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in functional activities and quality of life in adults with generalized myasthenia gravis through 60 weeks

Analysis of Phase lll CHAMPION-MG trial open-label extension adds to growing body of safety and efficacy data for ULTOMIRIS in generalized myasthenia gravis

Patients who transitioned from placebo to ULTOMIRIS showed rapid and sustained response, reinforcing clinical benefit of CS inhibition
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ULTOMIRIS uL measures of f l d quality of life at 60 weeks of the OLE, including Myasthenia Gravis-Activities of Daily Living (MG-ADL) total score (-4.0 [95% C -4.8, -3.1], p<0.0001). Additionally, magnitude
Analysis at week 60 of ULTOMIRIS
treatment (n=78)
MG-ADL Total Score -4.0 [95% CI -4.8, -3.1], p<0.0001
Quantitative Myasthenia Gravis -4.1[95% Cl -5.4, -2.9], p<0.0001
Total Score
Revised 15-Item Myasthenia 5.0 [95% Cl -6.9, -3.1], p<0.0001
Gravis Quality of Life Score
Neurological Quality of Life -10.2 [95% CI -15.1, -5.3], p<0.0001
Fatigue Subscale Score
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(occurring in greater than or equal to 10% of 169 patients treated with ULTOMIRIS in the RCP and/or OLE) were headache (16.6%) and diarhea (13.6%).1

“The safety and tolerability were consistent with the known safety profile of ULTOMIRIS observed in the RCP of CHAMPION-MG and other

the CHAMPIO! UL 0

Juding in the United

N Annual Meeting.

Regulatory submissions for ULTOMIRIS for the treatment of GMG are currently under review with multiple
IMPORTANT SAFETY INFORMATION INCLUDING BOXED WARNING
Whatis the most important information | should know about ULTOMIRIS?

ULTOMIRIS is a medicine that affects your immune system and can lower the ability of your immune system to fight infections.

 ULTOMIRIS increases your chance of getting serious and life-threatening meningococcal infections that may quickly become lite-threatening and cause death if not recognized and treated early.

1. You must receive meningococcal vaccines at least 2 weeks before your first dose of ULTOMIRIS if you are not vaccinated.

2.1f your doctor decided that urgent treatment with ULTOMIRIS is needed, you should receive meningococcal vaccination as 500 as possible.
3. 1f you have not been vaccinated and ULTOMIRIS therapy must be initiated immediately, you should also receive 2 weeks of antibiotics with your vaccinations,
4.1f you had a meningococeal vaccine in the past, you might need additional vaccination. Your doctor will decide if you need additional vaccination,
5. Meningococcal vaccines reduce but do not prevent all meningococcal infections. Call your doctor of get emergency medical care right away if you get any of these signs and symptoms of a meningococcal infection: headache with nausea or vomiting, headache and fever, headache with a stiff neck or stiff back, fever, fever and a rash, confusion, muscle aches with

flu-like symptoms and eyes sensitive to light

Your doctor will give you a Patient Safety Card about the risk of infection youatal dfors

ULTOMIRIS is only available through a program called the ULTOMIRIS REMS. Before you can receive ULTOMIRIS, your doctor must: enroll in the ULTOMIRIS REMS program; counsel you about the fisk of meningococcal infection; give you information and a Patient Safety Card about th
ed,

vaccine, and if need are not sure it you

ULTOMIRIS dose. Itis imp

doctor or nurse to help them diagnose and treat you quickly.

 your rsk of d you

symptoms of infection.

ULTOMIRIS may also increase the risk of other types of serious infections. Make sure your child receives

Who should not receive ULTOMIRIS?

Do not receive ULTOMIRIS if you h or have not been vaccinated against infection unless your doct

gent treaim

ULTOMIRIS. Call your g ig

jth ULTOMIRIS is needed.



Before you receive ULTOMIRIS, tell your doctor about all of your medical conditions, including if you: have an infection o fever, or plan to breasteed. It s not known if ULTOMIRIS will harm your unbor baby or i it passes into your breast milk. You should not weament and yourfinal dose of ULTOMIRIS.

Tell your doctor about all the vaccines you receive and medicines you take, including d over-the . vitamins, and your treatm
If you have PNH and you stop receiving ULTOMIRIS, your doctor will need to monitor you closely for at least 16 weeks after you stop ULTOMIRIS. Stopping ULTOMIRIS may cause breakdown of your red blood cells due to PNH. Symptoms or problems that can happen due to red blood cell breakdown include: dropin y cell count, treck g
blood clots, 3 in males.

If you have aHUS, your doctor will need to monitor you closely for at least 12 months after stopping reatment for signs of worsening aHUS or problems related (o a type of abnormal clotting and breakdown of your red blood cells called thrombotic microangiopathy (TMA). Symptoms or problems that can happen with TMA may include: confusion o loss of consciousness, seizures, chest pain (angina),
dificuty breathing and blood clots or stroke.

What are the possible side effects of ULTOMIRIS?

ULTOMIRIS can cause serious side effects including infusion-related reactions. Symptoms of an infusion-related reaction with ULTOMIRIS may include lower back pain, feeling faint o your arms o legs. or jhtaway if you 3 your UL reaction, including: chest pain,
trouble breathing or shortness of breath, swelling of your face, tongue, or troat, and feel faint or pass out.

The most common side effects of ULTOMIRIS in people treated for PNH are upper respiratory tract infection and headache.

‘The most common side effects of ULTOMIRIS in people with aHUS are upper respiratory tract infection, diarthea, nausea, vomiting, headache, high blood pressure and fever.

“Tellyour doctor about any side effect that bothers you or that does not go away. These are not all ULTOMIRIS. For . ol o an ULTOMIRIS infusion or for medical ou may FDAaL

INDICATIONS

What is ULTOMIRIS?
ULTOMIRIS is a prescrption medicine used to reat:

« adults and children 1 month of age and older with a disease called Paroxysmal Nocturnal Hemoglobinuria (PNH).
« adults and children 1 month of age and older with a disease called atypical Hemolytic Uremic Syndrome (aHUS). ULTOMIRIS is not used in treating people with Shiga toxin E. coli related hemolytic uremic syndrome (STEC-HUS).

Itis not known if ULTOMIRIS is safe and effective in children younger than 1 month of age.

Please see th full Prescribing Information and Medication Guide for ULTOMIRIS, including Boxed serious and
Notes.
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CHAMPION-MG
‘The global Phase Il randomized, double-blind, placebo-controlled, multicenter 26-week tial evaluated the saley y duls with o y 1 ih America, Europe, Asia-Pacilic and J:
Screening visit with a posiive serologic test for anii-AChR antbodies, MG-ADL total score of at east 6 at il entry and Myasthenia Gravis Foundation of America Ciinical Classification Class Il to IV at screening, There prior . for the duration of 10
Patients were randomized 1:1 (0 receive ULTOMIRIS or placebo for a total of 26 weeks. P 1 g 15, The pr ipoint of change MG-ADL total t Week 26
and qualiy-of-ife measures.
P igi safety ¥ of ULTOMIRIS,
ULTOMIRIS
ULTOMIRIS ). the first and only offers immediate, compl protein in it of the body's h din manner, . leading the body 1o attack its own healthy cells. ULTOMIRIS is

‘administered intravenously every eight weeks in adut patients, following a loading dose.

ULTOMIRIS is approved in the US, EU and Japan for the treatment of dul nocrnal (PNH) based on the ALXN1210-PNH-302 and ALXN1210-PNH-304 Phase i trias.

‘Addtonally, ULTOMIRIS is approved in the US, EU and Japan for certain aduls and children with atypical hemolytic uraemic syndrome (aHUS) based on the ALXN1210-aHUS-311 and ALXN1210-aHUS-312 Phase Il trials

ULTOMIRIS for
Alexion
Alexion, Ast Rare Disease, P 2021 acquisiton of Alexion Inc. As a leader in . Alexion s patients and faril through the discovery, devel lfe-changing medicines. Alexion focuses its
targets efforts on hematology, nephrology, neurology, cardiology Boston, g ) I
About AstraZeneca
jobal, science-led mpany th . of prescription medicines in Oncology, Rare Diseases and including Renal & Metabol &immunology. , UK, 100 are patients

woridvide. For ol Tuiter
Media Inquiries
Lisa Taylor +1857 338 9025
Alexion Media Mailbox: media@alexion. com
References

1. Howard, JF,, Vu, T., Mantegazza, R., et al. Long-term efficacy and safety of ravulizumab, a long-acting terminal in adults with ine receptor antibody-py generalized myasthenia gravis: Results from the phase 3 CHAMPION MG open-label extension. Oral presentation at: American Academy of Neurology (AAN) Annual Meeting;

April 5, 2022; Session $25.005.
Howard, J. F. (2017). Myasthenia gravis: the role of complement at the neuromuscular junction. Annals of The New York Academy of Sciences, 1412(1), 113-128.

Howard JF, Barohn RJ, Cutter GR, et al. A randomized, double-blind, placebo-controlled phase Il study of eculizumab in patients with refractory generalized myasthenia gravis. Muscle Nerve. 2013:48(1):76-84.

Myasthenia Gravis Fact Sheet. (2020, April 27). National Institutes of Neurological Disorders and Stroke. Available here. Accessed March 2022.

Sathasivam S. Diagnosis and management of myasthenia gravis. Wiley Online Library website. 1002/pnp.315. Accessed September 25, 2019,

Myasthenia Gravis. National Organization for Rare Disorders (NORD). Available here. Accessed March 2022.

Howard, J. F. (2015). Clinical Overview of MG. Available here. Accessed March 2022.

Sanders, D. B., Raja, S. M., Guptil J. T., Hobson-Webb, L. D., Juel, V. C., & Massey, J. M. (2020). The Duke myasthenia gravis clinic registry: I. Description and demographics. Muscle & Nerve, 63(2), 209-216.

Ding J., Zhao, S., Ren, K., Dang, D., Li, H., Wu, F, Zhang, M., Li, Z., & Guo, J. (2020). Prediction of generalization of ocular myasthenia gravis under immunosuppressive therapy in Northwest China. BMC Neurology, 20(238)
ClinicalTrials.gov. Safety and Efficacy Study of Ravulizumab in Adults With Generalized Myasthenia Gravis. NCT Identifier: NCT03920293. Available online. Accessed March 2022.

cEmNonEwN

8


https://alexion.com/Documents/Ultomiris_USPI.pdf
https://ultomiris.com/Pdf/ULTOMIRIS-Med-Guide.pdf
https://alexion.com/
http://www.astrazeneca-us.com/
https://twitter.com/AstraZenecaUS
mailto:media@alexion.com
https://www.ninds.nih.gov/Disorders/Patient-Caregiver-Education/Fact-Sheets/Myasthenia-Gravis-Fact-Sheet
https://rarediseases.org/rare-diseases/myasthenia-gravis/
https://myasthenia.org/Professionals/Clinical-Overview-of-MG

