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Wednesday, October 7, 2015 
 
 
Submitted via regulations.gov   
 
 
Re: Comments on the Notice, Docket no. ITA-2015-0003: Request for Comments on World Health 
Organization Pandemic Influenza Preparedness Framework 
 
On behalf of the Association of Public Health Laboratories (APHL), please accept the following comments 
concerning the notice and request for comments, docket number ITA-2015-0003, on the World Health 
Organization Pandemic Influenza Preparedness Framework (PIP-FW). In light of the 2016 PIP-FW review, 
APHL strongly supports the renewal of the PIP-FW and maintaining important provisions outlined in the 
framework that protect public health efforts for the following reasons:  
 
• Protection and support of Member States’ public health responsibilities are critical to global public 
health preparedness and response efforts (Ref PIP-FW Section 1): APHL strongly supports the guiding 
principles of the PIP-FW, namely the commitment to ensuring public health efforts are supported 
through timely data and specimen sharing. APHL asks that principles, such as PP13, and provisions that 
make it timely and cost-effective for Member States to develop diagnostics, vaccine candidates and 
other public health protection measures remain in any future iteration of the PIP-FW. Any future 
modifications need to address public health needs as a top priority among other issues such as 
Intellectual Property rights to ensure Member States’ ability to respond to emerging strains; this is a 
major concern for APHL given the upcoming PIP-FW review.  
 
• Sharing viruses and genetic sequence data are integral to effective public health laboratory 
pandemic preparedness and response (Ref PIP-FW Section 5): All state and a number of local public 
health laboratories (PHLs) are U.S. WHO collaborating laboratories. In this role, PHLs are an integral part 
of U.S. influenza surveillance; the data and specimens they contribute to the Centers for Disease Control 
and Prevention (CDC), the U.S. WHO Collaborating Centre, inform national and international influenza 
surveillance, provide potential vaccine candidate viruses and help in the detection of novel and variant 
viruses.1  The CDC is the likely recipient of PIP biological materials and plays a large role in the 
development of diagnostics for newly emerging influenza strains for use at U.S. PHLs. If the PIP-FW is 
renegotiated, APHL supports the maintenance of provisions that allow for the rapid sharing of 
specimens among Member States for public health purposes. Furthermore, APHL also supports 
provisions that encourage the publishing of genetic sequence data on publicly accessible databases, 
which allows CDC and U.S. PHLs to confirm the performance of existing assays in silico and start new 
assay development prior to receipt of specimens.  
 
Without the provision of timely specimen and data sharing afforded by the PIP-FW, the U.S. surveillance 
system’s ability to detect a newly emerging virus, a requirement for both public health surveillance and 
diagnostic responses, would be severely hampered. As influenza viruses can spread rapidly, time is of 
the essence, and the PIP-FW provides the foundation for the timely movement of specimens to address 
public health needs.  

                                                           
1 http://www.cdc.gov/flu/weekly/overview.htm 
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• Provision of diagnostic reagents at no cost to PHLs strengthens response capability and capacity (Ref 
PIP-FW Sections 6.4 and 6.6): U.S. PHLs have benefitted greatly from CDC providing diagnostic and 
reference reagents free of charge. While this service is federally-funded and likely offered to U.S. PHLs 
regardless of the PIP-FW, APHL supports the principle of this PIP-FW provision as it ensures the 
maintenance of reagent sharing in the U.S. and has positive impact on international surveillance, 
especially for developing countries. Using reagents provided by CDC, U.S. PHLs have detected a number 
of variant viruses such as swine-origin influenza A/H3N2v and are prepared to test for influenza A/H5 
viruses should a human case occur. U.S. PHLs are governmental laboratories and rely heavily on federal 
support for influenza surveillance resources and reagents, without which they would be unable to 
maintain current volumes of surveillance testing, likely reducing the sensitivity of the US virologic 
surveillance system.  
 
• Enhancements in regulatory capacity for emergency diagnostics approval have improved U.S. 
readiness for emerging influenza viruses (Ref PIP-FW Section 6.7): Since the 2009 influenza A/H1N1 
pandemic, APHL has witnessed significant improvement in the speed of regulatory approval processes 
for human influenza diagnostics in the U.S. For example, U.S. PHLs are currently able to use the CDC 
Human Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay 
under a Food and Drug Administration’s (FDA) emergency use authorization. While the improvement in 
the U.S. emergency use authorization process may be independent of the PIP-FW, APHL supports the 
spirit of this provision and encourages other Member States to explore similar solutions. The 
improvement in the regulatory arena governing diagnostics for newly emerging influenza viruses has 
dramatically improved the preparedness of U.S. PHLs and our surveillance system as a whole.  
 
The existing PIP-FW includes important provisions that enable the U.S. public health system, PHLs in 
particular, to operate and respond in a timely manner. The U.S. is fortunate to have a historically robust 
influenza surveillance system; however, APHL recognizes the importance of a strong global influenza 
surveillance system and sees domestic benefits from having this international framework in place and 
supporting other Member States, particularly developing countries, in building capacity and capabilities. 
Influenza viruses, especially pandemic potential viruses, are a global public health threat, and there 
must be a unified, timely and systematic approach to global influenza surveillance to address the threat.  

 
Sincerely,  

 
Scott J. Becker, MS  
Executive Director  
Association of Public Health Laboratories  
 

APHL works to strengthen laboratory systems serving the public's health in the U.S. and globally. APHL's 
member laboratories protect the public's health by monitoring and detecting infectious and foodborne 
diseases, environmental contaminants, terrorist agents, genetic disorders in newborns and other diverse 
health threats. 


