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A. Justification
Abstract:

The NIH Loan Repayment Programs (LRPs) are designed to attract highly qualified physicians and other
scientific or medical personnel to research opportunities at the National Institutes of Health (NIH,
Intramural) and non-NIH sites (Extramural). Currently there are three Intramural and six Extramural
subcategories. Intramural subcategories include AIDS Research, Clinical Research for Individuals from
Disadvantaged Backgrounds, and General Research. Extramural subcategories include Clinical Research,
Pediatric Research, Contraception and Infertility Research, Health Disparities Research, Clinical Research
for Individuals from Disadvantaged Backgrounds, and Research in Emerging Areas Critical to Human
Health. Data collected through application forms is necessary to determine an applicant’s eligibility for
the program, including the applicant’s research plans and career interests.

A.l Circumstances Making the Collection of Information Necessary

This is an extension of a currently approved collection, OMB Control #0925-0361, with an expiration
date of 10/31/2022. In November 1988, Public Law 100-607 enacted Section 487A of the Public Health
Service Act (42 U.S.C. 288-1), which authorized the National Institutes of Health (NIH) to establish the
AIDS Research Loan Repayment Program (AIDS-LRP) to attract additional health professionals into
research involving AIDS. In June 1993, Public Law 103-43 reauthorized Section 487A and added Section
487C (42 U.S.C. 288-3), which established the General Research Loan Repayment Program (GR-LRP) to
attract highly qualified health professionals, particularly physicians and doctoral-level scientists, to
conduct research at NIH. Further, Public Law 103-43 also added Section 487E (42 U.S.C. 288-5), which
established the Clinical Research Loan Repayment Program for Individuals from Disadvantaged
Backgrounds (CR-LRP) to attract clinical researchers, primarily physicians and dentists, from
disadvantaged backgrounds to the NIH. The purpose of these programs is to attract highly qualified
physicians, nurses, and scientists to HIV/AIDS research, clinical research, and general research as
employees of the NIH by countering the economic disincentives to entering or continuing in biomedical
research careers when burdened with the repayment of educational loans.

In 1993, the U.S. Congress also authorized a loan repayment program for appropriately qualified health
professionals who are not employees of the NIH. Specifically, the NIH Revitalization Act (Public Law 103-
43) added to the PHS Act Section 487B (42 U.S.C. 288-2), which established the Contraception and
Infertility Research Loan Repayment Program (CIR-LRP) to recruit qualified health professionals and
graduate students who agree to commit to a minimum of 2 years conducting research with respect to
contraception and infertility. In 2000, the U.S. Congress authorized three additional loan repayment
programs and expanded the existing CR-LRP for appropriately qualified health professionals who are not
employees of NIH or for-profit organizations. Specifically, the Consolidated Appropriations Act of 2001
(Public Law 106-554) amended Section 487E of the PHS Act to allow expansion of the existing CR-LRP to
include health professionals who are not employees of the NIH. The expanded program is known as the
Extramural Clinical Research LRP for Individuals from Disadvantaged Backgrounds (ECR-LRP). The
purpose of the ECR-LRP is to attract highly qualified health professionals from disadvantaged
backgrounds to clinical research. The Minority Health and Health Disparities Research and Education
Act (Public Law 106-525), Section 464z-5 of the PHS Act (42 U.S.C. 285t-2) authorized the Health
Disparities Research Loan Repayment Program (HD-LRP). The purpose of the HD-LRP is to recruit health
professionals to minority health disparities and other health disparities research. The Public Health
Improvement Act (Public Law 106-505) added Section 487F (42 U.S.C. 288-5a) to the PHS Act and



established a program of entering into contracts with qualified health professionals who agree to
conduct clinical research. The purpose of the Clinical Research LRP (LRP-CR) is to recruit and retain
highly qualified health professionals as clinical investigators. The Pediatric Research Loan Repayment
Program (LRP-PR) is authorized by the Children’s Health Act of 2000 (Public Law 106-310), Section 487F
(42 U.S.C. 288-6). The PR-LRP offers support to health professionals who agree to conduct research that
is directly related to diseases, disorders, and other conditions in children, including pediatric
pharmacology as of 2007.

The 21 Century Cures Act (Public Law 114-255) amended Section 487A of the Public Health Service Act
to consolidate all NIH Intramural Loan Repayment Programs (Section 487A) with AIDS-LRP, CR-LRP, and
GR-LRP as subcategories. The 21 Century Cures Act also amended Section 487B of the Public Health
Service Act to consolidate all NIH Extramural Loan Repayment Programs with LRP-CIR, LRP-CR, LRP-HD,
LRP-IDB, and LRP-PR as subcategories. LRP-REACH was added as an Extramural LRP subcategory in
September 2021.

The Division of Loan Repayment has the statutory authorization from the Public Health Service Act
necessitating the collection of data for the above-referenced programs. These programs have existing
data collections with an OMB control number (OMB No. 0925-0361, expiration date 10/31/2022).

A.2 Purpose and Use of the Information Collection

The LRPs are designed to provide repayment of existing eligible loans of up to $50,000 per year to
qualified health professionals performing research in fields required by the NIH to support its mission.
The data collected on individual application forms includes the following:

=  Applicant, Employment, and Affiliation Information, which will be used for important
administrative purposes. Gender, race, ethnicity, and disability status are collected here.
Applicants’ employers must be a domestic, nonprofit organization to meet NIH LRP eligibility
requirements.

=  Education and Training Information, which shows an applicant’s academic and training history as
well as a list of conferred degrees and post-doctoral fellowships. Most applicants are required to
hold an M.D., Ph.D., or similar doctoral-level degree to qualify for an award.

= Loan data and status, which will be used to determine eligibility of the loan for repayment,
program eligibility, payment projections should an LRP contract be awarded, and the Federal
Tax ldentification Number of the lender or servicer of the loan.

= A personal statement, which will inform reviewers of the applicant’s career goals, academic
objectives, and research objectives.

= Research activity form, which will be used to determine the applicant’s research objectives and
his or her role in the scientific research being conducted.

= Reference letters for inclusion in the program, which will be used to determine the applicant’s
aptitude to perform qualified research.

= Disadvantaged background documentation, which will be used to determine an applicant’s
eligibility for disadvantaged background status if applying under the Clinical Research for
Individuals from Disadvantaged Backgrounds subcategory.

= An assurance from the extramural institution (for individuals applying to the Extramural LRP)
that the applicant will be provided the necessary time and resources to engage in the named
research project if a loan repayment contract is awarded as a result of this application.



In 2020, NIH requested non-substantive changes to this information collection to add the Research in
Emerging Areas Critical to Human Health (REACH) LRP as a new program subcategory and a sentence to
Section B, Paragraph 6 of the LRP contract (NIH 2674-12) to add emphasis that participants cannot
receive any salary support or participate in research that receives funding support from a for-profit
institution or organization. In 2021, NIH requested non-substantive changes to this information
collection to accommodate the move of the online LRP application to the Application Submission System
& Interface for Submission Tracking (ASSIST), a system operated by NIH for applicants to prepare and
submit applications electronically to NIH and other Public Health Service agencies. NIH also removed the
SSN from the application to reduce the number of NIH systems collecting and storing SSNs and added
the Commons ID field to the Institutional Contact form to facilitate electronic notifications to
Institutional Business Officials. Due to the changes made in 2020 and 2021, the total burden hours are
estimated at 23,952 hours, a decrease of 3,529 burden hours since 2019.

Applications are received on annual basis and used to review and determine an applicant’s eligibility for
the program. Copies of the application forms and instructions will be submitted with this request. The

URL for the LRP application is www.Irp.nih.gov. The forms attached are for OMB review purposes only;

applicant information will not be collected on paper. OMB clearance is requested for three years.

A.3 Use of Information Technology and Burden Reduction

The LRP application is available online and must be submitted through the Application Submission
System & Interface for Submission Tracking (ASSIST) system. ASSIST is used to prepare and submit
applications electronically to NIH and other Public Health Service agencies. Applicants may contact the
LRP Information Center at 866-849-4047 or Irp@nih.gov to request assistance and advice on completing
the application forms.

The data provided in the NIH LRP application, including personally identifiable information, are subject
to The Privacy Act of 1974 (5 USC 552a). The LRP Privacy Impact Assessment (P-4855550-465338) was
approved by HHS on December 21, 2020 (see attachment 1).

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

The information collected on the LRP application forms cannot be obtained from any other sources.

A.5 Impact on Small Businesses or Other Small Entities

This information collection will have a minimal impact on colleges, universities, and financial institutions.
These entities will be asked to verify information provided by the applicant. Although physicians can be
considered small businesses, these physicians are in private practice and henceforth are not eligible to
apply for the NIH LRPs. For all respondents, the information being requested has been held to the
minimum for the required use.

A.6 Consequences of Collecting the Information Less Frequently

In addition to the application for a 2- or 3-year initial award, awardees can submit renewal applications

for 1 or 2 years after the expiration of the initial award to continue to receive loan repayments. The
renewal application is used to assess and prioritize continued program support. Collecting the
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information less frequently would prevent NIH staff from being able to properly analyze the status of the
programs or their participants.

A7 Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
This information collection follows all provisions of 5 CFR 1320.5.
A.8.1 Comments in Response to the Federal Register Notice

The 60-day Federal Register notice was published on May 25, 2022, in Vol. 87, No. 101, pages 31896-
31897. No comments were received.

A.8.2 Efforts to Consult Outside Agency
OMD did not consult with any internal or external resources.
A9 Explanation of Any Payment of Gift to Respondents

No gifts or payments will be made to applicants for completing and/or submitting the NIH LRP
application forms.

A.10  Assurance of Confidentiality Provided to Respondents

The data collected for the NIH LRPs are maintained by the Division of Loan Repayment primarily for the
purpose of determining an applicant’s eligibility for these programs. The data may also be used by the
NIH for evaluating program performance.

The information does contain personally identifiable information such as the applicant’s name, Social
Security Number and address. Some of the information being collected is meant for use in program
evaluation. The purposes of the information collection are described to applicants in the Confidentiality
and Privacy Act Notice contained in the instructions. There is no specific Confidentiality Certificate:
information is private to the extent permitted by law.

Each application package includes a Confidentiality and Privacy Act Notice, which is also located on our
website at http://www.Irp.nih.gov/privacy policy/index.aspx. All information collected through this
collection will be in compliance with the Privacy Act of 1974 and are maintained in a Privacy Act System
of Records, DHHS 09-25-0165, National Institutes of Health (NIH) Office of Loan Repayment and
Scholarship (OLRS) Record System, HHS/NIH/OD.

Information provided on each applicant and participant is retained and disposed of under the authority
of the NIH Records Control Schedule. Participants’ records are maintained for 6 years after closeout. This
is the minimum retention period for records of a financial nature. Data gathered from program
applicants and participants are maintained in file folders and computer storage media. Access is limited
to authorized personnel in the performance of their duties.

A.11 Justification for Sensitive Questions


http://www.lrp.nih.gov/privacy_policy/index.aspx

The gender, race, and ethnicity questions contained in the instruments are to collect statistics. Data
from these statistics are critical factors in the basic research behind numerous NIH policy decisions for
the programs. Additionally, some of the information being collected is meant for use in program
evaluation. The purposes of the information collection are described to applicants in the Confidentiality
and Privacy Act Notice contained in the instructions. There is no specific Confidentiality Certificate:
information is private to the extent permitted by law.

A.12.1 Estimates of Hour Burden Including Annualized Hourly Costs

Approximately 1,300 initial applicants from the extramural program are expected to spend 8 hours to
complete and assemble their information for the application. Approximately 40 initial applicants from
the intramural programs are expected to spend 7 hours and 30 minutes to complete and assemble their
information for the application. Additionally, approximately 1,000 extramural renewal applicants are
also expected to spend 8 hours to complete the application process. An additional 40 intramural
renewal applicants are expected to spend 7 hours and 30 minutes to complete the application process.
All intramural applicants are expected to require less time to complete the application process
compared to their extramural counterparts because intramural applicants are not asked to complete the
Institutional Contact form (NIH 2674-10) and the Funding Information form (NIH 2674-19). Respondents
of all application types account for an annual burden total of 19,040 hours.

On average, there are four recommenders for each applicant (except for Intramural renewal applicants
since recommendations are not required for Intramural renewal applicants), the total number of
recommenders is approximately 9,360, all of whom will be required to write reference letters. Each
recommender completing a reference letter for an applicant is expected to expend 30 minutes per
application for an annual burden total of 4,680 hours.

Institutional Contacts represent the applicants’ employing institutions and are asked to complete the
Institution Contact form (NIH 2674-10), which confirms the applicant’s citizenship and protected time
for research, for each extramural applicant. Each institutional contact is expected to expend 5 minutes
per application for an annual burden total of 192 hours.

NIH LRP Coordinators are required to certify that the applicant has an employment offer with NIH for at
least 2 years (AIDS and Clinical subcategories) or 3 years (General subcategory) for each intramural
applicant. Each NIH LRP Coordinator is expected to expend 5 minutes per application for an annual
burden total of 40 hours.

Total respondents for all programs sum 14,120 and account for a grand total annual burden of 23,952
hours, as shown in Table 12-1.



Table 12-1 Estimated Annualized Burden Hours

Average

Number of Time Per Total Annual

Number of Responses per Response Burden

Type of Respondent Respondents Respondent (in hours) Hours
Initial Extramural Applicants 1,300 1 8 10,400
Renewal Extramural Applicants 1,000 1 8 8,000
Initial Intramural Applicants 40 1 8 320
Renewal Intramural Applicants 40 1 8 320
Recommenders 9,360 1 30/60 4,680
Institutional Business Officers 2,300 1 5/60 192
NIH LRP Coordinators 80 1 30/60 40
Total 14,120 14,120 23,952

A.12.2 Annual Cost to Respondent

The cost to the applicant for completing the application is based on the average hourly wage for an NIH
entry-level tenure-track scientist ($45.82 per hour). Typically, recommenders will be senior scientists of
NIH institutes or centers for intramural programs and equivalent scientists in biomedical research at
academic research institutions and medical schools, thus the cost for recommenders to complete the
recommendation form is based on an average hourly rate of $62.55. The cost to the institutional
business officer is based on the median annual salary for a bachelor’s level bursar, which is $70,781,
which sets the estimated wage at $34.02 per hour. LRP Coordinators are typically NIH employees at the
GS 13 level, so the cost to the coordinator is based on the hourly rate of a Grade 13, Step 5 ($58.01 per
hour). A projection of these estimates is shown in Table 12-2.

Table 12-2 Annualized Cost to Respondents

Type of Respondents Total Annual Hourly Respondent Respondent Cost
Burden Hours Wage Rate
Applicants* 19,040 $45.82 $837,569.60
Recommenders* 4,680 $62.55 $292,734.00
Institutional Business Officers™* 192 $34.02 $6,531.84
NIH LRP Coordinators*** 40 $58.01 $2,320.40
TOTAL 23,952 $1,173,999.04

*Bureau of Labor Statistics: The General Public rate was obtained from https://www.bls.gov/oes/current/0es191042.htm.

** College Administrator Salary | Salary.com

*** Office of Personnel Management: The 2022 General Schedule (GS) Locality Pay Table SALARY TABLE 2022-DCB (opm.gov)

A.13

Estimate of Other Total Annual Cost Burden to Respondents or Record Keepers

There are no additional costs associated with this information collection.

A.14

Annualized Cost to the Federal Government



https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/salary-tables/pdf/2022/DCB_h.pdf
https://www.salary.com/research/salary/posting/college-administrator-salary?msclkid=dfe6c913bc2c11ecafbf6e0e7c135f4a
https://www.bls.gov/oes/current/oes191042.htm

The annualized cost to the Federal Government for administering the LRPs is expected to be $2,131,777
which includes $1,146,786 for the continuing development and maintenance (including cybersecurity
and technology upgrades) of the LRP System Support and $984,992 for staff and contractor salaries. The
Division of Loan Repayment will provide ongoing administrative support for all loan repayment
programs. This includes application receipt/support and the eligibility and financial reviews. This work
by the DLR will require a portion of the time from the following staff and contractors:

Cost Descriptions Grade/Step | Salary | % of Effort a;‘;ﬁi:b(;:) T;)(:aGI:‘:)’:t
Federal Oversight
Director 15/6 173,232 5% $ 8,662
Director of Operations 15/1 148,484 10% 14,848
Program Analyst 14/10 164,102 25% 41,026
Financial Analyst 13/7 128,187 25% 32,047
Financial Analyst 13/3 113,944 25% 28,486
Health Scientist Admin 12/7 107,803 25% 26,951
Communications Analyst 13/2 110,384 25% 27,596
Admin Support Specialist 8/10 72,907 25% 18,227
Contractor Support
Operations $787,150
Information Technology $1,146,786
Total $2,131,777,

*the Salary in table above is cited from SALARY TABLE 2022-DCB (opm.gov)
A.15 Explanation for Program Changes or Adjustments

Although the formatting of the forms may appear different due to the ASSIST module, there are no
changes to the collection instruments themselves (in other words, the changes are only aesthetic). Due
to workflow efficiencies realized through the ASSIST module along with a reduction in annual application
submissions, we estimate a reduction of 3,529 burden hours since the previously approved submission.

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

The data gathering during the annual application cycle is used for determining program eligibility and
making awards. However, summary application data may be used for various reports within NIH,
included in the online LRP Data Dashboard, and/or used for periodic evaluation studies of program

effectiveness.

The anticipated schedule for the annual NIH LRP application cycle is listed below:


https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/salary-tables/pdf/2022/DCB.pdf

A.16 - 1 Project Time Schedule

Activity Time Schedule
LRP Application Period September 1 to November 15
Application Peer Review February to April
Initial Selection May
Financial Vetting May to July
Final Funding Decisions and Recipient July
Notification
Contract Signing August-September
First Loan Repayment to Lender October

A.17 Reason(s) Display of OMB Expiration Date is Inappropriate
The OMB control number will be displayed (currently expires 10/31/2022).
A.18 Exceptions to Certification for Paperwork Reduction Act Submissions

None
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