
Your guide to crovalimab (PiaSky)
▼ This medicinal product is subject to additional monitoring. This will allow quick identification of new 
safety information. Healthcare professionals are asked to report any suspected adverse reactions. See 
final page for details on how to report.

How to use this guide

This guide has been given to you because you, or someone in your care has been prescribed 
crovalimab.This guide is intended to increase patients’ or their caregivers (such as parents, legal 
guardians, and other caregivers) awareness of safety risks associated with crovalimab, including 
increased risk of infections, in particular by the bacteria Neisseria meningitidis, infusion and 
injection-related reactions, and serious damage to, and breakdown of your red blood cells (hemolysis) 
after crovalimab discontinuation. You or the person in your care may not experience side effects. 
However, this information is to help you or the person in your care identify signs of a side effect 
early, and to seek medical assistance when needed.

Key information

• Read this guide and make sure you understand the information.
• If you or your caregiver have any questions, speak to your doctor, nurse or pharmacist.
• Your doctor or nurse will provide you with a Patient Card containing information about the key
   signs and symptoms of meningococcal infections and severe allergic reactions.
• You must always carry the Patient Card with you while on crovalimab treatment and for 11
   months after the last crovalimab dose.

This guide is intended for information only and should complement (not replace) the Patient 
Information Leaflet that is packaged with your medication.For a complete list of side effects and 
other important information, please refer to the Patient Information Leaflet, or alternatively, ask 
your healthcare professional for a copy of the Summary of Product Characteristics (SmPC).

What is Crovalimab?

Crovalimab is an antibody. An antibody is a large protein that is normally produced by your body's 
immune system to identify and neutralize foreign objects, such as bacteria and viruses. Crovalimab 
was developed to specifically bind to a protein called complement protein 5 (C5) which is a part of 
the body’s defence system called the complement system, and block its activity.

Crovalimab is provided as a liquid solution that is given either as an infusion into your vein or an 
injection under your skin.  These are called intravenous infusion and subcutaneous injection, 
respectively.

Side effects
The important side effects potentially associated with crovalimab are listed below.There may be 
additional side effects that are not known at this time.

1 - Increased risk of infections, in particular by the bacteria Neisseria meningitidis

The use of crovalimab targets the complement system, which is part of the body’s defences against 
infection. Treatment with crovalimab may increase your risk of infections, in particular by the
bacteria Neisseria meningitidis Infections with Neisseria meningitidis, also known as meningococcal.

Important Safety Information for patients prescribed Crovalimab or for whom the prescribing decision has been made

“This document is approved by The Executive Directorate of Pharmacovigilance, at SFDA.”
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infections, may quickly become life-threatening or fatal, especially if not recognised and treated 
early.

You should immediately seek medical attention if you experience any of the following symptoms 
during treatment with crovalimab. Go to the emergency room and show the emergency room staff 
your Patient Card.

o Fever
o Feeling sick (nausea or vomiting)
o Headaches
o Confusion or irritability
o Stiff neck or back
o Muscle aches with flu-like symptoms 
o Sensitivity of the eyes to light
o Skin rashes or spots

Vaccination to reduce the risk of meningococcal infections

To reduce the risk for meningococcal infections, you need to be vaccinated against the bacteria 
Neisseria meningitidis. If you have not been vaccinated before, or your vaccination was too long ago 
so that protection is not effective anymore, your doctor will ensure that you receive a vaccination 
against Neisseria meningitidis prior to starting crovalimab treatment. As a result of vaccination, you 
may temporarily experience increased symptoms of your disease.

This vaccination should be given at least 2 weeks before starting crovalimab. If you cannot be 
vaccinated at least 2 weeks before starting crovalimab, then your doctor will prescribe antibiotics 
(medications to treat bacterial infections) to reduce the risk of infection, from the time you start 
crovalimab until 2 weeks after vaccination.

Your doctor or pharmacist will receive annual vaccination reminders and will contact you in case you 
need revaccination. It is important that your vaccinations are up to date, so speak with your doctor 
or nurse about this.

You should be aware that the meningococcal vaccination reduces the risk of infections but does not 
completely eliminate this risk. Your doctor may prescribe antibiotics for a prolonged time to prevent 
the infection.

In addition to vaccination against meningococcal infection, your doctor may also require you are 
vaccinated against Streptococcus pneumoniae and Haemophilus influenzae type b (Hib) infections 
according to local guidelines.

2 - Infusion- and injection-related reactions

A risk associated with any drug given by intravenous (into the vein) and subcutaneous (under the 
skin) administration is infusion- and injection-related reactions.

In very rare cases, you could suffer a severe allergic reaction. You should immediately seek medical 
attention if you experience any of the following symptoms. Go to the emergency room and show the 
emergency room staff your Patient Card.

Tight chest or wheezing 
Feeling short of breath 
Fever or chills
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Severe dizziness, or light headedness
Swelling of the lips, tongue, or face
Skin itching, hives, or rash

Treatment Discontinuation

Do not stop treatment with crovalimab without discussing it with your doctor. Do not postpone your
crovalimab treatment without discussing it with your doctor. If you stop treatment with crovalimab
and you do not start treatment with another treatment to control your PNH, your doctor will
monitor you for signs and symptoms of red blood cell breakdown (hemolysis) and worsening of your
disease, such as:

Tiredness (fatigue)
Dark urine (hemoglobinuria)
Stomach (abdominal) pain
Feeling short of breath
Major adverse vascular events (throbbing or cramping pain, swelling, redness and warmth in
a leg or arm)
Swallowing difficulties
Erectile dysfunction

What to do if you experience any side effects

If you have any side effects, talk to your doctor. This includes any possible side effects not listed in
the Patient Information Leaflet that you receive with this guide.

For a full list of side effects, refer to the attached Package Leaflet.

You can also report side effects directly via the national reporting system

"▼ This medicine is subject to additional monitoring. This will allow quick identification of new safety information.
You can help by reporting any side effects you may get."
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COMPANY CONTACT POINT

Should you have any questions regarding the use of Piasky®, please feel free to contact us at

jeddah.medinfo@roche.com
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  معلومات ھامة للمریض 
). للحصول على مزید من  PNHلقد وُصف لك عقار كروفالیماب كعلاج للبیلة الھیموغلوبینیة الانتیابیة اللیلیة ( 


  كروفالیماب. بعقار  الخاصة    نشرة معلومات المریض  المعلومات حول كروفالیماب، یرُجى الرجوع إلى 


، التي تتطلب عنایة طبیة  قد یجعلك كروفالیماب أقل قدرة على مكافحة العدوى، خاصةً عدوى المكورات السّحائیة 
  طارئة فوریة. 


  
  


اطلب العنایة الطبیة الطارئة على الفور إذا ظھرت علیك الأعراض التالیة لعدوى المكورات  
  المحتملة:  السّحائیة


  


  


  معلومات للطبیب المعالج
مما قد یجعلھ أكثر عُرضة للإصابة بعدوى   متممي،   C5وُصف عقار كروفالیماب لھذا المریض، وھو مثبط  


  المكورات السّحائیة. 
  
 تشُخّص وتعالج مبكرًا  قد تصبح عدوى المكورات السّحائیة مھددة للحیاة أو ممیتة بسرعة إذا لم  •


  
 بعدوى وتعالج حسب الاقتضاء التقییم الفوري في حالة الاشتباه في الإصابة   •
  
  الاتصال بالطبیب الذي وصف الدواء (المدرج في ھذه البطاقة) في أقرب وقت ممكن  •


  
 الإبلاغ عن الآثار الجانبیة عبر أنظمة الإبلاغ الوطنیة الواردة أدناه:   •


  الحمى  •
  (الغثیان أو القيء) الشعور بالغثیان   •
  الصداع  •
  الارتباك أو التھیج  •


  


  تیبس الرقبة أو الظھر  •
  آلام في العضلات مصحوبة بأعراض تشبھ الإنفلونزا  •
  حساسیة العینین تجاه الضوء  •
 الطفح الجلدي أو البقع الجلدیة  •


  


 , :
دةحتمال بیةرعال اراتالإم


80033784ھاتف:
pv@ede.gov.ae :  البرید الإلكتروني


 Roche Pharmaceuticals Middle East FZCO شركة 
الدواء: لسلامة الساخن الخطالدواء لسلامة الإلكتروني البرید


dubai.drug_safety@roche.com
+971 54 440 9415: ھاتف 


  تشُخّص وتعُالج مبكرًا. قد تصبح عدوى المكورات السّحائیة مھددة للحیاة أو ممیتة إذا لم 


  


  قد یسُبب عقار كروفالیماب ردود فعل تحسسیة خطیرة 


لرد فعل تحسسي خطیر محتمل بعد فترة   اطلب العنایة الطبیة الطارئة على الفور إذا ظھرت علیك الأعراض التالیة 
  وجیزة من إعطاء كروفالیماب: 


  


  
  
  
  
  


  ضیق في الصدر أو أزیز  •
  الشعور بضیق التنفس  •
  الحمى أو القشعریرة  •


  


  دوخة شدیدة، أو دوار  •
  تورم الشفتین واللسان والوجھ  •
  طفح جلدي حكة في الجلد أو شرى أو   •


  


  
  
  
  
  
  


جرعة لك من كروفالیماب. قد یستمر خطر    شھرًا بعد آخر   11احتفظ دائمًا بھذه البطاقة معك في أثناء العلاج ولمدة   •
 كروفالیماب إصابتك بعدوى المكورات السّحائیة لعدة أشھر بعد تناولك آخر جرعة لك من 


  ذھبت إلى المستشفى   أظھر ھذه البطاقة لأي طبیب أو ممرضة أو صیدلي مشارك في رعایتك، وإذا  •


The National Pharmacovigilance Centre (NPC)
Land Line: 19999.
Web-page: http://ade.sfda.gov.sa
Email: npc.drug@sfda.gov.sa


Roche Products Saudi Arabia L.L.C.
Direct Tel.: +966 12 211 4600
Mobile: +966 56 784 4692
Email: jeddah.drug_safety@roche.com
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Important Safety Information for patients having
crovalimab (PiaSky)


Patient Card


Show this card to any Healthcare Professional involved in your care.


“This document is approved by The Executive Directorate of Pharmacovigilance, at SFDA.”
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▼ This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare professionals are
asked to report any suspected adverse reactions. See final page for details on how to report.


Information for the patient


You have been prescribed crovalimab as treatment for paroxysmal nocturnal haemoglobinuria (PNH). For more information on crovalimab, refer
to the crovalimab Patient Information Leaflet.


Crovalimab may make you less able to fight infections, especially meningococcal infections, which require immediate emergency medical
attention.


Immediately seek emergency medical attention if you have the following symptoms of possible meningococcal infection:


Fever
Feeling sick (nausea or vomiting)
Headaches
Confusion or irritability
Stiff neck or back
Muscle aches with flu-like symptoms
Sensitivity of the eyes to light
Skin rashes or spots


Meningococcal infections may become rapidly life-threatening or fatal if not recognised and treated early.


Crovalimab may cause severe allergic reactions.


Immediately seek emergency medical attention if you have the following symptoms of possible severe allergic reaction:


Tight chest or wheezing,
Feeling short of breath,
Fever or chills
Severe dizziness, or light headedness
Swelling of the lips, tongue, face
Skin itching, hives, or rash


Always keep this card with you during treatment and for 11 months after your last crovalimab dose. Your risk of meningococcal infection may
continue for several months after your last dose of crovalimab.
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Show this card to any doctor, nurse or pharmacist involved in your care and if you go to hospital.


Information for the treating doctor


This patient has been prescribed Crovalimab, a complement C5 inhibitor, which may make them more susceptible to meningococcal infection


Meningococcal infections may become rapidly life threatening or fatal if not recognised and treated early
Evaluate immediately if infection is suspected and treat as appropriate
Contact the prescribing doctor (below) as soon as possible
Report Adverse Events via SFDA and MAH reporting information
Company contact point – Call:


Contact Information
Patient Name:


Patient/Parent/Guardian contact information:


Hospital where treated with crovalimab:


Unique patient identifier:


Treating doctor (prescriber)


Name:         Contact number:
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