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Procedure: Reconstituting a Derivative 
Unique Identifier: DSM 0003


Reconstituting a Derivative 
Purpose: 
This procedure provides instructions for how to reconstitute a lyophilized derivative using the manufacturer’s instructions.

Required Materials: 

· Alcohol swabs or pads, or appropriate disinfectant

· Filter needle (as supplied by the manufacturer)

· Manufacturer’s package insert

· Sterile syringe of appropriate size (where needed)

· Sterile syringe cap (where needed)

· Indelible marker

Procedure:

	
	Action
	Related Documents

Title

Number

	
	Note:
The reconstituting of derivatives must be performed 
aseptically and in a clean area separate from the laboratory 
testing area.



	

	1
	Verify that the nursing unit is ready for the derivative.
	Modifying Blood Products using Antiseptic Technique



	2
	Read the instructions in the manufacturer’s insert for the selected derivative.


	Manufacturer’s Package Insert

	3
	Remove the lyophilized derivative and its diluent from storage.

Note:  The derivative should be reconstituted close to the time of 
infusion


	

	4
	Place the diluent at room temperature, if necessary to bring it to the ambient temperature.

Note:
The time necessary to bring the diluent to room temperature 
will vary with the volume of diluent in the bottle.  Usually 30 to 
60 minutes is sufficient.  If time does not permit, the diluent 
bottle can be put in over wrap and placed in a clean 37C 
water bath for 10 minutes

	

	5
	Put on clean gloves.


	

	6
	Reconstitute the derivatives.  Follow the manufacturer’s instructions.
	Manufacturer’s Package Insert


	
	Action
	Related Documents

Title

Number

	7
	Filter the product if necessary following the instructions below.

· Attach the filter needle to a syringe.

· Swab the bottle stopper to disinfect with an alcohol swab or pad.

· Insert the needle perpendicularly into the reconstituted derivative bottle.

· Draw the solution through the filter needle into a syringe; use the filter needle for one vial only.
· Remove and discard the filter needle into a sharps disposal container.

· Cap the syringe with a sterile syringe cap.

Note:
The manufacturer specifies whether the product needs to be 
filtered with a filter needle and provides one when filtration is 
required.

	Manufacturer’s Package Insert

	8
	· Record the new expiry date and time on the label using an 
indelible marker.         

· Record the modifications that have been done. <facility specific 
instructions for manual or computerized facilities>.

·  Record the following information:<facility specific>

· Date and time the modification is performed

· Type of diluent used

· Amount of diluent used

· Lot number of diluent

· Revised expiry date and time of the derivative product

· If the derivative product has been filtered


	Modified Blood Product Label Preparation Procedure

	9
	Visually inspect the reconstituted product per established procedure to ensure the following criteria are met:

· The product is in date.

· The expiry date and time are on the label.

· Sterile cap cover intact unless removed during reconstitution. 

· The product appears clear, not cloudy.

· There are no fragments (particularly from the stopper).

Note:
If the product fails to meet the visual inspection criteria, it 
must not be used. Notify a Transfusion Medicine supervisor.


	

	10
	· Store the empty bottles (both lyophilized product and diluent) in a 
plastic bag labelled with the patient’s name. 

· Retain them for a minimum of 48 hours and then discard them in 
a biohazard container. <facility specific>


	

	11
	Select the next step.
	Pooling a Derivative 

Transferring Blood Products into a Syringe

Tagging a  Blood  Product Procedure



	
	If the derivative requires
	Then proceed to the
	

	
	pooling 
	Pooling a Derivative procedure.


	

	
	transferring
	Transferring Blood Products into a Syringe procedure.


	

	
	tagging
	Tagging a Blood Product procedure.
	


References:

Manufacturer’s package inserts for derivative products.

Appendixes:

Appendix A:  Example of a completed requisition or computer screen <facility specific>.
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