Guidance for Preparing Internal Quality Controls

1. Obtain HIV positive and HIV negative sera: 

· HIV positive and negative controls can be made from pools of positive and negative sera.

· Bulk pooled sera can be made from HIV positive and negative sera obtained from blood transfusion services, diagnostic laboratories etc.

· Pooled positive and pooled negative sera provide bulk material for control production.

· The HIV positive pool should be made from high titre positive sera.

· The HIV negative pool must be made from sera that test HIV negative for antibodies and antigen.

· Use the HIV negative pool to make negative controls, and to dilute the strong HIV positive pool.
2. Sterilize pooled sera:

· Filter positive and negative pools through 0.22um filter paper.

· Place 100ul of each filtered pool into two Brain-heart Infusion Broths. Incubate the broths at 37°C for 7 days and check for no growth.

· Add a preservative to the pools, e.g. Bronidox or Proclin 300. If using Bronidox, use at a 5% final volume.

3. Titrate strong HIV positive pool:
· Make serial dilutions of the positive pool in the negative pooled sera.

· Test by routine EIA.

· Choose a dilution that provides 2X cut off for EIA.

4. Dilute HIV Positive Pool:
· Dilute strong HIV positive pool in the negative pool using the appropriate dilution.

· Re-test the diluted pool to ensure it has the same dilution strength.

5. Aliquot and storage:
· Label small cryo-tubes (batch, date, volume)

· Aliquot positive and negative controls (500µl) into the labeled cryo-tubes.

· Freeze aliquoted controls at –20°C.

· Store in-use controls at 4°C for 1 week.

6. Documentation:
· Set up a log file.

· Maintain records.

