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1. Scope: 

    1.1.  TFF is often a critical step in the production process – therefore it is common 
to perform both pre and post filter integrity testing.  The following method is

based on the pressure needed to push air through a wetted membrane and is called Forward Airflow Integrity Test.  Other tests are called bubble point.
    1.2.  This procedure applies to Pall Corporation Minimate™ TFF Capsule with 

            Omega 10K Membrane.

2. Definitions: 

Tangential Flow Filtration (TFF):  A separation process where the feed stream flows parallel to  the membrane face.  Applied pressure causes one portion of the flow stream to pass through the membrane (filtrate) while the remainder (retentate) is recirculated back to the feed reservoir.

Filtrate:  The solution that passes through the membrane.

Retentate:  The sample that passes through the feed channel (does not pass through the membrane).  Also known as the concentrate. 
3. References:

    3.1.  Pall Life Sciences Scientific and Technical Report:  Introduction to Tangential
            Flow Filtration for Laboratory and Process Development Applications
4. Reagents: 

    4.1. 1 liter beaker
    4.2. 25 ml graduated cylinder
    4.3. lab grade water
    4.4. timer
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5. Responsibility:

    5.1. It is the responsibility of the course instructor/lab assistant to ensure that this SOP 

           is performed as described and to update the procedure when necessary.

    5.2. It is the responsibility of the students to follow the SOP as described and to 

           inform the instructor about any deviations or problems that may occur while 

           performing the procedure
6. Hazard Communication: 

7. Attachments:

Figure 1-Assembly of Minimate TFF capsule
8. Procedures: 
     8.1.  Refer to Figure 1 for correct assembly of filter (Minimate TFF Capsule),

             pressure gauge, screw clamp, reservoirs and tubing connections.  
     8.2. Remove feed line from the sample reservoir.
     8.3. Open clamps on the retentate and filtrate lines.
     8.4. Turn on pump until all liquid is displaced from the filter unit and lines (pressure 

 
should be 0).

     8.5. Turn off pump.

     8.6. Fill a 25 ml graduated cylinder with water and cover with parafilm.

     8.7. Fill a 1 liter beaker with 400-500 ml of water.

     8.8. Invert the full 25 ml graduated cylinder in the beaker and once the opening of the 

            cylinder is below the level of water in the beaker remove parafilm. 
     8.9. Turn on the pump and insert the filtrate line into the beaker (filtrate line should be 

            open).
     8.10. Tighten clamp on the retentate line to give a pressure of 10 – 15 psi (pressure 

              gauges on both feed line and retentate line should read the same). 
Procedure continued on following page

___________________________End of page 2_________________________________
	The Northeast 

Biomanufacturing Center & Collaborative

	Standard Operating Procedure –

Tangential Flow Filter Integrity Test

	Subject: Filter Integrity Test for Pall Minimate™ TFF Capsule. 

Document #: SOP 010 

Revison:0.0

Effective Date: June 1, 2008

Page 3 of  4


8. Procedures (continued): 

     8.11. Place end of filtrate line under the inverted cylinder.

     8.12. Measure the volume of air entering the cylinder in 5 minutes.
     8.13  Record the amount of air entering the cylinder on the form below. 

     8.14. Turn off pump.
9.0 Acceptance Criteria 
	Filter serial number
	Pressure of retentate
	Pressure of feed
	Amount of air in cylinder at begining
	Amount of air in cylinder at end of 5 minutes
	Amount of air per minute

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


9.1
If less than 7 ml of air enters in 60 sec. at 10 psi then the filter meets 

            performance specifications.
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Figure 1. Pall minimate TFF capsule assembled for integrity testing. The filter below is being tested for perforations or other problems that would compromise its ability to filter. In this test, known as the forward flow filter integrity test, air is pumped through the filter (the feed line is in the open air) and the filtrate line is placed in the upside down graduated cylinder. By measuring the amount of air entering the graduated cylinder over a given amount of time and at a particular pressure we can insure that our filter will perform as stated. 
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