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Acronyms and Terms

The followirg cable provide < definitions for acronyms and tetmy wsed i this docamens.

ASES/PRHIA BPuerty Riee E-E:alrh Tnsuesie Ammmmuun

Centers for Medicars Je  The Centers for Medicars & Mesticasd Services is the aREncy withm the 1§
Medicaid Services Prepartment of Health and Human Senvees (HTHS), Irmenages the nadon's mejor
[ChiS) hzalsh care progrms, CMS oversees programs nclodmp Medaene, Medicsid, the

Chaldren's Health fnsurance Program [CHIP), and the st and Feders] health
insurance matkeiplaces. CMS rollects dnd analyzed dats, produces Suestigave
veports, and wrrks b elirinate cesex of frivd and obuse withen the health sysem.

Einterprise Sysrem (F5) v & spwem for collecting snd managing dat [ E—— provide
meanmgid bosness imformasan. A dam sarchon e i apieslly cied 0 conpeo
and analize business data Bom betctogenenus soutces,

Food and Dmg L-nu:;f ;;:spnngzb&c fos protecting Fubﬂ;i’;:lﬂ—ﬁgv—'zﬁél&mg human znd vﬂmmry
Admicistration {FDA)  drugs, vaccines and osher binlogical 'p'mc{ucts. mieclicad devices, the fond supply in
faus couniTy, msmmm, du:tax:y suppioienis, xnd prodeess thas et taleoon.

GBI Genesic Produce Wensifer

M enaged O An m";ilry fhat is niganazed far the parpose of providng medical oiee and is
Crpganization authprized 23 an insurer by the Innmince Consimisioser of Poerte Ricr, which
0 consos with ARES for the provisinn of Covered Seraces and Benefig

| thrmsghous the Tuand based on PMPM Paymenes, undet e PSG program,

MIP Fund. iﬁruumhig MIP R neday's leading aumunung software for goveinment and non- g:aruﬂs

Sygiem otpanizsnens moenwikde, ARES Finance réoneds soreespnading in the Accours
Fa}si:is: madule.
mDG l_ Matinnal 7 gy Cande
Mon-Rigk Payment Puying for services gurside of te managed cire capimdnn s
Astangefient
Plan VITAL / § It is the health Pim that the Eoverimest of Puesto Rico gtaub‘. thivugh {aderal
Government Heabih ) Bledicaid send Seare funds,
Plan (F33) g
H
Sl ardard O;:tmfi.mz A setof instrutions diar describes all selevant sreps and activifies of a Protess of
Frocsdurs pracedione
(SOF)
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Legal Base

Tawe T2 of Seprearber 7, 1993 created the Pucnte Bico Health Innurance Adeomstranion (A3ES) o,
amieang ity parposes, Functions aosh pewers, be the govemment agency in charge of implementing amd
managng medical plan sendces bl eonracning inseeess tu provide coverage for these services, One
of che funcdons of the ASES is to idenrify profiable healthservice delivery modeis tomeetthe medical

pueds of the populatnon tnsweeed by the Government Healrks Plan.

Background
A detail of the medicadons for ShMA, Syatheoid and Hepatitls C is presented where
there iz a descripiion for

SMA

The Spinal Musculse Ateophy populition pacsents enoriins challengesin serms due v the ligh coasex
inwaived foe 2 populaten char has so far represented less thap 20 pagems. To cosum acoess (o these
therapics, 3 pee-authorization clinieal protocol bas begn developed to guaranter the nght rreatment
frs the patiesus. Funhonnaore, o Non-Risk Payme oe Agrangemmem methedalogy has been anilized w
meet the needs of this population withous endermining the payment and costof the actuariallyguered

PECERREME,

This group of heredicary dhsezses progressively destroys moror neurons, prodecing weakness and
wasting of skeletal muscles The form of SMA can be clasuhed into four orpes, depending on vhe

mndnT miilesione rmached.

= Tipe I (Wesdnp-Hoffrman disease, childhood-oeser 8MA) 15 oswally evidene before the
sge wof 6 roenihs, Whow treatmens, 2ffcred children never sit o stand and wasalfy die
of sespreavoey fuilure belore the age of 2 years

& Type 1 usoally presents the frse sympioms beoween 6 and 18 pumnths of spe. Afferied
children can sic withour suppart b cannot sisnd or walk withour assiseance and miay
have hresthung difficultics. Tafe expeerancy is shorrensd, bar woogt poople Five anio therr

teens 0 yoang adulthand.
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#  Type 11E {Kugeiberg-Welander disease] develops sympinms sfier 18 months of age and
afiects childeen who oan walk independendy. The disease mamfests itseif with difficuly
watking, munaing, rlimbing sravs oo getiing up from a chair Most peaple s prone m
espitariey infeennns but can oxpecs & sunmoad life ogectancy,

»  TFype IV sympeoms dovelup afrer age 21, with mild w0 mademare musele weakness and
isther symprorms

Medications 1o be conndersd i frear thix conditon se

= Spincaza (nusinersen) was appoaved by the UG Fond and Drug Adminisiaion (FDA) @
Blecember 2010 o trear chabifren and adulis with 3MA Types H snd HT The drug 15 injeoid
into che tuid surmundiog the spumal cord and incresses producion of the full-lengeh sursdival
rigngf venmm SN protein that mmaintyins the bealth of motes neusons, The benefies s
berses documessted in mnfints and childeen, pasiicabarly when searted eady. [Atiachment §)

= Zolpensma (onayemengene abeparavec-xiol) is o pens therapy for children wades 2 yeaw
af age with Type [ SMA amd was spproved by the FDA in May 2019, Iruses 2 "sate vims™
deliver s fully funciionat SMN gene io neurons tarpet moinr skills, which improves musche
dgvedopment and Ranction and incmases qunaval (Adachiment 2}

= Evrysi {Risdiplam oral sol 0,75 mg/ml} isan orlly adminisiered drsg that was approved

fuse typr TT sosd TTT paiierits ewvw mumiths of age and older im Auguase 2020,

Svasthrond

On Jare 14,2017, ASES notilied 41l Govemninenr Health Plan (GHT) benefclanes dbaoiit an updane
ais the Svahroid medicatioms nuragement proeessed throoghoin the contneced GHE phaimacies
Any patient with pdor philizason of new utibzers, where the prescnbng physician mdicases "do nor
substitute” for 3 genenc or DAYW!' | oode on the presciption, the pharmacy will dspense the brand
namne Svatheold. Tf the prescripeioa does nat specily DA 1 or "nn subsrivdion” the phardcy will
£ the genenc biceguivalent medicanon. Hence, of the Clsim s sobmicied with DAY 1 code, 1he
contrzcied PBM sdjudication sy stem will st perfiorm a fook hack walidation to detenmine whetheris

is sppropedaie ar ot to dispense sither the brand or the generic produore to the patient

= Dapense a3 wilttan,
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The wmstructions stated above ame appheable o Syathread enly, Furchermore, o preauthnnzation wil
b seeded for this product, and it will oot be subjees to an excoprion procets. Tor the roae of the dougs,

the PRHITA bioesjuivabent gruec fule @il apply.

For thirs dug, the conmmaced P3G Health Enbres will pay the Synthroid’s genenc prce, whiie e
ASHR will pay tiw difference in price hetween the generc drug and the brand name drag, The
conemered Health Envzies will be reeciving u detailed Synrheoid uelissrion sepon for their reference

and for theirintemal reconaliznon processes on each payment cycle.
Heparris £

{lepauins C is an infecunus Sisease cansed by the hepaeins © vims (HEY), HOY iz 2 single-stnaslad
RMA virus of the Flaverindae family. Accarding to the Ceontees for Disease Conurl and Prevenzion
FCIXC), a1 kesst six distinet genotypes of the HOV veras and pver 50 sebivpes have been idensified
Chenenypes cefer 1o praetic st iions found in the RINA strand that seeve roidenti By the HOV soain
The different HOV penoiypes and sublypes have diffecene distsibutions ehroughom the wodd
Genotypes 1, 2 and 3 ar disobuced wurldwide Genoope 4 is most prevalens in the Middlz Host
Fgvpt, and central Afpcan countries. Genotype 5 s reptesented exclusively in Soochern Sfnca, and
geenieitelr 1k in Somheast Asia In the Uaited Srates, prooype [ oaczounts for alimose TE8% af thoe

wderritied, the others being type 2 and 3.
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Purpose

The persmire of this 50 o2 the SMA medi anone, Syptheord and Tepants O medicadons s e
estabbish ad o ide the pudeleees to allthe pames o olved shas carey our the sutmated dat ey
and cerficadons pecestary i the execution of the claiam payents tor the teedsCations mcnrsunad
previousiy foomses snze PROES Blivnes Seaic aod Pedend megulanons

{t 15 wupement 1o note that PRHLA wiil bear the sl YN sercene, o0 3 epsultthese proaluets will nos

he inchaded wn the MOk prune agreemenrs,

The Puere Fuco Tleaith Inserapce Admeessienizon (FRHIAY »all eseablsk 1 Non-Rist-Pavene
Asngemien paveenrpmses s e BMA mediinane digpessed vothe Yiml Popularavn Tlan, e ffecive

ag of Jarunary T, 2025

BRHIA wdl be the party tesporsilde of may ng tor the wtilizacon of SMA wedicanons for o1l e
HITNS § Codes and BT assonizted o the GPIs listed Bielise. Tioae note tho KDCs musy b

subduiticd ory boiks pharasiey vl o pharmacs elsirg Dy rebates ¢litdng bt
i 3 1
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TOI050002020  Cowrsponding to the GPI  Nutinersen Istmthees! 5o J2326° Spincaza
MICs have 1o be included 1 Zmg/S mil
on non-Phamary claios
for  mbatez  mequem
putposes

4704050106416 Corresponding ro the GP1  Cmasermmopens 13399 Zolprngos
WD have oo be included  Aberparvoves Dierav, Xia
on non-Fhamacy claims Kic
fur  mehates  mguest
puipases !

7470656000220 Corresponding o tre GP1 Risdiplam Dl Sol 075 [8499° Lveesdi
NIDCs have to be included  rop/mi
an nao-Phammacy claims
for  sehans mques
psrTics
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The produces lsted above are peecstany ta meat the condition of SMA applicalde under the
Govemment Hea'th Plan. ASES establishes 5 resnbusement procedore for dhe MCOs 1o addiess
the referral services and to maunan the mecessane dncumentaton in oo accurgte and andirahle

IHaiineT.

Femibiroud Hepatius 4

The putposc of rhis pracedure is 1o establish fhe guedelines foy de cergfication of payieas,
completed the validanon of clams for approved Syathroid and Hepatitis C drugs medications for
henelicianes of the Plan Vil and for any pronider of the conteacted Pharmacy netaork. I thas way,

docutnentation of the rermburmment provesses bo be aodived I8 maintained.

Soopy

Thus procedure establishes 2l necessary contnsds, norifications sml disbarsements relnted to the
paywens of clawss for medicadons Tnr SMA, Syathmid and Hepatts C mpacied by the MCOs as
estabtighed in the eomtract, ate execated comeetly and in compliance with 2bl sppliesble S and

Pederal legistation.
Fiffective Thaee

WA
Jansary |, 2023
Syntharad

Fha prowicions of this Procedure come ino beee -immzdm:c]g atees s afiptoowal.

Hepaurs
The provisions of thas Procedure come 1010 torce immedistely sfeerits appreval
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Respensible Parties

= Aakd Odfies of Planning, Quslity and Clinecal Alfaies
& ALZER Tnformanno Svstem Office
#  ASES Finance CHfice.

& s comrzcted for Plan Vairal

Procedures and Payments for Thetapy hervices

The clasms and encounters to be evaluated by the Tnformaven System O fre for this payment
peosess will b those secemeed as established in the coneree for the MOOS, in *.CEM format -
defined o lapour "CARRIGR o ASES see 4,10 _rev 20230221™ This Ale is scheduled 1o b mceived
rn oz before cthe 15th of each month, The [nfogmsion Svstem Chifies will carry gt walidations,
where it identifies elihihty of the bensficiares, acoomling ¥4 the claims and sncountens igsued in the
file, 1r compiete the reimburseeent 3+ extablished o the MOOs, of Synthrod medications, bepauns
Cand SMA coverapre.

Ax par of g, validarion provess, Information system will receive from the MCOs a suppomag
repor of all the drugs and clams subject of this SOP on or befiam the 151k of ench montk.

Oresce the validations bave been complered thie Inlomarion System Offce, will penerate repoirs and
eerniicanons in the Encerprise Sysrem {8}, sending it oo che Fiaance Office for the rambutement
payment process 1o the MOOs ¢ established in contraces for these medicinons.

The precedurs b be folbowe o sehieve thy obieciive desedbed JLove @ 2a follows:

13 Validagicnt For elaim selection
Usiog poe BES detabasze, claims oAl be selecred with the following validztion entens:

Camcrs commetend for FRG (MACs oo incloded).

Bcrvices provided to cligble eac leisstes in the Plan ¥ital as of the dare of service.

Undoplicated claims {(MIP - Daee of Seovice ~from -oo)

. Tlaies Tdesnzified a3 Paid Dhate of sesveee (T dare) from the dare established for each
g

E. Claims Coding esablishied for each drsg (See Arrachment XX

ganm e

B, The 2008 Srmar - defiesd in layoust "CARRIER e ASES see d, 10 e 2022303217 gl be
deposited via STEP server o che folder defined for cach MCO
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In order to the BICOs reepve thie ramibussement of the drugs its necessary o submic 211 dbe
informarinn required by ABS for chus puopose 10 special the MDC of sachchaim, No paymeot
will ke tydved i the WO comber of the dmg 15 mikssing.

1. The paymeec to be made will be the sum of the clavns and diug encounter cransactions thar

were completed thionph the validansn process in the ASES ES sysrem. The Finnce (v ifice
will issue the payment for the amount presented m the conmification genermied by the LS
ValidavonSupplementary Payments syarem, Once Fingnee Odfice makes paviment, it xends 2
sumimary to Infummation Bveter Office o cepigecr the pupment iz the ES Validarie
Bystem/Supplemental Paymeats sod an enail w eseks MO of paymear tansfer,

Thaz enery cavses the aunwomabe generation of a file with the details of the pad tansaction
which will be deposited in the SFIP Rerver. This file will be in ®.dsx formut defined g the
tayour dacuments TAG " Lapour Guibound” on eich Module layout. {Attachment 1)
Cipre the payment is compleied in the Finanee tither, the fles wih the ansactons of e
claims and drug epcounters of the rimbursed paymenst will be deprsited by Infumatina
Systec OFfiee through the STFP Server ip the defined Foldee, fir cach MUD and in de
Prenvom Paymens/Receive from ASES. An emoil wall be sent o dee MOOH's of the transfer

of the fites 95 sppropnare,
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