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Acronyms and Terms

The tollowing table prvides definitions for acronyms and sermg ezed 0 this docament,

ASES/FRHIA Puetiu Rmi:i:al:h Insusance Mmmmu:mn o _

Cootcrs for Medicare &  The Centors for Medicars 2 Mediod Servces s the sgency snthin the US
Medicaid Services Diepastment of Health and Human Sennces (HHS). It manasges the nitigon's muor
(ChiS) health cars progrems. (CM3 oversess programs miclodang Medare, Medicsid, the

Chidren's Heslth Insurnce Progmm (CHIF), and the state wad federal Reatth
insurance madkerplaces. CMS collects and analypes dacs, produces mvestigative
mpnm and wmks m:hmimmmaa nffm:d T nbu:t withm the heakth system.

Enterprise System (ES) [rs a vpsrem for collscing and managing dats from varigus sources tg provde
meanmghil bouness whoomaban, A dam wanchome is typecilly isod B0 coppecs
and analyze busmess data fiom bewrogeneous sowces.

- o i ——

Food and Drug Entity raponaible for prosecting puhic hesith by m@&rﬁig hman and V‘cu‘mﬂ]
Administation (FDA)  drugs, vaccines and other biodogicel products, medicad devices, the food supply in
Our country, cngmenics, dictary suppinemes, snd prodocts tist emit tasdston.

GPT CGreneric Product ldoithior

Managed Care An enary that is organmzed for the purpase of providng medical care and is
Organization apthoozed 15 an insums by the Insumance Commissionet of Puereo Rico, which
MO0) conusas wit ASES for the provision of Covered Sorveces and Hemefiry

, throughout the Island based on FMPM Payments, under the P3G progrem,

MIP Fund Acrounting  MIP it tday's leading aceounting software for government and non-profit

Systern. organizssons axionwide, ASES Fnance records corresponding in the Ascousts
Frysbie module.
NDC LHnmnal Dirug Cade
Digor-Risk Paytrent Puying for scevices eusside of the managed cars capradion raes
Adurigt-Tivent
Plan VITAL # Itia the health pEm that the gaw.mmmt of Puers Rico g;:mu through federal
Government Health | Medicedd and Soane funds,
Plan [FEG)
Standwrd Opecating A set ofinagacions da desciibes all relevant steps and activics of a prooess or
Procedure procedure
(SOF)
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Lega] Base

Lawr 72 of September 7, 1993 created the Puerto Rico Health Insurance Administranion (ASES) w,
among its purposes, functions and powers, be the govemment agency in charge of impiementing and
mznaging medical plzn seevices dnd contracting insurcss o provide coverage for these services. One
of the funczions of the ASE S is ro sdenrify profieable healch service delivery models to meet the medical
sceds of the population insured by the Govemment FHealth Plan,

Background

A detail of the medications for SMA, Synthroid and Heparids C is presented where
there i5 a descopnon for

SMA

The Spina. Muscular Atvophy populition pocsents enorreas challenges in temmas dut to the high coses
unvoived for 2 populaucn chac has so far represenied less than 20 papems. To ensur access to these
therapics, a pre-authonzation chinical protocol has been developed to guamniee che nght meatmem
for the patieqts. Furthenmore, ¢ Noo-Risk Payment Amangemment methodology has been wtilized o
meet the needs of this populanon withous undermining the payment and cost of the actuapally guood

premaums.

This group of heeeditary diseases progressively destroys motor neurons, producing weakness and
wasting of skeleral muscles. The form of SMA can be classified inpo four ovpes, depending on the

motor milestone teached:

e  Type I (Werdnip-Hoffrman discase, childhood-anser SMA) 1 usually evident before the
age af 6 months, Wirhoutr treatment, 2ffccted children never sit or stand and waaily de
of espieatory filure before the age of 2 years.

¢ Type II usually presents the firse sympioms berween 6 and 18 manths of age. Affecied
children can sic withour suppor but cannot stand or walk wrichout assistance and may
have heeathang difficultics. Life expecrancy is thartened, but most people live mto theie
teens of young adulthood.
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¢ Type [l (Kugelberg-Welander disease) develops symptoms afier 18 mooths of age and
rfecis chuldren whe can walk independendy. The disease manfests itself with difficuhy
walking, ronuung, climbing stairs or getting up fmm a chaic Most people 2 prone o
tespirarnry infecoons but can cxpect a nomual life expectancy,

e Type [V symptoos develap after age 21, with mild 1o mageratd tiuseic weakoess and
mther symproms.

Medications o be conmidered 1o ereac this condition are:

= Spinraxa (nusinersen) was approved by the US Food and Drug Administration (FIDA) 10
December 2016 wo trear chuldser and adults with SMA Types H and I The drug s injeceed
inte che twid surounding the spupal coed and incascs production of rhe ful)-lengeh survival
maxor neuma {SMN) protein thas maintams the health of moator ncurune. The benefits ar
beter documented 1 infants and childien, panicalatly when seared carly, (Attachment f)

¢  Zolpensma (anasemnagens aheparovecxiol) is 2 pene therapy for children under 2 yeam
af age with Type 1 SMA and was spproved by the FDA 1o May 201 9. lruses a "safe vined™ m
deliver a fully funcuonal SMIN gene to nearons target moior skills, which improves muscle
dévelopment and fanction and incmases survival. (Auachment 2)

o Evrysdi (Risdiplsm ogal 5ol 8.75 mg/ mi) i3 an omlly administemd drog that was approved
tor type I sad 1T patients ewo months of age and older in August 2020,

Svnthrow

On june 14,2017, ASES ontified all Govemnment Health Plan (GHP} bencficiancs about an updame
on the Syathmoid medications management processed throughout the comtmacied GHP pharmacies.
Any patent with prior qulizauon of new utibzers, where the preacnbang physician indicates "do not
substiture™ for & generic ot DAW' 1 code on the prescopuon, the pharmacy will dispense the brand
name Synthroid. [f the prescripron docs not specify DAW 1 or "no substitution”™ the phitmacy will
6l he genenc hioequivalent medicancn. Hence, if the claim is submitted with DAY 1 code, the
cardmcied FBM adjudication system wnll pot perform a look -back validation to detemmine whether
s appiopriate or got o dispense gither the beand or the generic penduct 1 the patieat
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"Vhe mstmactions seated above are applicable ro Synthrosd caly, Furthermore, no preauchonzation will
e nigeded for this product, 2nd it will ot be subject 1o an exception process. For the roat of the dgs,
the PRHIA biocquivalent genenc rule vwill apply.

For tin: dmg, the contrasted P56 Healch Enfities will pay the Synthroud's genence prce, while te
ASHS will pay the différence in price herwcen the genenc drug and the brand nzme drug. The
contracted Health Entities will be receiving a detailed Syachecid unilization sepore for cheir reference

and for their internal reconalistion processes on each paymeni cycle,

Hepanris £

Hepanins €15 an infecuous disease cavsed by the hepading C viros (HCVY, HCV 15 a single-serandad
RINA virus of the Fiswivindas family, Accoeding to the Centers for Disease Conool amd Prevenzion
{CIXC), at least six distinct geovtypes of the HCV vings and over 50 subeypes have been idendfied
Caenotypes cefer to genetic cautarions found in the RNA strand that serve to identify the HOV stmin,
The different HCV penotypes and subtypes have differeru disuibutions throughout the wodld
Genotypes 1, 2 and 3 are dismmbured worldwide, Generype 4 15 most prevalens sn the Middle Hast,
Egvpt, and central Afpcan countries. Genatype 5 is ropresented exclusively in Southemn Alnga, and
genotype 6 in Southeast Asis. In the United States, genotype | accounts for almogt 75% of choss
mdentibied, the others being type 2 and 3.
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Purpose

The purpose oo thiv MOP for the SMA gedicannns, Syptheed and [Hepatms C meehiragorss 15 1«
estaldish and provide the puidelines w all the parnes involved that carry ot the autamated data enty
and cermhcinons necessary it the @xecutional the elsisms payrmenrs for the medacarioss scramaned

prviously o msve sure PRIIA follvws Srate srd Federa] mmputanons

Ur i imporant 1o mete that PRHIA will beat the =k 190 porecene, a5 o eedult these peoducts wall o

be mcluded in she MUOs pome sgreements.

SMA

The Puenw Rico Vealth Insvrance Admuassteatzon (PRHTAG wall espeblish 3 Noa-Rish Paymes

Armpgemien paverent prowess e SMA medranions dispensed 10 she Yiral Populscon Plan, £ éfective

A% nxfjnnuary L ]

PRITA will be the panty sesponsible of payng for the utihzanon of SMA reedicanons for all s
HUPCS J Codea and NDCs associared to the GPls listed below . Tlease nute that MDC: must b
submiirod oo both pharmacy snd noospharmacy elaie (or rebates cluiming purposes.
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The producrs lsted above are necessary to teat the condition of SMA applicable undes the
Govemment Health Plan, ASES establishes 2 reumbursement procedure for the MCOUs to address
the referral services and (o mauntain the necessary documentation in an accuraie and avditable

ISR,

Svliroid  Hepanus

The purpose of this procedute ix to establish the guedelines for the cenifieation of payments,
complered the validation of clums for approved Synthroid and Hepautis C drugs medicationa for
henyficlanes of the Plao Vil and for any provnder of the eontracted Pharmacy nererork. In this way,

documentation of the rimbursernest processes bo be audited is maintained,

Scope

Thus procedure cstablishes all necessary controls, notibications and disburserments related to che
payment of clawms for medications for 3MA, Synthroid end Hepadtis C repored by the MCOs as
established ia the eontract, are executsd comectly and in compliance with all 2pplicable State and

Vederal legistation.
Hftective Date

SMA
anuary £, 2023

Svyathooad

The: provisions of this Procedure. come iny force immediaeely after itn appreval.

Heparins C
The provisons of thus Procedur come tnto borce ummediatedy after 1tz approval.



Responsible Parties

«  ASES Office of Plapning, Quality and Clinical Affajrs.
& ASES Informmatcn Svastem Ofthee
o  ASES Finance Office,

& M{}s conwaceed for Man Vil

Procedures and Pa}fment& tor ’I'hemp'_\—* Services

The clams and encounters to be cvaleated by the Intormauca System Otbor for dus payment
prosess will be those recenved 25 gsmablished in the contract for the MO, in *.CLM forroat
defined 1 layout "CARRIGR ro ARES see 4,1C_rev 2023022, This file is schedulect tn be received
nm or before the 15ch of gach moenth. The Infoomaton System Qffice will canmy gur validations,
where widentifies ehgibslity of the benehciares, acconding 10 the claims and encountery dsued jn che
fle, to complete the esmbursement as established tathe MOOs, of Synthrowd medications, hegatios
(. and SMA covermge.

As pan of its, validarion process, Information syscem will receive fgom the MUOs 3 supporung
report of all the drugs and claums subject of this SOP on or befurs the 15th of each month,

Once the validations have been completed the Informartion System Olfice, will genenate epots and
certificavons in tw Enrerprise Syseem {ES), sending it vo che Finance Office for the mimbumsement
payment process (o the MCOs 15 cswmblished in contraces frr these medicsaons,

1) Validation foe claim sclection,
Usicg the ES database, daims will be selected with the following validation cntens:

Camcrs contracted for PSG (MALOS et included).

Scrvices provided o eligible beae ficianes in the Plan Vil a3 of the daw of service,
Unduplicated claims (MIP - Date of Scrvice -from -ta)

. Clairms Identified as Paid Date of scivice (from dare) from the date established for cach
drg.

Claims Coding established for cach drag (See Atrachmem XX)

RER

t*-
H

F The *.CLM format - defingd in layout "CARRIER 0 ASES see d, 1C_rev. 202302277 ayll be
deposited via STEP server wn the folder detined for cach MCO

i



In onder ¢o the MCOs recerve the rambursement of the drugs 1ts necessary 1o submig gl the
infarma rion required by ASES for thus purpose 1n speceal the NDC of gach glaim. No payment
will be tssued if the NI number of the drug 15 missing,

. The payment o be made will be the sum of the cfatms and drug crcounter transactions thar

were completed through the validanos process 10 the ASES ES system. The Fanance Offiee
will issus the payment for the amount prescowed n the comification generated by the ES
Validation/Supplementary Payments system. Once Finance Cifice makes payment, it sendia
summary tu Infonnation Svster Office oo register the payment jn the ES Validatin
System/Supplemental Payments and an email to cach MCO of paymenr transker,

Thss entey cavses the auiomans generanon of a file with the details of the paid tmasaciions
which will be deposited in the SFIP Server. This file will be in *.xlsx format defined in the
lavout documents TAG © Lapour Qurbound’” on cach Module layout. {Attachment 1)
Once the payment 15 completed in the Finance Ofiice, the files with the oansagtions of the
claimg and drug cncounten of the mimbumed payment will be deprsited by Infarmation
Bysteen Office theough the STFP Server in the defined folder, for each MUD and in g
Premiom Paymene/Receive from ASES. An email wall be semt to the MC('s of the rransfer
of the files a5 sppropnace,

11
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