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Influenza News #2018 Exercise 2 
This message contains important information regarding the following topics in the context of the ongoing influenza A(H7N9) pandemic: 
1. CDC’s Plan to Reclassify/Downgrade from BSL3 to BSL2 Testing 
2. CDC Guidance on the Use of Outdated Laboratory Diagnostic Instruments 
3. CDC Guidance on Mapping the New LOINC/SNOMED Codes for H7 (Virus) 
4. CDC Guidance on Inactivation of Primary Clinical Specimens 
5. CDC Guidance on Reserving Aliquots to send to NIRCs 
6. CDC Guidance on Testing Algorithm for PCR Diagnostic Testing with the CDC Assay 
7. Update on FedEx Shipping of H7N9 Positive Samples 
8. APHL Announcement – All-Laboratory Call Scheduled for 9/17/18 at 1 PM EST
This message has been sent to all state and local laboratory representatives and delegates. Please share the information with supervisors and influenza testing staff in your laboratories.


1. CDC’s Reclassification/Downgrade from BSL-3 to BSL-2 Testing 

CDC intends to issue a formal downgrade and reclassification of the recommended biosafety level in which to conduct influenza A(H7N9) testing, at which point laboratories will be able to test H7N9 specimens in a BSL-2 environment, using standard biosafety protocols. In the meantime, laboratories should continue to operate in a BSL-3 environment; stay tuned for further updates.

For questions regarding CDC’s reclassification/downgrade from BSL-3 to BSL-2 testing, please contact flusupport@cdc.gov.


2. [bookmark: _GoBack]CDC Guidance on the Use of Outdated Laboratory Diagnostic Instruments (& Related Budgetary Considerations) 

APHL would like to relay guidance provided by CDC regarding whether public health laboratories (PHLs) are able to use outdated (i.e., out-of-date service agreements) laboratory diagnostic instruments for influenza A(H7N9) diagnostic testing or whether they should purchase new instruments. 

CDC’s Epidemiology-Laboratory Task Force (Epi-Lab TF) intends to fund salaries and laboratory reagents for increasing sample throughput, but NOT equipment. CDC recommends laboratories request that their state apply to the Crisis Cooperative Agreement for all equipment needs. The Epi-Lab TF also recommends that laboratories qualify the use of their outdated equipment under Clinical Laboratory Improvement Amendments (CLIA) as off-label use of an FDA-cleared test; note, however, that CDC would not be able to approve such use. 

For questions regarding guidance on outdated laboratory diagnostic instruments or related budgetary considerations, please contact flusupport@cdc.gov.


3. CDC Guidance on Mapping the New LOINC/SNOMED Codes for H7 (Virus) 

APHL would also like to relay a clarification from CDC regarding mapping of the new Logical Observation Identifiers Names and Codes (LOINC)/Systematized Nomenclature of Medicine (SNOMED) codes. CDC advises PHLs to use the same H7 (virus) code that was previously provided for the earlier H7 Emergency Use Authorization (EUA) kit. Note: If your lab has received the new kit and has NOT yet mapped this code, please contact informatics.support@aphl.org if you require any technical assistance with this mapping. 

For questions related to mapping the LOINC/SNOMED codes, please contact informatics.support@aphl.org.


4. CDC Guidance on Inactivation of Primary Clinical Specimens in BSL-2 or BSL-3 Conditions 

Per the CDC, primary clinical specimens should be inactivated according to PHL’s existing SOPs, assuming those SOPs have off-board lysis. This off-board lysis should be conducted in a biosafety cabinet under appropriate laboratory conditions, depending on your Institutional Biosafety Committee guidelines and on the BMBL Version 5. Furthermore, laboratories should acknowledge that the lysis buffer being used inactivates influenza virus within an appropriate timeframe (e.g., the Qiagen EZ1 DSP virus kit AVL lysis buffer inactivates influenza virus after ten minutes). 

For questions regarding guidance on inactivation of primary clinical specimens in BSL3 conditions, please contact flusupport@cdc.gov.


5. CDC Guidance on Reserving Aliquots to send to NIRCs 

Per the CDC, laboratories should reserve an intact aliquot to send to their designated National Influenza Reference Center (NIRC). Laboratories should send the remainder of the specimen with a minimum of ~200 uL; if there is less than ~200 uL, laboratories should not send the aliquot. Aliquots may or may not be propagated at the NIRCs, but will be used for NGS purposes. 

For questions regarding guidance on reserving aliquots, please contact flusupport@cdc.gov.


6. CDC Guidance on Testing Algorithm for PCR Diagnostic Testing with the CDC Assay 

CDC and APHL have received multiple reports of PHLs being overwhelmed with testing volumes. In response, CDC has issued guidance on a more efficient algorithm for PCR diagnostic testing with the CDC assay: PHLs may test for influenza A(H7N9) first. If the specimen is A/H7 negative, the laboratory should test for seasonal viruses. Further guidance is expected soon. 

For questions regarding guidance on the testing algorithm for PCR diagnostic testing with the CDC assay, please contact flusupport@cdc.gov.

7. Update on FedEx Shipping of H7N9 Positive Samples 
In response to issues reported with FedEx shipments being refused from laboratories with H7N9 positive samples, CDC has clarified that these are typical diagnostic specimens that are certified to ship under current IATA guidelines. APHL has since spoken with FedEx headquarters to clarify these circumstances; they have confirmed that FedEx WILL allow shipping of these specimens and are in the process of issuing a clarification to their national staff, and APHL will continue to be in contact to ensure further issues do not arise. If your laboratory experiences any issues with shipping H7N9 specimens, please contact flusupport@cdc.gov immediately. 

In the meantime, please refer to CDC’s online packaging and shipping training; we encourage you to push this out to your clinical laboratory partners as well and to request funding for just-in-time packaging and shipping workshops to increase the number of IATA certified shippers at your laboratory. 


8. APHL-CDC All-Laboratory Call Scheduled for Monday, September 17, 2018 at 1:00 PM EST

In order to provide further details and clarification on the aforementioned points and to provide a forum for all laboratories to ask pertinent laboratory-related questions in the context of the ongoing influenza A(H7N9) pandemic, APHL and CDC will be hosting a joint call for all PHLs on Monday, September 17, 2018 at 1:00 PM EST (invite, agenda, & call in details forthcoming). We will have representatives from both APHL and CDC available to provide updates and to field questions. 

For questions regarding this all-laboratory call, please contact fluquestions@aphl.org.
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