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Important Information about the Cologuard products

RX Only

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:
• a personal history of colorectal cancer and adenomas
• a positive result from another colorectal cancer screening method within a test recommended timeframe
• have been diagnosed with a condition associated with high risk for colorectal cancer such as IBD, chronic ulcerative colitis, Crohn’s disease
• have a 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.

Understanding Cologuard® and 
Cologuard Plus TM results
Results and next steps for both the Cologuard and Cologuard 
Plus tests will be the same.

EXACT SCIENCES CORPORATION
5505 Endeavor Lane | Madison, WI 53719

Cologuard, Cologuard Plus and Exact Sciences are trademarks of Exact Sciences Corporation.
© 2025 Exact Sciences Corporation. All rights reserved. M-US-CG-06727 10/2025

Exact Sciences will share results with the ordering provider to communicate with their patients.

Positive result
A positive result means that altered DNA and/or 
hemoglobin was detected in the patient’s stool.

Sample not processed
Reasons for this result include:
Required labeling information was missing, buffer 
addition could not be verified, stool sample exceeds 
allowable weight, collection kit was damaged, an 
empty kit was received.

Negative result
A negative result means that the Cologuard test did not 
detect altered DNA and/or hemoglobin in the stool.

No result obtained
Reasons for this result include:
Insufficient DNA volume, fecal hemoglobin sample did not  
produce a valid result, technical issues, etc.

These patients should be referred to 
colonoscopy.1,2

These patients should continue in an  
appropriate screening program, such as the  
ACS-recommended interval of every 3 years.1-3

These patients will be contacted by Exact 
Sciences and instructed to re-collect a 
sample. A fax will be sent to the provider.

These patients will be contacted by Exact 
Sciences and instructed to re-collect a sample.  
A fax will be sent to the provider.


