
UW Medicine - Pathology








2000-01-01-14
Validation of New Antibody Procedure
	Adopted Date:  07/31/13
Revision Date: 


PURPOSE                      

The performance characteristics of  new antibodies introduced for intention of clinical use must be appropriately validated before being placed into clinical use. The intent and ultimate goal of this exercise is ensuring the new antibody is reliable for patient care via proper validation.
PROCEDURE
The following steps needs to be followed for the validation of new antibody in IHC lab before they are added to the pool of clinical antibodies offered:

1. If our pathologists request addition of a new antibody, find out the commercially available sources and clones for the antibody. Review the literature or refer to NordicQC website for the best clone available. Review the data sheets for each choice carefully and consult with our medical director or any designee for ordering the best choice.

2. When the antibody is purchased, consult with our medical director or subspecialty pathologist regarding the best known positive control to use for the initial work up of the antibody.  Refer to the unpacking procedure (2000-01-01-07).
3. Workup the antibody on the recommended positive tissue. The initial goal is to optimize the assay (establish the optimal antibody titration, detection system and antigen retrieval protocol). Refer to Immunohistochemistry procedure (2000-01-01-01).
4. Send the initial work up slides to our medical director or the subspecialty faculty for approval of optimal titer and antigen retrieval.  Make sure that the approval line is signed and dated. Save the slides and the Ab titration worksheet for documentation.
5. Once the antibody is optimized, a panel of tissue challenges (or other appropriate test materials) must be evaluated to establish the assay’s sensitivity and specificity for its intended use. The number of challenges is at the discretion of the laboratory director or designee and may vary with the antibody being validated, but should include both known or expected positives and negatives drawn from both normal tissues and tissues that model the intended use. Both positive and negative challenges may be identified in a single tissue sample for purposes of validation. If 90% concordance with expected results (or with the results of an independent laboratory) is desired for validation, then a minimum of 10 cases should be used. If both positive and negative concordance at 90% (or overall 95% concordance is desired, the validation set should contain at least 20 challenges. In specific settings, best practices in this regard may be separately defined by published recommendations or guidelines. The laboratory director or designee will provide to the IHC laboratory either a case list or search terms with a target challenge number so that validation may proceed in a timely fashion.             
6. Once those blocks are pulled( submit CARS request for archived blocks), run the new antibody on all of them using the chosen optimized titer and antigen retrieval. 

7. Create an excel sheet for the validation of the new antibody and documents the initial workup and number of cases ran for validation. Create a signature line and date line for reviewer approval. Print a copy and send it along with the validation slides to the laboratory director of designee for review.

8. Once the antibody validation is verified and approved, scan the validation excel sheet with approver’s signature and date in the ICC folder under validation. The validation slides also need to be filed in our validation cardboard box and clearly labeled on outside.
9. Before offering the antibody for clinical use, an announcement needs to be sent to all faculties, residents, IHC and Histology’s staff to introduce the new antibody and its intended clinical use.
10.  Add the antibody to the current antibody worksheet Excel document.

11.  Send a request to add the antibody to our antibody menu on our website.

12. Verify that the Pdf document is up to date for the antibody worksheet.

13. Create the new antibody on Bond terminal and create and label a 7 ml container according to the approved optimal titer. Make the new dilution.
14. Send a Tech request to create an order code for the new test and make sure the code match exactly as the public name created on Bond terminal.

15.   Label a spot for storing the vial of the new antibody on the trays for storing concentrated antibodies. Follow the recommended storage temperature, according to the manufacturer’s data sheet.

16. Label a spot for storing the 7 ml container for the new antibody on the trays that holding the working dilution of antibodies.
17.  Verify that Histology techs are aware of positive control to be used with the antibody.

18. Inform the ordering bench to create an item number for this antibody on Eprocessing.
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