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Acronyms and T'erms

The following table provides definitions for acronyms and tetmy used in this doenmen:

C Astwyes '.T"—T-."'-T""’f-'--_r" - I =
e | i i AR -_— = ul

ASES,‘TRHI& _ Puztter Rizws Health Tusurance Adminisastion

Cemors for Medicare & The Centers For Medicare & Meebicad Scervices is the SEETiCy within the TS

Medicaid Seprices Dicpartment of Health and Hueran Serdees (FTHS). Ie manages the aaton's meagsr

(CM5) healkth care programs. CMS oversess programs inclodaig Medicare, Medicsid, the

Chidsen’s Heslth Invorance Progoom [CHIP), and the staee and fedoral henlih
msurance matkeiplaces. CMS collects and analypes dots, produces mves tipagr
rgfmrt; ancl woerks meb:nlnnnmei nffm.:] and nhustwiﬂ:lm the heahh: systemn.

Enta'pﬂu-Syimn(E:Sfj Tt is & yyaremn for s mHWg and m mm;gmg datn from vangus. sources 1o provide
mzaningfu bosiness informaton. A dats wacehowic it typiclly wed @ congeos
and snabize butmess data Brom bewtogenious soukces.

Fonod snd Dhug Eniity reaponaible for protecting pubic health lrrmgwkﬁ;g p—— v::’urmm
Administrathon (FDIA)  drugs, weccines amvd other biokpics! products, medical devices, the food supply in
nur coaniry, capmetics, dictary supplements, shd producs thar emit taditon.

GRT Gengric Product Ientic
Managed Care ..‘m::;lifyﬂ—r;tmgm:! fu:dt:pm'p@mufmi;!élg;w:ﬂld;mmaﬁ
Crrpizucon sathoo=ed 5 an inyuer by the Intunnes Commsinnet af Poermo Riers, which
MO0 onireas with ASES for dee provision of Covensd Senaces and Benefits

throsgghout the Iuland based an FMPM Eiymmlﬂ,mﬂ.ﬁ e PSG prugram,

MIF Pm:dﬁ:ﬂ?uﬂﬂng | MIP is mday's ]cnrlmg ir:mu;;fling software for government and noa-profir

Symtem arganizmons nanonwile, ASLES Finance records sormsponding in the Aocounts
Psrzbh: module.
NDG lmm Dhvug Coode

Nion-Risk Payment Paying for serviees oumside of the muuged care ﬂpmm mtes

Y T oA

Plan VITAL ! I is &ghphhﬁmthudmgﬂ&émmtuf?uﬂml}mgpnﬂlhmugh&dzn]
Government Hezlth Meddizaid and Sexte funds,
Plan (P3G) 1

Standard ﬂpu;tiri A setofinseruetons thae describes all pelevanc S1Eps and sctivites of 2 process ot
Proccdure procedure.
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Lega] Base

Law 72 of Scptember 7, 1993 created the Puenin Rico Health Insurance Adminisaation (ASES) o,
amnng ity purpases, Functons and powers, be the govemment sgency in charge of implementing and
managng medical plan services and contasring insueess to provide coverge for these services. One
of the funcdons of the ABES is to identify peofitable health service delivery models tomeet the mwedicat
needs of the population insured by the Govemnment Healrh Plan.

Background

A detail of the medicadions for SMA, Synthroid and Hepatitis C is presented where
there i5 a descaprion for

ShlA

The Spinal Musculae Atvophy popuiation piceents enofmnons challengesin terms due to the high cases
invaived for a populstnn char bas so far represented Iess than 20 panents. To ensume access 1o thess
therapies, 2 pre-authorzaiion clinical protocol has been developed to guamnter the oghs rreaument
for the patienis. Furthermore, & Noa-Risk-Paymene Arrangement methodalogy has been wtilized
meet the needsof this population withous undesmining the payment and cost of the srtuardally guesed

Prermiums.

This group of heredirary diseases progressively deswroys motor neurnas, prodocing weakness and
wasting of skelcral pwscles. The form of SMA can be dlassified into four opes, depending an the
mixor milestone wached.

*  Type 1 (Wezdnip-Hoffman dizease, childhood-onser SMA) is usually evident before rhe
agr of 6 monithe, Witheut treatment, sfected children never sit of #tand and waglly die
of eespirstory failure before the age of 2 vear.

¢ Type Il usually presentz the firsr symptoms berwreen 6 and 18 months of ape Affecnd
childeen can sit without sapport but caonot stand or walk without assistance and Ty
have brearhung difficultics, Life expecrancy iy shorened, but most people live into thedr

teens of young adnlthood.
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s Type 11l (Kogelberg-Welander disesse) develops symptoms after 18 months of age and
aftects children who can walk independently. The disease manifests itelf with difficohy
walking, oonning, <limbing stairs or getting up from a chair, Mot people are prane ©
respitarory infections but can cxpect 2 nomvual life expectancy.

® Type IV symproms develop affer age 21, with mild to modermie musele weakness and
other symproms.

Medications to be congidered to trear this condiion are:

» Spinrgxs (nuginersen} was approved by the US Food snd Drug Adminiseration (FDIA) o
Decembser 2086 1o treax children and adults with SMA Types H and 111 The drag 13 injecesd
intwe the Huid surrounding the spiml cond and inceases producton of the fll-length survival
mozor tewron SMBY protein that maintaing the heatth of moroe nevrons, The benefits ae
beter documented in infants and children, panicolady when seared eardy. {(Atiachment 1)

=  Zolpensma (onasemnogene abrparoves-xlol) is 2 pene therpy for childmn under 7 yean
of agr with Type 1 3MA aml was epproved by the FDA in May 2019 Jeuses a "ssfe vins® w
deliver 2 fully funciional SMN gene to nevrons target motor skills, which mmproves musche
developront and Fncton and increases survival. (Anachment 2)

&  EBviysdl (Risdiplam otal 5cd .75 mg/ml) {5 an orlly adminiztered drug that was approved
e type 1Y ard 11T papients ewo months of spe and alder in August 2020,

Svazhroid

Cin june 14,2017, ASES notified all Govemment Health Plan (GHP) benefictasies sbout an gpdate
oa the Syiuhioid medications minagement processed throughour the contmercd GHP phanmacies.
Any patent with poor utilizanon or new unilizers, where the prescnbing, physician indicaces "de not
subxtitute™ for 8 genesic or DAY 1 code on the prescrption, the pharmacy will dispense dhe brand
e Syntheoid. Tf the preseriprion does net specify DAW 1 o "nn substicution” the pharscy will
i1l the genenic hioequvalent medication. Hence, if the claim is submitted with DAW 1 code, the
comrected FEM adjudication system will not perdorm g logk-back validation to determitne whether
it appropriate o nor o dispense either the brand or dhe generic ponduer o the patienc
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The mstrectons stated above are applicable ro Synthroid only. Farhermore, no preasthonzation will
be needed for this product, and it willnot be subject inan extoption procets. Fot the rest of the drugs,
the PRHIA biocequivalen: genedc rube will apply.

For this drog, the contracted PG Healdh Entiies will pay the Syothroid's genenc price, while the
ASHS will pay the difference in price herween the penetic drug and the band n2me droag, The
conrmceed Health Enrities will be seceiving 2 detailed Synrhenid viilixarion repon for their reference
and for their intermal reconalisdon processes on each payment cycle.

Nepanris C

Hepaditis T is an infecuous discase cansed by the hepacids C viros (HEV), HCY is a single-stranded
RMA virus of the Fisvivindae family. According to the Ceaters for Disease Conorol and Prevension
(CIXCY, 31 least six distinct geootypes of de HCY vins and over 50 sultypes have been identfied
Giepotypes iefer 1o genetic mstations fgnd in the RMA strand that serve toidentd fy the HOVY simin
The different HCV penntypes and subtypes have different disibutions throughenr the weydd
Genotypes 1. 2 and 3 ar dismbuied woddwids. Genorvpe 4 is most prevalens in the Middle Has,
Egypt, 2od cenral Afdean oountries. Genatype 5 I3 mpivsented exchuively in Sonthem Mnca, and
genowype 6 in Southeast Asia. In the United Seates, prootype 1 secounts fir almose 75% of thow
wdendbied, the others being type 2 3od 3.



Purpese

The | purpase of this MOP for the SMA aedicarony, Synthroid and Hepantis C medicstions is o
establish and provide the poidelines 1ol the papties iwolved that eary our the autamated daea enmy
and cerefications necessarv for the exeeution of the elaims paymenrs [or the medications mentoned

previously to make sure PRHIA follows Staie and Feden! reguladons,

Ut 15 impomant 1o note thar PRHIA will beas the dsk 100 pereent, as a eesult these produees w4l not
be mcluded 1o the MCOs prime agreemencs.

aMA,

The Pueno Rico Healrh Insonnce Admimsimoon (FRHIA) will espshlish 2 Won-Risk-Paymens

Amangemnens payment process for SMA medicaoons dispensed to the Vital Populaoon Plan, cffecrive
w8 of Japsary 1, 2023

PRHIA will bz the party responsible of paying for the utibrason of SMA medicanens for ali de
HONCS |-Codes and WD s associared o the GPIs listed below, Meave note that KDCs muse be
submirted an both pharmacy and nun-phanaey elaime For rebares claiming purposes.
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FDi050002020

7470405006416

7470656002120

Nin

Coresponding o the IEP
NDCE have ro be inclagded
on non-Pharmary claim
for mbaics guem
Corresponding fo the GPI
NDCs have to be incfuded
on non-Phamacy claims

ekt

Furposes

Corresponding 1o the Gl
NDCs have to be included
on non-Phamacy daims
for roquest
plrposes

s0242017505
50242007507

for reguest

rebates

1 ipdection, rasingryen, B mg
3 njaction, gnasermogeng abepanvovc-oid. prr freatmard, up io 3x10% 15 venior gepomas
A Bragerpeion 1, Ol RO LhEM ATARICREUTIG, AT
R £ -CORES nnd GRS mast Be revewerd one pdmle by the MCDs wiven sscesnary (0 sutrn ! The ortind misd correst oon’s

VB

Musinemen Inwathecal 3o 123 Spinraza
1Zeng/5 ml

Onasemnngens 13399 Zolpensma

Abcparvovee [atrav, Xiai
Kix

Risdiplam Oral Sol 075 18499 | Eveysdi
mg/ml
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The produers lisied above ape pseecssaty ta tear the condition of SMA applicable upder the
Govemnment Health Plan. ASES establishes 3 resmbursement procedure for the MCOs to sddiess
the referral szrvices and to maintain the necessary documentation in en accumie and suditable

s,

avmhroid  Hepauus ©
The puspose of this procedure is 1o establish the guidelines for dhe cenification of payments,
completed the validsdon of claims for approved Sypnthmid and Hepatits £ drugs medications. for

hencbrianes of the Man Vital and for any provider of the contacted Pharmacy nerasmk, In this way,
documentation of the reimbursertent processes o be audired i manizined.

Scope
This procedure establishes all necessary controls, notificstions and disbarsements related to the
payvmens of claims for medications for SMA, Synthroid snd Hepaits C reporied by the MCO5 as

established in the enntrct, ate executed comectly and in enmplisnce with all applicable State and
Federal lepislation

Kiffective Date

SMA

|anuary 1, 2023

Senthrid

The provisicas of this Procedure come ines forpe immedisely after its approval.

Hepaniis €
The provisions of this Procedure eome into force immediately after its approval.
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Responsible Parties

»  ABES Oifice of Planning, Quality and Clirvieal Affeirs.
&  ASES Informaticn System Office.

»  ASES Finance Odfice.

&  MCOs comrmacted for Plan Vil

Procedures and Payments tor Therapy Services

The claims and encounters to be evaloated by the Information System Office for chis payment
process will be those recerved as established in the contract for the MOOs, in *.CLM fonnar
defined in layout "CARNIER to ASES see 4.1 _rev. 206230221, This ble is scheduled to be received
am of before the 15ch of each month, The Information System Office will cary out velidations,
where it identifies cHgibility of the benefcianes, according 1o the claims and encoupcees issued in the
Fle, to complete the reimbursement a3 established 1o the MUOs, of Synthmid medicarions, hepating
C and SMA coverage.

As pan of itg, validarion process, Informration aystem will receive foom the MCOs a supponing
repert of all the drugs and claims subject of this SOP on or before the 15th of each month.

Onee the validations bave been conypleted ehe Informarion Sysiem Qffice, will penente reporms and
certificanions in the Enrerprise Syseem (ES), sending it o che Finance Office for the mimbursement
paymens process to the MCOs as established in contraces for these medicadons.

The procedure 1o be followed 1o schieve shy obiective descsibed glbove is a5 follows:
1] Validason for claim selection
Usiog the ES database, daims will be sefected with the following walidstion critens:

Carficrs coptracted for PG (MALDE s included).

Servicey provided o eligible bencficiaries in the Plan Vil as of the dute of semice.
Unduplicared claims {MIP - Dare of Service -from -1}

laims Idensified s Paid Date of sexvice (fron daee) from the dare established for each
drag.

Clairmns Coding established for each drag (See Attachmem X3

wnw e

=t

E. The *.CLM format - defined in layout "CARRIER to ASES see d 1 C_rev 20230221% will be
deposited via STEFP server io the folder defined for gach MCO,

1ON DB
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In order to the MUOs receive the reimbursement of the dnigs its necessary o submic alf the
infarmation required by ASES for this pugpose in spectal the NDC of sach claim, Mo payment
will be iggued if the NI munber of the drag i missing.

» The payment 1o be made will be the gum of the claims and drag encouncer cransacoong thar
were complered through the validaion process in the ASES ES system. The Finance Office
will issuc the payment for the ampunt presented in the centhication genemted by the ES
Validation/ Supplermentary Payments system. Once Finance Office makes payment, it 4ends s
sundmaty to Tnformacion Syaem Offics oo eegiger the payment in the ES Validacion
Syswem/Supplementsl Paymeats and an email to cach MCO of payment transfer,

. ‘This entry covses the soiomabc peneration of a Ble with the details of the paid tansactons
which will be deposited in the SFTF Server. This file will be in *.xlsx formar defined i the
layout docements TAG * Layour Curboand”’ on each Modide layour. {Acachment 1)

. Once the payment is completed in the Finance Office, the files with the mansactions of the
claimg and dfug ccountess of the wimbused payment will be depowited by Information
System Office throuph the STFP Server in the defined folder, for each MUD and in te
Premiom PaymenefReceive from ASES. An email wll be sent to the MCO's of the tmnster
of the filcs ss approphace.
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