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RFAs & PAs

Q. If specific detailed data collection language is put in the 
RFA, is OMB clearance required when it is collected?

A. RFAs need OMB clearance; NIH operates under a 
special exemption in publishing in the NIH Guide and 
not the Federal Register. 
The RFA identifies the information required in the 
application for scientific and programmatic assessment 
to determine a priority score prior to award.  
The content of the RFA is reviewed by OER staff to 
determine what information may be requested from 
applicants.  
The scope of the information is limited to what has been 
cleared by OMB in the approval of Forms 398 and 424 
R&R (#0925-0001) for the purpose of scientific review.
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RFAs & PAs (cont.)

Q. If instead, the general areas where there is an 
interest to later collect information for program 
evaluation is put in the RFA, but the specific 
data collection items are not mentioned, can we 
survey or request that information be put in a 
progress report at a later date without OMB 
clearance?

A. No. Crafting an RFA to anticipate eventual 
program evaluation objectives does not 
circumvent the need for OMB clearance for 
specific data collection items.
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RFAs & PAs (cont.)

Q. If a program announcement indicates that grantees will be 
required or expected to submit data useful for program evaluation 
(perhaps as part of progress reporting), is OMB clearance 
required?

A. There is a provision in specialized types of award to submit to 
OMB in advance, as part of the clearance process for the grant 
application, a request for more detailed information for scientific 
review.  These “Supplemental Instructions” are usually cleared 
every 3 years when the 0925-0001 (Grant application and related 
forms) is cleared.  The OER and PCB review the supplemental 
instructions to ensure that any required information is consistent 
with what is needed to conduct scientific merit review.  
A general statement that awardees are to submit data useful for 
program evaluation is not allowable.
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REPORTING REQUIREMENTS

Q. If specific questions and/or tables are added to the 
required annual reports for programs in order to ask 
non-identifiable, performance-based questions 
regarding the population being served and/or trainees, 
then is OMB clearance required?

A. Yes, OMB clearance would be required and would 
need strong justification.  The matter of scientific merit 
review of initial applications needs to be kept separate 
from questions of program evaluation.  
However, in some cases “suggested formats” to 
facilitate reporting have been employed by ICs for 
annual progress reports for complex awards.  But the 
use of suggested formats remains optional for the 
awardees.



6

REPORTING REQUIREMENTS (cont.)

Q. If annual progress reports of NIH student 
training/development programs request student data 
that are submitted as per suggested table formats, 
then is OMB clearance needed to use these data to 
assess the grants’ progress or outcomes?

A. No. The PRA seeks to limit and reduce reporting 
burden on the public.  So, any data collected incident 
to progress reports should be the minimum necessary 
to assess progress.  But use of the information 
analytically to assess progress or outcomes does not 
need OMB clearance.  
Attempting to use the training progress reports to 
capture eventual career and professional information 
about trainees must be carefully controlled so as not to 
unduly burden the awardees.
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REPORTING REQUIREMENTS (cont.)

Q. Can data collection forms/instruments be 
used for gathering structured, analytically 
useful data as part of the process for 
grantee annual progress reporting?

A. No.  But use of a suggested spreadsheet 
format for annual progress reports is 
possible.  Any proposed “suggested” 
format should be previewed by the PCB 
prior to use.
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SURVEY QUESTIONS/TOPIC AREA

Q. If NIH staff changes (in an already OMB 
approved survey) a single question in a 
larger survey, then is this considered a 
new survey and thus require a new round 
of OMB clearance?

A. Yes, it is a revision.  For this reason, the 
original clearance should carefully phrase 
questions to avoid ambiguities.
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SURVEY QUESTIONS/TOPIC AREA (cont.)

Q. If NIH staff changes (in an already OMB 
approved survey) the wording or 
phrasing of questions to match/line-up 
with a particular program, then is this 
considered a new survey and thus 
requires a new round of OMB clearance?

A. As noted above, this is a revision of the 
information collection and requires OMB 
approval.
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SURVEY QUESTIONS/TOPIC AREA (cont.)

Q. If an instrument has already received   
OMB approval, can it be used for another 
program without requiring a new round of 
OMB clearance?

A. OMB approves the information collection.     
If the Supporting Statement requested 
approval to use the same set of questions 
in evaluating more than one program, the 
instrument can be used without a new 
round of clearance.  



11

RESOURCES

Q. Can items (rather than full instruments) obtain 
clearance?  If so, could such approved items be 
pulled from a “bank” of cleared items and used 
to evaluate programs without requiring further 
OMB clearance?

A. No.  OMB is approving an information collection 
not items.  However, if an item has been 
previously cleared by OMB, it should be noted in 
a new clearance request to facilitate OMB 
approval.
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ADMINISTRATION OF SURVEYS TO GRANTEES

Q. If NIH staff is surveying 20 groups (each group 
consisting of 9 or less individuals) with a core set 
of questions, but each survey for each group 
also has its own specific/unique questions (in 
addition to the core ones), such that the survey 
for each group is different as a whole from the 
others, then is OMB clearance required?

A. If surveying with a core set of questions, will 
need OMB clearance.  Varying some questions 
for each group would not change the main 
objective of the core questions.
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ADMINISTRATION OF SURVEYS TO GRANTEES

Q. If a project (not an evaluation project) 
was brought on through a contract
a. Can contractors survey grantees 
without OMB clearance?  
b. Can NIH survey contractors without 
OMB clearance?  

A.  No to both questions
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UNIT OF ANALYSIS

Q. What is the unit of analysis for focus groups?
A. Individual or person

Q. What is the unit of analysis for 
grantees/institutions?

A. Grantee: individual or person
Institution:  institution, considered as a single 
“corporate person” when responding as an 
institution.
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LISTSERV DISTRIBUTED SURVEY

Q. If NIH submits a survey across a listserv, 
where response is completely voluntary 
and the number of potential responses is 
uncertain, then is OMB clearance 
required?  

A. Yes, unless only Federal employees are 
on listserv.  Can use as a RFI (which 
does not require OMB clearance).
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PROGRAM EVALUATION EXAMPLE

#0925-0552
EVALUATION OF NATIONAL DIABETES 
EDUCATION PROGRAM SURVEY OF THE
PUBLIC (NIDDK)
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NIH Project Clearance Branch

Functions/Responsibilities
• NIH’s focal point for OMB clearance functions 

concerning public information collection activities. 
• Major NIH PCB responsibilities involve interpreting the 

Paperwork Reduction Act;
• Implementing requirements of 5 CFR Part 1320, 

including other applicable statutory and regulatory 
requirements, statistical standards, other information 
policy directives for the NIH; and 

• Managing the development and preparation of the NIH 
portion of the HHS Information Collection Budget. 
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PRIVACY IMPACT ASSESSMENT

• For Privacy Act functions, including PIA, 
contact Karen Plá, NIH Privacy Act Officer 
at (301) 402-6201 or plak@mail.nih.gov

mailto:plak@mail.nih.gov�
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OMB POLICIES

Q. Are there any new OMB policies that we 
should be aware of?  

A.  No.  Periodically, we will advise you on 
new policies when they become 
available from OMB.
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GENERIC CLEARANCE

The only projects OMB approves for generic 
clearance are: 
 Simple customer satisfaction surveys 

where the results will be used for 
internal NIH purposes only, and 

 Studies concerning formative research
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GENERIC CLEARANCE

Q. How does OMB define the following 
terms in this context?
“simple customer satisfaction surveys”

A. Survey customers to determine the kind   
and quality of services they want and their 
level of satisfaction with existing services
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GENERIC CLEARANCE (cont.)

“internal NIH purposes”
Q.  Can this information be shared with the 
grantees from whom the data were collected?

A.Yes. Can publish in NIH Guide; provide 
feedback.  Be careful:  sharing information, if 
published in form of guidance, requires OMB 
clearance

Q.  Can this information be published?
A. No, not in a scientific journal.  But can publish 
for informational purposes.
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GENERIC CLEARANCE (cont.)

“formative research”

• Formative research looks at the community in which an agency is situated, 
and helps agencies understand the interests, attributes and needs of 
different populations and persons in their community. 

• Formative research would be a project under which you might want to pilot 
multiple information collections (focus groups, interviews, surveys, etc) to 
develop satisfactory questionnaires.

• National Children’s Study - getting a generic clearance so that the many sites can 
be working out instruments to capture the desired information systematically over 
a period of successive iterations.

• Occurs before a program is designed and implemented or while a program 
is being conducted.
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GENERIC CLEARANCE (cont.)

Q. We are interested in creating new programs 
and anticipate we will often use a needs 
assessment approach to develop the program. 
Can we set up a generic clearance for 
formative research using a needs assessment 
approach to establish programs and then 
outline the specific program through the 
expedited process?  

A.  No. Cannot use generic clearance for needs 
assessment but can do an RFI.  If want needs 
assessment, need to get OMB clearance.
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GENERIC CLEARANCE (cont.)

Q. Is it possible to see examples of cleared 
generic OMB packages that are for 
program evaluations?

A. No because program evaluations are not 
done under generic clearance.
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GENERIC CLEARANCE (cont.)

Q. What are some examples of the types of 
projects that tend to receive OMB 
Generic Clearance?  
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GENERIC CLEARANCE EXAMPLES

• 0925-0534 NIH Customer/Partner Satisfaction Surveys of Modification in 
Procedures for Application and Awards of Research Project Grants

• To assess the NDPA program's selection process, 
• To collect information that could be used by the NDPA program officers to guide 

strategic and management decisions. 

• 0925-0585 PRETESTING OF NIAID’S HIV VACCINE RESEARCH 
EDUCATION INITIATIVE COMMUNICATION MESSAGES

• To help ensure that health messages, strategies, and information services have 
the potential of being received, understood, and acted upon by their target 
audiences.  

• 0925-0589 Questionnaire Cognitive Interviewing and Pretesting (NCI)
• Survey questionnaire development and pretesting based on cognitive 

interviewing methodology, 
• Research on the cognitive aspects of survey methodology, 
• Research on computer-user interface design for computer-assisted instruments 

(including Web-based surveys), AKA Usability Testing, and 
• Pilot Household interviews. 

http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/1047�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/1047�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/6025�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/6025�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/6084�
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GENERIC CLEARANCE EXAMPLES (cont.)

• 0925-0486 Evaluation of User Satisfaction with NIH Internet Sites
• Ensure content of NIH Internet sites is easy to access, clear, informative, and 

useful,  
• Whether it meets the needs of users of these sites, and  
• Evaluate the success of Web-based communication methods in response to 

fulfilling legislative mandates to disseminate information. 

• 0925-0046 Pretesting of Office of Cancer Communications Messages
• Evaluate communications strategies.  
• Pretest products and information services to assess the potential effectiveness of 

these products while they are still in the developmental stage. 
• Formative evaluation process - determine whether a draft message or message 

concept is effective in reaching and communicating with its audience.  
• Pretesting - present draft messages designed to convey specific information to a 

sample of the audience for whom the materials are intended.  
• Respondents give their reaction to the messages through either individual or 

group interviews. 

http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/1009�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/943�
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GENERIC CLEARANCE EXAMPLES (cont.)

• 0925-0476 Request for Generic Clearance to Conduct Voluntary 
Customer/Partner Surveys

• Identify strengths and weaknesses in current service provisions and to make 
improvements that are practical and feasible.

• Plan and direct resources and efforts to improve or maintain NLM's high quality 
of service to affected public.

• Assess the needs of rurally situated health care providers, NLM needs to 
conduct periodic surveys to ensure that these providers have the ability to 
access the wealth of information in the Library's many databases and programs.

• 0925-xxxx National Children's Study Formative Generic Clearance
• Maximize the efficiency of survey procedures, materials, and methods for 

community outreach, 
• Engage the medical community, 
• Recruit and retain study subjects prospectively across study visits, and 
• Ensure that data collection methodologies are efficient and valid for all potential 

participants.  

http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/1002�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/1002�
http://hhs.paperworkreduction.gov/lo/modern/main/search/search/ocn_summary/6543�
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GENERIC CLEARANCE (cont.)

Q. What are some examples of the types of 
projects that apply for OMB Generic 
Clearance, but tend to be denied (i.e., 
require OMB full clearance)?  

A.  Program evaluation, marketing, needs 
assessment
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GENERIC CLEARANCE (cont.)

Q. Are there alternative resources for 
obtaining information that would not 
require OMB Clearance or OMB Generic 
Clearance?  

A.  RFI, Federal employees, 9 or less in 
calendar year, unstructured questions
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Related Links
Project Clearance Branch
http://odoerdb2.od.nih.gov/oer/policies/project_clearance/pcb.htm

FAQs about PRA
http://www.hhs.gov/ocio/policy/collection/infocollectfaq.html

Office of Communications and Public Liaison
http://www.nih.gov/icd/od/ocpl/resources/OMBClearance/

OMB Guidance on Agency Survey and Statistical Information 
Collections
http://www.whitehouse.gov/omb/inforeg/pmc_survey_guidance_2006.pdf

http://odoerdb2.od.nih.gov/oer/policies/project_clearance/pcb.htm�
http://www.hhs.gov/ocio/policy/collection/infocollectfaq.html�
http://www.nih.gov/icd/od/ocpl/resources/OMBClearance/�
http://www.whitehouse.gov/omb/inforeg/pmc_survey_guidance_2006.pdf�
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Questions?
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