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READ THIS FOR SAFE AND EFFECTIVE USE OF YOUR MEDICINE 
PATIENT MEDICATION INFORMATION 

Pr EVRYSDI® 
Risdiplam Powder for Oral Solution 

Read this carefully before you start taking EVRYSDI and each time you get a refill. This 
leaflet is a summary and will not tell you everything about this drug. Talk to your healthcare 
professional about your medical condition and treatment and ask if there is any new 
information about EVRYSDI.  

What is EVRYSDI used for? 
● EVRYSDI is a medicine used to treat spinal muscular atrophy (SMA), which is a condition

that affects the nervous system.
● EVRYSDI is for use in children 2 months of age and older and in adults.

How does EVRYSDI work? 
EVRYSDI works by helping the body make more of a protein called “SMN protein”. 
EVRYSDI increases the amount of SMN protein in the body, which helps to treat SMA. 

What are the ingredients in EVRYSDI? 
Medicinal ingredients: risdiplam  
Non-medicinal ingredients: ascorbic acid, disodium edetate dihydrate, isomalt, macrogol/ 
polyethylene glycol 6000, mannitol, sodium benzoate, strawberry flavor, sucralose, tartaric 
acid. 

EVRYSDI comes in the following dosage forms: 
Powder for oral solution, 60 mg/bottle (0.75 mg/mL when reconstituted). The total volume 
when reconstituted is 80 mL. 

Do not use EVRYSDI if: 
● You are allergic to risdiplam or any of the other ingredients in EVRYSDI or components of

the container (see “What are the ingredients in EVRYSDI?” for a list of ingredients).

To help avoid side effects and ensure proper use, talk to your healthcare professional 
before you take EVRYSDI. Talk about any health conditions or problems you may 
have, including if you:  
● are pregnant, think you may be pregnant or plan to become pregnant
● are breastfeeding or plan to breastfeed
● have a fructose/sugar intolerance, EVRYSDI contains isomalt and mannitol

Other warnings you should know about: 

Pregnancy: EVRYSDI may harm your unborn baby. Your doctor may require you to do a 
pregnancy test before you start treatment with EVRYSDI to make sure you are not pregnant. 
You must use a reliable form of birth control during treatment. Do not become pregnant 
during treatment or for at least 1 month after you stop taking EVRYSDI. If you do become 
pregnant, tell your doctor right away. 
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Use in Men: EVRYSDI may impact male fertility during treatment, but is reversible once you 
stop treatment. If your partner can get pregnant, make sure to use condoms during sex when 
you are taking EVRYSDI. Use condoms for at least 4 months after you finish treatment. Do 
not donate sperm during treatment and for at least 4 months after your last dose of EVRYSDI. 

Talk to your healthcare professional if you have interest in starting a family. 

Tell your healthcare professional about all the medicines you take, including any 
drugs, vitamins, minerals, natural supplements or alternative medicines. 

The following may interact with EVRYSDI: 
● nusinersen, another drug used to treat SMA

How to take EVRYSDI: 
● Carefully read and follow the “Instructions for Use” before you take or give EVRYSDI
● Always take or give EVRYSDI exactly as your healthcare professional tells you to, if you

are unsure, talk to your healthcare professional
● Do not stop taking EVRYSDI or change the dose unless your doctor tells you to
● Only use the oral syringes provided as they are designed to protect the medication from

light
● EVRYSDI can be taken with or without food
● Do not mix EVRYSDI with formula or milk
● Take or give EVRYSDI at the same time each day

Usual dose: 
● Adolescents and adults: The daily dose of EVRYSDI is 5 mg (6.6 mL of the 0.75

mg/mL oral solution).
● Infants and children: Your doctor will determine the daily dose of EVRYSDI based on

your child’s age and weight.

Drink or give your child a tablespoon (15 mL) of water right after taking EVRYSDI. 

If you or your child do not swallow the full dose, or vomit after taking a dose of EVRYSDI, do 
not take or give an extra dose. Take the next dose at the usual time the next day. 

Overdose: 

If you think you, or a person you are caring for, have taken too much EVRYSDI, contact  a 
healthcare professional, hospital emergency department or regional poison control centre 
immediately, even if there are no symptoms. 

Missed Dose: 
● If the missed dose is within 6 hours of when you normally take or give EVRYSDI, take or

give the missed dose as soon as you remember.
● If the missed dose is over 6 hours from when you normally take or give EVRYSDI, skip

the missed dose and then take or give the next dose at the usual time.

Do not take or give a double dose to make up for a forgotten dose. 
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What are possible side effects from using EVRYSDI? 

These are not all the possible side effects you or your child may feel when taking EVRYSDI. 
If you or your child experience any side effects not listed here, contact your healthcare 
professional.  
● diarrhea
● constipation
● vomiting
● fever
● urinary tract infection
● rash
● canker or ulcer sores in the mouth
● joint pain

Serious side effects and what to do about them 

Symptom / effect Talk to 
your  healthcare 

professional 

Stop taking drug 
and get immediate 

medical help 

Only if 
severe 

In all 
cases 

Cutaneous vasculitis [inflamed blood vessels in the 
skin.  Symptoms include a red or purple rash (from 
small dots to larger raised bruises), that may be itchy 
or painful, and is usually on the lower half of the body. 
It can sometimes also affect other places in the body 
such as the joints or kidneys] 

✔

If you or your child have a troublesome symptom or side effect that is not listed here or 
becomes bad enough to interfere with your daily activities, talk to your healthcare 
professional. 

Reporting Side Effects 

You can report any suspected side effects associated with the use of health products to 
Health Canada by: 

● Visiting the Web page on Adverse Reaction Reporting
(https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting.html) for information on how to report online, by
mail or by fax; or

● Calling toll-free at 1-866-234-2345.

NOTE: Contact your health professional if you need information about how to manage your 
side effects. The Canada Vigilance Program does not provide medical advice. 
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Storage: 
● Store the oral solution in the refrigerator at 2°C to 8°C. Do not freeze.

● If necessary, you or your caregiver may store the oral solution at room temperature
(below 40˚C) for no more than a total combined time of 5 days.

● Keep the oral solution in the original amber bottle in an upright position.
● Take EVRYSDI immediately after it is drawn up into the oral syringe. If it is not taken

within 5 minutes, discard the dose and prepare a new one.
● Do not store the EVRYSDI solution in the syringe.
● Wash the syringes per instructions after use. Do not throw the oral syringe away.
● The oral solution can be used for 64 days after reconstitution by your healthcare

professional when stored in the refrigerator at 2°C to 8°C. Discard the medicine after the
“DISCARD AFTER” date written on the bottle label or discard the medicine if the bottle
has been stored at room temperature (below 40°C) for more than a total combined time
of 5 days. Discard the medicine if the bottle has been stored above 40°C.

Keep out of reach and sight of children. 

If you want more information about EVRYSDI: 
● Talk to your healthcare professional
● Find the full product monograph that is prepared for healthcare professionals and

includes this Patient Medication Information by visiting the Health Canada website
(https://health-products.canada.ca/dpd-bdpp/index-eng.jsp); the manufacturer’s
website www.rochecanada.com, or by calling 1-888-762-4388.

This leaflet was prepared by Hoffmann-La Roche Limited. 

EVRYSDI® is a registered trade-mark of F.Hoffmann-La Roche AG, used under license 
© Copyright 2023, Hoffmann-La Roche Limited 

Last Revised: January 13, 2023 
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INSTRUCTIONS FOR RECONSTITUTION 

EVRYSDI® 

risdiplam powder for oral solution 

 (FOR HEALTHCARE PROFESSIONALS ONLY) 

Each EVRYSDI carton contains (See figure A): 
1. 1 Cap

2. 1 EVRYSDI bottle

3. 2 Re-useable oral syringes 12 mL (in pouches)

4. 2 Re-useable oral syringes 6 mL (in pouches)

5. 1 Press-in bottle adapter

6. 1 Patient Medication Information Leaflet (not
shown), Instructions for Reconstitution (not shown),
and Instructions for Use (not shown)

Figure A 

Important information about EVRYSDI 
● Avoid inhaling EVRYSDI powder.

● Use gloves.
● Do not use if the powder expiry date has passed. The powder expiration date is printed on the

bottle label.

● Do not dispense the reconstituted solution if the solution’s Discard After date exceeds the
original powder expiration date.

● Avoid getting contact with the medicine on your skin. If the medicine gets on your skin, wash
the area with soap and water.

● Do not use the medicine if any of the supplies are damaged or missing.

● Use Purified Water or Water for Injection (WFI) to reconstitute the medicine.

● Do not add oral syringes other than the ones provided in the carton.

How to store EVRYSDI 
● Store the powder (unreconstituted medicine) at room temperature (15 – 25°C) and keep it in

the carton.

● Store the solution (reconstituted medicine) in a refrigerator between 2°C to 8°C.

● Keep the oral solution in the original bottle and always keep the bottle in an upright position
with the cap tightly closed.

Reconstitution 
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Figure B 

Step 1 
Gently tap the bottom of the bottle to loosen 
the powder (See Figure B). 

Figure C 

Step 2 
Remove the cap by pushing it down and 
then twisting to the left (counter-clockwise) 
(See Figure C). Do not throw away the cap. 

Figure D 

Step 3 
Carefully pour 79 mL of Purified Water or 
Water for Injection (WFI) into the medicine 
bottle (See Figure D). 
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Figure E 

Step 4 
Hold the medicine bottle on a table with one 
hand. 

Insert the press-in bottle adapter into the 
opening by pushing it down with the other 
hand. Ensure it is completely pressed 
against the bottle lip (See Figure E). 

Figure F 

Step 5 
Put the cap back on the bottle. Turn the cap 
to the right (clockwise) to close the bottle. 

Ensure it is completely closed and then 
shake well for 15 seconds (See Figure F). 

Wait for 10 minutes. You should have 
obtained a clear solution. 

If not, shake well again for another 15 
seconds. 

Figure G 

Step 6 
Calculate the Discard After date as 64 days 
after reconstitution (Note: the day of 
reconstitution is counted as day 0. For 
example, if reconstitution is on the 1st of 
April, the Discard After date will be the 4th of 
June). 

Write the Discard After date of the solution 
on the bottle label (See Figure G)  

Put the bottle back in its original carton, with 
syringes (in pouches), booklet. Store the 
carton into the refrigerator.  
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EVRYSDI® (risdiplam powder for oral solution) 
EVRYSDI is a registered trade-mark of F.Hoffmann-La Roche AG, used under license 
© Copyright 2023, Hoffmann-La Roche Limited 
Instructions for Reconstitution version date: Jan-13-2023 

NEOCONNECT AT HOME ORAL/ENTERAL SYRINGE WITH ENFIT CONNECTOR, REUSABLE 
(NEO6-BA & NEO12-BA) are manufactured by AVANOS MEDICAL, INC., 5405 Windward Parkway 
Alpharetta, GA, US, 30004-3894  
Press-in bottle adapter is manufactured by Miktell Ltd. High Wycombe, HP11 1JU, UK 

INSTRUCTIONS FOR USE 

EVRYSDI® 
risdiplam powder for oral solution 

(FOR PATIENT USE) 
Be sure to read and understand this Instructions for Use before you start using EVRYSDI for 
information on how to prepare and give EVRYSDI through an oral syringe, gastrostomy tube (G-tube), 
or nasogastric tube (NG-tube).  

If you have any questions about how to use EVRYSDI, contact your healthcare provider. 

EVRYSDI should come as a liquid in a bottle when you receive it. Do not use if the medicine in the 
bottle is a powder and contact your healthcare provider. 

Each EVRYSDI carton contains (See figure A): 
1. 1 EVRYSDI bottle with bottle adapter and cap

2. 2 Re-useable oral syringes 6 mL (in pouches)

3. 2 Re-useable oral syringes 12 mL (in pouches)

4. 1 Booklet containing the Patient Medication Information
(not shown), Instructions for Reconstitution (not shown)
and Instructions for Use (not shown)

Figure A 

How to store EVRYSDI 
Please see ‘Storage’ of the Patient Medication Information for full information. 
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Important information about EVRYSDI 
● Ask your healthcare provider to show you the correct syringe you should use and how

to measure your prescribed daily dose.
● Always use the re-usable oral syringes provided in the carton to measure your

prescribed daily dose. The oral syringe protects the medicine from light.
● Two oral syringes of each size are provided in case one gets lost or damaged.

Contact your healthcare provider if both oral syringes are lost or damaged. They will
advise you on how to continue to take your medicine.

● See “How to select the correct oral syringe to use for your prescribed dose of
EVRYSDI” for the correct oral syringe you should use. Ask your pharmacist if you
have questions on how to select the right oral syringe.

● If the bottle adapter is not in the bottle, do not use EVRYSDI and then contact your
pharmacist.

● Do not use EVRYSDI after the Discard after date written on the bottle label. Ask your
pharmacist for the Discard after date if it is not written on the bottle label.

● Do not mix EVRYSDI into food or liquids.
● Do not use EVRYSDI if the bottle or oral syringes are damaged.
● Avoid getting EVRYSDI on your or your child’s skin. If EVRYSDI gets on your or your

child’s skin, wash the area with soap and water.
● If you spill EVRYSDI, dry the area with a dry paper towel and clean with soap and

water. Throw away the paper towel in the waste and wash your hands well with soap
and water.

● If there is not enough EVRYSDI left in the bottle for the prescribed dose, discard the
bottle with remaining EVRYSDI and used oral syringes according to your local
requirements; use a new bottle of EVRYSDI to obtain the prescribed dose.  Do not
mix EVRYSDI from the new bottle with the bottle you are currently using.

A) Preparing and withdrawing your dose
How to select the correct oral syringe to use for your prescribed dose of 
EVRYSDI 

● If the prescribed dose of EVRYSDI is between 1 mL and 6 mL, use a 6
mL oral syringe (grey label).

● If the prescribed daily dose of EVRYSDI is 6.2 mL or higher, use a 12
mL oral syringe (brown label).

How to prepare your dose of EVRYSDI 
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Figure B 

Step A1 

Remove the cap by pushing it down and then 
twisting the cap to the left (counter-clockwise) 
(See Figure B). Do not throw away the cap. 

Figure C 

Step A2 

Push the plunger of the oral syringe all the way 
down to remove any air in the oral syringe (See 
Figure C).  

Figure D 

Step A3 
Keeping the bottle in an upright position, insert the 
syringe tip into the bottle adapter (See Figure D). 
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Figure E 

Step A4 
Carefully turn the bottle upside down with the 
syringe tip firmly inserted into the bottle adapter 
(See Figure E). 

Figure F 

Step A5 
Slowly pull back on the plunger to withdraw your 
prescribed dose of EVRYSDI. The top of the black 
plunger stopper must line up with the mL marking 
on the oral syringe for your prescribed daily dose 
(See Figure F). 

After the correct dose is withdrawn, hold the 
plunger in place to keep the plunger from 
moving. 

Figure G 

Step A6 
Continue to hold the plunger in place to keep 
the plunger from moving. Leave the oral syringe 
in the bottle adapter and turn the bottle to an 
upright position. Place the bottle onto a flat 
surface. Remove the oral syringe from the bottle 
adapter by gently pulling straight up on the oral 
syringe (See Figure G).  
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Figure H 

Step A7 
Hold the oral syringe with the syringe tip pointing 
up. Check the medicine in the oral syringe. If 
there are large air bubbles in the oral syringe (See 
Figure H) or if you have drawn up the wrong dose 
of EVRYSDI, insert the syringe tip firmly into the 
bottle adapter. Push the plunger all the way down 
so that the medicine flows back into the bottle and 
repeat Steps A4 through A7.  

Take or give EVRYSDI immediately after it is 
drawn up into the oral syringe.  
If it is not taken within 5 minutes, discard from 
oral syringe and prepare a new dose.  

Figure I 

Step A8 
Put the cap back on the bottle. Turn the cap to the 
right (clockwise) to tightly close the bottle (See 
Figure I). Do not remove the bottle adapter from 
the bottle.  

If you are taking or giving the dose of EVRYSDI by mouth, follow the instructions in “B) How 
to take a dose of EVRYSDI by mouth”. 

If you are giving the dose of EVRYSDI through a gastrostomy tube, follow the instructions in 
“C) How to give a dose of EVRYSDI through a gastrostomy tube”. 

If you are giving the dose of EVRYSDI through a nasogastric tube, follow the instructions in 
“D) How to give a dose of EVRYSDI through a nasogastric tube”.  

B) How to take a dose of EVRYSDI by mouth
Sit upright or place your child in an upright position when taking or giving a dose of EVRYSDI
by mouth.
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Figure J 

Step B1 
Place the oral syringe into the mouth with the tip 
along either cheek. 
Slowly push the plunger all the way down to take 
the full dose of EVRYSDI (See Figure J). 

Giving EVRYSDI into the throat or too fast may 
cause choking. 

Figure K 

Step B2 
Check that there is no medicine left in the oral 
syringe (See Figure K). 

Figure L 

Step B3 
Drink or give your child a tablespoon (15 
mL) of water right after taking the prescribed 
dose of EVRYSDI (See Figure L). 
Do not mix EVRYSDI with formula or milk. 
Go to Step E for cleaning of the syringe.  

C) How to give a dose of EVRYSDI through a gastrostomy tube
If you are giving EVRYSDI through a gastrostomy tube, ask your doctor to show you how to inspect the 
gastrostomy tube before giving EVRYSDI.  
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Figure M 

Step C1 
Place the oral syringe tip into the gastrostomy 
tube. Slowly push the plunger all the way down to 
give the full dose of EVRYSDI (See Figure M).  

Figure N 

Step C2 
Check that there is no medicine left in the oral 
syringe (See Figure N).  

Figure O 

Step C3 

Flush the gastrostomy tube with 10-20 mL of 
water right after giving the prescribed dose of 
EVRYSDI (See Figure O). 

Go to Step E for cleaning of the syringe. 

D) How to give a dose of EVRYSDI through a nasogastric tube
If you are giving EVRYSDI through a nasogastric tube, ask your doctor to show you how to inspect the 
nasogastric tube before giving EVRYSDI. 
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Figure P 

Step D1 
Place the oral syringe tip into the nasogastric 
tube. Slowly press the plunger all the way down to 
give the full dose of EVRYSDI (See Figure P).  

Figure Q 

Step D2 
Check that there is no medicine left in the oral 
syringe (See Figure Q). 

Figure R 

Step D3 
Flush the nasogastric tube with 10-20 mL of water 
right after giving the prescribed dose of EVRYSDI 
(See Figure R). 

Go to Step E for cleaning of the syringe. 

E) How to clean the oral syringe after use
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Figure S 

Step E1  
Remove the plunger from the oral syringe. 

Rinse the oral syringe barrel well under clean 
water (See Figure S). 

Figure T 

Step E2 
Rinse the plunger well under clean water (See 
Figure T). 

Figure U 

Step E3 
Check that the oral syringe barrel and plunger are 
clean.  

Place the oral syringe barrel and plunger on a 
clean surface in a safe place to dry (See Figure 
U).  

Wash your hands. 

Once dry, reassemble the plunger into the oral 
syringe barrel and store the syringe with your 
medicine.   

EVRYSDI® (risdiplam powder for oral solution) 
EVRYSDI is a registered trade-mark of F. Hoffmann-La Roche AG, used under license. 
©Copyright 2023, Hoffmann-La Roche Limited 
Instructions for Use version date: Jan-13-2023 

NEOCONNECT AT HOME ORAL/ENTERAL SYRINGE WITH ENFIT CONNECTOR, REUSABLE 
(NEO6-BA & NEO12-BA) are manufactured by AVANOS MEDICAL, INC., 5405 Windward Parkway 
Alpharetta, GA, US, 30004-3894Press-in bottle adapter is manufactured by Miktell Ltd. High 
Wycombe, HP11 1JU, UK
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