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Patient with severe 
Factor VII deficiency 
required emergency 
heart surgery.

Case Scenario:

What is the best treatment option for this patient? 



► What is FVII deficiency?

► Treatment options 

► What is SAP?

► Result of the case

Objectives



► Factor VII deficiency is a rare disorder 
causing reduced or deficient activity of the 
clotting factor VII

► Factor VII is produced in the liver and 
interacts with other clotting factors and 
substances to ultimately help form a clot 
and stop bleeding

► Patients with this disorder have difficulty 
stopping bleeding

Factor VII Deficiency:



► Factor VII deficiency can be either acquired or inherited.

► Unlike other hemophilia diseases, Inherited factor VII deficiency is an 
autosomal recessive disorder not a sex linked disorder 

 Can affect both males and females equally

► Patients can also acquire Factor VII deficiency through severe liver disease, 
sepsis or vitamin K deficiency

Factor VII Deficiency:



► The severity of the disease is dependant on the level of Factor VII in the 
blood stream 

 The less factor present the more severe the condition

► Our patient is going for emergency major surgery and needs something to 
help assist with potential  bleed. 

Factor VII Deficiency:



This patient had an 
inherited Factor VII 
deficiency. 

Case Study:



What treatment 
options are available for 
this patient?

Case Study:



► Factor replacement therapy to temporarily raise the levels of Factor VII in 
the blood stream to stop the bleeding

► Treatments available in Transfusion Medicine:

 Prothrombin Concentrate complex (PCC)

 Fresh Frozen Plasma

 Recombinant Factor VIIa

Treatment Options in Transfusion 
Medicine:



► Prothrombin Concentrate Complex (PCC)

 Composed of all the vitamin K dependent factors (II, VII, IX, X)

 Various quantities of each factor 

 Difficult to dose

 Not the best choice for this patient

Treatment Options in Transfusion 
Medicine:



► Fresh Frozen Plasma

 FVII has a short half life 

 Requires large volumes to make an impact 

 Not the best choice for this patient

Treatment Options in Transfusion 
Medicine:



► Recombinant Factor VIIa

 Made in the laboratory using recombinant technology 

 Commonly known as Niastase

 Good option for this patient but there are some associated risks 

Treatment Options in Transfusion 
Medicine:



Doctor requested 
plasma derived Factor 
VII

Case Study:

Problem: Transfusion Medicine does not stock this 
product and only available through the Special Access 
Program (SAP) of Health Canada



► SAP considers requests for access to non-marketed drugs when conventional 
treatment is not appropriate or failed

► SAP allows drugs that are not to be sold or distributed in Canada

► Physician needs to fax the two page form which can take up to 24h to process

Special Access Program (SAP):



► The form can be accessed on the Canadian 
Blood Services website 

► https://www.blood.ca/sites/default/files/H
ealth_Canada_Special_Access_Programme
_Request_Form.pdf

► Transfusion Medicine can be of assistance

► But patient is going to surgery ASAP…

Special Access Program (SAP):

https://www.blood.ca/sites/default/files/Health_Canada_Special_Access_Programme_Request_Form.pdf


Recombinant vs. Plasma Derived 
Factor VII:

Recombinant Factor VII Plasma Derived Factor VII

Made in the laboratory using 
recombinant technology

Made from human plasma from blood 
donors

Half life 2-4 hours Half life is ~ 6 hours

Stored at room temperature Stored in the refrigerator

Available readily SAP

Niastase Factor VII, Takeda



► A few things to consider before choosing the best treatment option for this 
patient:

Time
&

Circumstances

Recombinant vs. Plasma Derived 
Factor VII:



► Time: 

 Patient going for emergency surgery

 Need product available now

 Recombinant Factor VII

 Major procedure patient could be in the OR for a long time

 Product with the longest half life

 Plasma Derived Factor VII

Recombinant vs. Plasma Derived 
Factor VII:



► Circumstances:

 Major surgery, complications could cause major blood loss

 Need product available to replace lost factor during bleed

 Recombinant Factor VII

 Inherited factor deficiency 

 Associated potential risks with Recombinant FVII

 Plasma Derived Factor VII

Recombinant vs. Plasma Derived 
Factor VII:



Patient received 
Recombinant Factor VIICase Study:



► There were some potential risks with choosing Recombinant Factor VII

 Potential cause for thromboembolic events after use for those with pre-
disposing risk

 Potential to develop factor VII antibodies

Result of case study:

*Screen shot from Niastase package insert



► The best treatment option for this patient was Plasma Derived Factor VII

► Due to the overall circumstances of the case the patient received 
Recombinant Factor VII

Result of case study:
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