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Introduction

Mesenchymal stem cells are adult stem cells which are usually found in the bone marrow. These
stem cells can generate other types of cells that are part of the body’'s musculoskeletal system,
such as bone, cartilage, and muscle. Stem cells are being studied as a way to treat orthopedic
problems like damaged bone, ligaments, tendons, and the discs between the bones of the spine.
Using stem cells to treat orthopedic problems is unproven. Studies have not yet shown the best
ways to gather and deliver these cells. Studies also have not yet shown that using stem cells for
orthopedic conditions leads to better health results compared to usual treatments.

Note: The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can

be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a
service may be covered.


https://www.premera.com/medicalpolicies/2.01.16.pdf
https://www.premera.com/medicalpolicies/2.01.16.pdf
https://www.premera.com/medicalpolicies/2.01.98.pdf
https://www.premera.com/medicalpolicies/7.01.149.pdf

Policy Coverage Criteria

Note: This policy does not address unprocessed allograft bone.

‘ Service Investigational

Mesenchymal stem cell
therapy

Mesenchymal stem cell therapy is considered investigational
for all orthopedic applications, including use in repair or
regeneration of musculoskeletal tissue.

Allograft bone products
containing viable stem
cells

Allograft bone products containing viable stem cells, including
but not limited to demineralized bone matrix (DBM) with stem
cells, are considered investigational for all orthopedic
applications.

graft substitutes

Allograft or synthetic bone | Allograft or synthetic bone graft substitutes that must be

combined with autologous blood or bone marrow are

considered investigational for all orthopedic applications.

‘ Description
20999 Unlisted procedure, musculoskeletal system, general
38206 Blood-derived hematopoietic progenitor cell harvesting for transplantation, per
collection; autologous
38241 Hematopoietic progenitor cell (HPC); autologous transplantation

Note: CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

Related Information
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Benefit Application

The Regenexx® procedure is currently performed at select centers in the United States.
Therefore, requests for it may be made for an out-of-network facility.

Description

Mesenchymal stem cells (MSCs) have the capability to differentiate into a variety of tissue types,
including various musculoskeletal tissues. Potential uses of MSCs for orthopedic applications
include treatment of damaged bone, cartilage, ligaments, tendons and intervertebral discs.

Background

Mesenchymal Stem Cells

MSCs are multipotent cells (also called stromal multipotent cells) that can differentiate into
various tissues including organs, trabecular bone, tendon, articular cartilage, ligaments, muscle,
and fat. MSCs are associated with the blood vessels within bone marrow, synovium, fat, and
muscle, where they can be mobilized for endogenous repair as occurs with healing of bone
fractures. Tissues such as muscle, cartilage, tendon, ligaments, and vertebral discs show limited
capacity for endogenous repair because of the limited presence of the triad of tissue functional
components: vasculature, nerves, and lymphatics. Orthobiologics is a term introduced to
describe interventions using cells and biomaterials to support healing and repair. Cell therapy is
the application of MSCs directly to a musculoskeletal site. Tissue engineering techniques use
MSCs and/or bioactive molecules such as growth factors and scaffold combinations to improve
the efficiency of repair or regeneration of damaged musculoskeletal tissues.*

Bone-marrow aspirate is considered to be the most accessible source and, thus, the most
common place to isolate MSCs for treatment of musculoskeletal disease. However, harvesting
MSCs from bone marrow requires an additional procedure that may result in donor-site
morbidity. In addition, the number of MSCs in bone marrow is low, and the number and
differentiation capacity of bone marrow-derived MSCs decreases with age, limiting their
efficiency when isolated from older patients.
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In vivo, the fate of stem cells is regulated by signals in the local 3-dimensional
microenvironment from the extracellular matrix and neighboring cells. It is believed that the
success of tissue engineering with MSCs will also require an appropriate 3-dimensional scaffold
or matrix, culture conditions for tissue-specific induction, and implantation techniques that
provide appropriate biomechanical forces and mechanical stimulation. The ability to induce cell
division and differentiation without adverse effects, such as the formation of neoplasms, remains
a significant concern. Given that each tissue type requires different culture conditions, induction
factors (signaling proteins, cytokines, growth factors), and implantation techniques, each
preparation must be individually examined.

Summary of Evidence

For individuals who have cartilage defects, meniscal defects, joint fusion procedures, or
osteonecrosis who receive stem cell therapy, the evidence includes small randomized controlled
trials and nonrandomized comparative trials. Relevant outcomes are symptoms, morbid events,
functional outcomes, quality of life, and treatment-related morbidity. Use of mesenchymal stem
cells (MSCs) for orthopedic conditions is an active area of research. Despite continued research
into the methods of harvesting and delivering treatment, there are uncertainties regarding the
optimal source of cells and the delivery method. Studies have included MSCs from bone
marrow, adipose tissue, peripheral blood, and synovial tissue. The largest body of evidence is on
use of autologous MSCs, either concentrated or expanded in culture, for cartilage repair. This
evidence includes small randomized and nonrandomized comparative trials with insufficient
data to evaluate health outcomes. In addition, expanded MSCs for orthopedic applications are
not U.S. Food and Drug Administration (FDA)-approved (concentrated autologous MSCs do not
require FDA approval). Overall, there is a lack of evidence that clinical outcomes are improved.
The evidence is insufficient to determine the effects of the technology on health outcomes.

Ongoing and Unpublished Clinical Trials

Some currently unpublished trials that might influence this review are listed in Table 1. Many
are observational studies with commercially available products (eg, Cartistem, AlloStem, Trinity
Evolution, Osteocel Plus).
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Table 1. Summary of Key Trials

Trial Name

Planned
Enrollment

Completion

Date

NCT01413061° | Study of Subtalar Arthrodesis Using AlloStem® Versus 140 Sep 2017
Autologous Bone Graft (ongoing)

NCT00885729 Mesenchymal Stem Cells in a Clinical Trial to Heal Articular 50 Jul 2018
Cartilage Defects

NCT01626677/ | Randomized, Open-Label, Multi-Center and Phase 3 Clinical 104 May 2015

NCT01041001° | Trial to Compare the Efficacy and Safety of Cartistem® and (completed)

Microfracture in Patients With Knee Articular Cartilage Injury
or Defect/ Long Term Follow-Up Study of CARTISTEM®
Versus Microfracture

NCT: national clinical trial.

a Denotes industry-sponsored or cosponsored trial.

Practice Guidelines and Position Statements

American Association of Orthopaedic Surgeons

The 2013 and 2014 American Association of Orthopaedic Surgeons’ guidelines on treatment of

glenohumeral joint osteoarthritis have indicated:

e Treatment using allograft, autograft, biologic, and interpositional grafts in patients with

glenohumeral joint osteoarthritis is inconclusive®, and that

e Treatment using growth factor injections and/or platelet rich plasma for patients with

symptomatic osteoarthritis of the knee is inconclusive.*

American Association of Neurological Surgeons

The American Association of Neurological Surgeons 2014 guidelines on fusion procedures for

degenerative disease of the lumbar spine related to this evidence review have indicated that

"The use of demineralized bone matrix (DBM) as a bone graft extender is an option for 1- and 2-
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https://www.clinicaltrials.gov/ct2/show/NCT01413061?term=NCT01413061&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT00885729?term=NCT00885729&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT01626677?term=NCT01626677&rank=1
https://www.clinicaltrials.gov/ct2/results?cond=&term=NCT01041001&cntry1=&state1=&recrs=

level instrumented posterolateral fusions. Demineralized Bone Matrix: Grade C (poor level of

evidence)."¥’

International Society for Cellular Therapy

In 2006, the International Society for Cellular Therapy proposed a minimal set of criteria to
standardize the characterization of multipotent mesenchymal stem cells.®® The proposed criteria
for human mesenchymal stem cells included plastic adherence when maintained in standard
culture conditions; a phenotype of expression of CD105, CD73, and CD90 with a lack surface
expression of CD45, CD34, CD14 or CD11b, CD79 alpha or CD19, and human leukocyte antigen—
antigen D related surface molecules; and the capability of differentiating into osteoblasts,
adipocytes, and chondrocytes using standard in vitro tissue culture-differentiating conditions.

Medicare National Coverage

There is no national coverage determination (NCD). In the absence of an NCD, coverage
decisions are left to the discretion of local Medicare carriers.

Regulatory Status

The U.S. Food and Drug Administration (FDA) regulates human cells and tissues intended for
implantation, transplantation, or infusion through the Center for Biologics Evaluation and
Research, under Code of Federal Regulation (CFR) title 21, parts 1270 and 1271. Mesenchymal
stem cells (MSCs) are included in these regulations.

The regulatory status of the stem cell or stem cell-containing products addressed in this review
is summarized below.

Concentrated autologous MSCs do not require approval by the FDA. No products using
engineered or expanded MSCs have been approved by the FDA for orthopedic applications.

The following products are examples of commercialized demineralized bone matrix (DBM)
products. They are marketed as containing viable stem cells. In some instances, manufacturers
have received communications and inquiries from the FDA related to the appropriateness of
their marketing products that are dependent on living cells for their function. The following
descriptions are from the product literature.

O
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e Allostem® (AlloSource) is a partially demineralized allograft bone seeded with adipose-
derived MSCs

e Map3™ (rti surgical) contains cortical cancellous bone chips, DBM, and multipotent adult
progenitor cells (MAPC®)

e Osteocel Plus® (NuVasive)is a DBM combined with viable MSCs isolated from allogeneic
bone marrow

e Trinity Evolution Matrix™ (Orthofix) DBM combined with viable MSCs isolated from
allogeneic bone marrow

Other products contain DBM and are designed to be mixed with bone marrow aspirate:

e Fusion Flex™ (Wright Medical) is dehydrated moldable DBM scaffold (strips and cubes) that
will absorb autologous bone marrow aspirate

e Ignite® (Wright Medical) is an injectable graft with DBM that can be combined with
autologous bone marrow aspirate

A number of DBM combination products have been cleared for marketing by the FDA through
the 510(k) process. FDA product code: MQV

Table 2 provides a representative sample of these products; some of which are specifically
labeled for mixing with bone marrow aspirate.

Table 2. Demineralized Bone Matrix Products Cleared by FDA

Product Matrix Type | Mix With Manufacturer | Date 510(k)
Autologous | or Sponsor Cleared | No.
MSCs

Vitoss® Bioactive Foam Type I bovine X Stryker Nov 2008 | K083033

Bone Graft Substitute collagen

NanOss BVF-E Nanocrystalline Pioneer Surgical Aug 2008

hydroxyapatite
OrthoBlast® II Human cancellous SeaSpine Sep 2007 K070751

Demineralized bone matrix | bone chips
putty and paste

CopiOs® Bone Void Filler | Type I bovine Kensey Nash May 2007 | K071237
(sponge and powder disc) | dermal collagen
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Product

Matrix Type

Mix With
Autologous
MSCs

Manufacturer
or Sponsor

510(k)
No.

DBX® Demineralized bone | Processed human Musculoskeletal Dec 2006 K053218
matrix putty, paste and bone and sodium | X Transplant

mix hyaluronate Foundation

Integra MOZAIK™ Human cancellous IsoTis Dec 2006 | K062353
Osteoconductive Scaffold- | bone X OrthoBiologics

Putty

Formagraft™ Collagen Bovine fibrillary X R and L Medical May 2005 | K050789
Bone Graft Matrix collagen

DynaGraft® II Gel and Processed human IsoTis Mar 2005 | K040419
Putty bone particles Orthobiologics

FDA: Food and Drug Administration; MSCs: mesenchymal stem cells.

In 2008, the FDA determined that the mesenchymal stem cells sold by Regenerative Sciences for

use in the Regenexx-C™ procedure would be considered drugs or biological products and thus

require submission of a New Drug Application (NDA) or Biologic License Application (BLA) to

FDA.? The Regenexx-C™ procedure originally used stem cells derived from bone marrow or

synovial fluid and cultured the cells with autologous platelet lysate in a separate laboratory.

Other compounds such as antibiotics were added before the material was returned to the

patient in a separate orthopedic procedure. Regenerative Sciences asserted that the procedure

was the practice of medicine and not subject to FDA regulation. In 2014, a federal appellate

court upheld FDA authority to regulate adult stem cells as drugs and biologics and ruled that

the Regenexx cell product fell within FDA’s authority to regulate human cells, tissues, and

cellular and tissue-based products (HCT/Ps).? To date, no NDA or BLA has been approved by the
FDA for this product. As of 2015, the expanded stem cell procedure is only offered in the
Cayman Islands. Regenexx® Stem Cell Procedure is offered through a network of facilities in the
United States that provide same-day stem cell and blood platelet procedures that do not require
FDA approval. These procedures, along with the Regenexx® Super Concentrated Platelet Rich
Plasma, are marketed as treatments for arthritis and injuries of the knee, hip, shoulder, spine,
hand and wrist, foot and ankle and elbow.*
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08/09/11 New policy; add to Therapy section.Policy created with literature review through
January 2011; considered investigational. ICD-10 codes included in policy.

07/20/12 Replace policy. Policy updated with literature review through February 2012; reference
6 added and references reordered; policy statement unchanged.

08/15/12 Update Related Policies: remove 7.01.48, it was archived.

08/20/12 Update Related Policies — add 2.02.18.

10/09/12 Update Coding Section — ICD-10 codes are now effective 10/01/2014.

04/26/13 Clarification only. Statement within the Benefit Application section stating, “Therefore,

requests may be made for an out-of-network facility” was removed, as this conflicts
with the FDA statements in the rest of the policy. No other changes.

06/10/13 Replace policy. New policy statement added that allograft bone containing viable stem
cells is considered investigational. New policy guideline added that policy does not
address unprocessed allograft bone. Regulatory status section updated regarding
allograft bone. Rationale updated based on a literature review through March 2013.
References 4, and 11-15 added; others renumbered or removed. Policy statement
changed as noted.

08/20/13 Update Related Policies. Change title to 2.02.18.

06/19/14 Annual Review. Policy updated with literature review through March 3, 2014;
references 5, 13, and 17 added; policy statements unchanged. ICD-10 codes removed
in line with code mapping project and implementation delay.

06/09/15 Annual Review. Policy updated with literature review through February 26, 2015;
references 3, 14, 16, 18, 20, and 22 added; investigational statement added on bone
graft substitutes that must be used with autologous blood or bone marrow aspirate;
title changed to "Orthopedic applications of stem cell therapy (including allograft and
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09/01/15

04/01/16

06/09/17

09/01/17

05/01/18

bone substitute products used with autologous bone marrow)”. Related policies
removed: 2.02.18, 7.01.15 and 8.01.55. CPT code 20999 added to policy.

Update Related Policies. Add 2.01.98 and 7.01.149.

Annual Review, approved March 8, 2016. Policy updated with literature review through
November 17, 2015; references 12 and 15 added. Policy statements unchanged. Title
changed to "Orthopedic Applications of Stem Cell Therapy (Including Allografts and
Bone Substitutes Used With Autologous Bone Marrow)".

Coding update; updated description for CPT codes 38230 and 38241.

Annual Review, approved August 22, 2017. Policy updated with literature review
through June 9, 2017; references 1, 4, 12-13, 25, and 27-29 were added. Policy
statements unchanged.

Annual Review, approved April 3, 2018. Policy updated with literature review through
November 2017; references 14 and 24 added; references 2 and 4 updated. Policy
statements unchanged. Removed CPT code 38230.

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review

and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit

booklet or contact a member service representative to determine coverage for a specific medical service or supply.
CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2018 Premera

All Rights Reserved.

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when

determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to
the limits and conditions of the member benefit plan. Members and their providers should consult the member
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations

applicable to this service or supply. This medical policy does not apply to Medicare Advantage.
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PREMERA |

An Independent Licensee of the Blue Cross Blue Shield Association

Discrimination is Against the Law

Premera Blue Cross complies with applicable Federal civil rights laws and
does not discriminate on the basis of race, color, national origin, age,
disability, or sex. Premera does not exclude people or treat them differently
because of race, color, national origin, age, disability or sex.

Premera:

¢ Provides free aids and services to people with disabilities to communicate
effectively with us, such as:
¢ Qualified sign language interpreters
e Written information in other formats (large print, audio, accessible

electronic formats, other formats)

¢ Provides free language services to people whose primary language is not
English, such as:
e Qualified interpreters
¢ Information written in other languages

If you need these services, contact the Civil Rights Coordinator.

If you believe that Premera has failed to provide these services or
discriminated in another way on the basis of race, color, national origin, age,
disability, or sex, you can file a grievance with:

Civil Rights Coordinator - Complaints and Appeals

PO Box 91102, Seattle, WA 98111

Toll free 855-332-4535, Fax 425-918-5592, TTY 800-842-5357

Email AppealsDepartmentinquiries@Premera.com

You can file a grievance in person or by mail, fax, or email. If you need help
filing a grievance, the Civil Rights Coordinator is available to help you.

You can also file a civil rights complaint with the U.S. Department of Health
and Human Services, Office for Civil Rights, electronically through the
Office for Civil Rights Complaint Portal, available at
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at:

U.S. Department of Health and Human Services

200 Independence Avenue SW, Room 509F, HHH Building

Washington, D.C. 20201, 1-800-368-1019, 800-537-7697 (TDD)
Complaint forms are available at
http://www.hhs.gov/ocr/office/file/index.html.

Getting Help in Other Languages

This Notice has Important Information. This notice may have important
information about your application or coverage through Premera Blue
Cross. There may be key dates in this notice. You may need to take action
by certain deadlines to keep your health coverage or help with costs. You
have the right to get this information and help in your language at no cost.
Call 800-722-1471 (TTY: 800-842-5357).

A71¢% (Amharic):

2V TINFOEE hdAL LG GHA: LU TI0FOEL A TlvahFP @eg° ¢ Premera Blue
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44 ) (Arabic):
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800-722-1471 (TTY: 800-842-5357)-

3¢ (Chinese):

AEMAEENRL . AEBEMTHEERMRIEER Premera Blue Cross 13X
HESRBNEZEAL., ABMARAIEZ AL, EAEEEESHLAY

ZRATRERITE, LRBENERRREREEAMHN. CHEEANRBELENE

SEREAFEMER, FEREE 800-722-1471 (TTY: 800-842-5357).
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Oromoo (Cushite):

Beeksisni kun odeeffannoo barbaachisaa gaba. Beeksisti kun sagantaa
yookan karaa Premera Blue Cross tiin tajaajila keessan ilaalchisee
odeeffannoo barbaachisaa qabaachuu danda’a. Guyyaawwan murteessaa
ta’an beeksisa kana keessatti ilaalaa. Tarii kaffaltidhaan deeggaramuuf
yookan tajaajila fayyaa keessaniif guyyaa dhumaa irratti wanti raawwattan
jiraachuu danda’a. Kaffaltii irraa bilisa haala ta’een afaan keessaniin
odeeffannoo argachuu fi deeggarsa argachuuf mirga ni gabaattu.
Lakkoofsa bilbilaa 800-722-1471 (TTY: 800-842-5357) tii bilbilaa.

Francgais (French):

Cet avis a d'importantes informations. Cet avis peut avoir d'importantes
informations sur votre demande ou la couverture par l'intermédiaire de
Premera Blue Cross. Le présent avis peut contenir des dates clés. Vous
devrez peut-étre prendre des mesures par certains délais pour maintenir
votre couverture de santé ou d'aide avec les codts. Vous avez le droit
d'obtenir cette information et de I'aide dans votre langue a aucun codt.
Appelez le 800-722-1471 (TTY: 800-842-5357).

Kreyol ayisyen (Creole):

Avi sila a gen Enfomasyon Enpotan ladann. Avi sila a kapab genyen
enfomasyon enpotan konsénan aplikasyon w lan oswa konsénan kouveti
asirans lan atravé Premera Blue Cross. Kapab genyen dat ki enpotan nan
avi sila a. Ou ka gen pou pran kék aksyon avan seten dat limit pou ka
kenbe kouvéti asirans sante w la oswa pou yo ka ede w avek depans yo.
Se dwa w pou resevwa enfomasyon sa a ak asistans nan lang ou pale a,
san ou pa gen pou peye pou sa. Rele nan 800-722-1471

(TTY: 800-842-5357).

Deutsche (German):

Diese Benachrichtigung enthélt wichtige Informationen. Diese
Benachrichtigung enthalt unter Umstanden wichtige Informationen
beziiglich Ihres Antrags auf Krankenversicherungsschutz durch Premera
Blue Cross. Suchen Sie nach eventuellen wichtigen Terminen in dieser
Benachrichtigung. Sie kdnnten bis zu bestimmten Stichtagen handeln
mussen, um Ihren Krankenversicherungsschutz oder Hilfe mit den Kosten
zu behalten. Sie haben das Recht, kostenlose Hilfe und Informationen in
lhrer Sprache zu erhalten. Rufen Sie an unter 800-722-1471

(TTY: 800-842-5357).

Hmoob (Hmong):

Tsab ntawv tshaj xo no muaj cov ntshiab lus tseem ceeb. Tej zaum
tsab ntawv tshaj xo no muaj cov ntsiab lus tseem ceeb txog koj daim ntawv
thov kev pab los yog koj ghov kev pab cuam los ntawm Premera Blue
Cross. Tej zaum muaj cov hnub tseem ceeb uas sau rau hauv daim ntawv
no. Tej zaum koj kuj yuav tau ua gee yam uas peb kom koj ua tsis pub
dhau cov caij nyoog uas teev tseg rau hauv daim ntawv no mas koj thiaj
yuav tau txais kev pab cuam kho mob los yog kev pab them tej nqi kho mob
ntawd. Koj muaj cai kom lawv muab cov ntshiab lus no uas tau muab sau
ua koj hom lus pub dawb rau koj. Hu rau 800-722-1471

(TTY: 800-842-5357).

lloko (llocano):

Daytoy a Pakdaar ket naglaon iti Napateg nga Impormasion. Daytoy a
pakdaar mabalin nga adda ket naglaon iti napateg nga impormasion
maipanggep iti apliksayonyo wenno coverage babaen iti Premera Blue
Cross. Daytoy ket mabalin dagiti importante a petsa iti daytoy a pakdaar.
Mabalin nga adda rumbeng nga aramidenyo nga addang sakbay dagiti
partikular a naituding nga aldaw tapno mapagtalinaedyo ti coverage ti
salun-atyo wenno tulong kadagiti gastos. Adda karbenganyo a mangala iti
daytoy nga impormasion ken tulong iti bukodyo a pagsasao nga awan ti
bayadanyo. Tumawag iti numero nga 800-722-1471 (TTY: 800-842-5357).

Italiano (Italian):

Questo avviso contiene informazioni importanti. Questo avviso pud contenere
informazioni importanti sulla tua domanda o copertura attraverso Premera
Blue Cross. Potrebbero esserci date chiave in questo avviso. Potrebbe
essere necessario un tuo intervento entro una scadenza determinata per
consentirti di mantenere la tua copertura o sovvenzione. Hai il diritto di
ottenere queste informazioni e assistenza nella tua lingua gratuitamente.
Chiama 800-722-1471 (TTY: 800-842-5357).



HAEE (Japanese):

COBHICIEELERAESENTLES, ZOBEENCIL. Premera Blue
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290 (Lao):

CC99NIVDD2HVFIHV. (C39NIVLDI0PED2NVIIGTLRIOTLAISBYTE
wIN B 90V LOSIUEHLIWESIUIIVEIV Premera Blue Cross. 909D
SVHFELICECFINILY. WIVDIHEHATVLCIDIOIBLNIVOILNIVO
(0ITUWNRCWOSNIIN0IVELODIUEIVIL:WIL B HoIVFoBCHBCIDY
enlgsreeoquiinls. tindSoldsuayvd war norvgoscdacivwIF
2o9umlosticges. lilnma 800-722-1471 (TTY: 800-842-5357).

Manigd (Khmer):

iwsigssaimsmstidumsdsas gy wosysSaimsuinu
sfismsundesafspiiuuus yriUimiugsemgiun:
Premera Blue Cross 4 [UINUMNMENS MUUUTNIGSISSISIHHINGSNES
2aiHISH HRUTNUMMEIMIUTNDOEEMN SUSunsSigoh/Asn
SIS 18] SHIMPS /M SINUIRUSAMNIUNES YIS Suwismigy
gREsifsgurifmsis: SusguisinmMmMaIuLMmiEnSSHY
UjuY e gIaie) 800-722-1471 (TTY: 800-842-5357)%

UAreh (Punjabi):

fen &fen feo uA Frearat 3. o &fcr f2g Premera Blue Cross @8 39731
FEIA 3 I TS HIFTYIS et I Aal I . for SfrA A=Y wH 3ehr
J A I5. g IF RIS Jea9d fdust I= 7 6A € 3913 Affg Hee ©
fegx I 3 3% izH 39 3 Ufos' I3 UH geH g9t 9 83 I AIS 3,398
¥e3 9 3 vt 3 9 Areardt w3 Hee Y3 996 & witard 3 3%
800-722-1471 (TTY: 800-842-5357).

= (Farsi):
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Polskie (Polish):

To ogtoszenie moze zawiera¢ wazne informacje. To ogtoszenie moze
zawiera¢ wazne informacje odnos$nie Panstwa wniosku lub zakresu
$wiadczen poprzez Premera Blue Cross. Prosimy zwrécic uwage na
kluczowe daty, ktére mogg by¢ zawarte w tym ogtoszeniu aby nie
przekroczy¢ terminéw w przypadku utrzymania polisy ubezpieczeniowej lub
pomocy zwigzanej z kosztami. Macie Panstwo prawo do bezptatnej
informacji we wkasnym jezyku. Zadzwoncie pod 800-722-1471

(TTY: 800-842-5357).

Portugués (Portuguese):

Este aviso contém informagoées importantes. Este aviso podera conter
informagdes importantes a respeito de sua aplicagéo ou cobertura por meio
do Premera Blue Cross. Poderdo existir datas importantes neste aviso.
Talvez seja necessario que vocé tome providéncias dentro de
determinados prazos para manter sua cobertura de saude ou ajuda de
custos. Vocé tem o direito de obter esta informagéo e ajuda em seu idioma
e sem custos. Ligue para 800-722-1471 (TTY: 800-842-5357).

Romana (Romanian):

Prezenta notificare contine informatii importante. Aceasta notificare
poate contine informatii importante privind cererea sau acoperirea asigurarii
dumneavoastre de sanatate prin Premera Blue Cross. Pot exista date cheie
n aceasta notificare. Este posibil sa fie nevoie sa actionati pana la anumite
termene limita pentru a va mentine acoperirea asigurarii de sanatate sau
asistenta privitoare la costuri. Aveti dreptul de a obtine gratuit aceste
informatii si ajutor in limba dumneavoastra. Sunati la 800-722-1471

(TTY: 800-842-5357).

Pycckui (Russian):

HacTosiiee yBegomneHve coaepxuT BaxHyr UHgopmaumio. 310
yBeAOMIIEHNE MOXET coaepxXaTb BaXKHYIO MHAOPMaLMo O BaLleM
3asiBMEHNN UMM CTPAXOBOM MOKPbITUM Yepe3 Premera Blue Cross. B
HacToslLeM yBeAOMIeHUM MOryT BbITb ykasaHbl KntoyeBble AaTbl. Bam,
BO3MOXHO, MOTPebyeTCs NPUHATL MepbI K onpeaeneHHbIM npegenbHbIM
CpoKaM Ans COXpaHEeHUst CTPaxoBOro NMOKPbITUSA UM MOMOLLM C pacxogamu.
Bbl nMeeTe npaBo Ha 6ecnnaTHoe nonyvyeHue 3aTon nHdopMaLmm n
nomMoLLb Ha BalleM si3bike. 3BoHUTE Mo TenedoHy 800-722-1471

(TTY: 800-842-5357).

Fa’asamoa (Samoan):

Atonu ua iai i lenei fa’asilasilaga ni fa’amatalaga e sili ona taua e tatau
ona e malamalama i ai. O lenei fa’asilasilaga o se fesoasoani e fa’amatala
atili i ai i le tulaga o le polokalame, Premera Blue Cross, ua e tau fia maua
atu i ai. Fa’amolemole, ia e iloilo fa'alelei i aso fa’apitoa olo’o iai i lenei
fa’asilasilaga taua. Masalo o le’a iai ni feau e tatau ona e faia ao le'i aulia le
aso ua ta’'ua i lenei fa’asilasilaga ina ia e iai pea ma maua fesoasoani mai ai
i le polokalame a le Malo olo’o e iai i ai. Olo’o iai iate oe le aia tatau e maua
atu i lenei fa’asilasilaga ma lenei fa'matalaga i legagana e te malamalama i
ai aunoa ma se togiga tupe. Vili atu i le telefoni 800-722-1471

(TTY: 800-842-5357).

Espaiiol (Spanish):

Este Aviso contiene informacién importante. Es posible que este aviso
contenga informacioén importante acerca de su solicitud o cobertura a
través de Premera Blue Cross. Es posible que haya fechas clave en este
aviso. Es posible que deba tomar alguna medida antes de determinadas
fechas para mantener su cobertura médica o ayuda con los costos. Usted
tiene derecho a recibir esta informacion y ayuda en su idioma sin costo
alguno. Llame al 800-722-1471 (TTY: 800-842-5357).

Tagalog (Tagalog):

Ang Paunawa na ito ay naglalaman ng mahalagang impormasyon. Ang
paunawa na ito ay maaaring naglalaman ng mahalagang impormasyon
tungkol sa iyong aplikasyon o pagsakop sa pamamagitan ng Premera Blue
Cross. Maaaring may mga mahalagang petsa dito sa paunawa. Maaring
mangailangan ka na magsagawa ng hakbang sa ilang mga itinakdang
panahon upang mapanatili ang iyong pagsakop sa kalusugan o tulong na
walang gastos. May karapatan ka na makakuha ng ganitong impormasyon
at tulong sa iyong wika ng walang gastos. Tumawag sa 800-722-1471
(TTY: 800-842-5357).
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800-722-1471 (TTY: 800-842-5357)

YkpaiHcbkun (Ukrainian):

Lle noBiaoMneHHsA MicTUTL BaxnuBy iHdopmauito. Lie nosigomneHHs
MOXe MiCTUTK BaXnuBy iHdopmaLito npo Balue 3BepHeHHs Woao
cTpaxyBanbHOro nokputTs Yepes Premera Blue Cross. 3BepHiTb yBary Ha
KMIOYOBI AaTh, Ski MOXyTb OyTU BKkasaHi y LibOMY NOBiAOMMEHHI. ICHye
iMOBIpHICTb Toro, Lo Bam Tpeba 6yae 3a4INCHUTM NEBHI KPOKW Y KOHKPETHI
KiHLeBi CTpoku Ans Toro, wob 36epertn Bawe megnyHe cTpaxyBaHHs abo
oTpuMaTu chiHaHcoBy gonomory. Y Bac € npaBo Ha OTpUMaHHs L€l
iHdbopmaLii Ta gonomoru 6e3kowToBHO Ha Bawwil pigHii moBi. [13BOHITh 3a
Homepom TenedoHy 800-722-1471 (TTY: 800-842-5357).

Tiéng Viét (Vletnamese)

Théng bao nay cung cép thong tin quan trong. Thong bao nay c6 théng
tin quan trong vé don xin tham gia hoéc hgp ddng bao hiém ctia quy vi qua
chwong trinh Premera Blue Cross. Xin xem ngay quan trong trong théng
bao nay. Quy vi c6 thé phai thyc hién theo thong bao dung trong thoi han
dé duy tri bao hiém strc khde hodc dwoc tro gitip thém vé chi phi. Quy vi cé
quyen duoc biét thong tin nay va duoc tro gidp b&ng ngén ngir clia minh
mién phi. Xin goi s6 800-722-1471 (TTY: 800-842-5357).



