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and Nuwiq®

Frequently Asked Questions

Antihemophilic Factor  
(Recombinant, B-Domain deleted)



This booklet is intended for people with hemophilia A who have 
been prescribed Nuwiq® and their caregivers.  However, it is not a 
replacement for discussion with your hemophilia nurse or doctor of 
your team. 



What is hemophilia A? 
■ Hemophilia is an inherited bleeding disorder in which a person’s 

blood does not clot properly

■ Hemophilia A is the result of a deficiency of factor VIII (FVIII) 
protein, this protein is necessary to allow the proper formation 
of a clot to stop bleeding

■ Hemophilia A can be treated by giving factor VIII concentrate 
to replace the deficient factor and raise the levels of FVIII. This 
helps the blood to clot. 

■ Preventative treatment in hemophilia is called prophylaxis. 

What does Nuwiq® do and how can it help? 
■ Nuwiq® is used for the treatment and prophylaxis of bleeding 

in adults and children of all ages with hemophilia A (congenital 
factor VIII deficiency) 

■ In patients with hemophilia A (inherited factor VIII deficiency), 
factor VIII is missing or not working properly and these patients 
tend to bleed easily or for prolonged periods of time 

■ Nuwiq® helps to prevent bleeding from occurring or to treat 
bleeding that had already begun in hemophilia A patients 

■ As dosage and treatment duration depend on your clinical 
situation, the type and severity of your bleeding and your FVIII 
levels determined by blood tests, your physician will decide on 
your treatment on an individual basis

What is the active ingredient? 
■ Nuwiq® is a coagulation factor VIII created using recombinant 

DNA technology

■ No animal- or human-derived materials are added during 
the manufacturing process or to the final product, making 
it naturally free from the risk of transmission of blood-borne 
pathogens



How is Nuwiq® made? 
The recombinant factor VIII production cells are created by first 
isolating the active part of human gene for factor FVIII. This part is 
then inserted into a production cell. The recombinant production 
cells are then placed in specially made containers called bioreactors 
where the cells grow, multiply and produce the FVIII protein in high 
quantities under controlled conditions. 

The Nuwiq® production cell line is a recombinant human cell 
line and thus the produced protein is similar to the FVIII naturally 
occurring in man. 

The purification process of Nuwiq® includes five chromatography 
purification steps and two dedicated steps for viral inactivation and 
removal: solvent detergent process for inactivation of enveloped 
viruses and nanofiltration for removal of viruses. After purification, 
recombinant FVIII is formulated and freeze-dried as Nuwiq®.  

 



Initial steps using recombinant DNA technology  
to create Nuwiq® production cells

1 Isolate human gene for FVIII

2 Insert gene into a production cell

3 Test and characterize the cell line

4 Freeze and store the permanent FVIII production cell line



Ongoing steps to produce Nuwiq®

1 Thaw recombinant FVIII production cells

2  Introduce production cells into a bioreactor,  
where they grow and secrete FVIII into the 
supporting medium  

3  The factor VIII containing medium is removed 
from the production cells. Factor FVIII is purified 
through centrifugation, two filtration and  
five chromatography steps

4  A solvent/detergent virus inactivation step  
and nanofiltration steps are added



How is Nuwiq® packaged?
Each package contains: 

■ 1 vial with 250, 500, 1000, 2000, 
3000 or 4000 IU simoctocog alfa 
(powder) 

■ 1 pre-filled syringe containing the 
solvent (2.5 mL sterilized water  
for injections for all vial sizes)

■ 1 vial adapter

■ 1 butterfly needle

How to store it?
■ Store Nuwiq® and solvent in a refrigerator at +2°C to +8°C 

until the indicated expiry date. 

■ Nuwiq® may be stored at room temperature (up to 25°C) 
for up to one month not to exceed the expiry date. Please 
record the date from when you start to store Nuwiq® at room 
temperature on the product carton. Do not store Nuwiq® in the 
refrigerator again after it has been stored at room temperature.

■ The powder should be reconstituted only directly before 
injection. 

■ The reconstituted solution should be used within 3 hours  
after reconstitution. 

■ Keep the reconstituted solution at room temperature.  
Do not refrigerate after reconstitution.

■ The reconstituted solution should be used on one occasion 
only. Any solution remaining should be discarded. Keep the vial 
in the outer carton in order to protect from light.
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1.  Allow the solvent (water for injection) 
in the syringe and the concentrate 
in the closed vial to reach room 
temperature. This temperature should 
be maintained during reconstitution.

2.  Remove the plastic flip-top cap from 
the concentrate vial to expose the 
central portions of the rubber stopper. 
Do not remove the gray rubber stopper 
or metal ring around the top of the vial. 

3.  Wipe the stopper on top of the vial 
with an alcohol swab. Allow the 
alcohol to dry.

4.  Peel back the paper cover from the vial 
adapter package. Do not remove the 
adapter from the package.

 
 
5.  Place the concentrate vial on an even 

surface and hold it. Take the adapter 
package and place the vial adapter 
over the centre of the rubber stopper of 
the concentrate vial. Press down firmly 
the adapter package until the adapter 
spike penetrates the rubber stopper. 
The adapter snaps to the vial when 
done.

Reconstitution Instructions
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6 6.  Peel back the paper cover from the 
prefilled syringe package. Take the 
plunger rod at the end and avoid 
contact with the shaft. Attach the 
threaded end of the plunger rod to 
the solvent syringe plunger. Turn the 
plunger rod clockwise until a slight 
resistance is felt.

 
 
 
 
7.  Break off the tamper-proof plastic tip 

from the solvent syringe by snapping 
the perforation of the cap. Do not 
touch the inside of the cap or the 
syringe tip.

8.  Remove the adapter package and 
discard

9.  Firmly connect the solvent syringe to 
the vial adapter by turning clockwise 
until resistance is felt. 
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10.  Slowly inject all solvent into the 
concentrate vial by pressing down the 
plunger rod. 

11.  Without removing the syringe, dissolve 
the concentrate powder by gently 
moving or swirling the vial in circles a 
few times. DO NOT SHAKE. Wait until 
all the powder dissolves completely.

12.  Inspect the final solution for particles 
before administration. The solution 
should be clear and colourless, 
practically free from visible particles. 
Do not use solutions that are cloudy or 
have deposits.

13.  Turn the vial attached to the syringe 
upside down and slowly draw the final 
solution into the syringe. Make sure 
that the entire content of the vial is 
transferred to the syringe.

14.  Detach the filled syringe from the vial 
adapter by turning counter clockwise 
and discard the empty vial.
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Nuwiq® Additional Reconstitution Instructions 

Nuwiq® should be administered using the pre-filled solvent syringe 
as provided with your product.

If more than one vial of Nuwiq® is used per injection, each vial 
should be dissolved according to the instructions in this section. 

A separate large sterile luer lock syringe may be used to collect  
the dissolved contents of each vial for infusion. 

The reconstituted solution should always be transferred under 
aseptic conditions from the vial to the syringe using the vial 
adapter. The empty syringe should be removed leaving the vial 
adapter in place. 

Do not detach the solvent syringes or the 
large luer lock syringe until you are ready 
to attach the large luer lock syringe to the 
next vial adapter or to the infusion set.

The solution is now prepared for 
immediate use or within 3 hours after 
reconstitution. In case the solution is not 
used immediately close the filled syringe 
with the tamper-proof plastic tip for 
storage. Do not refrigerate the solution 
after reconstitution.



Administration Instructions 

■ Clean the chosen injection site with an alcohol swab.

■ Attach the provided infusion set to the syringe. 
■ Insert the needle of the infusion set into the chosen vein. 
■ If you have used a tourniquet to make the vein easier to see, 

this tourniquet should be released before you start injecting 
the solution. 

■ No blood must flow into the syringe due to the risk of 
formation of fibrin clots.

■ Inject the solution into the vein at a rate of 4 mL per minute.
■ After injecting, remove the infusion set and discard it along 

with any unused solution, empty vials and used needles and 
syringes. Dispose them in an appropriate container. 

■ Record injected units in your diary.



Are there any side effects I should know about?

Allergic reactions such as hives and itching can occur at the 
injection site with Nuwiq®. If these symptoms occur contact your 
Health Care Professional for advice before continuing treatment. 
In rare cases, the allergic reactions are severe, known as shock or 
anaphylactic shock. This may include extreme difficulty breathing, 
or loss of consciousness. Urgent treatment is required and the 
emergency services should be called, for example 911.

You should tell your doctor if you have been previously treated with 
factor VIII products, especially if you developed inhibitors, since 
there might be a higher risk that it happens again. Inhibitors are 
antibodies that block the activity of factor VIII, reducing the efficacy 
of Nuwiq® in prevention or control of bleeding. Development of 
inhibitors is a known complication in the treatment of hemophilia A. 
If your bleeding is not controlled with Nuwiq®, tell your doctor 
immediately. Tests should be performed to determine if the 
inhibitors are present. 

For additional product information, please contact  
medinfo@octapharma.ca or call 1-888-438-0488.



Glossary

1.  antibody: a protein produced by the body’s immune system when it 
detects foreign substances, called antigens. In the case of antibody 
against factor VIII, the antibody can block the activity of factor VIII

2.  bioreactor: a container in which living organisms produce useful 
substances

3.  chromatography: a way to separate chemical mixtures into their 
components

4.  enveloped virus: virus with an outer structure or coat that  
surrounds it 

5. nanofiltration: a way to filter out very small particles

6. purification: removal of any contaminants

7.  recombinant DNA: a form of DNA that is created by combining 
genetic material from two or more sources and inserted into a host 
organism to produce e.g. FVIII protein.

8. viral inactivation: process used to kill or eliminate viruses
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Who is Octapharma?
Octapharma is one of the largest plasma product 
manufacturers in the world dedicated to the development 
and production of human proteins derived from blood 
plasma and recombinant technologies.

We are a company that brings:

■ More than 30 years of experience in bleeding disorders

■ A long-standing commitment to promoting pathogen safety  
in our products

■ Commitment to improving patient care through research  
into new technologies

■ Dedication to improving patient care through established 
partnerships with hemophilia organizations in Canada  
and worldwide

Canadian Hemophilia 
Society
Phone (514) 848-0503
Toll-free 1(800) 668-2686
Fax (514) 848-9661
www.hemophilia.ca
chs@hemophilia.ca 

World Federation  
of Hemophilia
Phone (514) 875-7944
Fax (514) 875-8916
www.wfh.org
wfh@wfh.org

Association of 
Hemophilia Clinic
Directors of Canada
Phone (416) 864-5042
Fax (416) 864-5251
www.ahcdc.ca
ahcdc@smh.ca
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your smartphone to view the 
Nuwiq Reconstitution Guide
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