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I.  SUMMARY OF CHANGES:  Medicare coverage is being expanded for screening 
for early detection of colorectal cancer by adding an additional fecal occult blood 
test (iFOBT, immunoassay-based) that can be used as an alternative to the existing 
gFOBT, guaiac-based test.  Medicare coverage continues to allow for one FOBT per 
year for beneficiaries aged 50 and over. 
 
NEW/REVISED MATERIAL –  
EFFECTIVE DATE:  January 1, 2004 
*IMPLEMENTATION DATE: January 5, 2004 (for coverage & HCPCS codes) 
*IMPLEMENTATION DATE: April 5, 2004 (for frequency edits only) 
 
Disclaimer for manual changes only:  The revision date and transmittal number apply 
only to red italicized material.  Any other material was previously published and 
remains unchanged.  
 
II.  CHANGES IN MANUAL INSTRUCTIONS:  (R = REVISED, N = NEW, D = 
DELETED) 
R/N/D CHAPTER/SECTION/SUBSECTION/TITLE 
R 1 - Table of Contents/National Coverage Determinations 
N 1/210.3 - Colorectal Cancer Screening Tests 

 
(This revision to §210.3 of Pub. 100-03 is an NCD.  NCDs are binding on all Medicare 
carriers, fiscal intermediaries, quality improvement organizations, health maintenance 
organizations, competitive medical plans, and health care prepayment plans.  Under 42 
CFR 422.256(b), an NCD that expands coverage is also binding on a Medicare+Choice 
Organization.  In addition, an administrative law judge may not review an NCD.  (See 
§1869(f)(1)(A)(i) of the Social Security Act.) 
 
*III.  FUNDING:  These instructions shall be implemented within your current 
operating budget. 
 
IV.  ATTACHMENTS: 
 Business Requirements 
X Manual Instruction 
 Confidential Requirements 
 One-Time Notification 
 Recurring Update Notification 
*Medicare contractors only 
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F - Respiratory Therapists 
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Pulmonary Conditions 
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250.1 - Treatment of Psoriasis 
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250.3 - Intravenous Immune Globulin for the Treatment of Autoimmune 

Mucutaneous Blistering Diseases 
250.4 - Treatment of Actinic Keratosis 

260 - Transplantation - Solid Organ Transplants - Not Yet Available 
260.1 - Adult Liver Transplantation - Not Yet Available 
260.2 - Pediatric Liver Transplantation - Not Yet Available 
260.3 - Pancreas Transplants - Not Yet Available 
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260.5 - Intestinal and Multi-Visceral Transplantation - Not Yet Available 
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260.7 - Lymphocyte Immune Globulin, Anti-Thymocyte Globulin (Equine) - Not 

Yet Available 
260.8 - Reserved 
260.9 - Heart Transplants - Not Yet Available 

270 - Wound Treatment - Not Yet Available 
270.1 - Electrostimulation in the Treatment of Wounds-Not Covered - Not Yet 

Available 
270.1.1 - Electrical Stimulation for the Treatment of Wounds - Not Yet 

Available 
270.2 - Noncontact Normothermic Wound Therapy (NNWT) - Not Yet Available 
270.3 - Platelet-Derived Wound Healing Formula - Not Yet Available 
270.4 - Treatment of Decubitus Ulcers - Not Yet Available 
270.5 - Porcine Skin and Gradient Pressure Dressings - Not Yet Available 

280 - Medical and Surgical Supplies - Not Yet Available 
280.1 - Durable Medical Equipment Reference List - Not Yet Available 
280.2 - White Cane for Use by a Blind Person - Not Yet Available 



280.3 - Specially Sized Wheelchairs - Not Yet Available 
280.4 - Seat Lift - Not Yet Available 
280.5 - Safety Roller - Not Yet Available 
280.6 - Pneumatic Compression Devices - Not Yet Available 
280.7 - Hospital Beds - Not Yet Available 
280.8 - Air-Fluidized Bed - Not Yet Available 
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280.10 - Prosthetic Shoe - Not Yet Available 
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280.12 - Sykes Hernia Control - Not Yet Available 
280.13 - Transcutaneous Electrical Nerve Stimulators (TENS) - Not Yet 

Available 
280.14 – Infusion Pumps - Not Yet Available 

290 - Nursing Services - Not Yet Available 
290.1 - Home Health Visits to a Blind Diabetic - Not Yet Available 
290.2 - Home Health Nurses’ Visits to Patients Requiring Heparin Injections - 

Not Yet Available 
300 - Diagnostic Tests Not Otherwise Classified - Not Yet Available 

300.1 - Obsolete or Unreliable Diagnostic Tests - Not Yet Available 
310 - Clinical Trials 
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210.3 – Colorectal Cancer Screening Tests 
(Rev. 5, 12-19-03) 
 
Section 4104 of the Balanced Budget Act of 1997 provides for coverage of screening 
colorectal cancer procedures under Medicare Part B.  Medicare currently covers: 
(1) annual fecal occult blood tests (FOBTs); (2) flexible sigmoidoscopy over 4 years; (3) 
screening colonoscopy for persons at average risk for colorectal cancer every 10 years, 
or for persons at high risk for colorectal cancer every 2 years; (4) barium enema every 4 
years as an alternative to flexible sigmoidoscopy, or every 2 years as an alternative to 
colonoscopy for persons at high risk for colorectal cancer; and, (5) other procedures the 
Secretary finds appropriate based on consultation with appropriate experts and 
organizations. 
 
Coverage of the above screening examinations was implemented in regulations through a 
final rule that was published on October 31, 1997 (62 FR 59079), and was effective 
January 1, 1998.  At that time, based on consultation with appropriate experts and 
organizations, the definition of the term “FOBT” was defined in 42 CFR §410.37(a)(2) 
of the regulation to mean a “guaiac-based test for peroxidase activity, testing two 
samples from each of three consecutive stools.” 
 
In the 2003 Physician Fee Schedule Final Rule (67 FR 79966) effective March 1, 2003, 
CMS amended the FOBT screening test regulation definition at 42 CFR §410.37(a)(2) to 
provide that it could include either: (1) a guaiac-based FOBT, or, (2) other tests 
determined by the Secretary through a national coverage determination. 
 
A. Covered Indications 
 
Fecal Occult Blood Tests (FOBT) (effective for services performed on or after January 1, 
2004) 
 
1. History 

 
FOBTs are generally divided into two types: immunoassay and guaiac types.  
Immunoassay (or immunochemical) fecal occult blood tests (iFOBT) use “antibodies 
directed against human globin epitopes.  While most iFOBTs use spatulas to collect stool 
samples, some use a brush to collect toilet water surrounding the stool. Most iFOBTs 
require laboratory processing. 
 



Guaiac fecal occult blood tests (gFOBT) use a peroxidase reaction to indicate presence 
of the heme portion of hemoglobin. “Guaiac turns blue after oxidation by oxidants or 
peroxidases in the presence of an oxygen donor such as hydrogen peroxide.  Most FOBTs 
use sticks to collect stool samples and may be developed in a physician’s office or a 
laboratory. In 1998, Medicare began reimbursement for guaiac FOBTs, but not 
immunoassay type tests for colorectal cancer screening.  Since the fundamental process 
is similar for other iFOBTs, CMS evaluated colorectal cancer screening using 
immunoassay FOBTs in general. 
2. Expanded Coverage 
 
Medicare covers one screening FOBT per annum for the early detection of colorectal 
cancer. This means that Medicare will cover one guaiac-based (gFOBT) or one 
immunoassay-based (iFOBT) at a frequency of every 12 months; i.e., at least 11 months 
have passed following the month in which the last covered screening FOBT was 
performed, for beneficiaries aged 50 years and older.  The beneficiary completes the 
existing gFOBT by taking samples from two different sites of three consecutive stools; the 
beneficiary completes the iFOBT by taking the appropriate number of stool samples 
according to the specific manufacturer’s instructions.  This screening requires a written 
order from the beneficiary’s attending physician.  (“Attending physician means a doctor 
of medicine or osteopathy (as defined in §1861(r)(1) of the Social Security Act) who is 
fully knowledgeable about the beneficiary’s medical condition, and who would be 
responsible for using the results of any examination performed in the overall 
management of the beneficiary’s specific medical problem.)   
 
B. Noncovered Indications 
 
All other indications for colorectal cancer screening not otherwise specified above 
remain noncovered. 
 
(This NCD last reviewed December 2003.) 
 
 
 
 
 


