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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at
the end of this document.

Coverage for services, procedures, medical devices and drugs are dependent upon benefit
eligibility as outlined in the member's specific benefit plan. This Medical Coverage Guideline must
be read in its entirety to determine coverage eligibility, if any.

This Medical Coverage Guideline provides information related to coverage determinations only
and does not imply that a service or treatment is clinically appropriate or inappropriate. The
provider and the member are responsible for all decisions regarding the appropriateness of care.
Providers should provide BCBSAZ complete medical rationale when requesting any exceptions to
these guidelines.

The section identified as “Description” defines or describes a service, procedure, medical device
or drug and is in no way intended as a statement of medical necessity and/or coverage.

The section identified as “Criteria” defines criteria to determine whether a service, procedure,
medical device or drug is considered medically necessary or experimental or investigational.

State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological
product approved by the U.S. Food and Drug Administration (FDA) may not be considered
experimental or investigational and thus the drug, device or biological product may be assessed
only on the basis of medical necessity.

Medical Coverage Guidelines are subject to change as new information becomes available.

For purposes of this Medical Coverage Guideline, the terms "experimental" and "investigational”
are considered to be interchangeable.

BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the
property of their respective owners, which are not affiliated with BCBSAZ.

Description:

Prostate-specific antigen (PSA) is a glycoprotein that is expressed by both normal and neoplastic prostate
tissue. The absolute value of serum PSA is useful for determining the extent of prostate cancer and
assessing the response to prostate cancer treatment; its use as a screening method to detect prostate
cancer is also common.
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>

Criteria:

Prostate-specific antigen testing in males and in transgender male-to-female is considered medically
necessary.

Prostate-specific antigen testing for all other indications not previously listed or if above criteria not
met is considered experimental or investigational based upon:

1.
2.
3.

4.

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

Insufficient evidence to support improvement of the net health outcome, and

Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives, and

Insufficient evidence to support improvement outside the investigational setting.

Resources:

Literature reviewed 09/04/18. We do not include marketing materials, poster boards and non-
published literature in our review.

1.

Bouvet JP, Gresenguet G, Belec L. Vaginal pH neutralization by semen as a cofactor of HIV
transmission. Clinical microbiology and infection : the official publication of the European Society
of Clinical Microbiology and Infectious Diseases. Feb 1997;3(1):19-23.

Diamandis EP, Stanczyk FZ, Wheeler S, et al. Serum complexed and free prostate-specific
antigen (PSA) for the diagnosis of the polycystic ovarian syndrome (PCOS). Clinical chemistry
and laboratory medicine. Mar 31 2017.

Duraker N, Caynak ZC, Trabulus DC. Free/Total Serum Prostate-Specific Antigen Ratio in
Women with Colorectal Cancer Has Prognostic Significance. Journal of gastrointestinal cancer.
Mar 2017;48(1):8-12.

Gion M, Cardinali G, Trevisiol C, Zappa M, Rainato G, Fabricio ASC. Indicators of inappropriate
tumour marker use through the mining of electronic health records. Journal of evaluation in
clinical practice. Aug 2017;23(4):895-902.

Jahir ET, Devi R, Borthakur BB. Study of Serum Total PSA and Free PSA as an Oncological
Marker in Breast Tumour. Journal of clinical and diagnostic research : JCDR. Mar
2017;11(3):Bc13-bc16.

Kulczycki A, Brill I, Snead MC, Macaluso M. Prostate-specific antigen concentration in vaginal
fluid after exposure to semen. Contraception. Nov 2017;96(5):336-343.
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Resources: (cont.)

7.

10.

11.

12.

13.

14.

Li D, Radulescu A, Shrestha RT, et al. Association of Biotin Ingestion With Performance of
Hormone and Nonhormone Assays in Healthy Adults. Jama. Sep 26 2017;318(12):1150-1160.

Musrap N, Diamandis EP. Prostate-Specific Antigen as a Marker of Hyperandrogenism in Women
and Its Implications for Antidoping. Clinical chemistry. Aug 2016;62(8):1066-1074.

Roberts ST, Flaherty BP, Deya R, et al. Patterns of Gender-Based Violence and Associations
with Mental Health and HIV Risk Behavior Among Female Sex Workers in Mombasa, Kenya: A
Latent Class Analysis. AIDS and behavior. Mar 30 2018.

Rudnicka E, Radowicki S, Suchta K. Prostate specific antigen (PSA) in diagnosis of polycystic
ovarian syndrome - a new insight. Gynecological endocrinology : the official journal of the
International Society of Gynecological Endocrinology. Nov 2016;32(11):931-935.

Surie D, Yuhas K, Wilson K, et al. Association between non-barrier modern contraceptive use
and condomless sex among HIV-positive female sex workers in Mombasa, Kenya: A prospective
cohort analysis. PloS one. 2017;12(11):e0187444.

Suttipasit P, Wongwittayapanich S. Detection of prostate specific antigen and semenogelin in
specimens from female rape victims. Journal of forensic and legal medicine. Feb 2018;54:102-
108.

UpToDate.com. Measurement of prostate-specific antigen. 04/18/2017.
Wilson KS, Wanje G, Masese L, et al. A prospective cohort study of fertility desire, unprotected

seX, and detectable viral load in HIV-positive female sex workers in Mombasa, Kenya. Journal of
acquired immune deficiency syndromes (1999). Mar 13 2018.
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Non-Discrimination Statement:

Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws
and does not discriminate on the basis of race, color, national origin, age, disability or sex.
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written
information in other formats, to people with disabilities to communicate effectively with us.
BCBSAZ also provides free language services to people whose primary language is not English,
such as qualified interpreters and information written in other languages. If you need these
services, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids
and services.

If you believe that BCBSAZ 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:
BCBSAZ'’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823,
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a
grievance BCBSAZ’s 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, DC
20201, 1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at
http://www.hhs.gov/ocr/office/file/index.html

Multi-Language Interpreter Services:

Spanish: 5i usted, o alguien a quien usted esta ayudando, tiene preguntas acerca de Blue Cross Blue Shield of Arizona,
tiene derecho a obtener ayuda e informacion en su idioma sin costo alguno. Para hablar con un intérprete, llame al
602-864-4884.

Mawvajo: Dii kwa'é atah nilinigii Blue Cross Blue Shield of Arizona haada yit'éego bina'idilkidgo &i doodago Haida bija
anilyeedigii t'dadoo le’é yina'iditkidgo beehaz danii hdlg dii t'34 hazaadk’ehji haka a'doowolgo bee haz'y doo bagh
ilinigdd. Ata’" halne'igii kaj’ hich'[" hodiilnih 877-475-4759,

Chinese: fNELE HS2EFHERGASESE, FHMEATEMSAIE Blue Cross Blue Shield of Arizona FFEEIME
B CAEERfELUTMBESIIEEIAE. S uiiES, FRER TEEART 8774754799,

Vietnamese: Néu quy vi, hay ngu'éi ma quy vi dang gidp d&, cé ciu hdi vé Blue Cross Blue Shield of Arizona quy vi sé
cd quyén durge gilip va cd thém thong tin bang ngdn ngil cia minh mign phi. BE nai chuyén véi mot théng dich vién,
xin goi 877-475-4799.
Arabic:
Sl glaall g iaeloaall e peaadi 4 30l 2 sBlye Cross Blue Shield of Arizona e s-ade bl saeld padl 2ol f alaad f8 0
877-475-4799. = sl s jia e Cizatll A3 Iyl 52 (e Ml g 5 5 pual
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Multi-Language Interpreter Services: (cont.)

Tagalog: Kung ikaw, o ang iyong tinutulangan, ay may mga katanungan tungkol sa Blue Cross Blue Shield of Arizona,
may karapatan ka na makakuha ng tulong at impormasyon sa iyong wika ng walang gastos. Upang makausap ang
isang tagasalin, tumawag sa 877-475-4799,

Korean: H2F A8 L= A&7 20 W= HHE ALE 0| Blue Cross Blue Shield of Arizona Ml & & & 20|
A0HH AEls JHE T2 25 A6l2 HHE HIE BEE0 S £+ 2= A0 UsLICHL O A
SEAZ WHINED MMM 877-475-4799 £ M ESIE A2,

French: 5i vous, ou quelgu'un gue vous &tes en train d'aider, a des guestions a propos de Blue Cross Blue Shield of
Arizona, vous avez le droit d'obtenir de I'aide et l'information dans votre langue 3 aucun colt. Pour parler & un
interpréte, appelez 877-475-4799.

German: Falls Sie oder jemand, dem Sie helfen, Fragen zum Blue Cross Blue Shield of Arizona haben, haben Sie das
Recht, kostenlose Hilfe und Informationen in lhrer Sprache zu erhalten. Um mit einem Dolmetscher zu sprechen,
rufen Sie bitte die Nummer 877-475-4799 an.

Russian: EcaM y BaC MAK AKMLUA, KOTOPOMY Bhl NOMOTaeTe, MMEIOTCA BONPOCs No noecgy Blue Cross Blue Shield of
Arizona, TO Bbl MMEETE NPEE0 Ha GECNAATHOE MNONYYEHHE NOMOLK W HHQODMALKMK HE BalWem RAIwKe, [nA pasrosopa
C NEpEBOAHMKOM NO3BOHKTE N0 Tenedony 877-475-4799,

Japanese: ZF AR, EREEEHOEDE Y DA TH . Blue Cross Blue Shield of Arizona (22T ZH A
CEVWELEL, CHRFOERTHR—FERITEY., @HREAFLEUTAIENTEET. HEXH
hUERA, BREEESHLEE, 8774754790 ETHEBE (221
Farsi:
S 48 y gl | ) Ba 28l 43503 4 Blue Cross Blue Shield of Arizana s 33 Jlss ¢ 18 S 4l 4y Lak a8 8 1 ulad S0
B77-475-4799 syt iy 50 Y8, jalaay 1528 g 4 le 2kl
el Lala )
Assyrian;
.ebubans (hase esabicl . esel tBlue Cross Blue Shield of Arizona ses iSoes .eaediel . ehe cooiess Bogid e o coobel o]
ETT-A475-4799 poam (af b AL em. 1as  Jamiises 2. mh lmeesed belilw  asessls Jhasbyams Lhhes

Serbo-Croatian: Ukoliko Vi ili neko kame Vi pomaiete ima pitanje o Blue Cross Blue Shigld of Arizona, imate pravo da
besplatno dohijete pomod i informacije na Vasem jeziku, Da biste razgovarali sa prevodiocem, nazovite 877-475-4759,

Thai: WIRAHL WIDAUWMAMLATAITILLWRALATINIUAEIAL Blue Cross Blue Shield of Arizona
anuananaslasuaummvwaauasuadaTua e 1adralaTnoluueTdae waronuaty Tws 877-475-4799
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