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HPV Genotype Detection by Roche cobas 4800 Test

On May 26, 2014, the Clinical Microbiology and Molecular Diagnostics Laboratory will implement a new method for HPV detection, which includes information on High Risk HPV Genotypes (HR HPV).  The Roche cobas 4800 HPV test provides clinicians with a result that differentiates HPV 16 and HPV 18 from 12 other HR HPV types (31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68), all of which are reported as positive for HR HPV, not HPV 16 or HPV 18.  There will be no additional charge for genotype information.   ThinPrep cervical sample in PreservCyt (10 mL) continues to be the specimen of choice.  Turnaround times are expected to decrease, as this testing will be performed 2-3 times per week.

The Roche cobas 4800 HPV test received FDA approval for primary screening in patients 25 years and older.  Therefore, clinicians will now be able to select from the following testing options in Epic or the Cytology GYN PAP smear (gynecologic specimen) requisition (please do not use clinical requisitions):
· HPV primary screening test
· HPV co-testing with Cytology
· HPV reflex testing upon abnormal Cytology
· PAP test alone (no HPV testing performed)

If HPV PRIMARY SCREENING TEST is selected, the following algorithm will be used:
· If POSITIVE for HPV 16 or HPV 18: No further testing will be performed.  Per the ASCCP guidelines, patients testing positive for HPV 16 and/or HPV 18 should be considered for immediate colposcopy, regardless of the concurrent cytology result.
· If NEGATIVE for all HR HPV types: No further testing will be performed.  Patients testing negative for HR HPV types have a <1% chance of HSIL lesion.
· If HR HPV POS, NOT HPV 16 or HPV 18: Samples will be automatically reflexed for PAP smear.  Clinicians will not need to order reflex testing or request a separate PAP smear.  Per ASCCP guidelines, patients positive for HPV types other than 16 and 18 should be considered for immediate colposcopy if concurrent cytology is abnormal at a threshold of ASCUS or above.

Final results of HPV testing, regardless of the algorithm requested, will be available in “Cytology, GYN” under the “Pathology” tab in Epic.  HPV results will no longer be appended to PAP reports, but should be easily found in the same location in Epic as PAP reports.

Please contact the Clinical Microbiology Director, Dr. Melinda Poulter, at PIC 3677 with questions.
Dr. Mark Stoler is available at PIC 4316 to discuss algorithmic or medical implementation questions.
Component Specific IgE Peanut Allergy Testing

The Medical Laboratory now offers testing to identify specific IgE to five individual peanut components, in addition to the peanut allergen whole protein, to better manage sensitized patients.   The currently available peanut allergen test should be requested in addition to a miscellaneous allergy test specifying:  peanut components.  The laboratory will test for:
· Ara h 8:  associated with the risk of mild, localized symptoms such as itching and tingling of the lips, mouth and throat but without skin symptoms, breathing difficulties, or tissue swelling.  May cross react with Birch pollen
· Ara h 9:  associated with localized and possibly more severe symptoms.  May cross react with Peach allergen
· Ara h 1, h 2, and h 3:  associated with the risk of more severe, systemic reactions with manifestations in the skin, gastrointestinal tract, upper or lower respiratory tract, or cerebrovascular system.  Ara h 2, in particular, has been identified as a marker of a clinical peanut allergy


Changes to Drugs of Abuse Testing (urine)

Because this drug is no longer available in the United States, screening for propoxyphene (Darvon®) has been dropped from the urine drug screen menu in the Toxicology Laboratory.


Everolimus (Zortress®) Testing

With the addition of Everolimus (Zortress®) to the UVA formulary, testing will be moved from Mayo Medical Laboratories to the UVA Toxicology Laboratory on June 2, 2014. Everolimus is an immunosuppressive agent derived from sirolimus (rapamycin) and functions via inhibition of mTOR signaling. Everolimus has a shorter half-life than sirolimus, which allows for more rapid achievement of steady-state pharmacokinetics. It recently gained FDA approval for prophylaxis of graft rejection in solid organ transplants, an application which has been accepted for years in Europe, and also has FDA approval as an oncology chemotherapy.  Guidelines suggest that target whole blood values for organ transplant are between 3 and 9 ng/mL (trough level drawn immediately prior to next dose in an EDTA/lavender top tube).  As with all immunosuppressants (cyclosporine, FK-506, and sirolimus), testing will be performed 7 days a week with samples received in the laboratory by 1100 analyzed that day (results available by 1630).  

