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()

[X] Geographic Managed Care Plans
[X] Prepaid Health Plans

[X] Primary Care Case Management

SUBJECT: NEWBORN AND PRENATAL GENETIC SCREENING SERVICES

BACKGROUND

State law requires that all women seen for prenatal care prior to 20 weeks pestation be
offered prenatal blood testing in the Department of Health Services' (DHS) expanded
alpha-fetoprotein (AFP) program and that all newboms be screened for certain treatable
heritable disorders. DHS’ Genetic Disease Branch administers the newbom and prenatal
screening programs, Initial newbom and prenatal genetic screening laboratory services are
provided through a network of state-approved laboratories supponed by area genetics centers.

GOAL

To assure that pregnant women and newboms are provided timely and effective
genetic disease prevention, early detection and diagnosis, treatment and education and
counselling services.

POLICY

L. Newborn Screening

State law [California Code of Regulations (CCR), Title 22, Sections 51348.1, 51529
(d) and CCR, Title 17, Sections 6500 through 6510] requires all newboms 1o be
screened for a senes of treatable heritable disorders (PEU, galactosemia,
hypothyroidism, sickle cell disease, and related hemoglobinopathies) prior 10 discharge
from the hospital of birnh. Plans are responsible for implementing procedures to
ensure that perinatal care providers approprately obtain the required blood specimens
from all newbomns, using DHS approved specimen collection forms. Specimens must
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be submitted 10 DHS approved laboratories only (see Attachment 1). Follow-up tesis
requested by the Newbom Screening (NBS) program are also done by these DHS
approved laboratonies. The fee currently charged by DHS for initial and necessary
follow-up tests is 342, as set by regulation (CCR, Title 17, Section 6508) and is
charged to the hospital of birth, For out of hospital births, the antending physician or
midwife is billed. Plans are capitated for these charges and are responsible for
reimbursement arrangements with affected network perinatal service providers, since

these providers are no longer able to separately bill Medi-Cal fee-for-service (FFS) for
reimbursement.

The area genetics center notifies the infant's primary care physician (PCP) of record
of an initial presumptive positive test result and of the results of follow-up tests,
Newborns with confirmed positive tests are California Children Services (CCS)
eligible and the plan should assure that these infants are referred to the appropriate
county CCS office. The plan remains responsible for the provision of all non-CCS
related medical services for the member and for coordination of care with the CCS

program.
Prenatal Screening

State law requires that all women seen for prenatal care prior to 20 weels gestation be
offered screening blood tests for the detection of individuals at increased risk for
carrying a fetus with cenain heritable and congenital disorders. The prenatal care
provider should offer screening tests to the pregnant member at the first prenatal visit.
Testing occurs through DHS Expanded AFP Program (CCR, Title 17, Sections 6521
through 6532), which currently offers triple marker screening. Triple marker screening
tests the woman's serum for AFP, unconjusated estriol (UE) and human chorionic
gonadotrophin (HCG). The risk for open neural tube defects, abdominal wall defects,
trisomy 21 (Down Syndrome) and trisomy 18 are estimated based on the woman's age
and serum values. Only laboratories designated by DHS may be used for this test. A
member's panicipation in the Expanded AFP Program is voluntary. The member's
consent or refusal 1o participate must be documented.

A regional Expanded AFP coordinator will call the prenatal care provider if the test
result is screen positive.  For women with positive tests who are at high risk of a birth
defect, the Expanded AFP Program provides {ollow-up diagnostic services, These
services are offered through State-approved Prenatal Diagnosis Centers (PDC) (sec
Attachment 2) and include genetic counseling, amniocentesis, and amniotic Muid
analysis including karyotype.

Triple marker testing and necessary follow-up services are "carved-out” of plan's
contracts and must be billed FFS. Plans must assure that their perinatal providers
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understand how o panticipate in and access this system for members, in accordance
with regulations. Prenatal care provaders should be directed 1o enter the patients’
Medi-Cal number on the test request form provided by the State in the billing
information space. The Expanded AFP Program will then bill Medi-Cal directly.
Except for the services provided under the Expanded AFP Program, plans remain
respansible for the provision of all necessary medical services for the pregnant
member, including any amniocentesis believed by plan providers to be medically
necessary, regardless of the results of the Expanded AFP tests. Some women over age
35 may decide not to use the Expanded AFP Program and opt instead to request a
diagnostic amniocentesis. The plan is responsible for awhonzing and providing this
proceduare.

Member Education

The plan must implement procedures which assure that pregnant members are
informed that newboms must be screened for certain treatable hereditary disorders.
State law (CCR, Title 17, Section 6504) requires that all perinatal care providers
provide pregnant women with a copy of DHS' document titled *Important Information
for Parents,” which contains information conceming newbom screening.

The Expanded AFP Program has developed patient education booklets for women
under 35 vears of age at term and for women 35 years of age and older at term.
These booklets are to be given at the first prenatal wisit to all pregnant women who
are seen before the 20th gestational week in order 10 help them choose whether or not
o mlm‘ﬂ.lril}* I'ﬂrlil:i:l.h: in the E.'I.pmdbd AFP Progmm; to select a diagnostic test or
to forego both options. A member must be informed that her panticipation in the
program is voluntary and ber decision to participate or nol (0 participate must be
documented. Plan perinatal providers must coordinate their services with the
follow-up services provided by the Expanded AFP Program,

Translated materials, in the appropriate threshold and concentration standard
languages, should be available 1o plan members. If the materials are unavailable in
the member's language, the information should be read to the member.

Provider Training

Plans must ensure that network providers delivering perinatal andjor pediatric services
and relevant support staff are knowledgeable regarding the requirements of the
Newbom Screening Program and the Expanded AFP Program. Network providers are
required to follow all State laws governing the provision of newbomn screening and
expanded AFP services, including complying with all mandated genetic disorder
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reporting requirements. A copy of the most current CCR sections goveming these
(see Attachment 3).
DISCUSSION

DHS'" Genetic Disease Branch administers several other programs, in addition to the
Newborn Screening Program and Expanded AFP Programs. These include, but are not
limited to, the Tay-Sachs Disease Prevention Program and the Maternal PKU Program. In
addition, the State Genetic Discase Laboratory provides, at no charge, phenylalanine blood
tests 10 monitor the medically required low phenylalanine diet for treatment of PKU. Plans
are encouraged to educate network providers regarding the services and materials available
through DHS' Genetic Discase Branch.

If there are any questions regarding this policy letter, please contact your contract

Moo

Ann-Louise Kuhns, Chief
Medi-Cal Managed Care Division

Enclosures







MNewbhorm
Screening
Panol

Al newboms must be screened for proventable forms of mental
retardation under reguiations issued by the Depantiment of Healh
Services (17, CCR, 8500), The Depariment of Health Services,
Genetic Disease Branch, has contracted with 5ix clnical laboratones
o perform the required lests on Medi-Cal recipients.  The designated
screening panel consists of the followsng laboratory lesis.

Radimmimune assay for T4

Radiommune assay for TSH

Ouaiative fuoromenc blood phenylalanine
Galadose = 1- undyfiransferase

Microbial inhibition assay lor biood galaclose

e ol e

The laboratories ksied below poarform these lesis and are reimbursed
under contract by the Genelic Disease Branch

The designated lesting hboratones are:

Western Clinical Laboratory Amencan Chucal Laboratory
408 Sunmise Avenue 10477 - C Roselie Street
Rosewlle, CA 85678 San Diego, CA 92121

Allied Medical Laboratory Reference Laboratory

20382 Town Cenler Lane 1011 Rancho Conejo Bhwd,

Cupering, CA 85014 Newbury Park, CA 91320
Fresno Community Hospital Memonal Hosp. of Long Beach
and Medcal Center ZBE01 Atlantic Avenue

Fresno and "R Streets Long Beach, CA S0B0E

Fresno, CA 93T15
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Prenatal Diagnosis Centers and Satellite Locations

State-appecved tor Expancled AFP Follow-up
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Appendix

Expanded AFP Coordinator Offices
Northern Califermia Southern California
San Francisco Los Angeles

(415) 476-1692
Fax (4150 S02-0867

Sacramento
(O0G) 734-657%
Fax (016) 734-6025

Oakdand
(510} 428-3769
Fas (500) 4505874

Palo Alw
(415) 7I3-6804
Fax (415) 725-2478

Fresno
{209) 22%-5108
Fax {209) 225-85G1

Kaiser Permanente
(510 5605100
Fax (5100 5%-GRO0

[(310) B55-2154
Fax (213) 653-9633

Los Angeles
(223) 221 -5606
Fan {2130 224-0340

Los Angeles [ Torrance)
(310} 212-08i6
Faw (3100 TR2-7704

Los Angeles, Ventura,
Santa Barbara

(310} X6-821 |

Fax (310) 794~ 290

Orange
(714] 4565994
Fax (7141 4%6-7817

Riverside/San Bemardino
(M) BO0-3123
Fax (9007 831 20

San Diego
{619] 822-1280
Fax (619 H12-1284

Kamver Permanenie
1hl6) Se=-3322
Fax (H200 Sta-3311

An Expanded AFP coordinator office phone number i listed on all result mailers.
Call (5100 540-2534 lor questions.
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ther N prarmsen

P s e b i powmningd Rl oradenien shiall b Qe to Bibisig
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thr Depatment. plus an appropnaie emengency capacay e Depon-
prwntt will de Fime nod e ghas i)y, aergs and mpy combane g sl neces
w2y 10 idue ¢ comld o assw slakewide coverage
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(] Mewsbom wednmg labswaiomes shall paisspuic moa profcicocy
lesting prosgram cimdecied by the Depamoene’s lsboesiory aml odiall
mamnbain kvels of peiformiams seceplatibe iotlie Depa et

(I Mewhomm scroemmeg, b s :n.'l'ml:l:-in; wilh the | e o mcm
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e o ey and laborsiony meonl
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§ 6504, Use of Newborn Scresning Forms.

fad Al bty g ndants crigaged in providiag pernalal cane sliall e
wide pire g | wiseen, prvoe 1o cxtmaled dab of delivery, willia cops
of the imformatirmal matenal, wded “lmpona Infomatsm for Farens”
prosuded by de D partmen)

(b} Permatal leensed health fadibtes shall prowide esch pocgmand
veemman sdmitied for delivery =ab s copy of the informats mal maie el
proided by the Depanment, wied “lmportet nformaton for Perees,”
v b of e Lo of the Blood specimen if such informatios had o i
prevr b rirsiian bo subseciion |a) sbuve. B o womal o asable sl
such matenal, it thall betmnslatod o ead uober inos Language she omber
shanal

e} Depannwent spproved specimen colloction lorms shall no b co-
pheed, primied, reproduced. scquaned, puerhastd or distnboted oher thae
s ey | el o an Whice e Bsons.

() Such Depastment spproveed s pecumien collection fommes shall be ful-
I s acemraie]y comphend by binls sisndans, enaatsl leepsedhesld,
[acibitzes sl Jabormtomes and & copry shall be filed oy esch persbom s
medical recond

fel Penmatal hoonsed huahl (e laes shall maantain seh moasnic =

AT s aEry (o Essure comlianor with these e galations and prospdc the
e psrtapeesl wedtdy nusfuadats ms oo preriandic sl y peapu ) ned o laden g, B
pucdl Bintiod b, formateon o all newhoms discharped of irassfemsd
Fesm (e Fasility withisst collecaon of & Blood sproimen. Al such mmfis
mamion and pouonds shall b confidenaal b she | e opon e alion
by the Depariment ponsmree] of i3 iesagnated agests [in amy pusgees: o
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| 85058 Collsction of Specimena.

{a) Murh atiendans, Lebaratones snd hospiah shall collect specimens,
wiin i the hechmague for hlood collegtion distndsied by the Departmeni

() Py nbe ianoy o birth siemidanin whho srg Carmg lor v bosms Tom o)
permstal hoonus) hoeallh {zcrses shall have blowni] speecimmens collacied
wuipg Peparinsnl spperovied sposimen oolloouon Fems o secombande
with crseny destributed by @e Deparnesen incheding te: ollowing

(1 A specimen masd e collecied fron any wnleoad il pros w
Filimsl drwnsfusen

{2} For newhom: dechanged before 3m days of age, 3 hlood specimen
il he obvbiime ay chong 1o he tome of dischaige From ihe pernaial k-
cemexl hea bih Facility as |5 praciscal regandbess of spe of lecdmg history.
b e newhom i franxfoemed for comtma ing care io s other permatal
lonnod hoabih (aciliy on or bolors the sinih day af sgo. Permawl fs-
censedd bealth Facilites whach diccharpe nilants before 24 howrs of age
ey regueal @ wadwer Brom i reo e ment dosumeon Lg s asch pes
bams will bie sesied on or hefore & days of age, Such shemative lesimg
schadisles must he spproved m wrldeng By the Departmenl.

i 4 Ver newharms remammg o perinats] licasod healh |ecilsles ba-
yomuel frvs days of ape. a Moo specimen shall be obtamed from the new-
o o the sinih day of sge reganBlass of feedmg hiviory.

i 41 Fornewbaoms meed vad by ransfer on of befire sis daysal age. &
receivimg hospital shall obtam o hlool specimen a0 cloee o dmng hasge s
passibhle. and o sol descharged by the sash day. & blosod s e smeon hall
by clanal o thee siath day of life

{0 b o rn sl s meod Boam i 8 peraiaisl beessed health facilidy bt sl
matted i a pormatal beersed headby facdny withen the firal u days of
e, & speyimem shall be nhiained e clow o disharge as poihle, sl
if il dincharged by the santh doy ol File. & hlomd spocmen shal| bo ob-
twined oo the saails day of T snless the e whom's physicis hag ovi-
dency that By spodimsn v fevaously obisinod s redornds the rewulig
o b tegt im e powhorm 'y modcal recond.

(el b Ve rrwebmrry s omed Qacorm in o faesoh o s i oyl [ty Taw ilory bt '
oLl b @ et lcensed herbh faciliy afier sin does of npe bod wak..
im b firsd W days of age. 3 blond specimen shall be citwined withan 45
Tesurs adver admimsion wnhess B eslaom s iy e bas evidenos @al
ther s wmen was prev sy ohlsmed and records the results al the =i
i e g s needscal pocond

ied Physeomns afeniding sk aewhems =bo evhifnl symploms
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o a0 mneedte dispmaosie bests Dmom bosl Ehoriloy wrires.,
shall havwe a blood specimes collaried from e nosatom and usltimdied
o g ivewbsan s menng labsralory uaeig B pachased from e U
partment

(N Payicians stbonding critically ill sewhoms who requee specal
care iy podpone colbecion of & blood specumen it the mesthom
cawer e ¥ Tife throatening conditon is Sabilized.

() irth stterdants o physicians silesding e whoms ol bom =
permatal liconsed hesith Gobty and oo subseguently sdmined b s -
or el h.llhh:;ilur Mru.. the Tl six davs of age, shall have o himm)
spes inen colleciod Feoem Wi v b hetwseen e second amd sixth days
ol agpe smd siabmpited b A esshom scroemmig labasihey u'i-'mf_l'r.lﬁh'\--i'l-
il froom the Deparinstnl

(W) W & newhom @ hom outside of a perinatal boensed hoalth facdbiy
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} 0506 Reportng and Follow-LUp of Tesls,
la) Perimatal licensed health Tasilities shall mvies cach owbom

medical record withn |4 days from the date of discharge o dedemmec
thai the resudin ol reguarol teais are fbed im dhe el s modica | reaord
o w2 parent s on kegal guardian s signed refasal hay heen filed & b
e ahoen s merdical recoml

i) Whenever a penmakal lcensed healh Lacibiy desomines (sl s dis-
cheag ped newham s nol received e musdated lests. the (aciliy =hall
cumbact e newhorm s physician by ickephone o niloem Rimher tel o
870 mssth s P obaa e and immedise ly sead writien nification 1o
i ek s ph i e snedl the Depariment. BNihe musbyim ‘s ph yhecas
canwd bt comtaciod o will nol obdsim @ specimen, the perinatsl Hiconsed
health facabiny shall nedily the Depanmend appreved arcs gesetic conlor
hy lelephome snd vhall vemd wridben notilicaison wilkim live days o The
amva penati center and B Deparment.

(4] Whenewer o aerinatal Tsovnsl health Tecslily detrmmmies e
srecimen hos been obta imed. bl thore are so resslts svastable o the new .
parmy s medical record the fagility svhall semd sotten not i ates et
vt i 1oy e Lo paar enwent

() Wien the newbam s physicisn is poaficd by ielephone by the per
] Tewontaoad e ik Mo it bl it v ot o i o it gl M i -
=ata] licensed beath faciligy before & specimen wid Laken, the se whuem '
s et A lkall nanke e ery reasonaiile effon inhive a specinam oblamed
i (v dlays of notilicataon. I dee nowhom s physcan csmoi ohian
i specinn. the sres poneix cepler shall be mofilicd by Ure newhom <
s by i baphone . Soch i loplone sobificstson shall be noied e the
mrbom s physician’s reconds, specilyng the doie of modificstion ihe
vz matilied and the infoomation provided.

(2] When a newhbom 's phiysicis i potifiod by (he Lbsraloy by wele
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fime days of i frcatson. I the newhom s phiysstaan so nohfsnd, canimm
chilam e roprat specimin. e phiysiciss shall sotily the ares geocin
e elur o o s ot by e lejhane, Soch belephone nolifcaiion shall
b el im thee uewhom s phiysician s reoonds spe sy U st ol o= -
Tt armn, b peers oo ool | Toomd il tha i B om) pronesdiead

(1" WWhen the pewhorn ‘s physician is motified by tolophions by ihe e
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1r“'im e the sewhises ansd subhenat o o Se dmp‘umlhhnrhmw
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within 48 howrs 1T the recell bl spedomean canniot b antened sdhn
4R heomirs, the e whomn s physic ian shiall motily ihe ares geneis cens by
welephione. Sech telephone notification hall he moted i e newhsm s
mhysician s reconds. specdying the dale of nowfication, the person noi -
feed mnal the mdommaton provided
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st v e D parisneni
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§ B507.1. Local Agencles Responsibiities,
ia) the comipty regismar shall provide a copy of the infonnational mabe-
mal prepared and proveded by e Depanmant woeach pesion regpsienmg
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i R507.2. Sickle Cell Education and Counseling Programs,

fah Fach sickle cell sducation and coumseling progsrim shall apply for
aned hamin wratien approval froee e Depaiiment of Health Senvkes
Sa b appeerval shall ber combmpent s damplong s wath all scisoes ol
these rogulatems
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(1) Provwsife coumselmg seraices 4 the ¢ henis
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4 B507.5. Informed Consent

{ap & skl cell educatem wmld vomimmsling proggam shall arbldin i
Formmaed consend Fromm each schslt upon wheonn Lestag oo any oaber sCreefh-
g prexecher o o be perlomied. I he persan 15 a e e s a
v, eniformed consent sha Bl be obiaeed Trom such chibd s parcmi oy
prarclisn. An mioreed comsent shall be oblamed from o cmandipased
wvvmr w ity dee meed fow el o o con st
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Article 2. Testing of Pregnant Women for
Heritable and Congenital Disorders

§ BAF1, Definitions.
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