the 
non-invasive screening option I recommend most often is Cologuard®. It is significantly more sensitive than 
fecal occult blood testing (OC FIT-CHECK, Polymedco Inc.) for early stages and all stages of CRC, as well as 
precancerous polyp detection as shown in a prospective, head-to-head, 10,000 patient study of individuals 
50-84 years of age.2 In addition to being highly sensitive, Cologuard is a non-invasive screening option for
your patients 45 years of age or older who are at average risk for CRC and due for screening. Cologuard can
be used at home allowing for CRC screening to continue even while social distancing practices are in place.
After Cologuard is prescribed, the Cologuard collection kit will be sent directly to the patient’s home and is
easily returned to Exact Sciences Laboratories by scheduling an at-home pick up by UPS®.

Cologuard is not for patients at increased CRC risk, due to a family history of colorectal cancer, a personal 
history of colorectal cancer or adenoma, IBD, and certain hereditary syndromes. Cologuard is also not a 
replacement for diagnostic or surveillance colonoscopy.3 With Cologuard, there is a chance for false positives 
and false negatives.  

When you prescribe Cologuard and your patient completes the test, you will receive a “positive” or 
“negative” result. Positive tests may reflect the presence of CRC or advanced adenoma.2 A positive result does 
not necessarily mean the patient has colorectal cancer. It means that Cologuard detected elevated levels of 
altered DNA and/or hemoglobin in the patient’s stool. Patients with a positive result should have a diagnostic 
colonoscopy as soon as possible, which may involve a cost share. Under normal circumstances, follow-
up colonoscopy within 3 months of a positive stool test has been recommended.6  During the COVID-19 
pandemic, the major GI societies (AASLD, ACG, AGA, ASGE) have advised that, for most asymptomatic 
patients with either a positive Cologuard or FIT test, “colonoscopy should be considered non-urgent and can 
be delayed by at least 4-6 weeks and reassessed.”4

If the Cologuard result is negative, the patient should continue participating in a screening program at an 
interval and a method appropriate for the individual patient. Guidelines recommend re-screening with 
Cologuard again in three years.5 

I am committed to screening patients for CRC by offering them choice especially during these uncertain times. 

Please feel free to contact me if you have any questions. 
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GI Alignment Letter

GIs can use this letter to encourage 
healthcare providers to help close  
the CRC screening gap by offering  

Cologuard to their patients as  
soon as they are eligible.

GI TO Provider COMMUNICATION TEMPLATE 

Declined Colonoscopy Letter From GI 
Entities using this material are responsible for, and should pay close attention to, the 
accuracy of the information about the specific circumstances in which they distribute these 
materials. This template is provided to any appropriately requesting entity, regardless of the 
manner in which they recommend or participate in the ordering of Cologuard, and is not 
intended to interfere with the individualized care decision made between the provider and 
patient.  
 

  

To: [Office Name] 
Attn: [Provider Name] 
 
[We want to let you know that the patient you referred to our office, [Patient 
Name], has declined their colonoscopy at this time.] [We want to let you know 
that the patient you referred to our office, [Patient Name], was not present at 
their appointment for a colonoscopy.] 
 
[GI Group Name or Individual Provider Name] believes that getting patients 
screened is a national priority. That is why we are informing you of the patient's 
screening status. Following up with them may help you to better understand their 
barriers to colorectal cancer (CRC) screening. 

I have identified this patient as average risk for CRC, so I have ordered a 
Cologuard® test on the patient’s behalf. Please contact our offices at the number 
below if you have any concerns or questions regarding this process. 

Cologuard is a noninvasive screening option for your patients 45 years of age or 
older who are at average risk for CRC and due for screening.  A positive result does 
not necessarily mean the patient has colorectal cancer; it means that Cologuard 
detected elevated levels of altered DNA and/or hemoglobin in the patient’s stool. 
Patients with a positive result should have a diagnostic colonoscopy as soon as 
possible, which may involve a cost share. Under normal circumstances, follow-up 
colonoscopy within 3 months of a positive stool test has been recommended.1  

If the Cologuard result is negative, the patient should continue participating in a 
screening program at an interval and a method appropriate for the individual 
patient. American Cancer Society guidelines recommend rescreening in 3 years.2 

Please feel free to contact me if you have any questions. 

 

[GI contact information] 
[Sign off] 
 
 
 
 
 
 

Declined Colonoscopy 
Letter From GI

A letter for GIs to share  
with HCPs when a referred patient  

has declined a colonoscopy.

GI to Provider COMMUNICATION TEMPLATE 

Cologuard Health System Letter From GI 
Entities using this material are responsible for, and should pay close attention to, the 
accuracy of the information about the specific circumstances in which they distribute these 
materials. This template is provided to any appropriately requesting entity, regardless of the 
manner in which they recommend or participate in the ordering of Cologuard, and is not 
intended to interfere with the individualized care decision made between the provider and 
patient. 

To: [Office Name]
Attn: [Provider Name]

Colorectal cancer (CRC) screening is a national priority. However, [due to limited 
health care visits in this uncertain time,] we believe a large part of the population 
is going unscreened, or not being screened on time, for CRC.  We also believe that, 
together, we can achieve the National Colorectal Cancer Roundtable’s screening 
goal of 80% in every community.1 

This is why I support and endorse an informed decision-making approach between 
you and your patients that offers choices, including guideline-recommended, 
noninvasive screening modalities alongside colonoscopy to help improve CRC 
screening rates in our local community.  

To be clear: for all of your patients at high risk for CRC, colonoscopy is the 
recommended screening option, but for patients at average risk for CRC, the U.S. 
Preventive Services Task Force guidelines include multiple screening modalities for 
CRC screening, including other noninvasive tests.2 In the past, if a patient fits the 
approved criteria below, I have discussed Cologuard® with them, and here is why I 
recommend it. 

Cologuard is a noninvasive screening option for your patients 45 years of age or 
older who are at average risk for CRC and due for screening. [It can be used at 
home, allowing for CRC screening to continue even while social distancing 
practices are in place.] After Cologuard is prescribed, the Cologuard Collection Kit 
will be sent directly to the patient’s home, and the patient can easily return it to 
Exact Sciences Laboratories by scheduling an at-home pick up by UPS®. 

Additionally, Cologuard is significantly more sensitive than fecal occult blood 
testing (OC FIT-CHEK, Polymedco Inc.) for early and all stages of CRC, as well as 
precancerous polyp detection, as shown in a prospective, head-to-head, 10,000-
patient study of individuals 50-84 years of age at average risk for CRC.3 

Cologuard is not for patients at increased CRC risk due to a family history of 
colorectal cancer or a personal history of colorectal cancer or adenoma, irritable 
bowel disease, and certain hereditary syndromes. Cologuard is also not a 
replacement for diagnostic or surveillance colonoscopy.4 With Cologuard, there is a 
chance for false positives and false negatives.  

A positive result does not necessarily mean the patient has colorectal cancer; it 
means that Cologuard detected elevated levels of altered DNA and/or hemoglobin 

Cologuard Health System 
Letter From GI

A templated GI letter that outlines 
the importance of CRC screening 
and can be shared with an HCP.

"How to Use" Video
Download and show patients to 
better educate them on what to 

expect in the kit and how to use it.

Cologuard Components  
Flashcard

Download and show patients  
to explain the components of the 

Cologuard kit.

COMPONENTS

SAMPLE LABELSPATIENT GUIDE INSTRUCTIONS

SHIPPING BOX SAMPLE CONTAINER

PROBE  +  TUBE

BOTTLE OF LIQUID
(PRESERVATIVE)

BRACKET

The Cologuard Collection Kit is easy to use. If a patient has questions,  
a live Customer Support Specialist is available to assist via phone: 1-844-870-8870.

What’s inside:

Patients can watch a short, helpful video on how to use  
the collection kit at Cologuard.com/use.

THE COLOGUARD® COLLECTION KIT

Patient Brochure
Download and provide to patients for 

complete information on Cologuard, how to 
use, and when to return.

Cologuard is intended to screen adults 45 and  
older at average risk for colorectal cancer. Rx only.

Please see important risk information on back of brochure.

Screening for
colon cancer 
with Cologuard®

EXACT SCIENCES CORPORATION 441 Charmany Drive, Madison, WI 53719  
ExactSciences.com  |  ExactLabs.com  |  1-844-870-8870

Cologuard is a registered trademark of Exact Sciences Corporation.
©2020 Exact Sciences Corporation. All rights reserved. US.CG.1559-3-July 2020.

Cologuard is intended to screen adults 45 years of age and 
older who are at average risk for colorectal cancer by detecting 
certain DNA markers and blood in the stool. Do not use if you 
have had adenomas, have inflammatory bowel disease and 
certain hereditary syndromes, or a personal or family history 
of colorectal cancer. Cologuard is not a replacement for 
colonoscopy in high risk patients. Cologuard performance in 
adults ages 45-49 is estimated based on a large clinical study 
of patients 50 and older.  

The Cologuard test result should be interpreted with caution. 
A positive test result does not confirm the presence of cancer. 
Patients with a positive test result should be referred for 
diagnostic colonoscopy. A negative test result does not confirm 
the absence of cancer. Patients with a negative test result 
should discuss with their doctor when they need to be tested 
again. False positives and false negative results can occur. In a 
clinical study, 13% of people without cancer received a positive 
result (false positive) and 8% of people with cancer received  
a negative result (false negative). Rx only.
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1. Itzkowitz SH. Incremental advances in excremental cancer detection tests. 
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How to use your  
Cologuard kit

Shipping box Liquid  
preservative

Tube

Sample container

Bracket
Patient Guide How to  

Return Your Kit

Sample labels

What’s inside the kit?

Place your sample container into the 
toilet bracket.

Use your Cologuard kit to collect your sample.

Scrape your sample, then fill the sample 
container with preservative. Also, be sure 
to fill out both labels. 

Once you receive your kit, unpack it and 
review the enclosed Patient Guide.

Using the prepaid UPS label, ship the box back 
to Exact Sciences Laboratories within 24 hours 
of collection. Schedule a contact-free UPS 
pick-up by calling us at 1-844-870-8870 or visit 
CologuardTest.com/UPS. And you may receive 
helpful reminder calls from us to return your kit.

24/7 support available 
Call 1-844-870-8870 or chat with  
us by visiting CologuardTest.com

Cologuard® Information for Patients 
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 
Cologuard. You may adapt the provided content to suit the needs of your organization, including the removal of the Exact 
Sciences logo. However, do not remove or modify the “Important Information” section.  

 

 

 
COLOGUARD® INFORMATION 
Based on advances in stool DNA science, Cologuard® is an easy-to-use screening option for colorectal cancer. 
This simple, noninvasive option is available by prescription only to adults 45 years of age and older who are at 
average risk of colorectal cancer. 
 
American Cancer Society guidelines recommend that people at average risk of colorectal cancer start screening 
at age 45.1 For these individuals who are screening with Cologuard, The American Cancer Society recommends 
screening again three years after a negative Cologuard result. Talk with your health care provider about the 
available options for screening. 
 
How Does Cologuard Work? 
Cologuard identifies specific biomarkers associated with colorectal cancer and precancer by using advanced 
stool DNA technology that detects altered DNA and/or blood in the stool. Cologuard finds 92% of colorectal 
cancers, even in earlier stages.2 
 
How Is a Sample Collected? 
The Cologuard collection kit is easy to use and shipped directly to your home. You don't need to take time off or 
make any changes to diet or medication before using the test; you simply collect a single stool sample in the 
privacy of your own home. Plan to collect your sample when you can get it back to UPS® that same day or the 
next day. Send it back to Exact Sciences Laboratories using the no-cost return option that works best for you. 
You can ask for a contact free pickup by calling 1-844-870-8870 for help or visit Cologuard.com/UPS to 
schedule it on your own or drop it off at UPS.  Exact Sciences Laboratories will send the results to your health 
care provider in a few weeks.  
 
Is Cologuard Affordable? 
Cologuard is covered by Medicare and most major commercial insurance providers.3 Nationwide, more than 
94% of patients using Cologuard have no out-of-pocket cost for screening.3* 
 
What Should I Know About the Results of My Cologuard Test? 
Exact Sciences Laboratories sends your results to your health care provider. If your test result is4: 

• Negative 
o The test did not detect altered DNA and/or blood that could be caused by a precancerous 

polyp or colon cancer. A negative result means you have a very low chance of having 
colorectal cancer or pre-cancer, and you do not need further follow-up at this time. However, 
false negatives can occur. You should get screened again in the future. 

• Positive 
o The test detected altered DNA and/or blood that could be caused by a precancerous polyp or 

colon cancer. A positive result means you have an increased chance of having colorectal 
cancer or pre-cancer. You do not necessarily have cancer, because false positives can occur. 
You should discuss your result with your ordering provider and schedule a follow-up 
colonoscopy as soon as possible. 

Cologuard Information  
for Patients

Download and send to patients  
to reiterate the use of Cologuard  

and what to expect.

Lab Tour Video

This video provides more information 
about the Exact Sciences laboratory.
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