Minutes of the

NVAC Polio Laboratory Containment Workgroup 

Meeting of October 8, 2003 (3:00 –5:00 PM)
Hubert H. Humphrey Bldg. Room 727E 

Purpose: To assess the quality and completeness of the draft National Inventory to ensure that all Phase I requirements have been met.

Participants:

Dr. Ann M. Arvin, Chair


Dr. James Meegan, NIAID, NIH



Dr. Michael Decker, Aventis Pasteur

Ms. Rosamond Rutledge-Burns, ABSA

Dr. Hamid Jafari, NIP, CDC


Dr. Alison Mawle, NCID, CDC

Dr. Geoffrey Evans, DVIC, HRSA 

Dr. Kenneth Berns, University of Florida

PLCP:

Dr. Walter Dowdle

Ms. Kim Koporc

Ms. Sandra Browning

Not Attending:

Dr. Konstantin Chumakov, CBER, FDA

Dr. John F. Modlin, Dartmouth

Presentation Summary:

The draft report of Laboratory Containment of Wild Polioviruses in the United States: Phase I Activities, The National Inventory of Institutions/Laboratories retaining Wild poliovirus Materials and a CD of all attachments was mailed in advance of the meeting to all participants on 17 September.  

With 6 weeks of activity remaining, the 2-year National Survey and Inventory of 32,429 institutions, representing over 105,000 laboratories, is nearing completion. Of the 5,585 institutions categorized as “likely to possess” and “may possess” wild poliovirus materials, 27 have not yet responded and will be followed up. Of the 26,844 categorized as “least likely to possess”, none of the responding 24,107 laboratories reported retaining such materials, suggesting follow up of the remaining 2,707 is unnecessary. Laboratories in this more fluid category are small, conduct non-complex diagnostic tests and are associated primarily with clinical practices. Many of these laboratories may have discontinued operation, changed names, or merged with other laboratories.  

As of September 6, 2003, the US National Inventory consists of 121 institutions with 178 laboratories retaining wild poliovirus materials. Thirty percent (55) of the laboratories retain potential infectious materials only. The remaining 70% retain either infectious materials (86) or both (37). The number of institutions actively working with polioviruses is probably <25. A literature search over the past 5 years identified no institutions to be added to the inventory.

Elements contributing to the high reporting rate in the survey were probably the stricter environment of the concurrent select agents survey, acceptance of the rationale for poliovirus containment, and the full support of the biosafety community.  

Workgroup comments, recommendations, and action points for the Final Report: 

1. Institutions/laboratories “least likely to possess wild poliovirus materials” 

Laboratories in this category were included in the Phase I Survey to determine their likelihood of risk. The Workgroup concluded that follow-up of the remaining 2,707 (10%) institutions in this category is unnecessary, but recommended that statistical methods be used to determine the probability of detecting one event of retaining WPV materials among the remaining institutions. Because non-responders are different from responders, in that the former may no longer exist, the probability of WPV materials among the non-responding laboratories is remote. The Survey was seen as a “snapshot in time”, with the list of candidate institutions/laboratories in this category changing constantly.  The likelihood of laboratories in this category possessing wild poliovirus materials becomes even more remote with time in the absence of polio and discontinuation of OPV in the United States.

Action point: 

a. Use statistical methods to justify discontinuation of follow-up of the 10% of laboratories that have not responded in the “least likely” category.

2. Literature Search 

The Workgroup valued the literature search as a second method to search for laboratories because it added strength to the final report. However, providing only numbers of relevant publications instead of the denominator of published reports analyzed during the extensive search could be misleading. 

Action points: 

a. Use pie chart to show analysis of literature search.

b. Give detailed explanation of how papers were selected. 

3. Transition from Phase I to Phase II 

The Workgroup stressed the need for institutional memory and a smooth transition during the next 3 to 4 years before Phase II begins. The Phase I database will be closed down when 100% of institutions in the most likely to possess and may possess categories have responded. The National Center for Infectious Diseases (NCID), CDC will be responsible for archiving the Phase I database. The Global Immunization Division, National Immunization Program (NIP), CDC will be responsible for maintaining the National Inventory. NIP and NCID will further develop transitional and Phase II activities and responsibilities. The NVAC Workgroup is expected to stay intact throughout all Pre-Phase II and Phase II activities. 

Action points: 

a. Give detailed explanation of all transition activities, including institutional responsibilities. 

b. Establish timetables for periodically contacting all institutions on the Inventory to inform them of Phase II plans and remind them to report any changes in status. 

c. Develop communications/education plan for the general laboratory community.
4. Section on Recommendations for Phase II 

A second database of institutions that are most likely or may possess wild poliovirus materials will be generated from the Phase I database and laboratories identified in the interim, and guided by lessons learned from the Phase I exercise. Specific recommendations for developing the database should be included in the final report. 

Action Points:

a. Recommend expanding database to include:

· Community colleges with biology, chemistry and environmental health departments. 

· Pharmaceutical and biotechnology companies newly formed since the initial survey.

· New private laboratories CLIA certified for complex testing. 

· Any trade laboratories that may be identified through indexing services.
Note: The guiding principle in identifying institutions/laboratories that should be added to the database should be “type of specimen likely to be stored by the institution.  This principle is addressed by the ongoing literature search.
b. Describe in detail the reasons for excluding institutions in “least likely” category.
5. Other recommendations for the Report

Action points:

a. Add name of PLCP Director and staff.

b. Include statistics on numbers of virology and microbiology laboratories and types of laboratories retaining wild poliovirus materials
6. Timeline for submitting Phase I Report

Action points: 

a. PLCP to submit 2nd draft report to Workgroup by November 30, 2003

b. Workgroup to review 2nd draft report and provide comments by December 31, 2003

c. Final Report is submitted by Workgroup Chair to NVAC Chair by January 15, 2005 for circulation to NVAC members

d. At February NVAC meeting:

· Workgroup Chair recommends NVAC endorsement of Final Report

· NVAC formally endorses Report, assuming no substantial changes, for HHS submission to WHO/American Region.
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