




   
   

  

             
          

          
         

         
         

            
           
      

          
           
             

          
     





   
   

 

            
               

               
               

               
                 
              

                
              

                
         

            
               

               
             

               
               

             
                

               
                

              
           

       

            
                  

             
              

                
          
            

     

               
              

 
  

    
    

        

    
    

     
    

   



   
   

  

             
          

          
         

         
         

            
           

          
           
             

          
     



  
 

     
 

    

   
          

   
     

   
   

   

    
   

    
    

   
    

   
   
   

 

              
              

              
             

              
          

      

                
              

                
            

           
              

                 
   

              
                
                  

            
                

           







 

 

December 20, 2013 

 

Daniel Uhlrich, Ph.D. 
Associate Vice Chancellor for Research Policy 
Graduate School 
University of Wisconsin-Madison 
 
 

Dear Dr. Uhlrich, 

In January 2012, the university started a long process to enhance pre-existing exposure control plans for 
various agents used on our campus. Our first task was revamping the plan for exotic influenza viruses by 
building upon previous meetings and bringing together the university’s Select Agent program, University 
Health Services Occupational Medicine program, University Hospital’s Infectious Disease consult team, 
the Wisconsin Department of Public Health and Madison/Dane County Public Health.  

Many discussions and meetings later, we developed a comprehensive exposure control plan that 
accounts for potential exposures as well as if an individual comes develops influenza like symptoms. We 
determined home quarantine was appropriate for all exotic viruses even if an individual lives in an 
apartment complex unless treatment was required based on a medical reason. We have also made 
arrangements for individuals displaced by a quarantine of one of our researchers.  

In March 2013, the National Institutes of Health Office of Biotechnology Activities (NIH OBA) revised its 
guidelines for work with specific exotic influenza viruses and no longer allowing home quarantine for 
specific situations and requiring a dedicated isolation facility outside of a personal residence that has the 
ability to be decontaminated easily. We have made plans to be in full compliance with these 
recommendations; however we do have concerns with this requirement which should be considered as 
we move forward. 

• Most importantly, hospitals are not designed to be quarantine facilities for individuals who do not 
require medical intervention. The use of a hospital for this purpose puts undo strain on personnel 
and diverts resources from patients who need medical care.  
 

• Based on available data, it is highly unlikely an individual exposed to influenza viruses sensitive 
to antivirals will become symptomatic if antiviral treatment is started shortly after a potential 
exposure. 
 

• Isolation rooms in hospitals are not designed to be occupied by an able bodied individual. They 
rooms are uncomfortable and confining. We are concerned about the mental health and physical 
wellbeing of an individual quarantined in one of these types of facilities for an extended period of 
time as well as a potential impact on the willingness of researchers to come forward following 
exposures. 

 



 

• There are a significant number of people who work in and visit hospitals on a daily basis. Due to 
sheer number of individuals it would be much harder to control the spread of information and as a 
result there would be a higher probability of incorrect information being told to general public and 
potentially members of the media.  

 
• Influenza viruses are only stable in the environment for a few hours. Decontaminating a person’s 

home can be accomplished with a few days and the appropriate disinfectant.  
 

It is hoped that is the need for this isolation arises, that the duration of hospital facility quarantine can be 
limited. In these situations, we will work closely with our public health and federal partners to determine 
appropriate end points based on PCR testing for virus and prophylaxis treatment.  

None the less, we understand the need for the university to have a facility dedicated for isolation under 
these specific circumstances for compliance with the guidelines and the terms and conditions of specific 
grants. With our options extremely limited, we feel an isolation room at UW Hospital is the only solution 
we can provide. We will work with our staff to inform them of the change and review the updated plans 
and procedures to accommodate these requirements.  

 

Please contact us if you have any questions or concerns. 

 

Sincerely, 

 

                    

 

Sarah Van Orman M.D., MMM               David Andes M.D. 

Executive Director                                  Professor Department of Medicine and 
University Health Services                      Microbiology                    
          Chief Division of Infectious Diseases 

     University of Wisconsin 
 

 
 
 
 
cc: Martin Cadwallader, Vice Chancellor for Research, University of Wisconsin 

     Tim Yoshino, Responsible Official, Select Agent Program, University of Wisconsin      

     Rebecca Moritz, Select Agent Program Manager, University of Wisconsin 

     Mark Markel, Dean, School of Veterinary Medicine, University of Wisconsin 

     Yoshihiro Kawaoka, Professor, School of Veterinary Medicine, University of Wisconsin 



 

 

 

 

 

 

 

 

December 20, 2013 

 

 

 

Jacqueline Corrigan-Curay, M.D., J.D. 

Acting Director  

Office of Biotechnology Activities 

National Institutes of Health 

6705 Rockledge Drive 

Suite 750, MSC 7985 

Bethesda, MD 20892 

 

Dear Dr. Corrigan-Curay: 

 

Thank you for the opportunity to respond to your letter dated December 16, 2013 regarding questions 

NIH OBA has about a small spill onto the floor of one our ABSL-3+ laboratories. Specifically, corrective 

action was requested in regards to exposed skin around the ankle of the researcher involved in the 

incident. 

 

In an effort to comply with the spirit of the guidelines and in response to your memo, the principle 

investigator of the laboratory where the spill occurred has ordered high-top booties that will be worn 

underneath the tyvek suit and inside of the dedicated clogs which will be covered with normal shoe 

covers.  Included with this memo are copies of the updated standard operating procedures for entry into 

the principle investigator’s laboratories incorporating the change with the PPE. 

 

A highest priority at UW-Madison is to assure that we are in complete compliance with federal 

regulations regarding select agent research.  However, on occasion we have received mixed messages 

from agencies regarding aspects of our program, and this is a case in point. This was the first instance 

where we have been informed that our personal protective equipment (PPE) for RG3 influenza viruses 

was inadequate. Our researchers wear PAPRs, tyveks, shoe covers, dedicated garden clogs, shoe covers, 

and two pairs of gloves. Our university’s select agent program has been inspected 10 separate times since 

the creation of the Federal Select Agent Program (FSAP) with 8 of those inspections involving RG3 

influenza viruses. During these inspections, FSAP Inspectors from the Centers for Disease Control (CDC) 

and Animal and Plant Health Inspection Service (APHIS) enter into our laboratories wearing full PPE and 

exit in the same manner as our researchers do on daily basis. Our most recent FSAP inspection was in 

August 2013 and there was no mention of the PPE being inadequate. As required by the Federal Select 

Agent Program we notified the CDC and APHIS of the spill within a few hours of the incident and the 

report was reviewed by both agencies with APHIS handling the correspondence since the agent involved 

falls under their purview. We received a memo dated November 20, 2013 from an APHIS compliance 

manager, who reviewed our spill report that stated “At the time of incident the researcher was wearing 

appropriate personal protective equipment.”  Since our phone conference call with NIH on December 16, 
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2013 we have received a more recent memo from APHIS dated December 17, 2013 stating after further 

review, they are concerned about the bare skin. 

 

We are requesting clarification from NIH Office of Biotechnology Activities (OBA) in regards to this 

policy. Appendix G-II-C-5-a (1) does not specifically mention the requirement of no exposed skin nor 

does it discuss the type of PAPR a researcher working with RG3 influenza viruses should wear. As you 

know, many PAPRs lack shrouds and leave the researcher’s neck exposed.  Does the no-bare-skin 

requirement apply for all RG3 influenza viruses including wild type viruses or just mutant/reassortant 

viruses? The reason we ask is we would like to be consistent across all RG3 influenza virus laboratories at 

our institution.  Further, we assume that many other institutions engaged in RG3 influenza research use 

safeguards similar to ours. They also would benefit from clarification of exposed skin and PAPR 

requirements. 

 

Please contact me if you have any questions or concerns. 

 

Sincerely, 

 

D 
 

Daniel Uhlrich 

Associate Vice Chancellor for Research Policy 

 

Attachments: Three SOPs for entry to facilities 

 



 

 

 

 

 

 

 

 

December 20, 2013 

 

 

 

Jacqueline Corrigan-Curay, M.D., J.D. 

Acting Director  

Office of Biotechnology Activities 

National Institutes of Health 

6705 Rockledge Drive 

Suite 750, MSC 7985 

Bethesda, MD 20892 

 

Dear Dr. Corrigan-Curay: 

 

Thank you for the opportunity to respond to your letter dated December 16, 2013 regarding questions 

NIH OBA has about an incident at our institution where a researcher used a needle inappropriately and in 

the process acquired a needle stick. 

 

In response to this incident, there have been two training sessions so far to discuss this event. The first 

was a questions and answer session on November 19, 2013 involving all current and future 

biocontainment laboratory researchers. This was directed by a senior scientist and the University of 

Wisconsin Select Agent Program’s trainer. They discussed the use the sharps in the containment labs. The 

second training session occurred on December 18, 2013 and was led by two senior scientists and the 

Select Agent Program trainer. The training materials are provided with this memo.  In summary, the 

sharps standard operating procedure (SOP) has been revised to be more specific and modify current 

procedures to make them safer. Sharp needles will only be used for administering drugs to animals and 

drawing blood from animals. When either of these procedures are being done with reconstructed 1918 

influenza virus or mammalians transmissible influenza viruses, two people will be required for the 

procedure. When inoculating eggs, only blunt or dispensing needles will be allowed. Lastly, the SOP was 

also updated to include the appropriate cleaning of necropsy tools. 

 

In regards to the second matter described in your letter, we have determined that your suggestion of a 

hospital isolation room at the University of Wisconsin Hospital is the best option to comply with the 

requirement to have a dedicated facility outside of a personal residence to quarantine. The University 

spent a significant amount of time enhancing our influenza exposure control plan in 2012. At that time, 

the University, our health care providers, and the Department of Public Health debated the best place for 

quarantine and determined that complications could arise with hospital quarantine. Based on these 

complications, they felt a home quarantine was appropriate for all exotic influenza viruses.  When 

consulted about NIH OBA’s requirement, our health care providers reiterated concerns but they have 

agreed to provide this service for us so our program is in compliance with the terms and conditions of the 

grant. Attached are the revised exposure control plan and exposure SOP reflecting these changes. The 

changes are effective immediately. 
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It should be noted no work has been performed with mammalian transmissible H5N1 viruses at the 

University of Wisconsin-Madison since the start of the moratorium in January 2012. Currently, there are 

no plans over the next several months to resume experiments with these viruses. University 

administration will be informed before the experiments with mammalian transmissible H5N1 viruses 

resume. 

 

Please contact me if you have any questions or concerns. 

 

Sincerely, 

 

D 
 

Daniel Uhlrich 

Associate Vice Chancellor for Research Policy 

 

Attachments: IRI Sharps SOP 

Incident Follow-up Training Materials - November 19, 2013 

Incident Follow-up Training Materials - December 18, 2013 

IRI Exposure Plan (Overview) 

IRI Exposure Plan (SOP) 

 

 



       
 

   

   
      
   

    
   

   

   

    
   

    
    

   
    

   
   
   

 

                
             

            
             

          

              
              

           
         

             
           

     

      

               
           

             
              

                  
       

               
              

             
      





   
   

  

            
              

          
         

        
         

             
               

           
          
         

          
         

       
           



         

   

   
      
   

    
   

   

   

    
   

    
    

   
    

   
   
   

 

               
            

                
           

            
           

               
              

                
               
              

                 
               

                   
                 
         

             
           

         
        

              



 

   
   

  

                 
        

 

      
   

     

         
        

         
            

           
          

       


