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A. JUSTIFICATION

[bookmark: _Hlk116647484]This revision request explores testing messages, forms, applications and materials to assess their potential effectiveness in reaching and communicating with their intended audience while they are still in the developmental stage.  The formative research, pilot testing and pretesting process must ensure the relevance, utility, and appropriateness of the many mediums used for forms/applications, educational programs and products that the agency produces. Customer satisfaction studies help identify modifications necessary to meet the needs of various target audiences.  Approval is requested for the conduct of multiple studies annually using such methods as interviews, focus groups, and various types of surveys, forms or applications.  The content, timing, and respondents included in each sub-study will vary depending on the nature of the message/material/program being assessed, the methodology selected, and the target audiences.  

A.1.   Circumstances Making the Collection of Information Necessary
	
NIH is requesting this generic clearance to test new or proposed methodologies for surveys and other data collection activities. This clearance will be a helpful vehicle for assessing applications, forms, questionnaires and various other data collection procedures related to data collections. Section 413 (b) (3) of the Public Health Service Act, 42 U.S. Code § 285 gives NIH the authority to collect this information.  The research conducted at NIH helps ensure communication and education resources are appropriate, useful, and effective. Purpose, use, methodology, and design remain the same as the previously approved submission with the addition of pilot testing. The procedures utilized to this effect include, but are not limited to, tests of various types of survey and data collection operations through focus groups, cognitive laboratory activities, pilot testing, field testing, exploratory interviews, experiments with questionnaire design, and usability testing of electronic data collection instruments. Many of our Institutes and Centers conduct research on various health related diseases, prevention, detection, diagnosis, treatment, and rehabilitation, and dissemination of information that provides communications expertise within a variety of organizations and audiences, including Congress, other executive agencies, state and local governments, scientific and medical communities and institutions, voluntary groups, the press, the general public. 

	The clearance ensures NIH communication and education resources are appropriate, useful, and effective. Programs use scientific methods to identify the health-related needs of varied audiences; inform the design and development of NIH resources, monitor audience trends; and assess the impact of resources and activities. 
	Information programs and campaigns within NHI create and use a variety of media, including print (e.g., brochures, posters, fact sheets, information kits), broadcast (e.g., public service announcements, video news releases), and electronic formats (e.g., Internet, listservs), as well as a direct response to inform and educate the public and health professionals about diseases.  Production of these materials is the major way NIH relays messages to the audience it is mandated to reach.  

In the past, NIH has approached design and testing either through projects that obtained full OMB clearance for data collection or relied on convenience samples of nine or fewer persons to provide input and feedback on survey design and data collection methodologies. Neither of these approaches meets NIH’s needs to develop and implement more rigorous testing procedures. Seeking full OMB clearance prior to testing instruments causes delays to NIH achieving its timeliness objectives for collections. Reliance on nine or fewer persons does not provide a basis for conducting any type of test and the data from nine or fewer have no generalizability. 

The information collected via these mechanisms, while still helpful, was nonetheless somewhat limited in its ability to detect and diagnose problems with the instruments and the procedures being tested. The generic testing clearance will allow NIH to take advantage of a variety of methods that are useful for identifying questionnaire/assessment and procedural problems, suggesting solutions, and measuring the relative effectiveness of alternative solutions. Through the use of these techniques, when employed routinely in the testing phase of NIH data collections, questionnaires and assessments can be simplified for respondents, respondent burden can be reduced, procedures for the collection of administrative data can be streamlined, and the quality of the questionnaires and assessments used in continuing and one-time surveys and assessments can be improved. Thus, an increase in the quality of the data collected can be achieved as well.

In contrast, the customer satisfaction research helps NIH ensure the relevance, utility, and appropriateness of the many educational programs and products that the agency produces. The types of research that are typically employed under this clearance include:
Formative Research and Pre-testing
To ensure that health messages have the potential to be received, understood, and accepted by those for whom they are intended. Specifically, these types of research involve: 1) assessing audience knowledge, attitudes, behaviors, and other characteristics for the planning/development of health messages, education products, communication strategies, and public information programs; and 2) pretesting these health messages, products, strategies, and program components while they are in developmental form to assess audience comprehension, reactions, and perceptions.  The information obtained from audience research and pretesting can lead to improvements in materials and strategies while revisions are still affordable and possible.  By maximizing the effectiveness of these messages and strategies for reaching targeted audiences, the frequency with which publications, products, and programs need to be modified is reduced.
 
Customer Satisfaction
	NIH is also responsible for ensuring the relevance, utility, and appropriateness of the many educational programs and products that the agency produces through the implementation of customer satisfaction research.  By obtaining information from intended audiences on the extent to which materials satisfy their needs, NIH can systematically establish and follow a feedback loop that immediately provides helpful information to revise and enhance educational programs and products to attain maximum relevance, utility, appropriateness, and impact.  

A.2.   Purpose and Use of the Information
	
Formative research, pretesting, and the assessment of customer satisfaction are integral parts of NIH’s communications strategies.  Pretesting print, broadcast, and web products and information services assess the potential effectiveness of these products while they are still in the developmental stage.  Given the large number and broad spectrum of education programs and products at one of our Institutes where they develop and disseminate information requires accurate, timely, and helpful information about the relevance, usefulness, and appropriateness of these products to its customers.   
	The formative research process is used to determine whether or not a draft message or message concept effectively reaches and communicates with its audience.  Pretesting involves the presentation of draft messages designed to convey specific information to a sample of the audience for whom the materials are intended.  These respondents are asked to give their reaction to the messages through either individual or group interviews.  Information collected to determine the level of customer satisfaction with products helps NIH identify strategies for improving the accessibility of materials/programs, their user-friendliness, and their relevance to the needs of cancer patients and their families, health educators and interventionists, cancer advocates, cancer information specialists, and health care professionals.  Research explores various domains shown in the table below.

	Factors assessed
	Research questions

	Attention
	Do the messages attract and hold the audience's attention? 

	Comprehension
	Are the messages and language clearly understood, and does the central theme of the message resonate with the audience? 

	Personal relevance and Self-efficacy
	Do members of the target audience perceive the message as personally relevant, and do they see themselves capable of acting on the statement provided? 

	Believability
	Are the message and its source perceived as credible? 

	Acceptability
	 Is there anything in the message that may be offensive or unacceptable to the target audience, and is the piece culturally sensitive?  

	Accessibility 
	Will members of the target audience be able to find the information or message with relative ease, considering factors such as the availability of products in multiple formats (e.g., print materials, videos, online documents, CDs, audio tapes) and in a variety of settings (e.g., clinics, hospitals, doctor’s offices, community organizations, libraries)?

	Usability
	How likely is the respondent to use the information in the format provided, and is the content provided logically, organized, and user-friendly?  And do the topics addressed by NCI and OCPL products meet the needs, concerns, and interests of its customers?  

	Behavioral intent
	Do respondents think they will take action as a result of seeing/hearing the message?  

	Readability and clarity
	Can the reader understand publications and educational materials in terms of the needs of low-literacy audiences and concerning plain language principles and design?

	Availability
	Are NCI and OCPL products present for low-English fluency audiences?

	Cultural appropriateness
	Are foreign-language translations or adaptations of products accurate and available for customers?


	
Respondents' input and reactions to each of these areas provide insight into how the audiences for these messages may react, how the messages should be formulated or revised to communicate most effectively, and the usefulness, relevance, and appropriateness of these products to their customers.
	Other information that may be gathered on respondents regarding sex, age, socioeconomic level, race/ethnicity, and family medical history provides a basis for evaluating whether the messages may be perceived differently by different audience segments.  For example, selected age groups may find a particular brochure or message on disease prevention more relevant than other age groups.
	
          In the past three years, information was collected to gain insights on topics such as clinical trials, tobacco education, cancer training, and the use of NIH programs such as the NCI Cohort Consortium, Center for Cancer Training, and Communications Fellowship Program. The information collected in the sub-studies helps NIH to understand best the needs of the audiences it is trying to reach to ensure informed and responsible program planning.

Pilot testing for the purposes of the added scope to this clearance details small-scale data collection efforts conducted among either purposive or representative samples, for which evaluation of the questionnaire and/or procedures is the main objective. NIH will only publish research and development (R&D) and methodological reports on the results of these pilot tests but will not publish statistical reports or data sets based on the substantive findings when applicable. 

Pilot tests are an essential component of this clearance package because they serve as the vehicle for investigating basic item properties for new or redesigned data collection efforts, such as reliability, validity, and difficulty, as well as feasibility of methods for standardized administration of forms. Under this clearance a variety of data collection instruments will be pretested, and the exact nature of the surveys and the samples is undetermined at present. 

However, due to the smaller nature of the tests, we expect that some will not involve representative samples. In these cases, samples will basically be convenience samples, which could be limited to specific geographic locations, specific NIH programs, may involve expired rotation groups of a current survey, are known to have specific aggregate demographic characteristics, etc. The needs of the various samples will vary based on the content of the survey being tested, but the selection of sample cases will not be completely arbitrary in any instance.


A.3.   Use of Information Technology and Burden Reduction
	
Information collection may be conducted using a variety of methodologies and technologies, such as one-on-one interviews, group interviews, or self-administered questionnaires, depending upon the target audience being questioned and the subject matter being addressed.  
	As computer technology has continued to improve and become more widespread, opportunities to pretest messages on the Internet using either Web site questionnaires or online focus groups with Internet users have increased.  Improved data collection and processing technology can potentially reduce the time burden for respondents and data collectors.  For example, respondents can access and respond to data collection requests at a time and place that is convenient to them, eliminating the need to travel for in-person or group interviews.  Wherever possible, NIH will use Web- or computer-based data collection methods. Transmission of data collection instruments and responses by electronic mail or facsimile will be utilized as appropriate. NIH anticipates that the majority of data will be collected electronically. 
 	
Possible information technologies to assess customer satisfaction include 
computer-assisted telephone interviewing (CATI), computer-assisted personal interviewing (CAPI), audio and computer-assisted self-interviewing (ACASI), online surveys, and focus groups.	  Each technology/method is briefly described below:
· CATI’s technological capabilities include automated dialing, scheduling unanswered calls or interrupted interviews for efficient callbacks, a random selection of respondents, automated skip patterns, instantaneous out-of-range checks, insertion of information from one question to guide a subsequent question, and the automated generation of databases for subsequent analysis.  CATI will be utilized when geographic diversity is essential, and participants come from hard-to-recruit populations, such as physicians or Native Americans.  CAPI technology allows interviewers to ask questions of a respondent using a computer to enter data.  ACASI software technology offers many advantages to CAPI technology but removes the need to have a person administer an interview.  Instead, survey questions are pre-recorded and played back through a computer’s sound system, which the respondent can listen to privately using headphones.  Respondents select an answer by pressing a key corresponding to one choice shown on the screen, after which answers are fed directly into a computer database.  
· ACASI surveys can also be administered over the telephone by entering the response on the telephone keypad.  ACASI technology is particularly useful in administering surveys to low-literacy populations or when addressing sensitive topics that respondents may not feel comfortable discussing in the presence of someone else.
· Online surveys represent an incredibly convenient option for eliciting consumer feedback on Web-based products.  Respondents complete online surveys regarding a product and then submit the data electronically over the Internet.  With online surveys, respondents can easily submit feedback during or immediately after using a Web-based product.  They also allow participation from international audiences with virtually no additional costs.
· Technology now enables the conduct of focus groups, which traditionally take place in person with a moderator facilitating a discussion regarding a product, issue, or program with a small group of individuals in a designated physical location.  Depending on factors such as geographic distribution and schedules of NIH customers and on the nature of the products and services under investigation, focus groups, when appropriate, may be implemented using a variety of technology-based formats:
· Videoconferencing uses video and satellite technology to allow a group of participants located in multiple geographic locations to interact with one another both visually and aurally.  A facilitator and a technical team located in a hub site maintain the video and audio connections among participating sites.
· Internet or online conferencing is especially useful for discussions with specific individuals or international participants.  This format functions as a “chat room” in which a moderator intercepts and distributes e-mail transmissions from participants who have logged onto a specially designated Web site.
· Teleconferencing uses telephone technology to facilitate an exchange among participants in multiple geographic locations.  Participants dial into a specially designated phone number or “bridge line” moderated by a focus group facilitator.
· [bookmark: _Hlk4141352]Advanced Strategies Lab (ASL) is a qualitative research process that uses an online interactive discussion.  In the 90-minute online ASL sessions, participants receive instructions and are asked questions from the moderator over the phone on a conference call.  Participants’ answers are typed into their designated dialogue box (which hides their identity from the other participants to ensure privacy).  The facilitator then guides the group through online brainstorming, discussion, and assessment exercises.  The ASL’s software automatically formats and tabulates data as the session proceeds. Summaries of survey results are available seconds after respondents complete a question, and full verbatim reports are available within hours after a session. 
	In the rare instances when PII is collected to gather and retain respondent names and contact information (such as addresses, telephone numbers, or email addresses), this information would be used to measure customer satisfaction information regarding a NIH product at one time and then at some point later (for example, to learn whether customers have gone back to the product for additional review or information).  Personal identifiers will not retrieve data unless the respondent voluntarily agrees to provide the information so they can be contacted for a follow-up. 

A.4.   Efforts to Identify Duplication and Use of Similar Information
	
The areas in which information needs to be gathered (as described in A.2. above - attention, comprehension, etc.) to pretest effective messages (brochures, PSAs, media campaigns, website, etc.) applications or forms are generally similar from pretest to pretest however, since NIH  is so diverse and complex, and each message is essentially different, new data collection instruments generally must be prepared for each pretest. As each new message, strategy, or product is developed, NIH will review existing literature and databases, including pretesting reports on existing messages and materials, and consults with outside experts to evaluate available information on similar messages with comparable audiences.  
	NIH will continue to assess other NIH-active generic submissions of applications to conduct each sub-study and leverage an internal review process for surveys that will be used by this generic to assess the quality of each survey before its use.  NIH will provide direct oversight for any surveys conducted under this generic clearance to avoid duplication of effort and information collected.

A.5.   Impact on Small Businesses or Other Small Entities
	
Small business or other small entities may be involved in these efforts, but the agency will minimize the burden on them by sampling, asking for readily available information, and using short, easy-to-complete information collection instruments.  

A.6.   Consequence of Collecting the Information Less Frequently
	
For the most part, formative research, piloting testing, pretesting, and customer satisfaction information will be collected only once. However, there may be occasions where a pre-and post-test to assess differences in communication and satisfaction messages may be helpful for a particular sub-study.  Additionally, previous respondents may be contacted to participate in follow-up studies if they have initially granted consent for such and if the subsequent study uses that population. 

A.7.   Special Circumstances Relating to the Guidelines of 5 CFR 1320.5 
	
There are no special circumstances. The information collected will be voluntary and will not be used for statistical purposes.

A.8.1   Comments in Response to the Federal Register Notice 

The 60-Day Federal Register notice soliciting comments on this study before initial submission to OMB was published on December 15, 2025 (Volume 90, No. 157, Page 50340).  No public comments were received.

A.8.2	Efforts to Consult Outside Agency

Any collaborations and consultations for specific sub-studies will be mentioned as part of the request for approval in the sub-study.

A.9.   Explanation of Any Payment or Gift to Respondents
Some information collection activities may entail a small payment or gifts to respondents.  Small amounts of money, a free meal or snack scheduled around the time of the pretest, and incentives for parking and/or transportation are most often used, mainly when recruiting hard-to-reach and minority respondents. Incentives may also be necessary for some sub-studies where highly specialized individuals are invited to participate in a survey and will cover the cost of transportation and other types of local expenses.  Specifics of monetary payments will be explained and details with supporting information in the individual sub-studies.

A.10.  Assurance of Confidentiality Provided to Respondents
Information provided by respondents will be kept private to the extent provided by law.  This will be communicated to respondents using introductory letters, explanatory texts on the cover pages of questionnaires, scripts read before focus groups or telephone interviews, and consent forms.  Respondents will also be advised of the following:  
[bookmark: _Hlk4141034]	Although some personally identifiable information will be collected, data will not be retrieved by personal identifiers unless the respondent voluntarily agrees to provide the information so that they can be contacted for follow-up (in rare situations). 
If the Privacy Act is applicable as determined by the NIH Privacy Officer, one will be obtained by submission. The applicable SORN generally used is NIH Privacy Act Systems of Record 09-25-0156; “Records of Participants in Programs and Respondents in Surveys Used to Evaluate Programs of the Public Health Service, HHS/PHS/NIH/OD.”
	 

A.11.  	Justification for Sensitive Questions
As mentioned in sections A.2. and A.10. above, some studies require including people who match the selected characteristics of the target audience that NIH is trying to reach.  Therefore, personally identifiable information (PII) such as race/ethnicity, income, education, and medical/health status must be asked on the initial screening questionnaire used for recruiting.  Potential participants are informed that this is being done to ensure that NIH speaks with the kinds of people for whom its messages are intended.  Again, respondents are assured that the information is voluntary and will be treated as private.  All information on race/ethnicity will comply fully with the standards of OMB Statistical Policy Directive No. 15, March 2024 and Executive Order 14168.
	
A.12. 	Estimates of Hour Burden Including Annualized Hourly Costs
It is estimated that on an annual basis, the total number of respondents is 18,000, and the yearly estimated burden is 13,500 hours. The types of respondents may include but are not limited to the general public (grantees, organizations, patients, survivors, family members), physicians, other health professionals, and researchers.  The Category of Respondents will primarily be Individuals and Households, but at times may include Local, State, or Federal Government and the Private Sector.  The number of respondents included in each sub-study will vary depending on the target audience and the nature of the message/materials/program being assessed.  Typically, the frequency of responses per respondent would be once.  However, respondents may occasionally give permission for a follow-up survey or interview, and since this happens infrequently, it is not accounted for in Table A.12-1.  Sub-study submissions will indicate when NIH anticipates follow-up surveys/interviews with a given number of respondents.  The average time, or burden per respondent, can range from five minutes to 90 minutes, with the average being around 45 minutes.  It is also difficult to pinpoint the actual number of studies required during the next three years; we can only anticipate needs based on past studies. 

Table A.12-1 Estimated Annualized Burden Hours
	Form Name
	Type of Respondents
	Number of Respondents
	Number of Responses per Respondent
	[bookmark: _Hlk13568550]Average Time Per Response
(in hours)
	Total Annual Burden Hours

	Focus Groups, Individual In-Depth Interviews, Brief Interviews, Surveys, Website Usability Testing, Applications, Forms
	Individuals 
(General Public)
	9,000
	1
	45/60
	6,750

	Focus Groups, Individual In-Depth Interviews, Brief Interviews, Surveys, Website Usability Testing, Applications, Forms
	Individuals 
(Health Care Professionals)
	9,000
	1
	45/60
	6,750

	Totals
	
	 
	18,000
	
	13,500



A.12-2 Annualized Cost to Respondents 
The annual cost to respondents is $484,717.50. Table A.12-2 presents the annualized approximate cost to respondents. 
A12.2. Annualized Cost to the Respondents

	Type of Respondents
	Total Annual Burden Hours
	Hourly Wage Rate*
	Respondent Cost 

	Individuals (General Public)
	6,750
	$31.48
	$212,490.00

	Individuals (Health Care Practitioners and Technical Occupations)
	6,750
	$53.57
	$361,597.50

	Total
	 
	
	$574,087.50


*The source of the Mean Hourly Wage Rate is for Medical Scientist Health Care Practitioners and Technical Occupations (29-0000) and the General Public (All occupations, 00-0000) from the Bureau of Labor Statistics (https://www.bls.gov/oes/2024/May/oes_nat.htm#29-0000)	


A.13.	Estimate of Other Total Annual Cost Burden to Respondents or Recordkeepers
There are no capital or start-up costs to the data collection efforts requested, nor are any costs associated with the operation, maintenance, or purchase of services.

A.14.	Annualized Cost to the Federal Government
The estimated annualized cost to the federal government is approximately $11,285.58.  

Table A.14-1 Annualized Costs to the Federal Government
	Cost Descriptions
	
Grade/Step
	*Salary
	% of Effort
	Fringe (if applicable)
	Total Cost to Gov’t

	Federal Oversight
	
	
	
	
	

	Chief Program Analyst
	GS-14, Step 10
	$187,093
	5%
	
	 $11,285.58

	
	
	
	
	
	

	
	
	
	
	
	

	Contractor Cost
	
	
	
	
	

	
	
	
	
	
	

	Overhead/Supplies
	
	
	
	
	

	Other Cost
	
	
	
	
	

	
	
	
	
	
	

	Total
	
	
	
	
	   $11,285.58

	
	
	
	
	
	





** The salary table above is cited from https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/salary-tables/26Tables/html/DCB.aspx

A.15.   Explanation for Program Changes or Adjustments
	
This is a Revision of a currently approved submission resulting in a program change due to agency discretion to ensure that the agency can accommodate future needs for pilot testing.

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

Program, evaluation and research staff will review the material to be tested, discuss the objectives with the individuals responsible for development; determine the analytic questions to be addressed; and then prepare the research procedures, instruments, and data analysis plan.  The analysis conducted for each study will be determined by the research objectives, the messages being tested, and the audience for the messages.  Specifics of each analysis cannot be determined until the messages to be tested are prepared.  
	
A.17. Reason(s) Display of OMB Expiration Date is Inappropriate
NIH will continue displaying the OMB control number and expiration date in the upper right-hand corner of all data collection instruments.

A.18. Exceptions to Certification for Paperwork Reduction Act Submissions
NIH is in full compliance with the provisions contained within the Certification for Paperwork Reduction Act. 
