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Next Generation Sequencing (NGS) Illumina TruSight Tumor Panel
For analysis of mutations in solid tumors, the Medical Laboratories currently offers a number of individual tests that are performed by pyrosequencing.  These tests include KRAS (codon 12-13), KRAS (codon 61), EGFR, NRAS, BRAF, IDH1/IDH2, and MGMT (methylation assay).  Often, physicians want a number of genes analyzed on the same sample to guide clinical decisions.  With the advent of NGS, the Clinical Genomics Laboratory is now able to perform analysis on a large panel of genes with a limited amount of biopsy material.
The clinically relevant and actionable genes were carefully selected to include 26 genes and 174 amplicons referenced from CAP and NCCN guidelines, relevant publications, and late-phase pharmaceutical clinical trials.  The TruSight Tumor Panel provides coverage of somatic mutations in key cancer genes described in the COSMIC database. The coverage includes specific exons of relevant oncogenes for which variation has been cataloged in the database and all exons in several tumor suppressor genes.  This provides a more comprehensive view of somatic variations in solid tumors including lung, colon, gastric and ovarian cancers and melanoma.  The genes in the panel are:
	AKT1
	CTNNB1
	FOXL2
	MAP2K1
	PIK3CA
	TP53

	ALK
	EGFR
	GNAQ
	MET
	PTEN
	

	APC
	ERBB2
	GNAS
	MSH6
	SMAD4
	

	BRAF
	FBXW7
	KIT
	NRAS
	SRC
	

	CDH1
	FGFR2
	KRAS
	PDGFRA
	STK11
	



Because the new panel provides a more comprehensive analysis of the targeted exons, covers multiple hotspots within each listed gene, has increased sensitivity, and may be more cost effective, whenever two or more genes included on the TruSight Tumor Panel are ordered in Epic for pyrosequencing, the request will default to the TruSight Tumor Panel.  In addition, existing pathology reflex panels for lung and colon cancers will default to the TruSight Tumor Panel.
The test is available in Epic under Genomic TruSight Tumor.  A request initiates pathologist review of slides from the sample to ensure adequacy (at least 40% tumor in the region of interest).  Turnaround time for results is 14 days from receipt of the tumor block. Results will be reported via CoPath and available in Epic.

New Stool Transport Medium Available

Para-Pak C&S (Orange screw cap vial pictured below) containing Cary Blair transport medium is now availble for transport of stool samples to the UVA Clinical Microbiology Laboratory.  
· This medium is designed for use with the new “Community Gastrointestinal Pathogens PCR” ONLY.  Stool must be added up to the indicated line or sample will be rejected.  
· Ova and Parasite (O&P) testing by microscopy continues to require EcoFix preservative.  
· Clostridium difficile PCR, Fecal Lactoferrin, and Viral Culture continue to require raw stool submitted in a sterile, leak-proof container.  Inpatient units may send raw stool for O&P.
Medial Center units and clinics on site should contact the hospital storeroom to acquire transport medium.  Outpatient facilities can acquire transport medium through current supply chains via Laboratory Outreach.
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	Community-acquired GI
	Ova and Parasite Exam (O&P)
	Clostridium difficile PCR 

	Pathogen Panel by PCR 
	(for Entamoeba histolytica, Giardia, 
	Fecal Lactoferrin

	(see individual targets 
	Cryptosporidium, and Cyclospora
	Adenovirus Culture

	listed below)
	please order the GI Pathogen Panel
	Cytomegalovirus Culture

	
	by PCR and submit in Cary-Blair)
	Enterovirus Culture





NEW:  Community-Acquired Gastrointestinal Pathogens PCR Panel Available

Effective March 23, 2015, stool testing in the UVA Clinical Microbiology Laboratory will transition to a comprehensive multiplex molecular panel for the most common community-acquired gastrointestinal pathogens. This test focuses on community-acquired pathogens and therefore it should be ordered only on outpatients or on currently hospitalized patients within 48 hours of admission. This testing will replace Stool Cultures and Antigen Testing for Shiga-Like Toxin, Campylobacter, Rotavirus, Cryptosporidium, and Giardia, as well as Norovirus testing (usually performed at the state lab), Cyclospora and Entamoeba histolytica (components of Ova and Parasite [O&P]).  

Targets detected by the Community GI Pathogens PCR Panel include:
BACTERIAL TARGETS:  Campylobacter sp (C. jejuni, C. coli, C. upsaliensis), Salmonella sp, Shiga-like toxin-producing organisms, E.coli 0157, Shigella/Enteroinvasive E.coli (EIEC),  Enteroaggregative E.coli (EAEC), Enteropathogenic E.coli (EPEC), Enterotoxigenic E.coli (ETEC), Plesiomonas shigelloides, Vibrio sp. (V. parahemolyticus, V. vulnificus), Vibrio cholera, and Yersinia enterocolitica.
PARASITIC TARGETS: Cryptosporidium sp, Giardia sp (G. intestinalis, G. lamblia, G. duodenalis), Cyclospora cayetanensis, Entamoeba histolytica. 
[image: Para-Pak&reg; C&S]VIRAL TARGETS: Adenovirus F 40/41, Astrovirus, Norovirus GI/GII, Rotavirus A, Sapovirus (Genogroups I, II, IV, and V).

Diarrheal stool specimens for the GI Pathogens panel should be submitted in Para-Pak 
C&S (Orange screw cap vial pictured), containing Cary-Blair transport medium.  

Clinicians should order “Community GI Pathogens PCR”.  Results will be available within 24 hours of receipt in the laboratory.  While this panel is fairly comprehensive, a negative result in the setting of clinical illness compatible with infectious gastroenteritis may be due to pathogens not detected by this test.  If pathogens other than those detected by this method are suspected, please contact the Clinical Microbiology Director on call (PIC 1221) to arrange for testing or to ask any additional questions. 
HIV Genotyping Assay
Due to lack of reagent availability (assay discontinued by vendor), samples with requests for HIV genotyping will now be sent to Quest Diagnostics.  No changes have been made in Epic at this time and results will post under Microbiology/Miscellaneous Microbiology until all computing changes have been completed.  Please contact the Microbiology Director on call (PIC 1221) with questions.

Hemoglobin A1c (Glycated Hemoglobin) Testing Frequency (Medicare)
Hemoglobin A1c (glycated hemoglobin) levels are used to assess long-term glucose control in diabetes. It is widely accepted as medically necessary in the management and control of diabetes. It is also used to assess hyperglycemia, a history or hyperglycemia or dangerous hypoglycemia.
Medicare does not consider it reasonable or necessary to perform this testing more often than every 3 months on a controlled diabetic patient. It is also not reasonable or necessary to perform this testing more than once per month on a pregnant diabetic patient. Testing for uncontrolled type one or two diabetes may require testing more than four times per year.
Medicare does not recognize routine screening so when ordering the hemoglobin A1c test please be sure to submit the appropriate diabetic diagnosis code or symptom code (i.e. 249.00, 250.00, 250.02, 251.1, 648.00, 790.29, etc).  If these codes are not applicable, please discuss with your patient and have them sign the Advanced Beneficiary Notice (ABN) for billing purposes.
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