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IMMUNE- MEDIATED IN

T?RY DISEASE & ALLERG

ITEM DESCRIPTION

mesieriadw

. AUTHJRIZED s

ADALIMUMAB 40MG

Rheumatology/Gastroenterclogy/ Dermatology

ADALIMUMAB 20MG

Rheumatology/Gastroenterology/ Dermatology

INFLIXIMAB 100MG IV

Rheumatology/Gastroenterology/ Dermatology

INFLIXIMAB 120MG 5.C

Rheumatology/Gastroenterology/ Dermatology

ETANERCEPT 50MG

Rheumatology/ Dermatology

GOLIMUMAB 50MG

Rheumatology/Gastroenterology

CERTOLIZUMAB 200MG

Rheumatology/Gastroenterology/ Dermatology

o S| S| W | G| B e

ANAKINRA (KINERET) 100MG

Rheumatology/ Paediatric Immunology /
Paediatric Rheumatology

9 | CANAKINUMAB (ILARIS) 150 MG

Rheumatology

10 | BASILIXIMAB (SIMULECT) 20MG Transplant Medicine / Nephrology

11 DUPILUMAB (DUPIXENT) 300 MG/2ML Dermatology | Allergy-Immunology/
Pulmonology

12 | DUPILUMAB (DUPIXENT) 200MG Dermatelogy | Allergy-Immunoclogy/
Pulmonology

13 | DUPILUMAB (DUPIXENT) 300MG 8.C Dermatology | Allergy-Immunology/
Pulmonology

14 | MEPOLIZUMAB (NUCALA) 100 MG PEN Allergy-Immunology/ Pulmonology

15 | BENRALIZUMAB (FASENRA) 30 MG Allergy-Immunology/ Pulmonology
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16 | TOCILIZUMAB (ACTEMRA) 162MG SC Rheumatology/ Immunology/
Critical Care [ Infectious Diseases
17 | TOCILIZUMAB (ACTEMRA) 200MG/10ML Rheumatology/ Immunology/
Critical Care / Infectious Diseases
18 | TOCILIZUMAB (ACTEMRA) 400MG/20ML Rheumatology/ Immunology/
Critical Care | Infectious Diseases
19 | SILTUXIMAB (SYLVANT) 100MG haematology | Oncology
20 | SILTUXIMAB (SYLVANT) 400MG haematology /| Oncology
21 | USTEKINUMAB 45MG/0.5ML Dermatology | Rheumatology
22 | USTEKINUMAB %0MG/1ML SC Dermatology/ Rheumatology/ Gastroenterology
23 | USTEKINUMAB 130 MG/26ML IV Gastroenterology
24 | SECUKINUMAB (COSENTYX) 150MG Dermatology/ Rheumatology
25 | BIMEKIZUMAB (BIMZELX) 160 MG/ML Dermatology/ Rheumatology
26 | IXEKIZUMAB (TALTZ) 80MG/ML Dermatology/ Rheumatology
27 | RISANKIZUMAB 75MG(SKYRIZI) Dermatology
28 | RISANKIZUMAB 150MG(SKYRIZI) Dermatology/ Rheumatology
29 | RISANKIZUMAB 600MG(SKYRIZI) Gastroenterology
30 | RISANKIZUMAB 360MG(SKYRIZI) Gastroenterology
31 | GUSELKUMAB (TREMFYA) 100MG/ML Dermatology/ Rheumatology/ Gastroenterology
32 | GUSELKUMAB (TREMFYA) 200mg S.C Gastroenterology
33 | GUSELKUMAB (TREMFYA) 200mg IV Gastroenterology
34 | MIRIKIZUMAB (OMVOH) 20MG/ML IV Gastroenterology
35 | MIRIKIZUMAB (OMVOH) 100MG/ML PFS Gastroenterology
36 | OMALIZUMAB (XOLAIR) 150 MG Pulmonology | Allergy-Immunology/
Dermatology/ ENT
37 | TEZEPELUMAB (TEZSPIRE) Pulmonology/ Allergy-Immunology
% | ABATAGEPT ORENGIN ENGSE. 7 | 1y | Kty
39 | ABATACEPT (ORENCIA) J777 URheumatology -
40 BELIMUMARB (BENLYSTA) 40“M.E- - Rfﬁm_:t:hgﬂ
41 | BELIMUMAB (BENLYSTA) 120Md | © 5 | €1 1d VV|.Rhbuthakdlogy/ N
42 | BELIMUMAB (BENLYSTA) 200MG SC Rheumatology
43 ANIFROLUMAB (SAPHNELO) 300MG Rheumatology
44 | EMAPALUMAB-LZSG (GAMIFANT) 10MG/2ML Paediatric & Adult haematology / Oncology/
Immunology / Rheumatology
Critical Care | Infectious Disease
45 | EMAPALUMAB-IZSG 50MG/10ML (GAMIFANT) Paediatric & Adult haematology / Oncology/
Immunology / Rheumatology
Critical Care | Infectious Disease
46 | ECULIZUMAB (SOLIRIS) 300MG Neurology/ haematology /| Nephrology
47 | RAVULIZUMAB (ULTOMIRIS) 300MG Neurology/ haematology / Nephrology
48 | EFGARTIGIMOD ALFA-FCAB (VYVGART) 400MG Neurology
49 | AXATILIMAB SINGLE-DOSE VIAL Haematology /| Oncology
HEPATOLOGY & INFECTIOUS DISEASES BIOLOGICAL THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
50 PEGINTERFERON ALFA-2A (PEGASYS) 180MCG Hepatology | Infectious Diseases
51 PEGINTERFERON ALFA-2b (PEGINTRON)150MCG | Hepatology | Infectious Diseases
52 HEPATITIS B IMMUNOGLOBULIN (HEPAGAM B) Hepatology | Infectious Diseases | Transplant
Medicine
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90 PERTUZUMAB (PERJETA) 420 MG Oncology
71 CETUXIMAB (ERBITUX) 100 MG Oncology
92 PANITUMUMAB (VECTIBIX) 100 MG Oncology
93 BEVACIZUMARB 400 MG Oncology
94 BEVACIZUMAB (AVASTIN) 100 MG Oncology
95 RAMUCIRUMAB (CYRAMZA) 500 MG/50 ML Oncology
96 ZOLBETUXIMAB 100MG Oncology
97 ZOLBETUXIMAB 300 MG SINGLE-DOSE VIAL Oncology
98 RITUXIMAB 100 MG/10 ML Haematology /| Oncology
99 RITUXIMAB 500 MG/50 ML Haematology /| Rheumatology/

Dermatology/Nephrology
100 RITUXIMAB SC 1400 MG Haematology { Oncg.logy
101 OBINUTUZUMAB (GAZYVA) 1000 MG/40 ML Haematology / Oncology
102 OFATUMUMAB (ARZERRA) 100MG IV haematology | Oncology
103 | ISATUXIMAB-IRFC (SARCLISA) 100 MG Haematology / Oncology
104 ISATUXIMAB-IRFC (SARCLISA) 500 MG Haematology / Oncology
105 | DARATUMUMAB (DARZALEX) 100 MG/5 ML Haematology / Oncology
106 DARATUMUMAB (DARZALEX) 400MG /20ML Haematology /| Oncology
107 DARATUMUMAB (DARZALEX) 1800MG/15ML SC Haematology / Oncology
108 | TAFASITAMAB (MINJUVI) 200 MG Haematology /| Oncology
109 | MOGAMULIZUMAB (POTELIGEO) 4 MG/ML Haematology | Oncology
110 EPCORITAMAB (TEPKINLY) 48 MG Haematology /| Oncology
111 | EPCORITAMAB (TEPKINLY) 4 MG Haematology /| Oncology
112 | GLOFITAMAB 25 MG Haematology / Oncology
113 | GLOFITAMAB 10 MG Haematology /| Oncology
114 AMIVANTAMAB (RYBREVANT}ISSO MG (I}ncolog¥ .
115 | TALQUETAMAB (TALVEYY3MA C | (1 U1 D , o ()Haengmoldey
116 | TALQUETAMAB (TALVEY)40MG  ~ % | Haematolo
117 | TARLATAMAB (IMDELLTRA) 10 MG VIAL Oncology
118 | TECLISTAMAB (TECVAYL) 30 MG ST || 4\, C(Hagmpatology
119 TECLISTAMAB (TECVAYLI) 153 MG VIAL Haematology | Oncology/ Transplant
120 | BLINATUMOMAB (BLINCYTO) 35 pG Haematology / Oncology
121 | MIRVETUXIMAB SORAVTANSINE (ELAHERE) 100 MG Oncology
122 | ADO-TRASTUZUMAB EMTANSINE (KADCYLA TDM-1) | Oncology
100 MG
123 | ADO-TRASTUZUMAB EMTANSINE (KADCYLA TDM-1) | Oncology
160MG

124 | SACITUZUMAB GOVITECAN (TRODELVY) 180 MG Oncology
125 | TRASTUZUMAB DERUXTECAN (ENHERTU) 100 MG Oncology
126 | LONCASTUXIMAB TESIRINE 10 MG Haematology / Oncology
127 | BRENTUXIMAB VEDOTIN (ADCETRIS) Haematology / Oncology
128 | POLATUZUMAB VEDOTIN (POLIVY) 140 MG Haematology / Oncology
129 | GEMTUZUMAB OZOGAMICIN (MYLOTARG) 4.5 MG Paediatric & adult Haematology/Oncology
130 | INOTUZUMAB OZOGAMICIN (BESPONSA) 0.9 MG Paediatric & adult Haematology/Oncology
131 ENFORTUMAB VEDOTIN 20 MG Oncology
132 | ENFORTUMAB VEDOTIN 30 MG Oncology
133 | ZIV-AFLIBERCEPT (ZALTRAP) 200 MG Oncology
134 | ASPARAGINASE (KIDROLASE) 10,000 U Paediatric & adult Haematology/Oncology
135 PEGASPARGASE 750 IU/ML (5 ML) Paediatric & adult Haematology/Oncology
136 | TAGRAXOFUSP (ELZONRIS) 1000 pG Haematology/Oncology
137 | GLUCARPIDASE (VORAXAZE) 1000 UNIT Haematology/Oncology
138 | PERTUZUMAB/TRASTUZUMAB (PHESGO) Oncology

600 + 600 MG/10 ML
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139 PERTUZUMAB/ TRASTUZUMAB (PHESGO) Oncology
1200MG+600MG/15ML
140 PALIFERMIN { KEPIVANCE ) 6.25 MG Haematology/Oncology/ stem cell transplant
141 | RASBURICASE 1.5MG Paediatric & adult Haematology/Oncology
142 | RASBURICASE 7. 5MG Paediatric & adult Haematology/Oncology
ENZYME REPLACEMENT & RARE METABOLIC THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
143 PEGVALIASE (PALYN1ZIQ) 10MG Metabolic/Clinical Genetics
144 PEGVALIASE (PALYNZIQ) 20MG Metabolic/Clinical Genetics
145 PEGVALIASE (PALYNZIQ) 2.5MG Metabolic/Clinical Genetics
146 AGLUCOSIDASE ALFA (MYOZYME) 50MG Metabolic/Clinical Genetics/ Neurology
147 LARONIDASE (ALDURAZYME) 100U/ML 5ML Metabolic/Clinical Genetics
148 ELOSULFASE ALFA (VIMIZIM) 5MG/5ML Metabolic/Clinical Genetics
149 IMIGLUCERASE (CEREZYME) 400U Metabolic/Clinical Genetics
150 GALSULFASE (NAGLAZYME) 5MG/5ML Metabolic/Clinical Genetics
151 AGALSIDASE ALFA (REPLAGAL) 3. 5MG/3 5ML Metabolic/Clinical Genetics/ Nephrology/
Cardiology
152 IDUSULFASE 6MG/3ML (ELAPRASE) Metabolic/Clinical Genetics
153 OLIPUDASE ALFA (XENPOZYME))20MG Metabolic/Clinical Genetics
154 METRELEPTIN (MYALEPT) Metabolic/Clinical Genetics

IMMUNOGLOBULIN, PLASMA- DERIVED & COAGULATION FACTOR BIOLOGICAL PRODUCTS

ITEM DESCRIPTION AUTHORIZED SPECIALITY

155 HUMAN NORMAL IMMUNOGLOBULIN (SCIG) Immunology/Allergy/Haematology/ Neurology
(HYQVIA) 20GM

156 HUMAN NORMAL IMMUNOGLOBULIN (SCIG) Immunology/Allergy/Haematology/ Neurology
(HYQVIA) 30GM

157 HUMAN NORMAL IMMUNOGLOBULIN Immunology/Allergy/ Haematology/ Neurology
(PRIVIGEN)10G

158 HUMAN NORMAL IMMUNOGLOBULIN (PRIVIGEN) 3G | Immunology/Allergy/Haematology/ Neurology

159 Human normal immunoglobulin (Gamunex) 5 g/50 mL Immunology/Allergy/Haematology/ Neurology

160 Human normal immunoglobvli‘l?‘ f;ﬁ mlrpi uln . tology/ Neurology

161 Human normal immunoglébhtitr2 5275 il tology/ Neurology

162 Human normal 1mmunog10hu1:hﬂ$trb‘l:l!ﬂa}‘3€'l‘l!‘?"tﬁ'ﬂﬂ— tology/ Neurology

163 FACTOR VIII INHIBITOR B S
ACTIVITY (FEIBA) 1000IU Yﬁs' élgfe r I aW C

164 HUMAN COAGULATION FACTOR VIII/VON Haematology (Adult & Paediatric)
WILLEBRAND FACTOR (WILATE) 1000U

165 HUMAN VON WILLEBRAND FACTOR IN Haematology (Adult & Paediatric)
COMBINATION WITH HUMAN COAGULATION
FACTOR VIII

166 VON WILLEBRAND FACTOR (WILFACTIN) 1000IU Haematology (Adult & Paediatric)

167 MOROCTOCOG ALFA (XYNTHA) 500IU Haematology (Adult & Paediatric)

168 EFMOROCTOCOG ALFA (ELOCTATE) 250 IU Haematology (Adult & Paediatric)

169 EFMOROCTOCOG ALFA (ELOCTATE) 1000IU Haematology (Adult & Paediatric)

170 EFTRENONACOG ALFA (ALPROLIX) 1000 U Haematology (Adult & Paediatric)

171 EFANESOCTOCOG ALFA (ALTUVIIIO) Haematology (Adult & Paediatric)

172 RURIOCTOCOG ALFA PEGOL (ADYNOVATE) Haematology (Adult & Paediatric)

173 LONOCTOCOG ALFA (AFSTYLA) Haematology (Adult & Paediatric)

174 | NONACOG ALFA (BENEFIX) 500 IU Haematology (Adult & Paediatric)

175 CATRIDECACOG (NOVOTHIRTEEN) 2500IU Haematology (Adult & Paediatric)

176 EPTACOG ALFA ACTIVATED (NOVOSEVEN) IMG Haematology (Adult & Paediatric)

177 HUMAN PROTHROMBIN COMPLEX CONCENTRATE/ | Haematology/ Emergency Medicine/ ICI
FACTORSII, VII, IX, X IN COMBINATION

178 EMICIZUMAB (HEMLIBRA) 30MG Haematology (Adult & Paediatric)

179 EMICIZUMAB (HEMLIBRA) 60MG Haematology (Adult & Paediatric)

180

EMICIZUMAB (HEMLIBRA) 105MG

Haematology (Adult & Paediatric)

181

EMICIZUMAB (HEMLIBRA) 150MG

Haematology (Adult & Paediatric)
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182 PROTEIN C CONCENTRATE, HUMAN (CEPROTIN) Haematology / Paediatric Haematology |
Neonatology
183 CAPLACIZUMAB(CABLIVI) 10MG haematology (Adult)
184 CAPLACIZUMAB-YHDP (CABLIVI) 11MG haematology (Adult)
HAEMATOLOGY SUPPORTIVE & DISEASE-MODIFYING BIOLOGICS
ITEM DESCRIPTION AUTHORIZED SPECIALITY
185 | DARBEPOETIN ALFA 20MCG/0 5SML(ARANESP) Nephrology (adult & paediatric)/
Oncology/Haematology
186 DARBEPOETIN ALFA 40MCG/0 4ML(ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
187 DARBEPOETIN ALFA 60MCG/0.3ML(ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
188 DARBEPOETIN ALFA 100MCG (ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
189 | DARBEPOETIN ALFA 150 MCG (ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
190 DARBEPOETIN ALFA 300 MCG (ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
191 DARBEPOETIN ALFA 500 MCG (ARANESP) Nephrology (adult & paediatric)
[Oncology/Haematology
192 ERYTHROPOIETIN ALFA 40000U/ ML Nephrology/ Oncology/haematology/ Infectious
Diseases (HIV)
193 METHOXY POLYETHYLENE GLYCOL/EPOETIN Nephrology (adult & paediatric)
BETA 100MCG
194 | METHOXY POLYETHYLENE GLYCOL/EPOETIN Nephrology (adult & paediatric)
BETA 200MCG
195 | METHOXY POLYETHYLENE GLYCOL/EPOETIN Nephrology (adult & paediatric)
BETA 150MCG
196 | LUSPATERCEPT-175AAMT EFPZYF..H SMG ’I:I:F{ninr.qlwﬂncn
197 | ROMIPLOSTIM (NPLATEM50MG ~ J~ Ll haemartology (Ad
198 | LUSPATERCEPT-AA176MT (REBLOZYL) 75MG Haematology/Onl
199 ECALLANTIDE (KALBITOR) IWFe S fe r i a W I @@mﬁnicnl (Emergency
Medicine
200 | LANADELUMAB-fafg (TAKHZYRO) 300MG/2ML Allergy & Clinical Immunology
201 PEGFILGRASTIM (NEULASTA) 6MG/0.6ML Haematology/Oncology
202 ROPEGINTERFERON ALFA-2B (BESREMI) 250MCG | Haematology [ Oncology
CARDIOVASCULAR BIOLOGICAL THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
203 ALIROCUMAB 75MG/ML (PRALUENT) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
204 ALIROCUMAB 150MG/ML (PRALUENT) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
205 EVOLOCUMAB 140MG/ML (REPATHA) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
ENDOCRINE & REPRODUCTIVE RECOMBINANT HORMONAL BIOLOGICS
ITEM DESCRIPTION AUTHORIZED SPECIALITY
206 MENOTROPIN (MENOPUR) 600IU Endocrinology/Infertility (Ob-Gyn)
207 | CORIFOLLITROPIN ALFA (ELONVA) 150MCG Endocrinology/Infertility (Ob-Gyn)
208 | TERIPARATIDE (FORTEO) 600MCG/2.4ML Endocrinology/Metabolic Bone
209 | SOMATROGON (NGENLA) PEN Endocrinology(Paediatric Endocrinology)
210 MECASERMIN (INCRELEX) 40MG/4ML Paediatric Endocrinology
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BONE, MINERAL & SKELETAL BIOLOGICAL THERAPIES

ITEM DESCRIPTION AUTHORIZED SPECIALITY
211 DENOSUMAB (XGEVA) 120MG Haematology/Oncology
212 | DENOSUMAB (PROLIA) 60 MG Endocrinology | Metabolic Bone
213 ROMOSOZUMAB (EVENITY) 105MG/1.17ML Endocrinology | Metabolic Bone
214 | VOSORITIDE (VOXZOGO) 0.56MG Paediatric Endocrinology
215 | VOSORITIDE (VOXZOGO) 0. 4MG Paediatric Endocrinology
216 BUROSUMAB-TWZA (CRYSVITA) 10MG Endocrinology | Metabolic Bone (adult/ paediatric)
217 | BUROSUMAB-TWZA (CRYSVITA) 20MG Endocrinology | Metabolic Bone (adult/ paediatric)
218 BUROSUMAB-TWZA (CRYSVITA) 30MG Endocrinology | Metabolic Bone (adult/paediatric)
219 ONABOTULINUMTOXINA (BOTOX) 100U Neurology/PM&R/Orthopaedics
Urology/Dermatology/ Ophthalmology
220 | ABOBOTULINUMTOXINA (DYSPORT) 500U Neurology/PM&R

OPHTHALMIC BIOLOGICAL THERAPIES

ITEM DESCRIPTION AUTHORIZED SPECIALITY
221 | AFLIBERCEPT (EYLEA) 2MG/0.05ML Ophthalmology
222 | AFLIBERCEPT (EYLEA HD) 8 mg/0.07 mL Ophthalmology
223 | FARICIMAB (VABYSMO ) 6MG/0.05ML Ophthalmology
224 | RANIBIZUMAB (LUCENTIS)10MG/ML 0 3ML Ophthalmology

Advanced Therapy Medicinal Products — ATMPs | Cell and Gene Therapies

ITEM DESCRIPTION AUTHORIZED SPECIALITY

225 | BEREMAGENE GEPERPAVEC GEL (VYJUVEK) Dermatology/ Genetics

226 | ONASEMNOGENE ABEPARVOVEC (ZOLGENSMA) Paediatric Neurology | Genetics

227 | DELANDISTROGENE MOXEPARVOVEC (ELEVIDYS) | Paediatric Neurology / Genetics /| Neuromuscular

specialist center

228 | AXICABTAGENE CILOLEUCEL (YESCARTA) Haematology-Oncology / Stem Cell Transplant /

le 1A ulo | S Prefdey

229 | BREXUCABTAGENE AUFOLEUCEL (PECARTUS) “~ Haematology- Cell Transplant /

_ ) Cellular Therap;
230 | TISAGENLECLEUCEL KYMRIARC ST | g\ . (Haafididiogy-0 ediatric
Haematology-Oncology / Stem Cell Transplant /
Cellular Therapy Centre
231 | EXAGAMGLOGENE AUTOTEMCEL (CASGEVY) Haematology | Paediatric Haematology | Stem

Cell Transplant | Genetics

Biological Therapy Access Request form
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Section 1. Patient Information (completed by treating physician) a Ly Jupdt Sl

Full Name Nationality
S Ll
Weight
Civil ID (if dosing is weight
e NN RN N EEN beved
i
Contact number Hospital
retmmbes |\ T T T T T[] T

b W sy ) 2l
i pb gy [ dyle dl Sl wily g8 1 Bypay s [
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Section 2. Type of Request (completed by treating physician)_la) ey

[0 New initiation 4 7% ¢y [ Continuation of existing therapy o6 z ez
O e B i s cmmeer s o nmsmnsmss s s imram i mn s S S b R A

...................................

Section 3. Clinical Information (completed by treating physician)i,,.Ji Sui

Confirmed Diagnosis
At

Disease Severity /| Activity Index (e.g.,
DAS28, PASI, CDAI, etc.) »biais

5 1,
Previous Treatments Tried 1
At St 3'

Response to Conventional Therapy iy | [0 Partial/inadequate response [J Treatment failure
el = Shald [J contraindicated/not tolerated

Requested Biologic Name& Regimen

el allas | it g
Ao plly sl s € (Name, strength, Dosage form, Frequency)

Locally approved indications

b Bdame 3l phisuant 2193 O Yes 00 No , Attach approval for Off-label use
Proposed Duration of coverage { ) months
Al B el ke for new patients, it should be based on the period needed to reach

measurable benefits

Date Started (if applicable) 0 D jﬂf_‘ﬂ_o
Copeienbl g padl— fﬁ)ﬂha‘h”ﬂéuh LpT! |"¢Tr L,S-o b.D_l I

Section 4. Justification/Rationale for reqme@ﬁ'e F)i reating iRy o

Please attach supporting reports & documents Ll Slepndly iy il JU) o

Treating Physician Name Treating Physician stamp & sig. DD /MM/YY
{1

Section 5. Protocol Alignment (completed by head of Unit)iz%u <Yyt g ) iy (5

Does the Patient fulfil the initiation criteria ? (for new pt.) O Yes O No
TR e m ol ey pulae Gad a3l o el
Does the Patient fulfil the continuation criteria ? O Yes 00 No

U e ol § el plas Gdad a

Does the Proposed Duration of coverage aligned with
protocol? O Yes [0 Ne

*A o Bl Bl s Bl

Head of Unit decision DD MM/YY Head of Unit Name, Stamp & Signature
O Approve Il

O Not approve

Section 6. Pharmaceutical Considerations (completed by head of pharmacy)is¥ui.a <t

Requested product category [0 Reference biological product [J Biosimilar
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gl pame Ll gy OAdvanced Therapy Medicinal Product (ATMPs)
Number of unit doses needed for the proposed duration of

coverage

ALt 3 et Bl gllal) gl o e b s

Head of Pharmacy Department (stamp, signature, date) DD MM/YY

H

For committee use only

Section 7. Central technical review

= Completeness of required documents: [] Yes [] No

= Compliance of the request with the provisions of the decision: [ Yes [J No
* Availability of a biosimilar alternative: 0 Yes (0 No

= Estimated cost for the exception approval period

Technical /| Economic Assessment Notes

Reviewer(s): DD /MM/YY
(stamp, signature, date) / |

Section 8, Committee decision

O Approved
O Not Approved
O Approved with conditions

Duration of approval ( ) months

oures LJQ_ILC J_CLLLI_D Ld«:,\olan_ll

sssssassssssssssensssmnasassssnnnsssensnnn m@(f@r!a Al ﬁm ....... sssssssrsssanssesnssnnes

Conditions: ..« i i i s s it de s b b s e R e S

BEsssEEEra s RS s ARS R A S SRR RS R RS R RE R srssmesasannnan T T T P T

L e v =it

DD /MM/YY

Approval of committee chair /

Approvals of committee members




