Request for OMB Review and Approval for

National Inventory of 

The US Action Plan for Laboratory Containment of Wild Polioviruses

A. Justification

1. Circumstances Making Collection of Information Necessary
The Department of Health and Human Service’s (DHHS) National Vaccine Program Office (NVPO) is applying for OMB approval to conduct a national inventory, a component of the United States Action Plan for Laboratory Containment of Wild Polioviruses (Attachment A). NVPO is authorized to collect data for this inventory, scheduled to begin October 2002 and conclude February 2003, under Section 301 of the Public Health Service Act (42 U.S.C. 241) (Attachment B).

In 1988, there were 350,000 cases of polio in 125 countries. By 2001, efforts reduced the number of polio endemic countries to 10 and the number of new cases globally to less than 600*, a reduction of 99.8%. Once polio ceases to circulate in the wild, its only source will be biomedical laboratories. Finding and containing wild poliovirus in the laboratories is the next phase of polio eradication.

*Data as of 11 April, 2002. The World Health Organization estimates 600 cases globally once all data is compiled.

Prevention of inadvertent transmission of polioviruses from the laboratory to the community is crucial. In 1999, the World Health Assembly reaffirmed the World Health Organization’s (WHO) commitment to polio eradication and urged all member states to begin the process leading to poliovirus laboratory containment. 

To date, 122 countries are carrying out or have completed national inventories to identify laboratories possessing wild poliovirus materials. To accomplish polio eradication it is imperative that all relevant biomedical laboratories participate in a national inventory to identify laboratories containing wild poliovirus materials.

In support of poliovirus laboratory containment, Tommy Thompson, Secretary of Health and Human Services, stated in his letter of June 13, 2001 (Attachment C) to the Director of the Pan American Health Organization (PAHO) that:

The United States is fully committed to PAHO’s Executive Committee Resolution CE126.R4 (Attachment D) urging Member States “to initiate activities related to the containment of any laboratory material that may harbor specimens of wild poliovirus.”
2. Purpose and Use of the Information
The first step toward laboratory containment is a nationwide inventory of all biomedical laboratories that may possess wild poliovirus materials.  The purpose of the national inventory is to alert laboratories to the impending eradication of polio, encourage destruction of poliovirus materials, and compile and maintain a list of laboratories retaining such materials. Laboratories retaining materials will be informed of eradication progress and when to implement containment procedures. 

Relevant biomedical laboratories located in academic, federal government, hospital, industry, private, and state and local government facilities will be included in the inventory process. Each participant will be sent an inventory packet containing a cover letter (Attachment E), institutional inventory form (Attachment F), instructions for completing the Inventory form (Attachment G), and informational brochures (Attachment H).

A pilot survey of more than 500 biomedical laboratories is already underway and will conclude August 1, 2002. Lessons learned will be used to modify forms or refine inventory strategies and ultimately reduce the burden on participants. No additional information will be requested.

3. Use of Improved Information Technology and Burden Reduction

The respondent is encouraged to submit institutional inventory results using the Centers for Disease Control and Prevention’s (CDC), National Center for Infectious Diseases’ (NCID) secure website (Attachment I). Each institution will receive a user ID and password, which will be provided in the inventory packet cover letter. Laboratory worksheets (Attachment J) are provided on the PLCP website to assist institutions with multiple laboratories in the search for wild poliovirus materials.  

4. Efforts to Identify Duplication and Use of Similar Information
Laboratory containment of wild polioviruses is a new initiative.  No previous inventory has been conducted to identify United States biomedical laboratories possessing poliovirus materials.  Therefore, no similar data are available.

5. Impact on Small Businesses or Other Small Entities
The information requested has been kept to a minimum to reduce the burden on inventory participants. The inventory instruments will ask facilities to record the number of laboratories inventoried and to indicate whether they have laboratories possessing wild poliovirus materials. If such materials are present, respondents are asked to indicate the principal laboratory function, types of materials and estimated numbers retained. If no such materials are retained, which will be likely for small entities, the respondent will simply indicate that no such materials are present, indicate the number of laboratories inventoried, retain a signed copy of the form, and submit the results via the Internet. 
6. Consequences of Collection of Information Less Frequently
All biomedical laboratories participating in the inventory will submit the requested information only once. There are no legal obstacles to reduce the burden.  

7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
  Request for information fully complies with the regulation.

8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
A. The Federal Register Notice for this request was published   

on May 10, 2002 in Volume 67, Number 91, pages 31810-31811.     

a copy is attached (Attachment K).   No public comment was received.  

B. Consultations have been held with relevant Public Health Service agencies, government partners, and national and international partners outside the government to obtain their views on this important global health issue. (Attachment L).
In February 2001, the necessity for development of a national inventory for Laboratory Containment of Wild Polioviruses was introduced at a national meeting of the Clinical Laboratory Improvement Advisement Committee.  Also in February 2001, Dr. Maureen Best from Canada’s Poliovirus Laboratory Containment Office, met with NVPO and CDC to discuss Canada’s poliovirus laboratory containment activities and to review forms used during the Canadian inventory. 

Laboratory containment of polioviruses and the inventory forms have been discussed at national and international meetings, including: the CDC Biosafety Symposium, January 1999; the National Vaccine Advisory Committee Meeting, February 2000; the American Society of Microbiology Meeting, May 2000; the Association of Public Health Laboratories, June 2001; the Infectious Disease Society of America, September 2001; the American Biosafety Association, February 2002; the Emerging Infectious Diseases Society, March 2002; WHO Containment of Laboratory Stocks, March 2002; and the American Society of Microbiologists, June 2002.  In addition, inventory forms of other countries have been reviewed at WHO Regional meetings.

In July 2001, a statement of support was obtained from Secretary Thompson (Attachment N) to be used in inventory communication materials. In March 2002, an Inter-Departmental Work Group, which is chaired by the Assistant Secretary for Health, DHHS, was established to provide support for poliovirus laboratory containment in the US. The following Departments and Agencies participate in this work group: Agriculture, Commerce, Defense, Education, Energy, Justice, Labor, Veterans Affairs, the Environmental Protection Agency, and the National Science Foundation. Members of the work group are coordinating pilot inventories in laboratories under their jurisdiction and providing letters of support encouraging participation in the national inventory.

Pilot surveys were completed at the Centers for Disease Control and Prevention, National Institutes of Health, Emory University, Wyeth, and the Arizona State Health Laboratory, and are currently underway at more than 500 biomedical laboratories across the United States. 

9. Explanation of any Payment or Gift to Respondents
  No payments or gifts will be provided to participants.

10. Assurance of Confidentiality Provided to Respondents
The OMB application has been reviewed, and it has been determined that the Privacy Act is not applicable. While names of individuals and facilities are collected, individuals will be speaking from their own roles as responsible facility officials. They will be providing data regarding the existence of wild polioviruses at their facilities. Therefore, the project does not meet the definition of a Privacy Act system of records.

While no information of a sensitive nature will be collected, the data will be maintained in both hard copy files and a computer database. Access will be limited to personnel with a bona fide need to know in order to perform their official job duties.

11. Justification for Sensitive Questions
  The data requested does not involve sensitive information.

12. Estimates of Annualized Burden of Hours and Costs
A. It is estimated that there are more than 15,000 biomedical laboratories in the United States to be inventoried for possession of wild poliovirus materials. Institutions will be held accountable for submitting complete and accurate results of their laboratories. The inventory will include laboratories located in academic, federal government, hospital, industry, private, and state and local government. The time required for individuals and institutions to complete the inventory instrument is a function of records quality in each laboratory. Institutions complying with good laboratory practices will only need to review the current records to determine whether materials retained meet the criteria for wild poliovirus infectious or potential infectious materials. Freezer/refrigerator storage space with incomplete records will have to be searched and brought up to date. Laboratories participating in the pilot survey have found the inventory an opportunity to comply with good laboratory practices, retaining only those materials with complete information. 

  The time stated under “Average Burden/Response” is a best  

  estimate based on discussions with individuals performing 

  the pilot surveys.  

	Respondents

(Institutions)  
	Number of 

Respondents
	Number of 

Responses per Respondent
	Average Burden per Response 

(in hours)
	Total Burden

(in hours)

	 9,292
	 9,292
	1
	  45/60
	6,969


B. Estimates of Annualized Cost to Respondents 
An hourly wage of $22.78/hour for the facility director who will most likely be responsible for compiling the inventory is used to compute the respondent cost. The source for the hourly wage is Abbott, Langer & Associates, Inc., Salary and Benefits Inventory Reports, http://www.abbott-langer.com/acilsumm.html. The title is “Compensation & Benefits in Independent Laboratory, Testing and Inspection Firms.” It was published in June 2001.

	Respondents


	Number of Respondents
	Frequency of Responses   
	Hourly Wage Rate
	Respondent Cost

	Institutions
	9,262
	1
	$22.78
	210,988.36


13. Estimates of Other Total Annual Cost Burden to Respondents or   

  Record Keepers
There are no capital or maintenance costs.

14. Estimates of Annualized Cost to the Government
This inventory will be funded for 2 years.  

	Item
	24 months

	1. Contract 200-2001-00106*
	440,970.55

	2. Printing
	15,649.56

	3. Help line
	5,000.00

	4. Electronic database development
	        25,304.00  

	6.Federal salary                                                           
	 105,000.00

	Total     
	591,924.11


*Item 1:  NVPO awarded Contract 200-2001-00106 to The Task Force for Child Survival and Development, which will be responsible for collaboration with NVPO in developing the US Action Plan and implementing the inventory for the Department.

15. Explanation for Program Changes or Adjustments
New data collection.

16. Plan for Tabulation and Publication and Project Time Schedule
This will be an ongoing data collection and two year’s clearance is requested. The national inventory will become the property of DHHS. There are no plans for publication of the national inventory.

	A.16 – 1 Project Time Schedule



	Activity
	Time Schedule

	Agency/Institution receive inventory packet
	October 2002

	Inventory results returned
	February 2003

	Follow-up with non responders and onsite visits conducted 
	March 2002 - June 2003

	National Inventory Developed
	July 2003

	Follow-up communication plan developed for those listed on National Inventory
	July-September 2003


17. Reason(s) Display of OMB Expiration Date is Inappropriate
The expiration date for OMB approval of the information collection will be displayed.

18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to Certification for Paperwork Reduction Act Submissions.

B. Collections of Information Employing Statistical Methods.

No statistical methods are used to select respondents. Data are collected from all biomedical laboratories in which poliovirus materials may be stored. Participation is required as part of the global polio eradication certification process, as described in the Who Global Action Plan for Laboratory Containment of Wild Polioviruses (Attachment M). The national inventory assumes all institutions endorse polio eradication and that institutional representatives take this responsibility seriously.

The six different types of institutions that might retain wild poliovirus materials in their laboratories will participate in the national inventory: academic, federal government, hospital, industry, private, and state and local government. It is estimated that over 15,000 laboratories are located in these facilities. Every effort will be made to ensure full participation and a response rate of 100% is expected.

NVPO’s Poliovirus Laboratory Containment Preparedness (PLCP) staff will implement and compile the inventory. PLCP staff will provide assistance to participating organizations. An informational website has been established and participants can communicate with PLCP staff via a toll-free help line and e-mail. PLCP staff will follow-up with those that do not respond in a reasonable amount of time.

With the support of PLCP, institutions will be responsible for implementing the inventory. Respondents will be required to indicate the total number of laboratories inventoried and whether their institution retains poliovirus materials. If poliovirus materials are present, the institution is requested to indicate principal function of the laboratory, and amount and type of materials retained. The institution will submit their completed institutional results via the Internet. If Internet access is not available, the completed form may be mailed to:


Poliovirus Laboratory Containment Preparedness


1600 Clifton Rd. MS C-12


Atlanta, Georgia 30333

Institutions with laboratories retaining wild poliovirus materials will be placed on the national inventory.

PLCP staff will develop a follow-up communication plan to keep these institutions informed of eradication progress, developments in biosafety, and notified one year after the last polio case to implement appropriate enhanced biosafety measures. 
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