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A.
Justification

1.
Circumstances Making the Collection of Information Necessary 
Classification and Authorization

This Information Collection Request (ICR) is classified as: New.   This data collection is authorized by the Comprehensive Environmental Response, Compensation, and Liability Act of 1980 (CERCLA), Chapter 103, Subchapter I (Hazardous Substance Releases, Liability, Compensation, Section 9617, Public Participation.
Background

The Agency for Toxic Substances and Disease Registry (ATSDR) requests approval for a term of three years for a new project that collects data from community members and stakeholders who may be impacted by exposures to toxic substances.  The data will enable ATSDR to determine the perceived needs, concerns, values, and priorities of communities we serve, determine their willingness, interest and ability to participate in community engagement activities, develop health promotion and community involvement activities during ATSDR’s public health assessment work that will help communities to address concerns related to potential toxic exposures, and evaluate effectiveness of those activities. 
It is very important that ATSDR be able to collect this information. As recently as 2009, ATSDR has been criticized for not being responsive to community concerns related to potential environmental exposures.  A Congressional Report entitled The Agency for Toxic Substances and Disease Registry (ATSDR): Problems in the Past, Potential for the Future asserts that “if the agency continues to be unresponsive to community concerns, the more people will suffer” (United States Congress, 2009).   During a 2002 special hearing before the United States Senate on PCB Contamination in Anniston, Alabama, Senator Barbara Mikulski said that “the taxpayer deserves getting value out of the EPA and ATSDR to be responsive, to be able to protect the community” (United States Congress, 2002). Such criticism of ATSDR is not limited to Congress.   Members of communities impacted by potential exposures have also leveled criticism at the agency.   For example, one resident living near a superfund site in Colorado expressed a sentiment that parallels those raised in the Congressional Report:  “If they [ATSDR and EPA] discover a problem, they don't know what to do with it so they just turn their back on it” (Gross, 1999). Such comments could suggest, at least in terms of how the agencies are perceived by some community members, a lack of responsiveness on the part of ATSDR and EPA. 

Of course it is not the agency’s policy to be inattentive to the needs of community members but ATSDR’s ability to address those needs is indeed hampered by its lack of a mechanism to systematically collect and analyze community concerns.  Lacking such a mechanism has led to considerable gaps in understanding specific community concerns, the knowledge of which could have enhanced the ability of the agency to effectively address such concerns in the past.  

That such complaints have been directed at ATSDR makes a strong case for the importance of instituting such a mechanism which would enable the agency to interview community members and stakeholders as a part of community assessment activities and use their input to inform public health assessment activities that address those concerns. In short, ATSDR needs the ability to gather community concerns in order to be responsive to those concerns.  
It should be noted that the literature demonstrates the importance of collecting concerns from community members in addressing public health problems. For example, evidence of negative health effects can be supported by individual testimony and personal experience (Rainham, 2002).  Such evidence can be gathered ideally through the use of in-depth interviews (IDIs). Additionally,   case studies in environmental health illustrate the importance of setting aside time to meet and talk with community members to identify their worries and concerns (Wireman & Long, 2001; Santos et al, 1998).  Furthermore, community-based or participatory action research has been advocated as a means of involving residents in assessing community health needs (Clark, et. al, 2003).  

This ICR directly supports the mission of ATSDR’s Division of Health Assessment and Consultation (DHAC).  In fact, without this mechanism in place, DHAC would be unable to fulfill its congressionally mandated mission which is to conduct public health assessments of all sites proposed for or listed on the National Priorities List (NPL) and in response to petitions (requests) for public health assessments received from the public. 
A public health assessment is an integrated evaluation of environmental contamination data, community health concerns, and health outcome data. The purposes of the public health assessment are to identify hazards posed by hazardous waste sites and affected communities (persons living and working near the sites) for which public health actions are necessary.  ATSDR typically conducts public health assessment activities in over 200 communities annually.  

In conclusion, community health concerns are an integral part of the mandated public health assessment process.  ATSDR already has a mechanism for evaluating environmental contamination data and health outcome data, but not for community health concerns.  As such, DHAC cannot fulfill its public health assessment mandate and people in these communities will continue to suffer because of it.   This dire situation clearly illustrates the importance of having a systematic mechanism for collecting community health concerns.  
Privacy Impact Assessment
Below we give (i) an overview of the data collection system, (ii) a listing of items of information to be collected and (iii) a statement on web utilization. 
(i) Overview of Data Collection System: 
The site community assessment team will collect data using two methods: 1) In-depth interviews (IDIs) and 2) telephone interviews.  The interview data will be entered either as paper notes or using computers.  After the interviews and any follow up activities are completed, ATSDR/DHAC will secure the data in a locked file cabinet (accessible only to select project staff) throughout the duration of the site team work.  Once the site team activities end in the community (i.e. release of the public health assessment, consult, health study, exposure investigation), these forms will be transferred into a locked ATSDR/DHAC storage facility and after three years will be destroyed.  
Interviews will be conducted with the following five audience segments at ATSDR sites.  The number of interviewees (n) is an annualized estimate.  

1. General residential population—individuals age 18 and over currently residing within or near the affected community (n = 600). 

2. Public/Private health care providers—individuals who provide health-related services to residents within or near the affected community (n = 200).
3. Community leaders—individuals with actual and attributed leadership status or position within the targeted community. This includes leaders of non-profit organizations, local religious leaders, local leaders of population-specific political, social, or educational institutions, and community activists who have been leading site-specific investigations, etc. (n = 200)
4. Elected officials/Policy Makers—individuals elected by the general public, or appointed into office serving the residents of the targeted community. This includes such individuals as federal or state congressional representatives, governor, mayor, public school board representatives, city council members, etc.  (n = 100)
5. Industry leaders—individuals who own or have an official relation with or knowledge about the operations of a facility currently named in the site investigation.  (n = 100)
Data collection forms were developed within HPCIB and in consultation with Eastern Research Group (ERG).  The forms were based upon a similar data collection system used previously by the National Center for HIV/AIDS, Viral Hepatitis, STD, and Tuberculosis. 
Internal ATSDR staff will recruit interview participants using key stakeholders (e.g. state and local health departments, elected officials, industry, and community and faith-based organizations) to obtain contact information of their members, clients, or individuals in the community of interest for interviews. ATSDR may also ask individuals that are interviewed for contact information of other individuals that might be interested in speaking with ATSDR as a part of this information collection request.  Finally, we may also use notices in newspapers and flyers to recruit participants. 
(ii) Items of Information to be collected: 
The following IIF (Information in Identifiable Form) items will be collected: Name, mailing address, email address, phone number, age, race, ethnicity, gender, educational status, and household income.  This information will be collected for the purpose of recruiting participants, audience segmentation, and future follow up during community engagement or health promotion activities, and sending them reminder calls, letters or emails.  Their name or any other IIF will not appear on the actual interview guide, data collection form, or report.  Personal information will only be available to the site team and will not be made available publicly unless compelled by law. 
Other information collected will be opinions, knowledge, attitudes, perceptions, and behavioral intent (KABP) on non-controversial issues (such as their thoughts about health and other social determinants of community well-being that could impact public participation in environmental health activities undertaken by ATSDR within the community).  All non-IIF items will be aggregated into a report with no personally-identifiable markers to allude to the source of the opinion.  The information collected as a part of this project is not intended to be generalizable to the public. 
(iii) Identification of Website(s) and Website Content Directed at Children Under 13 Years of Age: 
No websites are being developed as part of this project. 
2.
Purpose and Use of the Information Collection 

The purpose of this information collection activity is to conduct assessments of communities impacted by exposures to hazardous substances and evaluate the effectiveness of the activities designed to address them.  We estimate that HPCIB staff members will be conducting interviews with community members and stakeholders at approximately 15 sites each year for a period of three years.    The information gained through each interaction will help ATSDR develop an understanding of the perceptions, experiences, resources, competencies, capacity, cultural uniqueness, readiness, and interest of the community to be involved in the public health assessment process and to develop effective health promotion, health communication, and community engagement strategies to address issues related to possible contaminants in the area. Ultimately, the information we collect will be used assess what ATSDR services and products can be of best assistance to the community during ATSDR’s investigation process. This information will be used to determine the best next steps for ATSDR’s public health assessments, exposure investigations, studies, consults, community engagement, health promotion/education, and risk communication activities. The findings will also identify the most effective dissemination channels for distributing ATSDR products.
If we do not conduct these community assessments, we will not know what actions will be most appropriate to address environmental concerns in the community and as a result the agency may waste valuable time and resources implementing inappropriate and ineffective strategies.  Such a result would adversely impact community members’ lives; therefore it is important for the agency to understand the needs of the community and tailor health promotion and education, health communication, and behavioral interventions that meet the needs of the community.    It must also be said that a lack of this information can significantly impact the willingness of individuals to participate with public health officials as they conduct the assessments, consults, studies, and investigations which in turn could significantly delay the public health assessment.   
Privacy Impact Assessment Information

(i) The information in this project is being collected to assess community needs and concerns, willingness and interest in community engagement activities, and the types of communication outreach that meets community needs.  The information will not yield information that can be generalized to broader populations.  
(ii) Only health communication interventions that are based on a true understanding of the audiences have any chance of succeeding (Schiavo, 2007). The intended use of this information collection request therefore is to gain an understanding of the concerns and perceptions of community members and stakeholders in communities in which ATSDR is conducting investigations.  Specifically, community members and stakeholders likely possess insights into concerns related to potential site exposures that would be undiscoverable in the absence of an organized information collection activity such that this.  This information is a valuable part of the health assessment process because the agency will use this information to understand what concerns community members have about potential exposures, how we can best contact them and communicate with them about the risks that may be present, what role community members can play in the mitigation of potential exposures, and what types of behavioral interventions will be feasible.  Additionally, we will be collecting information about prior experiences with ATSDR as a means to gauging community member satisfaction with ATSDR interactions.  It is important to collect this information because it will enable us to improve how we provide services to communities. 

As a part of this process it will be necessary to collect some information in identifiable form (IIF). It should be noted however, that IIF data is being collected for the purpose of recruiting community members and stakeholders to participate in the interview process, making calls to remind interview participants of scheduled interviews, to conduct follow up actions while working in the community, and to ensure we have a representative sample of participants from the communities.  For example, an address is necessary to give directions to the project team to the participant’s home (if it is an in-home interview), and reminding participants of the appointment.  This information will also be used to follow up with individuals during ATSDR’s community engagement work and evaluation of services provided.  Age will be collected to help describe the sample population (e.g. to state the average age of respondents). We will also be collecting demographic information including race/ethnicity, language, gender, educational status, and household income. This will assist in developing culturally appropriate information and activities tailored to the needs of the community. The IIF will not be part of a report however it will be used by the site team for follow up community outreach activities.    
(iii) This information collected as part of the activity is not sensitive, nor is the topic of discussion sensitive or controversial.  Even in the event of a breach of confidentiality, the proposed data collection will have little or no effect on the respondents’ privacy.  

3.
Use of Improved Information Technology and Burden Reduction 

As the purpose of this activity  is to understand the perceived needs, concerns, values and priorities of communities, their willingness to participate in community engagement activities, and the types of communication and outreach that will best meet the needs of the community,  the use of face-to-face interactions are ideal. The personal interaction is necessary to build trust and presence within the affected communities and is an integral part of ATSDR’s mandated activities. As such, the use of Internet-based information technology is limited for this approach. When necessary, the use of telephone interviews will be used for those individuals willing to participate in the data gathering process, but unable to schedule a face-to-face interview. None (0%) of the information collected as a part of this activity will be collected electronically. 
4.
Efforts to Identify Duplication and Use of Similar Information 

Because of the community specific nature of the audiences with which we will be interacting, it is highly unlikely that this activity will be duplicative of any other information collection activity.  The Environmental Protection Agency (EPA) occasionally collects similar information as a part of some of its community involvement activities but in general, there is no information collection that addresses the cognitive, social, behavioral, and perception questions that we propose to ask.  Further, there is no known data source from which this information can be readily obtained.   When possible, ATSDR/DHAC will participate with EPA to minimize the duplication of efforts and reduce burden on community respondents.  
5.
Impact on Small Businesses or Other Small Entities 

This data collection activity will not impact small businesses or other small entities. 
6.
Consequences of Collecting the Information Less Frequently 

If information were collected less frequently it would negatively impact the usefulness of the data to the project team.  ATSDR has a Congressional one-year time mandate for completion of its initial assessment of a potential public health hazard at a site.  As a consequence, key engagement strategies or activities could be overlooked without the information,  important health risk communication messages may not reach affected individuals in the most timely manner or through the most efficient community channels, lack of community willingness to participate could jeopardize ongoing environmental publc health activities (e.g., exposure investigations, health studies, etc.) and prevent an accurate assessment, prevention, or reduction of exposure to hazardous substances from waste sites, unplanned releases, and other sources of pollution present in the environment.  There are no legal obstacles to reduce this burden. 
7.
Special Circumstances Relating to the Guidelines of 5 CFR 1320.5 

There are no other special circumstances that require the data collection to be conducted in a manner inconsistent with 5 CFR 1320.5. This data collection request fully complies with the regulation.

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

A.   A 60-day Federal Register Notice was published in the Federal Register on September 27, 2010, in Volume 75, Number 186, pp. 59265-59266. A copy of the notice is provided in Attachment 2.  One public comment was received in response to that notice.  The comment was a general dissatisfaction with ATSDR.  It was not specific to the elements of this information collection request.  Therefore, no change occurred in response to that comment.

B.   In developing this project, consultations outside the agency s occurred with the following individual in 2010: 
Jennifer Helmick, Vice President

Eastern Research Group (ERG), Inc.

110 Hartwell Avenue
Lexington, MA 02421
Phone 781-674-7342
Fax 781-674-2851
9.
Explanation of Any Payment or Gift to Respondents 
Participants in this information collection activity will not receive any payment or gift for their participation. 
10.
Assurance of Confidentiality Provided to Respondents 

Personal information concerning the participants and organizations will only be collected as part of the screening process, reminder calls, and conducting follow up activities. 
Privacy Impact Assessment Information

Below we discuss information related to PIA. 

A. Privacy Impact Assessment Information (Part A: Applicability of Privacy Act):  The NCEH/ATSDR Privacy Act Officer has reviewed this project and determined the Privacy Act does not apply.  While names and address information will be collected, individuals who will be queried for the project, including community members, will be speaking in their roles as community members, health care providers, community leaders, etc. and will not be providing personal health status information.  Even when personal attitudes are discussed, opinions and perceptions are on fairly non-controversial issues such as whether agencies are addressing community concerns –  non controversial because ATSDR is asking for this information so that they can work with the community to address issues within ATSDR’s ability to handle or can refer residents to agencies who can handle these matters
B. Privacy Impact Assessment Information (Part B: Information Safeguards)

ATSDR/DHAC will not link personal information collected during screening with responses from the interviews. For reporting purposes ATSDR/DHAC may create a list of participants but will not identify them by name.  Rather, they will be identified only by the type of audience in which they are screened (e.g. “community member A” or “health care provider B”).  
Personal information from the potential participants will be maintained and secured to the extent allowed by law. The screeners used to recruit the participants will be kept in locked filing cabinets. All identifying information (name, address, telephone number) will be recorded on the last page of the screener, which will enable ATSDR/DHAC to contact participants to remind them about scheduled interviews and schedule follow up activities if necessary. Once all interviews and follow up have been completed the last page of the screener will be torn off and destroyed. 

After the interviews and any follow up activities are completed, ATSDR/DHAC will secure the de-identified screeners in a locked file cabinet (accessible only to select project staff) throughout the duration of the site team work. Once the site team activities end in the community (i.e. release of public health assessment, consult, health study, exposure investigation), these forms will be transferred into a locked ATSDR/DHAC/HPCIB storage facility and, after 3 years, will be destroyed.

C. Privacy Impact Assessment Information (Part C: Respondent Consent)

Before a potential respondent is screened, they will be asked for their consent to be screened.  This consent will be oral as the screening will mostly likely take place over the phone.  If respondents should provide us with names and or contact information of other potential respondents during the screening or interview process, they will be screened in the same manner.  Included in a screener is a statement for obtaining respondent consent.  The screener scripts / consent statement are included as attachments (attachments 4, 5, and 6).  The screeners contain language that conveys how the information we will be collecting in the course of conducting the interviews will be utilized by the agency. 
D. Privacy Impact Assessment Information (Part D: Respondents’ enrollment by their own volition):
All respondents that are screened will be notified that their participation in the interview process is purely voluntary and that they may choose to end their participation at any time.  A statement to that effect will be included on the interview script.  A copy of each interview script is included in the attachments (Attachments 7-11).  
11.
Justification for Sensitive Questions 

Sensitive information will not be collected as part of this information collection. We will however collect names, phone numbers and mailing addresses of interview participants for the purpose of scheduling interviews. We will also collect age, ethnicity, household income, and educational status for the purposes of audience segmentation.  
12.
Estimates of Annualized Burden Hours and Costs 

The total annualized response burden is estimated at 1600 hours which includes a total of 1200 total interviews and 2000 screening interviews. Tables 12.1 and 12.2 provide details about how this estimate was calculated. Participation in screening of community members, health care providers, and community leaders is estimated to take 6 minutes per individual screened.  Elected officials and industry leaders will not be screened since in most cases their identity and eligibility will be readily evident. Participation in an interview is estimated to take 90 minutes for community members and community leaders and 30 minutes for health care providers, elected officials, and industry leaders. . There are no costs to the respondents other than their time.
Table 12.1.
Estimated Annualized Burden Hours
	Type of Respondent
	Form Name
	No. of Respondents
	Responses per Respondent
	Average Burden per Response (in hours)
	Total Burden Hours

	Community Member
	In-depth Interview/phone
	600
	1
	1.5
	900

	
	Screener
	1200
	1
	6/60
	120

	Health care provider
	In-depth Interview/phone
	200
	1
	30/60
	100

	
	 Screener
	400
	1
	6/60
	40

	Community Leader
	In-depth Interview/phone
	200
	1
	1.5
	300

	
	Screener
	400
	1
	6/60
	40

	Elected Official
	In-depth Interview/phone
	100
	1
	30/60
	50

	Industry Officials
	In-depth Interview/phone
	100
	1
	30/60
	50

	Total
	1600


In calculating the burden, we used the May 2008 average US mean hourly wage for each occupation category. For general residential we used the US average hourly wage. We used the mean hourly wage for all occupations in the United States Department of Labor, Bureau of Labor Statistics. Available online at: http://www.bls.gov/oes/2008/may/oes_nat.htm#b29-0000
. 
Actual hourly wage rates will vary by education, work experience and other factors. The estimated annual cost to participants for the time burden for collections of information is $43,598.70
Table 12.2
Estimated Annualized Burden Costs
	Type of Respondent
	Form Name
	No. of Respondents
	Responses per Respondent
	Average Burden per Response (in hours)
	Total Burden Hours
	Average hourly wage rate
	Total Annual Respondent Cost

	General Resident
	In-depth Interview/phone
	600
	1
	1.5
	900
	$20.90
	$18,810

	
	Screener
	1200
	1
	6/60
	120
	$20.90
	$2508

	Health Care Provider 
	In-depth Interview/phone
	200
	1
	30/60
	100
	$77.18
	7718

	
	 Screener
	400
	1
	6/60
	40
	$77.18
	$3087.20

	Community Leader
	In-depth Interview/phone
	200
	1
	1.5
	300
	$20.55
	$6165

	
	Screener
	400
	1
	6/60
	40
	$20.55
	$822

	Elected Official
	In-depth Interview/phone
	100
	1
	30/60
	50
	$42.13
	$2106.50



	Industry Officials
	In-depth Interview/phone
	100
	1
	30/60
	50
	$47.64
	$2382

	Total
	1600
	
	$43598.7


13.
Estimates of Other Total Annual Cost Burden to Respondents and Record Keepers 

There are no start-up or maintenance costs. We do not require any additional record keeping.
14.
Annualized Cost to the Government 

Table 14.1.
Estimated Cost to the Government 

	Expense Type
	Expense Explanation 
	Annual Costs (dollars)

	Direct Cost to the Federal Government

	· CDC oversight of project
	CDC Project Officer  (GS-15, .25 FTE)
	$33,673.25

	
	CDC Co-Principal Investigator (GS-13, .25 FTE)
	$24,224.75

	
	CDC investigators (5 GS13, .10 FTE)
	$48,449.50

	Subtotal, Direct Costs to the Government
	$106,347.50


	Other Expenses

	· Travel
	Travel to and from sites 
	$45,000

	Total annual cost to the Federal Government
	$151,347.50


15.
Explanation for Program Changes or Adjustments 

There is no change in burden requested, as this is a new information collection.
16.
Plans for Tabulation and Publication and Project Time Schedule

Project schedule
Table 16.1.
Project Time Schedule 

	Activity
	Time Schedule*

	Conduct pre-site assessment
Determination of need for community assessment
Complete community assessment activities


	14 days after site acceptance

7 days after completion of pre-site assessment
 45 days after acceptance of site

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


*This process will be repeated for a maximum of 15 sites each year over a three year period.  The burden table (table 12.1) outlines the total annualized burden for screening and interviewing individuals at 15 sites for a given year.   In general, sites are accepted by ATSDR either via the petition process or via listing on the National Priorities List (NPL).  This is typically an ongoing process and thus it is not possible to predict when sites will be accepted by ATSDR. The above time schedule applies to activities that commence once ATSDR has accepted a site and does not necessarily coincide with OMB approval.  In other words, some time may pass between approval of the OMB package and initiation of information collection activities at a given site.  Initiation of site-related information collection activities will commence once sites have been accepted.  

Analysis plan

The information for this project will be analyzed on a site by site basis and is not intended to be generalized to a broader population.  
This information request is qualitative and will be based on the application of a grounded theory approach.  Grounded theory is used to identify categories and concepts (themes) that emerge from text (Glaser and Strauss, 1967; Strauss and Corbin, 1990).  In this case the “text” will be interview data collected from multiple audiences living near ATSDR sites of interest.    The qualitative information collected will be analyzed using meta matrices.  Following each set of interviews, the notes will be collected and reviewed for emergent themes utilizing an ordered meta-matrix.  Meta matrices are master charts assembling descriptive data from each of several cases—or in this case, in-depth interviews—in a standard format and provide an intuitive and systematic approach to the analysis of qualitative data by providing for the identification of first-order, emergent themes across responses and participants (Miles and Huberman, 1994).  
In this information collection activity, the meta-matrix will consist of rows containing each question that was asked in the interview and columns containing the de-identified references to each interviewee (i.e. “Community Member A” or “Health Care Provider B”).   Interviewee responses will be inserted into the cell corresponding to their designation.  Once all responses have been recorded in the meta matrix, HPCIB personnel will read the responses, identify potential analytic categories or themes that emerge from the data and develop from that a set of codes that can be applied to the dataset as a whole.  
From this analysis, HPCIB staff will produce a narrative report outlining community concerns, community willingness to engage ATSDR in the investigation process, preferred means for communicating environmental risks to the community, and potential barriers to the adoption of risk abatement behaviors.  This report will be included in the final public health assessment report. 
17.
Reason(s) Display of OMB Expiration Date is Inappropriate

We do not seek approval to eliminate the expiration date.

18.
Exceptions to Certification for Paperwork Reduction Act Submissions 

There are no exceptions to the certification statement.
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