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Medical Guideline Disclaimer Property of EmblemHealth. All rights reserved.
The treating physician or primary care provider must submit to EmblemHealth, or ConnectiCare, as applicable (hereinafter jointly referred to as
“EmblemHealth”), the clinical evidence that the member meets the criteria for the treatment or surgical procedure. Without this documentation and
information, EmblemHealth will not be able to properly review the request preauthorization or post-payment review. The clinical review criteria expressed
below reflects how EmblemHealth determines whether certain services or supplies are medically necessary. This clinical policy is not intended to pre-empt
the judgment of the reviewing medical director or dictate to health care providers how to practice medicine. Health care providers are expected to exercise
their medical judgment in rendering appropriate care. Health care providers are expected to exercise their medical judgment in rendering appropriate
care.
EmblemHealth established the clinical review criteria based upon a review of currently available clinical information (including clinical outcome studies in
the peer reviewed published medical literature, regulatory status of the technology, evidence-based guidelines of public health and health research
agencies, evidence-based guidelines and positions of leading national health professional organizations, views of physicians practicing in relevant clinical
areas, and other relevant factors). EmblemHealth expressly reserves the right to revise these conclusions as clinical information changes and welcomes
further relevant information. Each benefit program defines which services are covered. The conclusion that a particular service or supply is medically
necessary does not constitute a representation or warranty that this service or supply is covered and/or paid for by EmblemHealth, as some programs
exclude coverage for services or supplies that EmblemHealth considers medically necessary.
If there is a discrepancy between this guideline and a member's benefits program, the benefits program will govern. Identification of selected brand names
of devices, tests and procedures in a medical coverage policy is for reference only and is not an endorsement of any one device, test or procedure over
another. In addition, coverage may be mandated by applicable legal requirements of a state, the Federal Government or the Centers for Medicare &
Medicaid Services (CMS) for Medicare and Medicaid members. All coding and web site links are accurate at time of publication.
EmblemHealth may also use tools developed by third parties, such as the MCG™ Care Guidelines, to assist us in administering health benefits. The MCG™
Care Guidelines are intended to be used in connection with the independent professional medical judgment of a qualified health care provider and do not
constitute the practice of medicine or medical advice. EmblemHealth Services Company, LLC, has adopted this policy in providing management,
administrative and other services to EmblemHealth Plan, Inc., EmblemHealth Insurance Company, EmblemHealth Services Company, LLC, and Health
Insurance Plan of Greater New York (HIP) related to health benefit plans offered by these entities. ConnectiCare, an EmblemHealth company, has also
adopted this policy. All of the aforementioned entities are affiliated companies under common control of EmblemHealth Inc.

Definitions
Clostridium difficile infection (CDI)
(Aka C. diff)

Common hospital-acquired (nosocomial) infection; a known cause of morbidity and
mortality among older adult hospitalized patients.
C. difficile colonizes the human intestinal tract after the normal gut flora has been
altered by antibiotic therapy and is the causative organism of antibiotic-associated
pseudomembranous colitis.
Symptoms include:
• Watery diarrhea (≥ 3 bowel movements/day ≥ 2 days)
• Fever
• Loss of appetite
• Nausea
• Abdominal pain/ tenderness

Recurrent CDI (RCDI)

Episode of CDI that occurs 8 weeks after the onset of a previous episode; provided
the symptoms from the previous episode resolved. Recurrence can be due to the
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same (or different) strain and may be due to an impaired immune response and/or
alteration of the colonic microbiota.
CDI that is unresponsive to the antimicrobial treatment, namely persistence of
diarrhea with CD toxin positive or persistent diarrhea with toxin negative in the
absence of other possible causes of diarrhea (eg, IBS, IBD, non-CDI antibioticassociated diarrhea)

Refractory CDI

Fecal microbiota transplantation (FMT)
(Aka fecal bacteriotherapy)

Stool infusion therapy puts healthy donor stool into the stomach, small intestine or
colon of an infected patient with RCDI. Healthy intestinal microorganisms act to
restore intestinal flora to normal.

Guideline
Members with RCDI are eligible for FMT when the following criteria are met:
1. Third CDI recurrence, even if recurrence is mild
2. Pulsed vancomycin treatment failure
3. Member is not immunocompromised
(For step protocol beginning from mild-to-moderate disease, see Appendix: CDI severity scoring system and
summary of recommended treatments)
Note: FMT for refractory CDI may be considered in rare circumstances.

Limitations and Exclusions
The following treatments, which are currently being investigated, are not considered medically necessary due to
insufficient evidence of therapeutic value:
1. Immunotherapy (intravenous immune globulin [IVIG]) as a sole therapy
2. Probiotics as adjunct to antibiotics

Procedure Codes
44705

Preparation of fecal microbiota for instillation, including assessment of donor specimen

G0455

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

ICD-10 Diagnoses
A04.71

Enterocolitis due to Clostridium difficile, recurrent

A04.72

Enterocolitis due to Clostridium difficile, not specified as recurrent
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Added refractory CDI as covered indication
ConnectiCare adopts clinical criteria of its parent corporation EmblemHealth
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APPENDIX
CDI severity scoring system and summary of recommended treatments
Severity

Criteria

Treatment

Comment

Mild-tomoderate
disease

Diarrhea plus any
additional signs or
symptoms not meeting
severe or complicated
criteria

Metronidazole 500mg orally three times a
day for 10 days. If unable to take
metronidazole, vancomycin 125 mg orally
four times a day for 10 days

Severe disease

Serum albumin <3g/dl
plus ONE of the following:
WBC ≥15,000 cells/mm3,
Abdominal tenderness

Vancomycin 125 mg orally four times a day
for 10 days

Severe and
complicated
disease

Any of the following
attributable to CDI:
Admission to intensive
care unit for CDI
Hypotension with or
without required use of
vasopressors
Fever ≥38.5 °C
Ileus or significant
abdominal distention
Mental status changes
WBC ≥35,000 cells/mm3
or <2,000 cells/mm3
Serum lactate levels >2.2
mmol/l
End organ failure
(mechanical ventilation,
renal failure, etc.)

Vancomycin 500 mg orally four times a day
and metronidazole 500 mg IV every 8 h, and
vancomycin per rectum (vancomycin 500
mg in 500 ml saline as enema) four times a
day

Surgical consultation suggested

Recurrent CDI

Recurrent CDI within 8
weeks of completion of
therapy

Repeat metronidazole or vancomycin pulse
regimen

Consider FMT after 3 recurrences
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If no improvement in 5–7 days,
consider change to vancomycin at
standard dose (vancomycin
125mg four times a day for 10
days)
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