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PROGRAM EXCEPTIONS SECTION.
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DESCRIPTION:

Fecal microbiota transplantation (FMT), also called donor feces infusion, intestinal microbiota
transplantation, and fecal bacteriotherapy involves the duodenal infusion of intestinal microorganisms
via the transfer of stool from a healthy individual into a diseased individual to restore normal intestinal
flora. The stool can be infused as a liquid suspension into the upper gastrointestinal tract through a
nasogastric tube or gastroscopy, into the colon through a colonoscope or rectal catheter, or
administered orally via capsules (ie, encapsulated FMT).

The goal of FMT is to replace damaged and/or disordered native microbiota with a stable community of
donor microorganisms. The treatment is based on the premise that an imbalance in the community of
microorganisms residing in the gastrointestinal tract (ie, dysbiosis) is associated with specific disease
states, including susceptibility to infection.

The human microbiota, defined as the aggregate of microorganisms (bacteria, fungi, archaea) on and in
the human body, is believed to consist of approximately 10 to 100 trillion cells, approximately 10 times
the number of human cells. Most human microbes reside in the intestinal tract, and most of these are
bacteria. In its healthy state, intestinal microbiota perform a variety of useful functions including aiding
in the digestion of carbohydrates, mediating the synthesis of certain vitamins, repressing growth of
pathogenic microbes, and stimulating the lymphoid tissue to produce antibodies to pathogens.

POSITION STATEMENT:

Fecal microbiota transplantation meets the definition of medical necessity for treatment of individuals
with recurrent Clostridium difficile infection when:

e There have been at least 2 recurrences that are refractory to standard antibiotic treatment


javascript:popupPage('../definitions/original.htm',%20'yes',%20300,%2010,%20350,%20300);
javascript:popupPage('../definitions/reviewed.htm',%20'yes',%20300,%2010,%20350,%20300);

Fecal microbiota transplantation for all other conditions is considered experimental or investigational.
There is insufficient published clinical evidence to support the safety and effectiveness of FMT in
conditions other than recurrent Clostridium difficile infection.

BILLING/CODING INFORMATION:

CPT Coding:
44705 Preparation of fecal microbiota for instillation, including assessment of donor specimen
0780T Instillation of fecal microbiota suspension via rectal enema into lower gastrointestinal
tract

HCPCS Coding:

G0455 Preparation with instillation of fecal microbiota by any method, including assessment of
donor specimen

ICD-10 Diagnosis Codes That Support Medical Necessity:

‘ A04.7 ‘ Enterocolitis due to Clostridium difficile

REIMBURSEMENT INFORMATION:
Refer to section entitled POSITION STATEMENT.

PROGRAM EXCEPTIONS:
Federal Employee Program (FEP): Follow FEP guidelines.

State Account Organization (SAO): Follow SAO guidelines.

Medicare Advantage products: No National Coverage Determination (NCD) and/or Local Coverage
Determination (LCD) were found at the time of the last guideline review date.

If this Medical Coverage Guideline contains a step therapy requirement, in compliance with Florida law
627.42393, members or providers may request a step therapy protocol exemption to this requirement if
based on medical necessity. The process for requesting a protocol exemption can be found at Coverage
Protocol Exemption Request.

DEFINITIONS:

None applicable.

RELATED GUIDELINES:

None applicable.

OTHER:

None applicable.


https://www.floridablue.com/docview/coverage-protocol-exemption-request/
https://www.floridablue.com/docview/coverage-protocol-exemption-request/

Florida Statute 765.523 Discrimination in access to anatomical gifts and organ transplants prohibited.
(excerpt)

(d) "Organ transplant" means the transplantation or transfusion of a part of a human body into the body
of another individual for the purpose of treating or curing a medical condition.

Florida Statute 627.64197 Coverage for organ transplants.—A health insurance policy issued,
delivered, or renewed on or after July 1, 2020, in this state by an insurer which provides coverage for
organ transplants on an expense-incurred basis may not deny coverage for an organ transplant solely
on the basis of an insured's disability. This section may not be construed to require such insurer to
provide coverage for an organ transplant that is not medically necessary. For purposes of this section,
the term "organ transplant" has the same meaning as ins. 765.523.

Florida Statute 627.65736 Coverage for organ transplants.—A group health insurance policy delivered,
issued, or renewed on or after July 1, 2020, in this state by an insurer or nonprofit health care services
plan which provides coverage for organ transplants on an expense-incurred basis may not deny
coverage for an organ transplant solely on the basis of an insured's disability. This section may not be
construed to require such insurer or nonprofit health care service plan to provide coverage for an organ
transplant that is not medically necessary. For purposes of this section, the term "organ transplant” has
the same meaning as ins. 765.523.

Florida Statute 641.31075 Coverage for organ transplants.—A health maintenance contract issued or
renewed on or after July 1, 2020, in this state by a health maintenance organization which provides
coverage for organ transplants may not deny coverage for an organ transplant solely on the basis of a
subscriber's disability. This section may not be construed to require such health maintenance
organization to provide coverage for an organ transplant that is not medically necessary. For purposes of
this section, the term "organ transplant" has the same meaning as in s. 765.523.
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COMMITTEE APPROVAL:

This Medical Coverage Guideline (MCG) was approved by the Florida Blue Medical Policy and Coverage
Committee on 12/08/23.

GUIDELINE UPDATE INFORMATION:

09/15/14 | New Medical Coverage Guideline.

09/15/15 | Scheduled review. Maintained position statement and updated references.

11/01/15 | Revision: ICD-9 Codes deleted.

08/15/16 | Scheduled review. Maintained Position Statement section. Updated references.

08/15/17 | Scheduled review. Maintained Position Statement section. Updated references.
Reformatted guideline.

08/15/18 | Scheduled review. Position statement maintained. Updated references.

08/15/19 | Scheduled review. Maintained position statement and updated references.

07/01/20 | Revision: added Florida statute language regarding discrimination in access to anatomical
gifts and coverage of organ transplants. Updated references.

12/15/20 | Scheduled review. Revised description, maintained position statement and updated
references.

02/15/22 | Scheduled review. Revised description and position statement. Updated references.

01/01/23 | Annual CPT/HCPCS coding update. Added 0780T.

05/25/23 | Update to Program Exceptions section.

01/01/24 | Position statements maintained.




