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Acronyms and Terms

The tollowng table prowides definitions for acromems and tenms wyed 1o this document.

ASES/PRHIA Puettu Ruo H:.‘lrh Inaueaiet Adminisieatdon

Centers for Medicare & The Centers for Medicare & Medicasd Sepaces 15 the SEENCE withw: the US
Medicaid Services Department of Health and Human Sexvaces (HHS). tmanages the naon's maor
{CMS) hiealth care programs. CMS oversess programs mclodmg Medswezre, Medicud, the

Chidren's Health Insurance Progmm (CHTP), and the staze and fedieeal health
msurance markespdaces CMS collects and analyzes dam, prooduces movestigative
Teports, and works to ehminaee cases ¢ uf Tranxd and abuse withm the health syseem.

Emzzprh;;ynm :E-S) Traa syarems for wUmmg, and mm:gmg data from vanious sturces m provde
meanmghud business nformanan. A data warchow e is ypically wsed o connec
sm:l :nz?gu busmess data from hmugmwm SOAMERE,

Foad and Dy F;nuifv resprinsinks for protecting pubic health by regadatiog human angd vetrnmrj
Administration (FDA)  dnsgs, waccines and oter biological pmdm. medicsl devices, the food supply in
our country, assmencs, dictary supprisaenny, sk prodors that emit tacdstion.

oM {reneric Produoct Tdeafier

Managed Care AR entity thst is organized far the purpose of providing medical care and is
Creganization anthoowed a3 an nsums by the Insumince Commssivner of Puerea Rico, which
MU0} eontraces with ASES foe the provision af Covered Services and Benzfits

rhroughowt the Island based on PMPM Payments, undet the PSG progam,

MIP Fund Acconmudng MIPa naianr’s ]:ndhg:::zﬁu;ﬁng sofrware for government and non-peofic

Systern organizanons natonvads ARSI Pasnce records correspnnding in the Accounts
Payshie module.
NDC [ Nyaonal Dirug Cnde
Neun-Risk Payment Puying for setvices owside of te mamgtd a0 tapmmn ERtes
Artungenmien B L o
Plan VITAL / ! htis the heshth phan that the povernment of Puers Rico granis tituagh {ederal
Government Health Medicasd and Seae furds.
Plan (F34G) '
I
Srundard Opeeating A g2t o msenmrions diat describes all relevant sreps and acovines of x process o
Prooedwre procedure
SOFP)
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Logal Base

Laa T2 of Septemrber 7, 1993 crvated the Maenio Rico Health Insurance Admimisoramon (ASES) m,
amwng its purpesses, functions sod pewers, be the govemment agency in charge of mplementing aml
marnagng medical plan services aad coniracing inserers o provide covenpe fine these sevices. One
nf che funcuions of ae ASE S is wosdeneity profitable health service d elivery models 1o meet the moeadical

recds ni the popelation insured by the Government Mealts Plan.

Background

A derail of the medications For SMA, Synthroid and Hepartids C is presented whene
there 15 a descriprion for

SMA

The Spinad Muscular Ateopby popuiation pacsents ennomons challenges in terms due o vhe high cost
inveived for 3 populauon chat has so far represented Iess than 20 paoents. To ensure access to these
therapies, a pre-suthonzation clinical pratocol has been developed ro guamntee the nght treatmem
fur the pariests. Furthenmeore, w Non-Risk Paymnent Amangement methodelogy hax been utilized w
et the needs of this popelation without undermining ithe payment and costof the actuanmally quaoted

premaums.

This group of heredeary diseases propeessively destroys motor nearons, prodecing weakness and
wasugp of sheleral muscles. The form of SMA can be classified into four rypes, depending o the

motnr nidlostsme reached.

» Type 1 (Wesdnig-Hntfroan disease, childhood-onset SMA) s asually evident before the
age of 6 months, Withowt reatment, affceted children never sit or stand and wanally die
of espreatory failure befute cthe age of 2 vears

*  Type I usvally presents the fiese sveaptoms benween 6 and 18 months of age. Afferie]
cheldren can sic withoue support buy cannot stand o1 walk without assistance and muy
have hrearhung difficulnes. Tale exprerancy is shortened, but sost pople hive seto their

; dulthned.
tecns or young adultho ADMINISTRACION DE
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*  Type [H {Kugelberp-Welander disease) develops simaptoms afier 13 months of age and
affecs childrer who can walk independencdy. The discase mamfests itself with difficuly
walking, minnung, climbrmg seaves op getong up from a chair dost people are prone
respira oy infectinns but ean expect a nomal iz expectaney.

*  Type IV symptoons dovelop after age 21, with mild 1 maderare mosele weakness and
nthes symproms.

Medications 1z be considered 1o rear this conditon are:

® Spinrazs (usinersen) wus appmoved by the US Fond and Daug Adminisuasnon (FDA) in
December 21016 10 trear ctubdeen and adules with 3MA Types I and BT The dnig 15 injecod
into the twd surmoundisy the spanal cond and increases produciton of rhe full-tength survival
mogor neurnn [SMNG protein thas mamneams the bealth of motor neurons. The benefits an
beuer documented i infunts 2ol childeen, pasticubasly when searted cay. [Atrachment 1)

*  Zolpensims {onasciinngene abspatmecsxiof) is 2 pene thenpy for ehildren under 2 yeam
of age with Type | SMA amd wus approved by the FDA in Mav 2H9. {ruses 2 "sade vinas™ 1
deliver a fully functional SMIN gene o nevrons argec motor skills, which improves muscie
Aevelupment and finction and incegases sorvival. (Attachment 2}

*  Torysdi (Risdiplam oral 50l 0.75 myg/ml) is an orally administered drug chat was approved
for trpe 1 and 11T patents cwo months of age and alder in August 2029.

Svatthrond

Oin june 14,2007, ASES netified all Crpvernmene Heslth Plan (GHP) bere ficlanes abot an updare
em the Svatheowd medicatoms naeagement precessed tuvsughout the contiaered GHP phasmacies.
Any panentwith priog vulzagon of new unlbzers, where the prosenbang phwsician sndicares "do not
substinzte” for a genenc or DAY 1 code on the presenprion, the phamiacy will dispense rhe brand
name Svatheoid. 1§ the prescription docs nat specify DAW 1o "an sebaritution” dhe pharmscy wil
41 the pepens beseguivalent medicanon. Hence, of the claim s submicted wach DAW 1 code, the
comrzcted PRM adjudicanon sy stermowall et peedorm 2 look back vahdacion ro determine whether g

Bs spprogwiate o2 st s dispense cither vhe brand o the geaetic praduce o the patiear.
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The rmstrucons stated above are apphicable to Syathrerd oody, Furchermore, no preanthonzation will
he nesded for ths prachuct, and it will not be subjert toan excoption peoceds, For the rest of the drugs,
the PRHIA bicequivalent gouene nle will apply.

Frr tims drug, the contracted PSG Heakh Enncies will pay the Synthrod's genene price, whiie the
ASES will pay the difference in price hotween the genenc drug and the brand namé drag. The
contracred Health Enutes will be recciving a detailed Syachroid unlizavion repornt for their re ference

and for their internal reconalission processes on each payment cycle.

Hup:mris {

Hepanins Cas an infecunus diseasc cansed by the hepating Cvirns (HCV] HCV 18 5 single -strandod
RNA vims of the Flavivindae family. According to the Centers for Disease Control and Preventin
(O, a1 feast six disrinc: genotypes wf the HOV virox and over 50 sebeypes have been idendtied
Grenentypes refie to peaetic owitsions found in the RNA steand that serve toidentify the HCV simin
The different HOV penotypes amd sublypes have different distibutions throuphout the wonld
Genotypes 1, 2 and 3 are disrobured worldwide Genorvpe 3 is most prevalens in che Middle Hast
Fgypr, and reneral Afncrn countries. Genoope ¥ 3s epresented exclusively in Soucherm Afnca, and
genatype 6 in Soarheast Asiz. In the Unitcd States, genowpe | accounts for alrwst 75% of rhows
wdentified, the others being type 2 and 3.
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Puspose

The prarprrise of trs SOV dar the SMA medizarnns, Seahend and Hepaoos © mediragions s 1o
estaliich aod provede the guideliess o all the paries involved that cary our the automated daes enmy
and cernficsnons pecessine W the exevutdind the claizs pay reets 1or the tedacabon: secntsned

prvieisiy g mase sope PRIEA tolfows atate s Pederal segulanons

e poamant W motc et PREDA wall bear the ask 190 neecene, at 4 cesidi these praducts el new

he included i che MCVUs prime sgreements.

SMA

The Poery Kico Hearh [nseesmce Admunssuaieen (RHIAY well estblisk 3 Nan-Rosk - Pavmes
Arramgerment pavement process for SMS medicanans dispensed tache Viral Higuataoonn Phan, e tfecive

as of January *, 2023

PHIHIN wall be the pacty responsible of may g tor che utithzanon af SMA medicanons for all e
PHOTR  Cocden amd NI axsacisted m the £2P1 Listed helone Thease mote that KD mgsg b

subaatred ars Doty pharay aul me pharmacy cling joe sehartes dlaiming parposes.
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T01050002020  Cowesponding to the GPI Nusinetsen Inrmibeest Sol  J2326°  Spanrraza
NDCe have o be incloded  12mp/5 mi
on non-Pharmacy claima
fer  rehates  reques
putposes
TAT0H050106416  Corresponding ra she GP1 Onascmnogene 13399 Zalpensis
NIDCs have to be included  Abcrparveves Intrav, Xio
on non-Phamacy claims  Ku
for rchates  request

puspses |

0656000210 Corresponding 1o the GP1  Risdiplam Chal Sol 073 15499° Lveysds
NDCs have to be includat  me/mi

on nan-Pharmacy claims

for  rebates  ogques

purposes
S024201 7305
502420007
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The products listed above are proessary 1o test the cosdition of SMA applicable under the
Govermnment Health Plan. ASES establishes 1 reimbursenient prucedarse for ine MCUs to address

the referenl servaces and 1o mamntan the necessane docomentation in an accursre apd anditable

BisannT.

Mepthresd Fepanns

The purpose of rhis procedure i s establish the pundeloes for the pendtfication of pavrenrs,
complered the validanen of clame for appowed Syothisid and Hepauns © drogs medications for
henelicmnes of the Plan Vieal and for any prosider of the comtracted Pharmacy neroork. bn thes way,

decurnentarion of the reimbursemicnt provesses to be audived 23 easiataiped,

Scope
This procedure establishes all necessary connds, nocificanions amd disbursements rebited tu che

payment of clams fur medications for ShA, Syathroid and Hepauris C reporred by the MCOks as

established in the enntract, are execnted cormeetlv and in compliance with all applicable Staic and

Vederal legislariom. ADMINISTRACION DE
SEGUROS DE SALUD

Liffective Date 23-000454

A1 Contrato Numero

fanuazy §, 2023
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Hepririns 1
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Respomsible Parties

*  ASES Udfice of Phanmng, Quality and Clinieal Affin.
»  ASES Informaton Svsiem Offfice
¢ ASESR Pinance (Mfice.,

»  M{Os comraceed for Man Vil

Procedures and Payments for Therapy Services

The clasms and encounters to be evaluated by the Taformanon System Ofbce for this payment
provess will be thivse secenwred as esmablished in the coneraer for the MOOsg, in ® CEM formar
detined o layout "CARRITR 1o ASLES see 4. 1C_rew 202302217, This Al is scheduled in by mceived
on or before the 15ch of each month. The Infommaton Svstem Cfiee wall carry out validations,
where it identiBes ebigibiliy of the beneficiares, accovding ta the claims and eneountort i35ued in the
file, 1o complete the reimburserment a- established o the MOOs, of Senrheoid medicarians, hepatins
£ and SMA covemge.

As paer of s, validanon process, Informatnm system will recesve feom the MCOs a supporang
repoert of all the drugs and claims subyert of this SOP on or befism the 151h of each maonth,

Once the validations have been comspleted the Information Sysrem Ofce, will penenate repoms and
cerufications in the Enterpeise System {ES5), sending 1t o the Finance Office for che neimbursement
payment pmcess to the MCOs s established in contracea for these medicanons,

[ procedure b be followe.s -0 sebyeve thy obiective deseabed sbove ix 25 {ollows:

1y Walidavan Eor claim seleeton.

Usicg tne ES database, claims o] be setecied with the following validation cmtens:

A Camors contracted for PSG MACS oot included).

B. Scrvices provided o cligible bene Grianies in the Plan Vil as of the daee of service.

i, Undoplicared claims {MIP - Daze of Service -from -to)

D Claies Identified as Paid Date of seaviee (o date) from the date established for eack
daag,

E. Claims Coding established for cach drug (See Atrachmem XX

F. The *,.CLM format - defired in layout "CARRTER 10 ASTS see #.1C_rev 202302217 anll be
deposited via STEP server in the folder defined for cach MCO

ADMINISTRACION
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[ Y'Y

o order to the BICOHs receave the rambursement of the dougs is necessary w submie all e
informa nion required by ASLES for rhus purpose in speczal the NDC of cach<laim. No pryment
will be ixsued if the NDC ramber of the drag 15 missing.

. The payment to be made will he the sum of the cluims and drag encouater ransactioes thar

were completed thuuagh the vahidaon process in the ASES BS spstem. The Finance Orfice
will issue the paymwenr for the amount presented in rthe conificanon generated by the kS
Validatinn Supplementary Payments wystem, Unce Finance Office makes payment, it sends s
summary to Infonnastion Svstem Office o repiseer the payment in the ES Validaries
Systemn/ Supplemental Payments and an coal 1o zach MCO of payment rransfer.

Thas enery cavses the astomane peneranan of a file with rhe details of the pud tansacuons
which will be depasited in the SFIP Server. This file will be in *. g3 format defined in the
layout documents TAG " Layour Ourbound’”’ on cach Module layout. {Aitachment 1)
Once the payment 15 completesd in the Tinance Qfivee, the files with the mansactions of the
tlaims and drug encounters of the mmbursed pagmeit will be deposited by Infarmation
Systers OfHice through the STFP Server in the defined folder, fir vach MUO and ot
Prcnwum Paymene/Receive from ASES. An emal will be sem co e MCOYs of the transfer

b the files 45 s ppropnace.
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