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Environmental Health Specialists Network (EHS-Net) Program

A. Justification 

A.1. Circumstances Making the Collection of Information Necessary 

The Environmental Health Specialists Network (EHS-Net) program, developed by the Centers for Disease Control and Prevention (CDC), conducts research designed to 1) identify and understand environmental factors associated with food- and water-borne illness and outbreaks, and 2) identify and understand the strengths and weaknesses of environmental public health regulatory programs responsible for food and water safety. EHS-Net data collections are typically conducted in response to food- and water-borne illness outbreaks, and provide timely data on the causes of outbreaks, including environmental factors associated with outbreaks. These data are essential to environmental public health regulators’ efforts to respond more effectively to outbreaks and prevent future, similar outbreaks. 

Given the need to conduct its data collections rapidly, EHS-Net requested a generic OMB clearance for all EHS-Net data collections conducted through 2011. On October 21, 2008, OMBgave generic clearance (no. 0920-0792) to CDC for the Environmental Health Specialists Network (EHS-Net) Program.  CDC is now requesting OMB approval of a new retail food service worker food handling practices study under this program. Under the EHS-Net Program generic clearance, OMB has agreed to expedite review of EHS-Net Program data collections. Thus, no additional Federal Register notices are necessary, and the expected turn-around time for requested packages submitted under this clearance is six weeks or less. The data collection proposed in this package is the first to be submitted since its approval. 

To identify and understand the environmental factors associated with foodborne illness, we need to collect data on food handling practices, policies, and environments from those responsible for preparing and cooking food. Recent studies have indicated that retail food service establishments are an important source of food-borne illnesses (Friedman et al., 2004; Kassenborg et al., 2004; Jones et al., 2004; Olsen et al., 2000). Thus, some of our data collection efforts will focus on retail food service establishments. These data collections will involve interviewing and/or observing food service establishment managers and workers to learn about their food preparation practices and policies and environmental factors related to those practices and policies. The data collection for which we are seeking approval is one of these efforts. Specifically, this data collection focuses on food cooling practices in food service establishments. Improper cooling of food contributed to 44% of 1,918 foodborne illness outbreaks occurring in the U.S. over a 20-year period (Bryan, 1988). From 2001 to 2005, improper cooling was identified as a contributing factor in over 500 confirmed foodborne outbreaks (internal CDC data).  Indeed, improper cooling is considered to be the most frequent contributing factor to foodborne illness outbreaks. These data clearly indicate that improper cooling is a significant source of foodborne illness and needs to be the focus of prevention and intervention efforts. However, little data exists on current food service establishment cooling practices, policies and environments. As this information is essential to the development of effective prevention and intervention efforts, this study will focus on collecting these data (See Attachments 1 and 2 for the data collection instrument and recruiting screener).
This data collection supports CDC’s research agenda goal of “Decreasing health risks from environmental exposures,” as food- and water-borne illness are environmental exposure health risks. Data collection authority is found in Section 301 of the Public Health Service Act (42 USC 241). 

A.2. Purpose and Use of the Information Collection
The information collected through the EHS-Net research program will be used to: 1) identify and understand environmental factors associated with food- and water-borne illness. CDC can then use this information to develop food safety recommendations for the food service industry and environmental public health regulators responsible for assisting the food service industry in improving its cooling practices. Additionally, CDC will disseminate the information learned from the data collections through scientific publications frequently subscribed to by environmental public health regulators and food and water industry representatives, such as the Journal of Food Protection, Food Protection Trends, and Journal of Environmental Health.  Additionally, the information will be disseminated through presentations at conferences attended by environmental public health regulators and food and water industry representatives, such as the National Environmental Health Association, the International Association of Food Protection, and the Conference for Food Protection. Finally, findings from EHS-Net research projects will be posted on the CDC EHS-Net website.

These disseminations will allow environmental public health regulatory programs and food industries to access and use the information gained from the EHS-Net research program to improve their food safety programs. For example, the proposed data collection will identify food service establishments’ most frequent improper food cooling practices; environmental public health regulatory programs can develop and disseminate interventions designed to reduce or eliminate these practices in food service establishments. The food industry can do likewise. Ultimately, these actions will lead to increased food safety regulatory program effectiveness, increased industry effectiveness, increased food safety, and decreased food-borne illness.

This research program is funded by the Centers for Disease Control and Prevention’s (CDC) National Center for Environmental Health, Environmental Health Services Branch, the U.S. Food and Drug Administration, and the U.S. Environmental Protection Agency.
A.3. Use of Improved Information Technology and Burden Reduction 

This data collection will involve face-to-face semi-structured interviews with respondents (retail food service managers). Thus, respondents will provide their responses verbally to interviewers. Compared to typed or hand-written responses, verbal responses are easier for the majority of respondents to provide. 

Participation in all EHS-Net data collections is voluntary, and every effort will be made to keep the data collections as short as possible and still meet the needs of the data collections. 

A.4. Efforts to Identify Duplication and Use of Similar Information 

Through searches of relevant databases (e.g., PubMed, Ovid, Agricola), attendance at national meetings (e.g., National Environmental Health Association, International Association of Food Protection), and consultations with other organizations (e.g., FDA, USDA) we have determined that there are little data available on food service establishment food cooling practices. Thus, this EHS-Net data collection will not be a duplication of effort. 
A.5. Impact on Small Businesses or Other Small Entities 

Some proportion (an estimated 30%) of the food service establishments contacted for participation in this study will be small businesses. Given that small businesses are likely to have different experiences, practices, and barriers than larger businesses, it is important that small businesses be included in this data collection. This will help ensure that their concerns and needs can be adequately understood and addressed. 

Short forms for small businesses will not be developed. We will, however, strive to hold the number of questions to the minimum needed for the intended use of the data.
A.6. Consequences of Collecting the Information Less Frequently or Not at All 

Respondents will be asked to respond to this data collection only one time. If this data collection is not conducted, it will be difficult for CDC, state and local environmental public health regulators, and the food service industry to develop programs that will effectively improve food cooling practices in food service establishments. Additionally, it will be difficult for environmental public health regulators to respond effectively to foodborne illness outbreaks related to cooling. Thus, it would also be difficult for CDC to fully address CDC’s research agenda goal of decreasing health risks from environmental exposures. There are no legal obstacles to reduce the burden.
A.7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5 

There are no special circumstances for EHS-Net data collections. EHS-Net data collections will fully comply with 5 CFR 1320.5.

A.8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency 

A. The 60-Day Federal Register notice was published July 25, 2007 in Volume 72, Pages 40884-40885.  The 30 day Federal Register notice was published March 17, 2008 in Volume 73, Pages 14256-14257.  The original EHS-Net package contains all relevant information on the comments received on this notice and our responses to those comments. 
B. Federal and state consultants are listed in Table A.8.1.
Table A.8.1
	Federal Consultants

	Jack Guzewich, RS, MPH

Director-Emergency Coordination & Response

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition

MS HFS-600 Bld. CPK1

College Park, MD 20740

301-436-1608

john.guzewich@cfsan.fda.gov
	Morris Potter, DVM

U.S. Food and Drug Administration

60 Eighth Street, NE

Atlanta, GA 30309

404-253-1225

mpotter@cfsan.fda.gov
	Shirley Bohm

Consumer Safety Officer

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition

5100 Paint Branch Parkway, MS HFS-627

College Park, MD 20740

301-436-2096

shirley.bohm@cfsan.fda.gov

	Glenda Lewis
Team Leader, Retail Food Protection Team

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition

5100 Paint Branch Parkway, MS HFS-627

College Park, MD 20740

(301) 436-1608

glenda.lewis@fda.hhs.gov
	Moshe Dreyfuss
Branch Chief
U.S. Department of Agriculture

Food Safety and Inspection Service

Microbiology Issues Branch

1400 Independence Ave, SW Room 344 Aerospace Center

Washington, DC 20250

202-690-6379

moshe.dreyfuss@fsis.usda.gov
	Kristen Holt, DVM

Epidemiologist

U.S. Department of Agriculture

Food Safety and Inspection Service

Foodborne Disease Investigations Branch

1924 Building, Suite 3R90A

100 Alabama Street, SW

Atlanta, Georgia 30303

404-562-5936

kristen.holt@fsis.usda.gov

	State Consultants

	Susan Strong

Retail Food Program Specialist

California Department of Health Services,  Food and Drug Branch

Sacramento, CA 95899
(916) 650-6617

sstrong1@dhs.ca.gov

	Roberta Frick

Environmental Health Specialist

Department of Health Services 

Food and Drug Branch

850 Marina Bay Parkway, Building P, 1st Floor

Richmond, CA  94804

(510) 620-3482

rfrick@dhs.ca.gov
	Dawn Norton
Senior Epidemiologist, FoodNet

Connecticut FoodNet

1611 Telegraph Avenue, Suite 1200

Oakland, CA 94612

510) 625-7974

dnorton@ceip.us
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	Ruthanne Marcus, MPH 

Epidemiologist

CT FoodNet

1 Church Street 7th Floor

New Haven, CT 06510

203-764-4363

Ruthanne.marcus@yale.edu

	Lisa Bushnell

Environmental Sanitarian 2

Connecticut Department of Public Health

Food Protection Program 

Division of Environmental Health

410 Capital Avenue, MS # 11 

Hartford, CT 06134

(860) 509-7297

lisa.bushnell@po.state.ct.us
	Nelle Couret

Environmental Health Specialist 

GA Dept of Human Resources

Division of Public Health

Notifiable Disease Section

2 Peachtree St. NW

Suite 14.267

Atlanta, GA 30303
(404) 657-2588

necouret@dhr.state.ga.us

	Melissa Tobin-D’Angelo, MD

State Epidemiologist

GA Department of Human Resources

Division of Public Health

Notifiable Disease Section

2 Peachtree St. NW

Suite 14.267

Atlanta, GA 30303
404-657-1105

mtdangelo@dhr.state.ga.us
	Tim Wickam, MPH
EHS-Net Coordinator
Iowa Dept. of Public Health
Bureau of Environmental Health Services
Division of Environmental Health
321 E. 12th Street
Des Moines, IA  50319
515-281-7462
twickam@idph.state.ia.us
	Ken Sharp


Iowa Department of Public Health

Division of Environmental Health

Des Moines, IA 50319

(515) 281-7462

ksharp@idph.state.ia.us


	Dave Reimann, RS

Public Health Sanitarian III

MN Dept of Health

410 Jackson St. Suite 500

Mankato, MN 56001


507-389-2203

david.reimann@health.state.mn.us
	Kirk Smith, DVM

State Epidemiologist

Minnesota Department of Health

625 Robert St N

Minneapolis, MN 55164

612-676-5414

Kirk.smith@state.mn.us
	Karen Everstine
Epidemiologist

MN Dept of Health

625 Robert St N

Minneapolis, MN 55164

(651) 201-5746

karen.everstine@health.state.mn.us

	Steven Diaz

Environmental Health Specialist

Environmental Health Services

Snelling Office Park

1645 Energy Park Drie

St. Paul, MN 55108

651-643-2167

steven.diaz@state.mn.us
	Dave Nicholas

NY State Dept of Health

Bureau of Community Sanitation                                                                   and Food Protection

547 River St.

Troy, NY 12180

(518) 402-7600

dcn01@health.state.ny.us
	Dale Morse
Office of Science and Public Health NYS Department of Health ESP
625 Robert Street North 

St. Paul, MN 55155

(518) 472-4959

dlm04@health.state.ny.us
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	Paul Cieslak

Section Manager

Acute and Communicable Disease Program, Oregon Public Health Division, Department of Human Services

800 NE Oregon Street, Suite 772

Portland, OR 97232
(971) 673-1111
paul.r.cieslak@state.or.us
	Lore Lee, MPH

Epidemiologist

Acute and Communicable Disease Program

Oregon Health Services

800 NE Oregon Street

Portland, Oregon 97323

503-731-3122

Lore.e.lee@state.or.us
	Matt Jaqua

Environmental Health Specialist

Oregon Department of Human Services

Tower Building, Room 1482

Albany, NY 12237

971-673-0449

Matthew.J.Jaqua@state.or.us

	Ernest Julian

Director, Environmental Health Program

Rhode Island Department of Health

Office of Food Protection

3 Capitol Hill

Providence, RI  02908

(401) 222-2749

erniej@doh.state.ri.us
	Henry Blade

Rhode Island Department of Health

Office of Food Protection

3 Capitol Hill

Providence, RI  02908

(401) 222-7735

Henry.Blade@health.ri.gov
	Rand Carpenter

Epidemiologist

State of Tennessee

Department of Health

Cordell Hull Bldg. 6th Floor

425 5th Ave. North

Nashville, TN 37247

615-741-6075

L.Rand.Carpenter@state.tn.us 



	Danny Ripley, BS, RS, CFSP

Food Safety Investigator

Food Division

Metro Public Health Department

311 23rd Ave. North

Nashville, TN 37203

615-340-2701

danny.ripley@nashville.gov

	Ryan Mason, BS

Environmental Health Specialist 5

State of Tennessee

Department of Health

Cordell Hull Bldg. 6th Floor

425 5th Ave. North

Nashville, TN 37247

615-741-6075

Ryan.mason@state.tn.us
	


A.9. Explanation of Any Payment or Gift to Respondents 

There will be no payments or gifts to respondents. 
A.10. Assurance of Confidentiality Provided to Respondents 

The proposed project has been reviewed and it has been determined that the Privacy Act does not apply.  No assurances of confidentiality will be provided to respondents. While face to face interviews will be conducted, names will not be recorded.  This data collection has been determined to be exempt from CDC IRB oversight (45 CFR 46.101 (b)). However, EHS-Net sites may need to obtain approval from their IRBs. No identifying information on food service establishments or workers will be collected. Although specialists will keep a list of establishments in which they have collected data, no data will be stored with this list, and there will be no way to link establishment names with the data collected from those establishments. Additionally, a list of names will not be maintained, and any information used to schedule visits, such as call logs, will be destroyed once data collection is complete. 
Although this study is exempt from IRB review because CDC is not engaged in human subjects research (as determined by the Human Subjects Contact for NCEH/ATSDR), we will obtain verbal informed consent. The informed consent script can be found in Attachment 3.
A.11. Justification for Sensitive Questions 

There are no sensitive questions in this data collection.
A.12. Estimates of Annualized Burden hours and costs 

All 9 EHS-Net states will collect data for this study; each state will collect data in 50 food service establishments. Thus there will be approximately 450 retail food service manager respondents (see attachment 1 for the data collection instrument). Each respondent will respond only once and the average burden per response will be approximately 90 minutes. Thus, the estimated burden for respondents to the data collection instrument is 675 hours. We expect a response rate of approximately 70 percent; thus, we will need to conduct the telephone recruiting screener with approximately 643 respondents in order to meet our goal of 450 respondents (see attachment 2 for this screener). Each respondent to the screener will respond only once and the average burden per response will be approximately 3 minutes. Thus the estimated burden for respondents to the recruiting screener is 32. 2 hours The total annualized response burden for is estimated at 707.2 hours (675+32.2). (See Table A.12-1)
A.12-1- Estimates of Annualized Burden Hours
	Respondents
	Form Name
	Number of Respondents
	Number of Responses per Respondent
	Average Burden per Response (in hours)
	Total Burden (in hours)

	Retail food service managers
	Recruiting screener
	643
	1
	.05
	32.2

	Retail food service managers 
	Data collection instrument
	450
	1
	1.5
	675.0

	Total
	
	
	
	
	707.2


A.12-2- Annualized Cost to Respondents

The maximum total annualized cost of this data collection to respondents is estimated to be $9,713 (See Table A.12-2). This figure is based on an estimated mean hourly wage of $14.39 for retail food service managers. These estimated hourly wages were obtained from the U.S. Department of Labor’s 2007 national occupational employment and wage estimates report (http://stats.bls.gov/oes/2007/may/oes351012.htm).

A.12.2- Annualized Cost to Respondents 

	Type of respondent
	Form Name
	No. of Respondents
	Response Burden per Respondent
	Hourly Wage Rate
	Respondent Cost

	Retail food service managers
	Recruiting screener
	643
	3/60
	$14.39
	$463

	Retail food service managers
	Data collection instrument
	450
	90/60
	$14.39
	$9,713

	Total
	
	
	
	
	$10,176


A13. Estimates of Other Total Annual Cost Burden to Respondents and Record Keepers 

There are no other costs to respondents or record keepers. 

A.14. Annualized Cost to the Federal Government 

Costs to the government include a portion of the annual grant to the states that will collect the data and the costs of CDC personnel and CDC contractors working on the data collection (A.14.1).
Table A.14.1 
	Expenditure
	Cost

	Grants to States
	$95,000

	Salaries 
	$23,750

	Contract Costs
	$14,000

	Total
	$132,750


A.15. Explanation for Program Changes or Adjustments 

This is new data collection associated with an existing generic clearance. 

A.16. Plans for Tabulation and Publication and Project Time Schedule 

Table A-16.1 provides the data collection activity schedule.

A.16.1 – Data Collection Schedule 
	Activity
	Time Frame

	Data collection
	1 month after obtaining OMB clearance

	Data analysis
	 6 months after obtaining OMB clearance

	Manuscript development
	12  months after obtaining OMB clearance


A.17. Reason(s) Display of OMB Expiration Date is Inappropriate 

We are not requesting an exemption to the display of the expiration date.
A.18. Exceptions to Certification for Paperwork Reduction Act Submissions 

There will be no exceptions to certification for Paperwork Reduction Act.
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