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Applies to (Line of Business):
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State Products, if yes which plan(s): XIMediSource; XIMediSource Connect; LIChild Health
Plus; XIEssential Plan

Medicare, if yes, which plan(s): XIMAPD; [IPDP; XIISNP; XICSNP

Commercial, if yes, which type: XlLarge Group; XISmall Group; X individual

Self-Funded Services (Refer to specific Summary Plan Descriptions (SPDs) to determine any pre-
authorization or pre-certification requirements and coverage limitations. In the event of any conflict between this
policy and the SPD of a Self-Funded Plan, the SPD shall supersede the policy.)

Excluded Products within the Selected Lines of Business (LOB)
N/A

Applicable to Vendors? Yes [] NolX

Purpose and Applicability:

To set forth Independent Health’s medical necessity criteria for preimplantation genetic testing.

Policy:

Commercial and Self-Funded:
Preimplantation genetic diagnostic testing may be considered medically necessary and a covered
benefit when any of the following criteria are met:
e The couple is known to be at-risk to have child with a genetic condition because of ANY of the
following:
0 Both parents are known carriers of a recessive genetic condition and the specific gene
mutation has been identified in each parent; OR
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0 One parent is affected by or known to be a carrier of a dominant condition and the
specific gene mutation has been identified; OR

0 The female contributing the egg is known to be a carrier of an X-linked condition and the
specific gene mutation has been identified; OR

0 One or both parents are carriers of a structural chromosome rearrangement (e.g.,
translocation or inversion); OR

0 One or both parents have a known chromosome microdeletion (e.g., 22q11 deletion —
DiGeorge syndrome, 7q11.23 deletion — Williams syndrome);

AND
e The genetic condition is associated with potentially severe disability or has a lethal natural
history.

Preimplantation genetic diagnostic testing as an adjunct to in vitro fertilization (IVF) is considered
investigational in patients or couples who are undergoing IVF in all situations other than those specified
above.

Preimplantation genetic screening as an adjunct to IVF is considered investigational in patients or
couples who are undergoing IVF in all situations.

Medicare Advantage:
Preimplantation genetic diagnosis testing is covered for Medicare Advantage members utilizing the
Commercial criteria above.

MediSource, MediSource Connect, Essential Plan:
Preimplantation genetic diagnosis associated with in vitro fertilization services is not covered by New
York Medicaid.

Background:

Preimplantation genetic diagnosis (PGD) testing can detect specific genetic diseases (usually autosomal
recessive conditions) by using molecular analysis techniques on single cells removed from the embryo. It
is a diagnostic procedure that provides an alternative to traditional prenatal genetic diagnosis. The
procedure is recommended when embryos may be affected by certain genetic conditions, due to one or
both parents as known carriers of a genetic condition. One or two cells are removed from the embryos
by biopsy during IVF procedures and examined for genetic analysis. Embryos with normal biopsy results
are available for transfer into the uterus while additional normal embryos may be frozen. Only normal,
healthy embryos are transferred into the uterus, reducing the risk of adverse pregnancy outcomes such
as birth defects and miscarriages and possible pregnancy termination after prenatal diagnosis.

An evaluation of the peer-reviewed scientific literature, including but not limited to subscription
materials, has provided Independent Health the basis for its medical necessity coverage outlined above.

Pre-Authorization Required? Yes No[]

Pre-authorization is required for this service.
1. The ordering /rendering laboratory is responsible for securing Prior Authorization for Medically

Necessary molecular diagnostic testing. Independent Health’s Prior Authorization form is
available at:
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https://ihprovider.healthtrioconnect.com/app/docMgr/single/downloadDocument?xsesschk=88
3b989f7c0f407bb419bc93ebd4c8c9&documentld=19859993d5b64db6a4aldfe35a3fdcdd

and Independent Health’s Utilization Management Department can be reached by calling (716)
631-3282.

2. The ordering / referring physician is responsible for submitting all relevant member-level clinical
information to the rendering laboratory to support the Prior Authorization request.

3. Claims received for molecular diagnostic testing lacking Prior Authorization will deny to the
responsibility of the rendering laboratory, and Independent Health members shall not be billed.
Therefore, it is imperative for rendering laboratories, with clinical information supplied by
ordering / referring physicians, to secure and verify Prior Authorization in accordance with the
process above and clinical requirements above.

Definitions

In vitro fertilization (IVF) is a procedure to treat infertility and produce a pregnancy. The ovaries are
stimulated by a combination of fertility medications and then one or more oocyte(s) are aspirated from
ovarian follicles. The oocytes are fertilized in the laboratory, after which, one or more embryo(s) are
transferred into the uterine cavity.

Preimplantation genetic testing refers to testing performed on an embryo for either diagnostic or
screening purposes.

Preimplantation diagnostic testing is performed on cells from the developing embryo prior to
implantation, allowing at risk couples to avoid a pregnancy affected with a genetic condition. when one

or both parents have a known genetic abnormality.

Preimplantation screening testing refers to screening an embryo for aneuploidy when both parents are
chromosomally normal.
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This policy contains medical necessity criteria that apply for this service. Please note that
payment for covered services is subject to eligibility criteria, contract exclusions and the
limitations noted in the member’s contract at the time the services are rendered.
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