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Approved Therapeutics

Soliris® Uplizna® Enspryng® Rituxan® Actemra® Ultomiris® CellCept® Imuran®
Medical . . . N - . -
Nea::ne Eculizumab Inebilizumab Satralizumab Rituximab Tocilizumab Ravulizumab Mycophenolate Azathioprine
Disease Complement CD19+ IL-6 CD20+ IL-6 Complement T and B Cell DNA & RNA
Target Protein C5 B Cells Receptor B Cells Receptor Protein C5 IMPDH Enzyme Synthesis
Clinical PREVENT | NMOmentum | S2KurasSky RIN-1 TANGO CHAMPION MONICA TANGO
Trial Name SAkura Star
Trial / Study NEJM 2019 Clinical Study Clinical Study Trial Results Clinical Study Clinical Study
Publication NEJM 2019 R 0L Lancet 2020 Lancet 2020 Lancet 2020 Pending Front Imm 2018 Lancet 2020
Clinical Trial | Yes; See Data Yes; See Data Yes; See Data | Non-Trial Data | Non-Trial Data Trial Results Non-Trial Data Non-Trial Data
Efficacy ¥ (Mono/Poly) (Mono Tx) (Mono/Poly) (Mono/Poly) (Mono/Poly) Pending (+ Steroid) (Mono/Poly)
U.S. FDA Approved Approved Approved Not Not Not Not Not
Status Jun 27, 2019 Jun 11, 2020 Aug 17, 2020 Approved Approved Approved Approved Approved
Package Soliris® Uplizna® Enspryng® Rituxan® Actemra® Ultomiris® CellCept® Imuran®
Insert FDA Label FDA Label FDA Label FDA Label FDA Label FDA Label FDA Label FDA Label
Approved Anti-AQP4+ Anti-AQP4+ Anti-AQP4+ Not Not Not Not Not
Indication Age 18+ Yrs Age 18+ Yrs Age 18+ Yrs Approved Approved Approved Approved Approved
Medication Soliris® Uplizna® Enspryng® Rituxan® Actemra® Ultomiris® CellCept® Imuran®
Guide Medication Medication Medlication Medication Medlication Medication Medlication Medication
Summary Guide Guide Guide Guide Guide Guide Guide Guide
Status in NOF Approyec'j; Not Approved; || Not Approvgd; Aplpforiee for- Approved for Approved for > 3 months old; Peds Data;
<18Y Clinical Trial; |~ Consult Peds | Outcomes in | NHL RA. GPA; | 'gjsang pjja | HUS, PNH, MG | ConsultPeds | Consult Peds
[ Used in HUS Neurologist Adolescents MOGAD Data —— — — =
Status in Data Available; Data Pending; Data Pending; Data Available; Data Available; Data Available; Avoid Use Avoid Use
Pregnancy Consult Neuro Consult Neuro Consult Neuro Consult Neuro Consult Neuro Consult Neuro (Fetal Harm) (Fetal Harm)
Status in Consult Consult Consult Consult Efficacy Intact Consult Consult Consult
Comorbidity Neurologist Neurologist Neurologist Neurologist [see TANGO] Neurologist Neurologist Neurologist
Safety Label Box: No Specific No Specific Label Box: Label Box: Label Box: Label Box: Label Box:
Warning* Nm Infection Warning Warning IRxn; TLS; PML TB & Opp Infxn Nm Infection Preg; Infxn; CA Cancer; Infxn
Safety IRx; Infection; IRX; Infection Liver Function; IRx; Infection Liver Function; IRx; Infection; Infection; Tox; Infection; Tox;
Precaution* Nm Infection Ab; PMN Cho; PLT; WBC Ab; PMN Cho; PLT; WBC Nm Infection Malignancy Malignancy
U.S. FDA REMS REMS Not REMS Not REMS Not REMS Not REMS REMS Not REMS Not
REMS Required Required Required Required Required Required Required Required
Pre-Use None HBV; JCV [PML]; HBV; TB; HBV; JCV; TB HBV; TB; Hepatitis B; Liver Function; TPMT Enzyme
Screening Required TB Serum IgG Liver Function Serum IgG Liver Function Tuberculosis Blood Cell Cnt Level
Required* MenACWY + B* Standard Standard Standard Standard MenACWY + B* Standard Standard
Vaccines 2 ACIP Guidance | ACIP Guidance | ACIP Guidance | ACIP Guidance ACIP Guidance | ACIP Guidance | ACIP Guidance | ACIP Guidance
oo None B Cell Count; Liver Function; Infection; Liver Function; PLT count; Routinely Routinely
Monitori \ Specifically Ig Levels; Neutrophils; B Cell Counts; Chol & Lipids; Liver & Kidney Blood Cell Cnt; WBC Count;
ORIEONINE Required Neutrophils Lipid/LDL; PLT | Ig Levels; PMN WBC / PLT Cnt Function Bleeding Issues Infxn; Cancer
Maintenance | Uniform Dose | Uniform Dose | Uniform Dose Per Body m? Uniform Dose Per Body Mass | Uniform Dosing | Per Body Mass
Dosing (1,200 mq) (300 mq) (120 mq) (~v375mg/m?) | (8mg/kg; 4wk) | (3g/60-100kq) (up to 2 g/d) (2-3 mag/kqg/d)
Mode of Intravenous Intravenous Subcutaneous Intravenous Intravenous Intravenous Oral Oral
Dosing Infusion Infusion Injection Infusion Infusion Infusion Tablet Tablet
Mono or + Add On; + Add On; + Add On; + Add On; + Add On; + Add On; + Add On; + Add On;
Poly Tx Consult Neuro | Consult Neuro | Consult Neuro | ConsultNeuro | Consult Neuro | Consult Neuro Consult Neuro Consult Neuro
Induction Every Week Every 2 Weeks | Every 2 Weeks | Every 2 Week | Every 2 Weeks Loading Dose Loading Dose; Loading Dose;
Regimen First 4 Doses First 2 Doses First 3 Doses Half-Doses First 3 Doses for 2 Weeks Consult Neuro Consult Neuro
Routine Every 2 Wks Every 24 Wks Every 4 wks Every 24 Wks Every Wk Every 8 Wks Usually Usually
Regimen Infusion Infusion Injection Infusion Injection Infusion Daily if Oral Daily if Oral
PLEX AR Consult Consult Consult Consult featoes Consult Consult
Re-Dosin = GO ln Neurologist Neurologist Neurologist Neurologist <@y Neurologist Neurologist
g Post-PLEX Post-PLEX
Company Soliris® Uplizna® Enspryng® Rituxan® Actemra® Ultomiris® CellCept® Imuran®
Website Website Website Website Website Website Website Website Website
Patient OneSource® Horizon BYS® Access solutions® No NMOSD No NMOSD Aid | No NMOSD Aid No NMOSD Aid No NMOSD Aid
Support Website Website Website Aid Program Program Program Program Program

T Important: content is reference information only and subject to update; it neither expresses nor implies recommendations for therapy. Consult FDA-approved label.
* Label Box Warnings & Precautions per the U.S. FDA [2022] [www.accessdata.fda.gov/scripts/cder/daf/index.cfm]; see FDA label/package insert for specific therapies.
A yU.s.cDC Advisory Committee on Immunization in Persons with Altered Immune Competence (ACIP) [2022] [access 7-1-22 via website: www.cdc.gov/vaccines/acip/].

Key: [Ab], antibody; [AQP4], aquaporin-4; [Cho], cholesterol; [HBV], hepatitis B virus; [IRx], infusion reaction; [JCV], JC virus; [MenACWY + B], conjugate + serogroup B meningococcal vaccines [Nm], N. meningitidis; [PLT], platelet;
[PML], progressive multifocal leukoencephalopathy; [PMN], neutrophil; [REMS], Risk Evaluation & Mitigation Strategy; [Tx], therapy; [Tox], toxicity; [TB], tuberculosis; [TLS], tumor lysis syndrome; [WBC], total white blood cell



https://clinicaltrials.gov/ct2/show/NCT01892345
https://clinicaltrials.gov/ct2/show/NCT02200770
https://clinicaltrials.gov/ct2/show/NCT02028884
https://clinicaltrials.gov/ct2/show/NCT02073279
https://pubmed.ncbi.nlm.nih.gov/32199095/
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.astrazeneca-us.com/media/press-releases/2022/ultomiris-met-primary-endpoint-in-champion-nmosd-phase-III-trial.html
https://clinicaltrials.gov/ct2/show/NCT02809079
https://clinicaltrials.gov/ct2/show/NCT03350633
https://www.nejm.org/doi/full/10.1056/NEJMoa1900866
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)31817-3/fulltext
https://www.nejm.org/doi/full/10.1056/NEJMoa1901747
https://pubmed.ncbi.nlm.nih.gov/32333898/
https://pubmed.ncbi.nlm.nih.gov/32199095/
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.clinicaltrials.gov/ct2/show/NCT04201262
https://www.clinicaltrials.gov/ct2/show/NCT04201262
https://pubmed.ncbi.nlm.nih.gov/30258442/
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.nejm.org/doi/full/10.1056/NEJMoa1900866
https://www.nejm.org/doi/full/10.1056/NEJMoa1900866
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)31817-3/fulltext
https://www.nejm.org/doi/full/10.1056/NEJMoa1901747
https://pubmed.ncbi.nlm.nih.gov/32199095/
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.clinicaltrials.gov/ct2/show/NCT04201262
https://www.clinicaltrials.gov/ct2/show/NCT04201262
https://pubmed.ncbi.nlm.nih.gov/30258442/
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.fda.gov/news-events/press-announcements/fda-approves-first-treatment-neuromyelitis-optica-spectrum-disorder-rare-autoimmune-disease-central#:%7E:text=The%20U.S.%20Food%20and%20Drug,4%20(AQP4)%20antibody%20positive.
https://www.fda.gov/news-events/press-announcements/fda-approves-new-therapy-rare-disease-affecting-optic-nerve-spinal-cord
https://www.fda.gov/news-events/press-announcements/fda-approves-treatment-rare-disease-affecting-optic-nerves-spinal-cord
https://alexion.com/Documents/Soliris_USPI.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761142s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761149s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103705s5311lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/125276s127,125472s040lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761108s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/050722s035,050723s035,050758s033,050759s041lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/016324s034s035lbl.pdf
https://alexion.com/documents/soliris_USMedGuide.pdf
https://alexion.com/documents/soliris_USMedGuide.pdf
http://www.uplizna.com/Uplizna_Medication_Guide.pdf
http://www.uplizna.com/Uplizna_Medication_Guide.pdf
https://www.gene.com/download/pdf/enspryng_medguide.pdf
https://www.gene.com/download/pdf/enspryng_medguide.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/103705s5332medG.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/103705s5332medG.pdf
https://www.gene.com/download/pdf/actemra_medguide.pdf
https://www.gene.com/download/pdf/actemra_medguide.pdf
https://ultomirisrems.com/documents/medicationguide
https://ultomirisrems.com/documents/medicationguide
https://www.accessdata.fda.gov/drugsatfda_docs/label/2008/050722s19,050723s17,050758s17,050759s22lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2008/050722s19,050723s17,050758s17,050759s22lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/016324s034s035lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/016324s034s035lbl.pdf
https://clinicaltrials.gov/ct2/show/NCT04155424
https://pubmed.ncbi.nlm.nih.gov/26880462/
https://pubmed.ncbi.nlm.nih.gov/31774956/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/103705s5454lbl.pdf
https://pubmed.ncbi.nlm.nih.gov/32629363/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/125276s114lbl.pdf
https://pubmed.ncbi.nlm.nih.gov/33048203/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761108s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761108s023lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/050722s035,050723s035,050758s033,050759s041lbl.pdf
https://pubmed.ncbi.nlm.nih.gov/24647557/
https://www.nejm.org/doi/full/10.1056/NEJMoa1502950
https://nn.neurology.org/content/5/3/e453
https://pubmed.ncbi.nlm.nih.gov/27346577/
https://bmcnephrol.biomedcentral.com/articles/10.1186/s12882-020-02190-0
https://pubmed.ncbi.nlm.nih.gov/32333897/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/125166s431lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103705s5311lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/125276s127,125472s040lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761108s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/050722s035,050723s035,050758s033,050759s041lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/016324s034s035lbl.pdf
https://solirisrems.com/
https://ultomirisrems.com/
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/immunocompetence.html
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/125166s431lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761142s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761149s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103705s5311lbl.pdf
https://clinicaltrials.gov/ct2/show/NCT03350633
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761108s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/050722s035,050723s035,050758s033,050759s041lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/016324s034s035lbl.pdf
https://solirisnmosd.com/#:%7E:text=Soliris%C2%AE%20(eculizumab)%20is%20the,effective%20in%20children%20with%20NMOSD.
https://www.uplizna.com/
https://www.enspryng.com/
https://www.rituxan.com/
https://www.actemra.com/
https://www.ultomiris.com/
https://www.cellcept.com/
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/016324s039lbl.pdf
https://www.solirisgmgpro.com/resources/patient-support
https://www.uplizna.com/access-and-support/
https://www.genentech-access.com/hcp/brands/enspryng/find-patient-assistance.html
http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
http://www.cdc.gov/vaccines/acip/
https://guthyjacksonfoundation.org

