Answers to OMB Questions – Pilot Survey of All Biomedical Laboratories that May Possess Infectious or Potentially Infectious Materials

1. According to the supporting statement, CDC will conduct a series of follow-up discussion groups with participants to get feedback and determine if the survey is the best method to achieve data accuracy with minimum respondent burden.  Will all 525 participants who completed the survey also be asked to participate in the discussion groups?  How will CDC collect and record feedback (i.e. will a questionnaire be developed to gather comments on the pilot)?  Is the discussion group activity included in this request?  If not, please explain why OMB approval is not required for this activity, or discuss plans to obtain OMB approval.

The focus group discussion carried out after the preliminary survey at CDC did not yield information beyond that reported voluntarily during the survey process.  Reference to focus group discussions should be deleted.  Monitoring and evaluation of the pilot survey will be done by: encouraging voluntary feedback on survey instruments and survey process (no questionnaires will be developed); reviewing returned survey forms for internal consistency and completeness; and following up by e-mail or telephone to determine reasons for non-participation.  
2. Please describe how CDC will choose the sample of 525 biomedical laboratories for the pilot.  Where does the list of 15,000 laboratories come from?  How current is it?  What criteria will CDC use to categorize facilities on that list as most likely, least likely or may have wild polioviruses?  How will CDC determine which 175 facilities in each category to invite to participate in the pilot? How will CDC deal with non-response?
The definition of a laboratory varies according to the institution; some will have single functions, others multiple functions The figure of 15,000 biomedical laboratories is a conservative estimate, derived from an initial database of:  10,859 hospital, state and local, and private laboratories currently registered under CLIA; 300 teaching and research universities compiled from a database of the US Department of Education of post-secondary colleges and universities and literature searches for laboratories publishing on polioviruses; and 1217 industry laboratories compiled from the databases of Pharmaceutical Research and Manufacturers of America and the Biotechnology Industry Organization.  An Executive Branch Interdepartmental Working Group will meet March 7, 2002 and determine the number of federal laboratories to be surveyed. 

Three types of biomedical laboratories within each of the six institutional categories will be targeted by the pilot survey: those most likely to possess wild poliovirus materials; those least likely to possess wild poliovirus materials; and those that may possess wild poliovirus materials:

Least likely to possess – The CLIA clinical microbiology laboratories with no virological services are assumed least likely to have poliovirus materials.  These laboratories will be filtered from the main database, of which 175 will be randomly selected for participation in the survey. 

Most likely to possess – Large academic research facilities and state public health laboratories are most likely to have poliovirus materials.  Large academic research facilities contain multiple laboratories, and one or 2 of these facilities will be selected for the pilot survey. The additional laboratories will be randomly chosen from state public health departments to make up a total of 175.

May possess– Laboratories that may possess poliovirus materials include CLIA clinical microbiology laboratories with virological services and laboratories at teaching institutions.  The 175 laboratories fitting these criteria will be filtered from the main database and randomly selected for participation in the survey. 

Laboratories will be contacted by e-mail or telephone to determine reasons why there has been no response.

3. Participation in the pilot is voluntary.  Will participation in the final survey also be voluntary?
There is currently no legal requirement for laboratories to comply.  However, the survey is an international effort requested by the World Health Organization.  The Secretary for Health and Human Services, Tommy Thompson, committed to this effort in a letter, dated June 13, 2001, to the Regional Director of the Pan American Health Organization (see page 2 of OMB package).  Laboratories have a responsibility to ensure that there is no inadvertent transmission of wild polioviruses from the laboratory to an increasingly non-immune community.  

4. When does CDC expect to conduct the final survey?
The national survey is scheduled for October 1, 2002.

5. How will the national inventory be used?  Will the final national inventory be published?

The inventory is a current list of laboratories in which wild poliovirus may be present. When polio is eradicated, laboratories on the national inventory will be notified to implement biosafety requirements appropriate for the risk of working with those materials.  The inventory will not be published.

Information used to compile the inventory will be gathered on a secure web page, and the inventory will be maintained by NCID. We will submit a summary of the inventory to the Secretary of the Department of Health and Human Services in September 2003 for submission to the Regional Director, Pan-American Health Organization.

6. A letter is sent to certain facilities inviting them to participate in this pilot.  The letter instructs facilities that would like to participate to contact Ms. Koporc.  What happens once an interested facility contacts Ms. Koporc? Do they receive a login ID and password?  Do they have to first complete an eligibility questionnaire?

Organizations volunteering to participate in the pilot survey will receive a package consisting of a compact disk with information on how to conduct the survey and complete the form, informational brochures with answers to frequently asked questions, and information on how to access the help line and the web page.  

All organizations will receive an ID and password to enter their survey information on a secure interactive web page.  Security policies with firewalls are established to protect the privacy of the agencies submitting information.  

No eligibility questionnaire is planned.

7. Is the Laboratory Inventory Form also part of the pilot (along with the Institutional Survey Form)?
For institutions with multiple laboratories, only the institutional survey form is required.  The laboratory survey form is provided as an aid for facility use.

Freestanding laboratories may wish to submit only the completed laboratory survey form, excluding location of stored materials.
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