






for target trough plasma levels (based on type of surgery and number of days following surgery) and minimum 
duration of treatment for subsequent maintenance doses.  These recommendations apply to both adult and pediatric 
patients.

Table 12:
VWF:RCo and FVIII:C Target Trough Plasma Level and Minimum Duration

 of Treatment Recommendations for Subsequent Maintenance Doses for the
 Prevention of Excessive Bleeding During and After Surgery

Type of 
Surgery

VWF:RCo 
Target Trough Plasma 

Levels*

FVIII:C 
Target Trough Plasma 

Levels* Minimum 
Duration of 
Treatment

Up to 
3 days 

following 
surgery

After 
Day 3

Up to 
3 days 

following 
surgery

After 
Day 3

Major >50 IU/dL >30 IU/dL >50 IU/dL >30 IU/dL 72 hours
Minor ≥30 IU/dL – – >30 IU/dL 48 hours

Oral# ≥30 IU/dL – – >30 IU/dL 8-12 hours§

*	 Trough levels for either coagulation factor should not exceed 100 IU/dL
#	 Oral surgery is defined as removal of fewer than three teeth, if the teeth are non-molars and have no bony involvement.  

Removal of more than one impacted wisdom tooth is considered major surgery due to the expected difficulty of the surgery 
and the expected blood loss, particularly in subjects with type 2A or type 3 VWD.  Removal of more than two teeth is 
considered major surgery in all patients.

§	 At least one maintenance dose following surgery based on individual pharmacokinetic values.

Based on individual pharmacokinetic-derived half-lives, the frequency of maintenance doses is generally every 8 or 
12 hours; patients with shorter half-lives may require dosing every 6 hours.  In the absence of pharmacokinetic data, 
it is recommended that Humate-P be administered initially every 8 hours with further adjustments determined by 
monitoring trough coagulation factor levels.  When hemostatic levels are judged insufficient or trough levels are 
outside the recommended range, consider modifying the administration interval and/or the dose.
It is advisable to monitor trough VWF:RCo and FVIII:C levels at least once daily in order to adjust Humate-P dosing 
as needed to avoid excessive accumulation of coagulation factors.  The duration of treatment generally depends on 
the type of surgery performed, but must be assessed for individual patients based on their hemostatic response (see 
CLINICAL STUDIES).
For use in pediatric VWD patients, see PRECAUTIONS, Pediatric Use.

Reconstitution
Plastic disposable syringes are recommended for withdrawal and administration of Humate-P solution.  Protein 
solutions of this type tend to adhere to the ground glass surface of all-glass syringes.

1.	 Before infusion, ensure that Humate-P and diluent are at room temperature.
2.	 Remove caps from both vials to expose central portions of the rubber stoppers.
3.	 Treat surface of rubber stoppers with the alcohol swab provided and allow to dry prior to opening the
	 Mix2Vial™ package.
4.	 Open the Mix2Vial™ package by peeling away the lid (Fig. 1).  To maintain sterility, leave the Mix2Vial™ in 
	 the clear outer packaging.  Place the diluent vial on an even surface and hold the vial tight.  Grip the Mix2Vial™
	 together with the clear packaging and firmly snap the blue end onto the diluent stopper (Fig. 2).
5.	 While holding onto the diluent vial, carefully remove the clear outer packaging from the Mix2Vial™ set. Make
	 sure that you only pull up the clear outer packaging and not the Mix2Vial™ set (Fig. 3).
6.	 With the product vial firmly on a surface, invert the diluent vial with set attached and firmly snap the transparent
	 adapter onto the product vial stopper (Fig. 4).  The diluent will automatically transfer into the product vial. 
7.	 With the diluent and product vial still attached, gently swirl the product vial to ensure the product is fully
	 dissolved (Fig. 5).  Do not shake vial.
8.	 With one hand grasp the product-side of the Mix2Vial™ set and with the other hand grasp the blue diluent-
	 side of the Mix2Vial™ set and unscrew the set into two pieces (Fig. 6).
9.	 Draw air into an empty, sterile syringe.  While the product vial is upright, screw the syringe to the Mix2Vial™
	 set Inject air into the product vial.  While keeping the syringe plunger pressed, invert the system upside down
	 and draw the concentrate into the syringe by pulling the plunger back slowly (Fig. 7).
10.	 Now that the concentrate has been transferred into the syringe, firmly grasp the barrel of the syringe 
	 (keeping the syringe plunger facing down) and unscrew the syringe from the Mix2Vial™ (Fig. 8).  Attach the
	 syringe to a venipuncture set.
11.	 If the same patient is to receive concentrate from more than one vial, the contents of two vials may be 
	 drawn into the same syringe through a separate unused Mix2Vial™ set before attaching the vein needle.
12.	 Parenteral drug products should be inspected visually for particulate matter and discoloration prior to 
	 administration, whenever solution and container permit.  When the reconstitution procedure is precisely 
	 followed, it is not uncommon for a few small flakes or particles to remain.  The Mix2Vial™ set provided with 
	 Humate-P should remove those particles and this should not influence dosage calculations.

Do not refrigerate after reconstitution. To assure product sterility, Humate-P  should be administered within three 
hours after reconstitution.

Administration
Intravenous Injection

Slowly inject the solution (maximally 4 mL/minute) intravenously with a venipuncture set or with another suitable 
injection set.
Discard the administration equipment and any unused Humate-P after use.

HOW SUPPLIED
Antihemophilic Factor/von Willebrand Factor Complex (Human), Dried, Pasteurized, Humate-P, is supplied in a single 
dose vial with a vial of diluent (Sterile Diluent for Humate-P), Mix2Vial™ filter transfer set and alcohol swabs.  
International unit activity of Factor VIII and VWF:RCo is stated on the carton and label of each vial and supplied as  
listed below.  Note:  Use either the Mix2Vial™ transfer set provided or a commercially available double ended needle 
and vented filter spike.

		  FVIII/vial	 Dosage	 VWF:RCo/vial	                 ___Diluent            
     NDC 0053-7615-05	 250 IU	 LOW	 600 IU		  5 mL
     NDC 0053-7615-10	 500 IU	 MID	 1200 IU		  10 mL
     NDC 0053-7615-20	 1000 IU	 HIGH	 2400 IU	                        15 mL

STORAGE
When stored up to 25ºC (up to 77ºF), Humate-P  is stable up to the expiration date printed on its label. Avoid 
freezing.
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