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Health Resources and Services Administration

Supporting Statement

Organ Procurement and Transplantation Network
Data System

OMB Control No. 0906-0110 - Revision

Terms of Clearance: Pending
A. Justification

1. Circumstances of Information Collection of Information Necessary

The Health Resources and Services Administration (HRSA) seeks OMB approval for
revisions to the Data System for the Organ Procurement and Transplantation Network
(OPTN) information collection and the associated forms listed in Section 12. The
proposed revisions include updates to existing data collection forms approved by the
OPTN Board of Directors (BOD) to improve organ matching, organ allocation, and
compliance with OPTN policies. This request also adds two new forms to the
information collection: the Patient Safety Contact Management Form and the Patient
Transfer Form (Forms 151 and 152 in the burden table in Section 12). The Patient
Safety Contact Management Form enables OPTN members to identify their
organization's primary and secondary patient safety contacts. The Patient Transfer
Form enables transplant centers to document and facilitate the transfer of patients to
another transplant center following transplantation and during the annual post-transplant
follow-up period.

Section 372(a) of the Public Health Service (PHS) Act requires the Secretary of Health
and Human Services to provide for the establishment and operation of the OPTN. On
behalf of HRSA, the OPTN oversees the United States (U.S.) organ procurement and
transplantation system. Among its statutory responsibilities, the OPTN maintains the
national waiting list of individuals awaiting organ transplantation, operates the
computerized system that matches donor organs with transplant candidates, and
maintains a 24-hour system to facilitate organ matching and placement. In accordance
with Section 372(b)(2)(1) of the PHS Act (42 U.S.C. 8 274(b)(2)(1)), the OPTN must also
collect, analyze, and publish data concerning organ procurement and transplantation.
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HRSA is requesting approval for the following changes to improve organ matching and
allocation, enhance patient safety, and support member compliance with OPTN
requirements:

1. Add two new data collection forms to the OPTN Computer System and the OMB-
approved information collection:

a. The Patient Safety Contact Management Form. This form will be used by
OPTN members to identify the organization’s primary and secondary patient
safety contacts consistent with the responsibilities outlined in OPTN policy
15.1.

b. The Patient Transfer Form: This form will be used by transplant centers to
facilitate the transfer of post-transplant patients to another transplant center
during ongoing follow-up.

2. Remove the Vascularized Composite Allograft (VCA) Transplant Candidate
Registration. Following implementation of new VCA waitlist registration forms in
the OPTN Waiting List system, OPTN members will no longer need to validate
the data on the VCA Transplant Candidate Registration form. The form is now
read-only, and all updates and validations will be completed directly within the
waitlist registration forms.

3. Remove the Death Notification Registration (DNR) and Deceased Donor Death
Referral (DDDR) forms. Following OMB approval of the OPTN Ventilated Patient
Form (OMB Control No: 0906-0112), these collections are no longer needed
within the OPTN Data System since the Ventilated Patient Form contains the
information previously collected under these forms.

4. Incorporate minor edits to previously OMB-approved forms for clarity.

2. Purpose and Use of the Information

Transplant hospitals, organ procurement organizations (OPOs), and histocompatibility
laboratories submit data to the OPTN data system. These data support the operation
and oversight of the national organ transplantation system by facilitating donor-recipient
matching; informing compliance monitoring with OPTN policies and Federal
requirements; assisting in the development and evaluation of organ allocation policies;
and contributing to patient safety promotion.

The OPTN, including the Scientific Registry of Transplant Recipients (SRTR), uses
these data to conduct statistical and analytical activities that support the OPTN BOD,
HRSA, and the Department of Health and Human Services (HHS). The SRTR contract,
currently operated by Hennepin Healthcare Research Institute (HHRI), analyzes OPTN
data to evaluate member performance, support policy development, assess the clinical
and scientific status of organ procurement and transplantation, and fulfill the
requirements of the OPTN Final Rule (42 CFR part 121). These data are also used for
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statistical analysis supporting the End Stage Renal Disease (ESRD) Program, as
required by section 1881(c)(2) of the Social Security Act (42 USC 1395rr(c)(2)).

Consistent with 42 CFR 121.11, the OPTN maintains these data and makes them
available, as permitted by applicable law, to OPTN members, the SRTR, HHS,
researchers, and the public for evaluation, research, patient information, and other
authorized purposes. HRSA has also established Privacy Act System of Records 09-15-
0055 governing applicable uses of these data (87 FR 46967; August 1, 2022). Under 42
CFR 121.8(c)(3), the OPTN reports required performance and program data to the
Secretary of HHS.

Timely, complete, and accurate data are essential for developing and evaluating organ
allocation policies, monitoring transplant program performance, conducting public health
surveillance, and ensuring the effectiveness of the national organ transplantation
system. The OPTN transmits these data monthly to HRSA and the SRTR. Pursuant to
section 372(b)(2)(L) of the Public Health Service Act (42 U.S.C. § 274(d)), the OPTN
and the SRTR collaborate with HRSA to produce the annual report on the scientific and
clinical status of organ transplantation in the United States. In addition, HRSA uses
these data to oversee the OPTN contracts and carry out its statutory responsibilities.

3. Use of Improved Information Technology and Burden Reduction

The OPTN uses a secure electronic data collection system to reduce respondent
burden and support the timely collection of information necessary for organ
procurement, allocation, and transplantation. Transplant hospitals, OPOs, and
histocompatibility laboratories submit information electronically through the OPTN
Computer System (UNet*"), which supports the national transplant waiting list, donor-
recipient matching, and related data collection activities. The OPTN Data System
(TIEDI) supports the collection of pre- and post-transplant clinical data.

The OPTN Data and Operating Contractor maintains electronic data submission
capabilities across multiple OPTN systems, including DonorNet, TIEDI, Waitlist™, and
KPD*". Most DonorNet and TIEDI data are submitted electronically, while some
Waitlist®™ and KPD*" data continue to require manual entry. HRSA continues to support
expanded use of application programming interfaces (APIs) and other electronic data
exchange capabilities to reduce manual data entry and improve data quality and
reporting efficiency.

The OPTN and the SRTR publish the OPTN/SRTR Annual Data Report electronically,
and transplant program and OPO-specific performance reports are publicly available
through the SRTR website.

The OPTN also provides data to the Centers for Medicare & Medicaid Services (CMS)
to support policy development and analyses related to the ESRD Program.
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4. Efforts to Avoid Duplication and Use of Similar Information

The OPTN Data System is the only data collection system in the U.S. that includes
information on living and deceased organ donors, transplant candidates, and transplant
recipients across all solid organ transplant types, including kidney, heart, heart-lung,
lung, liver, pancreas, kidney-pancreas, and intestines, as well as vascularized
composite allografts. As the national system supporting organ allocation and
transplantation, the OPTN Data System serves as the authoritative source for these
data and avoids duplication of comparable national data collection efforts.

The OPTN Data System also supports other Federal programs. Data collected through
the OPTN satisfy CMS reporting needs for Medicare-approved transplant programs,
reducing duplicate reporting requirements. In addition, OPTN transplant data contribute
to the United States Renal Data System (USRDS), which is funded by the National
Institute of Diabetes and Digestive and Kidney Diseases (NIDDK), National Institutes of
Health (NIH). By using OPTN data for these purposes, duplicate Federal data collection
Is minimized and existing data resources are leveraged to support transplantation
oversight, research, and program evaluation.

5. Impact on Small Businesses or Other Small Entities

No small businesses will be involved.

6. Consequences of Collecting the Information Less Frequently

The frequency of data collection varies by form and the submission timeframes
specified in OPTN Policy 18, Data Submission Requirements. Timely data submission is
essential to support organ allocation, transplantation, and post-transplant monitoring.
Because deceased donor organs have limited preservation times, delays in reporting
donor and candidate information to the OPTN Computer System may delay organ
matching and allocation, reduce organ viability, and adversely affect transplant
outcomes.

Timely collection of post-transplant follow-up data is also essential for monitoring
recipient and graft outcomes, evaluating transplant program performance, supporting
organ allocation policy development and evaluation, conducting public health
surveillance, and fulfilling the OPTN's statutory and regulatory responsibilities.
Collecting these data less frequently would reduce the availability of timely information
needed for oversight of the national organ transplantation system and for policy,
research, and patient safety activities.

7. Consistency With the Guidelines in 5 CFR § 1320.5
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The OPTN data collection complies with the general information collection guidelines in
5 CFR 1320.5. Reporting frequencies vary by form and are based on the operational
requirements and submission timeframes established in OPTN Policy 18 and further
specified in OPTN Policy Table 18-1. Each data collection form identifies the required
reporting frequency and submission requirements.

8. Comments in Response to the Federal Register Notice/lOutside Consultation

Section 8A:

A 60-day Federal Register Notice entitled Data System for Organ Procurement and
Transplantation Network (OMB No. 0906-0010), Revision, was published in the Federal
Register, Vol. 91, No. 94, Fed. Reg. pp. 27964 (May 15, 2026). A 30-day Federal
Register Notice was published on October 9, 2026, Vol 91, No. 195, pp.64665.

HRSA received one public comment from a Transplant Center. The commenter
requested that HRSA identify the Board-approved revisions and the specific data
collection forms affected. The commenter also requested clarification regarding whether
the Patient Safety Contact Management and Patient Transfer forms are revisions to
existing forms or new data collection requirements, the rationale for the new forms, and
how duplicative data collection and additional administrative burden would be avoided.

HRSA responded that draft data collection instruments may be requested at any time
during the public comment period and will be made available in both clean and redline
formats during the 30-day Federal Register Notice public comment period. HRSA also
clarified that the Patient Safety Contact Management Form and Patient Transfer Form
are new data collection forms and that their addition is described in the Federal Register
notice and reflected in the Estimated Annualized Burden Hours table. HRSA also
identified where stakeholders can find the rationale for the proposed revisions to
existing forms and the addition of new forms. HRSA encouraged interested
stakeholders to review these materials for additional background on the policy
development process.

Section 8B:

The design and development of the OPTN Computer System and its associated data
collection requirements have involved consultation with transplant hospitals, organ
procurement organizations, histocompatibility laboratories, OPTN expert committees,
the OPTN Board of Directors, the Scientific Registry of Transplant Recipients (SRTR)
Contractor, Federal agencies, and members of the transplant community. These
consultations help ensure that the data collection supports the operational needs of the
national organ procurement and transplantation system while minimizing reporting
burden to the extent practicable.
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HRSA also consults with other components of HHS, including CMS, NIH), the Centers
for Disease Control and Prevention (CDC), and the Office of the Secretary, as
appropriate, regarding the use of OPTN data to support Federal oversight, research,
policy development, and program evaluation.

These consultations occur on an ongoing basis through OPTN committee activities,
Board deliberations, and contractor coordination meetings.

9. Explanation of any Payment/Gift to Respondents

Respondents will not receive any payments or gifts.

10. Assurance of Confidentiality Provided to Respondents

Data collected under the OPTN contract are protected through administrative, technical,
and physical safeguards that meet applicable Federal information security and privacy
requirements. HRSA requires the OPTN Data and Operating Contractor to maintain
security controls consistent with the Federal Information Security Modernization Act
(FISMA), NIST Special Publication (SP) 800-53, Security and Privacy Controls for
Information Systems and Organizations. Cryptographic protections are implemented
using FIPS-validated encryption technologies, and information security continuous
monitoring is conducted in accordance with NIST SP 800-137.

e Captured Accounts
Access to the OPTN Computer System is limited to authorized users through
role-based access controls. Users are granted access only to the information and
system functions necessary to perform their assigned responsibilities. All users
authenticate using unique user credentials and multi-factor authentication (MFA).
User sessions automatically terminate after 30 minutes of inactivity.

e Limited Access
The OPTN Computer System operates within a secure hosting environment with
physical and logical access controls designed to protect system infrastructure
and data. Physical access is restricted to authorized personnel, and multiple
layers of authentication and facility security controls are used to protect the
operating environment.

e Encrypted Identifiers
The OPTN Data and Operating Contractor employs FIPS 140-2 compliant
encryption capabilities. The OPTN Computer System is a public-facing web
application, and all users require appropriate credentials to remotely access the
system using Transport Layer Security (TLS) 1.2 encrypted sessions. At each
layer of the system, including hosting, virtualization, and presentation, TLS 1.2 is
used for securing data in transit, and Advanced Encryption Standard (AES) 256
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for securing data at rest. In addition, all system audit logs, and system backups
also utilize TLS and AES to encrypt data in transit and at rest.

e Disaster Recovery
The OPTN Data and Operating Contractor maintains and regularly tests a
contingency and disaster recovery plan to ensure continuity of operations. The
plan includes emergency operations, backup and recovery procedures, defined
roles and responsibilities, and system redundancy to support the continued
availability of the OPTN Computer System. Information and media are destroyed
in accordance with NIST SP 800-88, Guidelines for Media Sanitization

e Paper Documents
The OPTN information collection is conducted electronically. No paper data
collection instruments are maintained.

e Confidentiality Agreements
All contractor personnel with authorized access to the OPTN Computer System
are required to complete security and privacy training and sign confidentiality
agreements prohibiting the unauthorized disclosure of sensitive information. The
contractor complies with the requirements of the Privacy Act applicable to this
information collection. HRSA has established Privacy Act System of Records
(SORN) 09-15-0055 for this system. A notice of the modified system of records
was published in the Federal Register on August 1, 2022 (87 FR 46967).

11. Justification for Sensitive Questions

The Conditions for Coverage for Organ Procurement Organizations (42 CFR part 486,
subpart G) require OPOs to determine whether conditions exist that may influence
donor acceptance and, when possible, obtain the potential donor's medical and social
history. As a result, this information collection includes questions regarding medical and
social history that may be considered sensitive. For example, an OPO may need to ask
a potential donor's family about behaviors or medical conditions that could increase the
risk of transmitting infectious diseases, including HIV, to ensure the safety of organ
transplantation.

Social security numbers (SSNs) are requested as needed. The SSN serves as a unique
identifier that facilitates record linkage, identification of duplicate records, and data
quality. Without a unique identifier, records for individuals with common names could be
erroneously attributed, adversely affecting analyses of organ procurement,
transplantation, and patient outcomes. The SSN is requested once a candidate or living
donor is added to the OPTN Computer System database and displayed on all forms
except the Deceased Donor Registration form.

It is essential to ask questions regarding race and ethnicity to compare the scientific and
clinical outcomes among various minority populations, to evaluate access to
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transplantation, and to understand donation rates among various ethnic and racial
populations.

12. Estimates of Annualized Hour and Cost Burden

Estimates are based on the number of OPTN members in each membership category
(i.e., transplant center, OPO, histocompatibility laboratory) as of January 15, 2026; form
submission volumes from January 1, 2025, to December 31, 2025; and average burden
per response estimated by either a survey of OPTN members or consultation with
OPTN committees. The number of members in each category will vary as new
members are approved and/or members relinquish their OPTN membership when a
member ceases activity related to organ transplantation.

As of January 15, 2026, there were 251 transplant centers, 55 OPOs, 137
histocompatibility laboratories, 149 transplant centers with heart program, 75 transplant
centers with heart-lung program, 77 transplant centers with lung program, 232
transplant centers with kidney program, 144 transplant centers with liver program, 17
transplant centers with intestine program, 127 transplant centers with pancreas
program, 18 transplant centers with pancreas islet program, 23 transplant centers with
vascularized composite allograft (VCA) program, 209 transplant centers with living
donor program, and 155 transplant centers participating in the Kidney Paired Donation
Pilot program.

The OPTN uses two methods for collecting burden estimates. The burden estimates for
forty-four percent of the OPTN data collection forms are derived from historical surveys
sent to OPTN members who participated in the data collection activity. In 2023, to
improve reliability, consistency, and accuracy of burden estimates, HRSA began using
the consultation method recommended in “A Guide to the Paperwork Reduction Act”
(website) for the forms being added to the package. With OMB approval of the last
revised package, fifty-six percent of the burden estimates are collected using the
consultation method.

Total Burden Hours for the OPTN data collection is calculated as follows: using annual
data from the prior year, Number of Respondents multiplied by the Number of
Responses per Respondent multiplied by the Average Burden per Response (in hours).


https://pra.digital.gov/burden/

12A. Estimated Annualized Burden Hours

OMB 0906-0110 — Revision
Expiration Date: 8/31/2028

Number of Average
Form # Number of Responses Total Burden per | Total Burden
Form Name .
Respondents* per Responses* Response (in Hours
. Respondent hours)

1 | Deceased Donor 55 452.4 24,882.00 0.48 11,943.36
Registration +

o | Living Donor 209 31.45 6,573.05 2.2 14,460.71
Registration

3 tg"”g Donor Follow- 209 100.33 20,968.97 1.52 31,872.83

4 | Donor - 137 178.56 24,462.72 0.15 3,669.41
Histocompatibility

5 | Recipient 137 323.81 44,361.97 0.32 14,195.83
Histocompatibility +
Heart Transplant

6 Candidate 149 40.87 6,089.63 0.9 5,480.67
Registration
Heart Transplant

7 Recipient 149 30.78 4,586.22 1.96 8,988.99
Registration
Heart Transplant

8 Recipient Follow Up 149 28.51 4,247.99 0.4 1,699.20
(6 Month)
Heart Transplant

9 Recipient Follow Up 149 122.62 18,270.38 0.9 16,443.34
(1-5 Year)
Heart Transplant

10 Recipient Follow Up 149 202.66 30,196.34 0.5 15,098.17

(Post 5 Year)
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

11

Heart Post-
Transplant
Malignancy Form

149

14.58

2,172.42

0.9

1,955.18

12

Lung Transplant
Candidate
Registration

77

51.26

3,947.02

0.95

3,749.67

13

Lung Transplant
Recipient
Registration

77

45.34

3,491.18

1.14

3,979.95

14

Lung Transplant
Recipient Follow Up
(6 Month)

77

41.34

3,183.18

0.5

1,591.59

15

Lung Transplant
Recipient Follow Up
(1-5 Year)

77

147.7

11,372.90

11

12,510.19

16

Lung Transplant
Recipient Follow Up
(Post 5 Year)

77

162.26

12,494.02

0.6

7,496.41

17

Lung Post-
Transplant
Malignancy Form

77

22.73

1,750.21

0.4

700.08

18

Heart/Lung
Transplant
Candidate
Registration

75

1.03

77.25

1.16

89.61

19

Heart/Lung
Transplant
Recipient
Registration

75

0.8

60.00

2.09

125.40

20

Heart/Lung
Transplant
Recipient Follow Up
(6 Month)

75

0.75

56.25

0.8

45.00

10
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

21

Heart/Lung
Transplant
Recipient Follow Up
(1-5 Year)

75

2.69

201.75

11

221.93

22

Heart/Lung
Transplant
Recipient Follow Up
(Post 5 Year)

75

3.64

273.00

0.6

163.80

23

Heart/Lung Post-
Transplant
Malignancy Form

75

0.2

15.00

0.4

6.00

24

Liver Transplant
Candidate
Registration

144

112.48

16,197.12

0.8

12,957.70

25

Liver Transplant
Recipient
Registration

144

85.72

12,343.68

1.2

14,812.42

26

Liver Transplant
Recipient Follow Up
(6 Month - 5 Year)

144

384.5

55,368.00

55,368.00

27

Liver Transplant
Recipient Follow Up
(Post 5 Year)

144

466.79

67,217.76

0.5

33,608.88

28

Liver Recipient
Explant Pathology
Form

144

7.81

1,124.64

0.6

674.78

29

Liver Post-
Transplant
Malignancy Form

144

27.19

3,915.36

0.8

3,132.29

30

Intestine Transplant
Candidate
Registration

17

6.76

114.92

13

149.40

31

Intestine Transplant
Recipient
Registration

17

5.18

88.06

1.8

158.51

11
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

32

Intestine Transplant
Recipient Follow Up
(6 Month - 5 Year)

17

23.29

395.93

15

593.90

33

Intestine Transplant
Recipient Follow Up
(Post 5 Year)

17

52.35

889.95

0.4

355.98

34

Intestine Post-
Transplant
Malignancy Form

17

0.35

5.95

5.95

35

Kidney Transplant
Candidate
Registration

232

225.83

52,392.56

0.8

41,914.05

36

Kidney Transplant
Recipient
Registration

232

118.94

27,594.08

1.2

33,112.90

37

Kidney Transplant
Recipient Follow Up
(6 Month - 5 Year)

232

610.62

141,663.84

0.9

127,497.46

38

Kidney Transplant
Recipient Follow Up
(Post 5 Year)

232

617.82

143,334.24

0.5

71,667.12

39

Kidney Post-
Transplant
Malignancy Form

232

31.57

7,324.24

0.8

5,859.39

40

Pancreas
Transplant
Candidate
Registration

127

2.2

279.40

0.6

167.64

41

Pancreas
Transplant
Recipient
Registration

127

0.84

106.68

1.2

128.02

12
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

42

Pancreas
Transplant
Recipient Follow Up
(6 Month - 5 Year)

127

4.2

533.40

0.5

266.70

43

Pancreas
Transplant
Recipient Follow Up
(Post 5 Year)

127

15.71

1,995.17

0.5

997.59

44

Pancreas Post-
Transplant
Malignancy Form

127

0.72

91.44

0.6

54.86

45

Kidney/Pancreas
Transplant
Candidate
Registration

127

13.35

1,695.45

0.6

1,017.27

46

Kidney/Pancreas
Transplant
Recipient
Registration

127

6.34

805.18

1.2

966.22

47

Kidney/Pancreas
Transplant
Recipient Follow Up
(6 Month - 5 Year)

127

35.55

4,514.85

0.5

2,257.43

48

Kidney/Pancreas
Transplant
Recipient Follow Up
(Post 5 Year)

127

68.19

8,660.13

0.6

5,196.08

49

Kidney/Pancreas
Post-Transplant
Malignancy Form

127

2.32

294.64

0.4

117.86

50

VCA Transplant
Recipient
Registration +

23

0.39

8.97

1.36

12.20

51

VCA Transplant
Recipient Follow Up
+

23

291

66.93

1.31

87.68
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Number of Average
Form # Number of Responses Total Burden per | Total Burden
Form Name .
Respondents* per Responses* Response (in Hours

. Respondent hours)

5o | Organ Labeling and 55 308.47 16,965.85 0.18 3,053.85
Packaging

53 | Organ Tracking and 306 18.68 5,716.08 0.08 457.29
Validating
Kidney Paired

54 Donation Candidate 155 0.4 62.00 0.26 16.12
Registration
Kidney Paired

55 Donation Donor 155 0.74 114.70 1.08 123.88
Registration
Kidney Paired

56 Donation Match 155 0.86 133.30 0.67 89.31
Offer Management

57 | Disease 306 2.96 905.76 0.6 543.46
Transmission Event

58 Living Donor Event 209 0.24 50.16 0.56 28.09

59 Safety Situation 443 1.33 589.19 0.24 141.41
Potential Disease

60 Transmission 55 14.78 812.90 1.27 1,032.38
Report

61 | Requestto Unlock 443 156.16 69,178.88 0.02 1,383.58
Form

g2 | Initial Donor 55 453.87 24,962.85 475| 118573.54
Registration +
OPO Notification

63 Limit Administration 55 0.16 8.80 0.17 1.50

64 | Potential Transplant 306 5332.24 | 1,631,665.44 0.05 81,583.27
Recipient

g5 | Donor Hospital 55 0.07 3.85 0.08 0.31
Registration

66 Donor Organ 55 453.87 24,962.85 0.17 4,243.68

Disposition

14
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

67

Transplant Center
Contact
Management

251

863.46

216,728.46

0.06

13,003.71

68

Adult Kidney
Candidate Listing
Registration

232

227.93

52,879.76

0.52

27,497.48

69

Pediatric Kidney
Candidate Listing
Registration

103

11.66

1,200.98

0.47

564.46

70

Adult Kidney
Pancreas Candidate
Listing Registration

127

13.32

1,691.64

0.37

625.91

71

Pediatric Kidney
Pancreas Candidate
Listing Registration

29

0.1

2.90

0.3

0.87

72

Adult Pancreas
Candidate Listing
Registration

127

15.27

1,939.29

0.38

736.93

73

Pediatric Pancreas
Candidate Listing
Registration

30

1.17

35.10

0.38

13.34

74

Adult Pancreas Islet
Listing Registration

18

4.44

79.92

0.38

30.37

75

Pediatric Pancreas
Islet Listing
Registration***

18

0.00

0.33

0.00

76

Adult Liver
Candidate Listing
Registration

144

107.35

15,458.40

0.32

4,946.69

15




OMB 0906-0110 — Revision
Expiration Date: 8/31/2028

Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

77

Pediatric Liver
Candidate Listing
Registration

59

12,51

738.09

0.4

295.24

78

Adult Intestine
Candidate Listing
Registration

17

4.53

77.01

0.38

29.26

79

Pediatric Intestine
Candidate Listing
Registration

17

2.24

38.08

0.43

16.37

80

Adult Heart
Candidate Listing
Registration

149

36.52

5,441.48

0.83

4,516.43

81

Pediatric Heart
Candidate Listing
Registration

63

10.3

648.90

0.58

376.36

82

Adult HeartLung
Candidate Listing
Registration +

75

0.96

72.00

0.85

61.20

83

Pediatric HeartLung
Candidate Listing
Registration

25

0.2

5.00

0.93

4.65

84

Adult Lung
Candidate Listing
Registration +

77

50.77

3,909.29

1.01

3,948.38

85

Pediatric Lung
Candidate Listing
Registration +

45

0.84

37.80

0.84

31.75

86

Candidate
Registration Listing
Removal

251

305.65

76,718.15

0.18

13,809.27
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

87

VCA Abdominal
Wall Candidate
Listing
Registration***

0.00

0.33

0.00

88

VCA External Male
Genitalia Candidate
Listing
Registration***

0.00

0.33

0.00

89

VCA Head and
Neck Candidate
Listing Registration

0.11

0.99

0.33

0.33

90

VCA Lower Limb
Candidate Listing
Registration***

0.00

0.33

0.00

91

VCA
Musculoskeletal
Composite Graft
Segment Candidate
Listing
Registration***

0.00

0.33

0.00

92

VCA Other
Genitourinary Organ
Candidate Listing
Registration

0.2

1.00

0.33

0.33

93

VCA Spleen
Candidate Listing
Registration***

0.00

0.33

0.00

94

VCA Upper Limb
Candidate Listing
Registration***

11

0.00

0.33

0.00

95

VCA Uterus
Candidate Listing
Registration

1.83

10.98

0.33

3.62
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Number of Average
Form # Number of Responses Total Burden per | Total Burden
Form Name .
Respondents* per Responses* Response (in Hours

. Respondent hours)
VCA Vascularized

g | Gland Candidate 1 0 0.00 0.33 0.00
Listing
Registration***

g7 | Organ Export 55 0.29 15.95 0.03 0.48
Verification Form

gg | OPTN Waiting Time 251 5.32 1,335.32 0.23 307.12
Transfer Form

g9 | OPTN Waiting Time 251 23.73 5,956.23 0.22 1,310.37
Modification Form
OPTN Renal

100 Waiting Time 232 1.33 308.56 0.27 83.31
Reinstatement Form
OPTN Pancreas

101 Waiting Time 127 0.04 5.08 0.2 1.02
Reinstatement Form
Intestinal Waiting

102 Time Reinstatement 17 0.06 1.02 0.25 0.26
Form

103 | Prior Living Donor 232 0.41 95.12 0.27 25.68
Priority

104 | Kidney Minimum - 232 0.96 222.72 0.3 66.82
Acceptance Criteria
Adult Liver Status

105 | A Inital 144 2.13 306.72 0.57 174.83

Justification and
Extension Form
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

106

Pediatric Liver

Status 1A Initial
Justification and
Extension Form

59

177.00

0.57

100.89

107

Pediatric Liver

Status 1B Initial
Justification and
Extension Form

59

7.1

418.90

0.47

196.88

108

Liver
Cholangiocarcinoma
(CCA) Initial
MELD/PELD Score
Exception Form

144

0.83

119.52

0.43

51.39

109

Liver
Cholangiocarcinoma
(CCA) MELD/PELD
Score Exception
Extension Form

144

0.67

96.48

0.32

30.87

110

Liver Cystic Fibrosis
(CF) Initial
MELD/PELD Score
Exception and
Extension Form

144

0.08

11.52

0.33

3.80

111

Liver Familial
Amyloid
Polyneuropathy
(FAP) Initial
MELD/PELD Score
Exception Form***

144

0.00

0.4

0.00
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

112

Liver Familial
Amyloid
Polyneuropathy
(FAP) MELD/PELD
Score Exception
Extension Form

144

0.01

1.44

0.3

0.43

113

Liver Hepatic Artery
Thrombosis (HAT)
Initial MELD/PELD
Score Exception
and Extension Form

144

0.55

79.20

0.35

27.72

114

Liver Hepatocellular
Carcinoma (HCC)
Initial MELD/PELD
Score Exception
Form

144

22.18

3,193.92

0.47

1,501.14

115

Liver Hepatocellular
Carcinoma (HCC)
MELD/PELD Score
Exception Extension
Form

144

28.84

4,152.96

0.35

1,453.54

116

Liver
Hepatopulmonary
Syndrome (HPS)
Initial MELD/PELD
Score Exception
Form

144

1.42

204.48

0.32

65.43
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

117

Liver
Hepatopulmonary
Syndrome (HPS)
MELD/PELD Score
Exception Extension
Form

144

0.81

116.64

0.25

29.16

118

Liver Metabolic
Disease Initial
MELD/PELD Score
Exception and
Extension Form

144

0.84

120.96

0.28

33.87

119

Liver
Portopulmonary
Hypertension Initial
MELD/PELD Score
Exception Form

144

0.52

74.88

0.42

31.45

120

Liver
Portopulmonary
Hypertension
MELD/PELD Score
Exception Extension
Form

144

0.38

54.72

0.33

18.06

121

Liver Primary
Hyperoxaluria Initial
MELD/PELD Score
Exception and
Extension Form

144

0.1

14.40

0.35

5.04

122

Liver Other
Diagnosis Initial
MELD/PELD Score
Exception and
Extension Form

144

14.33

2,063.52

0.35

722.23
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

123

Pediatric Heart and
HeartLung Status
1A Initial
Justification Form

63

15.56

980.28

0.52

509.75

124

Pediatric Heart and
HeartLung Status
1A Extension and
Appeal Justification
Forms

63

73.57

4,634.91

0.47

2,178.41

125

Pediatric Heart and
HeartLung Status
1B Initial
Justification Form

63

7.05

444.15

0.42

186.54

126

Adult Heart and
HeartLung Status 1-
6 Justification Form
Demographic Data

149

161.57

24,073.93

0.32

7,703.66

127

Adult Heart and
HeartLung Status 1-
6 Justification Form
Risk Stratification
Data

149

161.57

24,073.93

0.72

17,333.23

128

Adult Heart and
HeartLung Status 1
Initial Justification
Form Medical
Urgency Data

149

8.32

1,239.68

0.58

719.01

129

Adult Heart and
HeartLung Status 1
Exception Extension
Justification Form
Medical Urgency
Data

149

1.1

163.90

0.33

54.09
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

130

Adult Heart and
HeartLung Status 1
Criteria 1 Extension
Justification Form
Medical Urgency
Data

149

0.87

129.63

0.53

68.70

131

Adult Heart and
HeartLung Status 2
Initial Justification
Form Medical
Urgency Data +

149

28.64

4,267.36

0.8

3,413.89

132

Adult Heart and
HeartLung Status 2
Exception Extension
Justification Form
Medical Urgency
Data

149

19.99

2,978.51

0.33

982.91

133

Adult Heart and
HeartLung Status 2
Criteria 1 Extension
Justification Form
Medical Urgency
Data

149

0.01

1.49

0.42

0.63

134

Adult Heart and
HeartLung Status 2
Criteria 4 Extension
Justification Form
Medical Urgency
Data

149

5.54

825.46

0.63

520.04
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

135

Adult Heart and
HeartLung Status 2
Criteria 5 Extension
Justification Form
Medical Urgency
Data

149

1.87

278.63

0.6

167.18

136

Adult Heart and
HeartLung Status 3
Initial Justification
Form Medical
Urgency Data +

149

11.25

1,676.25

0.63

1,056.04

137

Adult Heart and
HeartLung Status 3
Exception Extension
Justification Form
Medical Urgency
Data

149

7.5

1,117.50

0.33

368.78

138

Adult Heart and
HeartLung Status 3
Criteria 2 Extension
Justification Form
Medical Urgency
Data

149

0.54

80.46

0.32

25.75

139

Adult Heart and
HeartLung Status 3
Criteria 5 Extension
Justification Form
Medical Urgency
Data

149

0.04

5.96

0.48

2.86

140

Adult Heart and
HeartLung Status 4
Initial Justification
Form Medical
Urgency Data

149

23.41

3,488.09

0.5

1,744.05
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Form #

*kkk

Form Name

Number of
Respondents*

Number of
Responses
per
Respondent

Total
Responses*

Average
Burden per
Response (in
hours)

Total Burden
Hours

141

Adult Heart and
HeartLung Status 4
Exception Extension
Justification Form
Medical Urgency
Data

149

2.17

323.33

0.25

80.83

142

Adult Heart and
HeartLung Status 4
Criteria 2 Extension
Justification Form
Medical Urgency
Data

149

0.78

116.22

0.4

46.49

143

Adult and Pediatric
Lung and HeartLung
Goal Exception
Form

149

2.79

415.71

0.75

311.78

144

Pediatric Lung
Priority 1 Status
Justification Form

45

0.53

23.85

0.33

7.87

145

Review Board Voter
Form

251

24.75

6,212.25

0.23

1,428.82

146

Living Donor
Feedback Form

209

38.86

8,121.74

0.13

1,055.83

147

Extra Vessels
Reporting Form

251

59.28

14,879.28

0.03

446.38

148

Non-US Transplants
Reporting Form***

232

0.00

0.03

0.00

149

Discrepant HLA
Typings Reporting
Form +

137

1.27

173.99

5.17

899.53

150

Interim Event
Reporting Form

251

88.45

22,200.95

0.06

1,332.06
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Number of Average
Form # Number of Responses Total Burden per | Total Burden
Form Name .
Respondents* per Responses* Response (in Hours
. Respondent hours)
Patient Safety
151 | Sontact 306 42.2 12,913.20 0.14 1,807.85
Management Form
*%
150 | Patient Transfer 251 15.35 3,852.85 0.39 1,502.61
Form **
Total: 19,314 3,085,444.60 903,607.58

Note: Totals for responses and burden hours may reflect minor discrepancies due to rounding;
however, these rounding adjustments do not affect the overall burden estimates presented

* The numbers of respondents and the numbers of total responses in the burden table were

updated with 2025 OPTN data.

** These are new forms.

*** If a form has 0.00 under average number of responses, this is an indicator that there were no
submissions in calendar year 2025.

*¥*% As aresult of the removal of the VCA Transplant Candidate Registration, Death
Notification Registration, and the Deceased Donor Death Referral, forms after 49 were
renumbered.

+ Forms with minor edits to previously OMB-approved forms.

12B.

Data collection and reporting are performed by transplant hospitals, OPOs, and
histocompatibility laboratories. Information is reported by a variety of personnel,

including transplant coordinators, registered nurses, laboratory technicians, medical
record specialists, and other clinical and administrative staff. Because the personnel

responsible for completing the data collection forms vary by respondent and form,
HRSA uses the median hourly wage for a Registered Nurse as a reasonable proxy for
estimating respondent labor costs.

According to the United States Department of Labor, Bureau of Labor Statistics (BLS),

the median hourly wage for a Registered Nurse was $46.90 as of May 2025. To account
for fringe benefits and overhead costs, HRSA doubles the median hourly wage,
resulting in a loaded hourly labor cost of $90.00. Applying this hourly labor cost to the
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total estimated annual burden hours results in an estimated total annual respondent
cost of $$84,758,391.00 (see 12B).

12B. Estimated Annualized Burden Costs

Form Form Name Total Hourly
# Burden Wage Total Cost
Hours Rate (x2)
1 Deceased Donor Registration 11,943.36 $93.80 $1.120287.17
2 Living Donor Registration + 14,460.71 $93.80 $1.356,414.60
3 Living Donor Follow-up 31,872.83 $93.80 $2,989,671.45
4 Donor Histocompatibility + 3,669.41 $93.80 $344.190.66
5 Recipient Histocompatibility 14,195.83 $93.80 $1,331,568.85
6 HeRaer';;;ﬁlgt?grllant Candidate 5.480.67 $93.80 $514,086.85
7 He:?a\er;;;?;t?grl]ant Recipient 8,988.99 $93.80 $843,167.26
8 H?Ja;t('grhaﬂr:)snﬁlha)nt Recipient Follow 1,699.20 $93.80 $159,384.96
9 H?Ja;t(?gn?g::;t Recipient Follow 16,443.34 $93.80 $1542,385.29
10 Hzagt(;r:;s;@g;gecipient Follow 15,098.17 $93.80 $1,416,208.35
11 H?:aor:anost—TranspIant Malignancy 1.955.18 $93.80 $183,395.88
12 LugggTisr?rgzzlr?nt Candidate 3,749.67 $93.80 $351.719.05
13 LugggTiSr?rr;?iglr?nt Recipient 3,979.95 $93.80 $373.319.31
14 LUSS g?\;lgmﬂ)nt Recipient Follow 1,591.59 $93.80 $149,291.14
15 Lqu}g gjasn\s(pélgrr;t Recipient Follow 12.510.19 $93.80 $1173.455.82
16 Lqu}g ;I’Prggfgl?(rgalj)ecipient Follow 7 496.41 $93.80 $703,163.26
17 Lu:grrlrjost-Transplant Malignancy 700.08 $93.80 $65,667.50
18 HeRaerg:;l:rnag:i(')I'rrlansplant Candidate 89 61 $93.80 $8 405.42
19 Helzqaerté:_slipag:i;rrr]ansplant Recipient 125.4 $93.80 $11,762.52
20 He;:a(l)rl'cll(l)_vt\jnlj;p'l'(réirl\l;gllﬁrr:)t Recipient 45 $93.80 $4.221.00
2t o o (L6 eany CCPeMt 921,03 | $93.80 $20,817.03
o (e vy ™ | 1638 | 99380 $15,364.44
2| M algnancy Fom 6 89380 | 562,80
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24 Li\llqeé;;?rr;?izlﬁnt Candidate 12,957.70 $93.80 $1,215,432.26
25 Li\gé;;f;r;?iglgnt Recipient 14,812.42 $93.80 $1,389,405.00
26 Li\(JeF: '(I'(Sra&(s)ﬁltﬁn_t EI)?\e(t;i(’[;J:)ent Follow 55,368.00 $93.80 $5,193,518.40
27 Li\LlJe;; '(I'Fz?)rsltsgla\l(rgalj)ecipient Follow 33.608.88 $93.80 $3,152,512.94
28 Li\I/%”F]zqecipient Explant Pathology | ¢4 g $93.80 $63,294.36
29 Li\'/:%rrrlj]ost—Transplant Malignancy 3.132.29 $93.80 $293,808.80
30 Int;zazg?se'[r;trgr;splant Candidate 149 4 $93.80 $14,013.72
31 Ing{a(sag?scir;tri%r:]splant Recipient 158.51 $93.80 $14,868.24
e e |59 | s
P | Folowip osts vear | |35598 | *780|$33390.2
35 Ki(lj?r;z)ilsl};at?;ry]alant Candidate 41,914.05 $93.80 $3,931,537.89
36 Ki%r;z;i/s'{rrae}?;rﬁ)lant Recipient 33,112.90 | $93-80 $3,105,990.02
ey | 12T S8 o 261 75
2 e |72 [semaarsa
39 Kidney Post Transplant 5,859.39 | $93-80 $549,610.78
40 Pallqné:(;ie;fa'tl'i:)a:]nsplant Candidate 167.64 $93.80 $15,724.63
41 P?ggie;fa'tl'i;insplant Recipient 128.02 $93.80 $12,008.28
e i R
P | Folowup ot s vean | 99759 | *7%0 | $93573.04
Mot |se8s |00 | ssase
® | Comticate regtaton | 101727 | #7%0| $9541993
© | Recpont regiuaton | 96622 | #7480 | 9063144
47 Kidney/Pancreas Transplant $93.80

Recipient Follow Up (6 Month -5 | 2,257.43 $211,746.93
48 Ki:j(r?:;aPancreas Transplant $93.80

Recipient Follow Up (Post 5 5,196.08 $487,392.30

Year)
49 Kidney/Pancreas Post-Transplant 117.86 $93.80 $11,055.27

Malignancy Form
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50

VCA Transplant Recipient

$93.80

Registration 12.2 $1,144.36
51 V%AF; Transplant Recipient Follow 87.68 $93.80 $8.224.38
52 Organ Labeling and Packaging 3,053.85 $93.80 $286,451.13
53 Organ Tracking and Validating 457.29 $93.80 $42.893.80
54 Kigr;?;i/sl':rgitriﬁ(rj] Donation Candidate 16.12 $93.80 $1,512.06
55 Kigr;?i/slfrzitrigg Donation Donor 123.88 $93.80 $11.619.94
o Vamagomant " |Be.3t | #9801 58377.28
57 Disease Transmission Event 543.46 $93.80 $50,976.55
58 Living Donor Event 28.09 $93.80 $2 634.84
59 Safety Situation 141.41 $93.80 $13,264.26
60 PoF:Zr;t(i)e:{ Disease Transmission 1.032.38 $93.80 $96,837.24
61 Request to Unlock Form 1,383.58 $93.80 $129.779.80
62 Initial Donor Registration 1 148,573.5 $93.80 $11122.198.05
P | Administation 1.5 $9380 1414070
64 Potential Transplant Recipient 81,583.27 $93.80 $7.652,510.73
65 Donor Hospital Registration 0.31 $93.80 $29.08
66 Donor Organ Disposition 4,243.68 $93.80 $398,057.18
67 Trl\a/lnasnpellggtmce?]r;ter Contact 13,003.71 $93.80 $1,219,748.00
68 Adgggﬁggﬁzr?andidate Listing 27.497.48 $93.80 $2.579.263.62
69 Pegéztiggr;iigrr\]ey Candidate Listing 564.46 $93.80 $52.946.35
° AdL?gti};;jg?éE?rg?iff s Candidate | 655,91 $93.80 $58,710.36
" | P Candidate Listng Regwaton | 087 |0 | ss1.61
72 AdRuEI:tgliDSe:pactggﬁs Candidate Listing 736.93 $93.80 $69,124.03
B | Mising Regieraton e [1334 | #7380 11,2512
74 Ad;étgl?sa:pactg(e)ﬁs Islet Listing 30.37 $93.80 $2.848.71
75 Peéjéztir;i:r;i)nniiias Islet Listing 0 $93.80 $0.00
76 Angggli_;\t/re;;tigr?ndidate Listing 4.946.69 $93.80 $463,999.52
77 Pediatric Liver Candidate Listing 295.24 $93.80 $27,693.51
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Registration
78 Adult Intestine Candidate Listing $93.80

Registration 29.26 $2,744.59
79 Pediatric Intestine Candidate $93.80

Listing Registration 16.37 $1,535.51
80 Adult Heart Candidate Listing $93.80

Registration 4,516.43 $423,641.13
81 Pediatric Heart Candidate Listing $93.80

Registration 376.36 $35,302.57
82 Adult HeartLung Candidate Listing $93.80

Registration 61.2 $5,740.56
83 Pediatric HeartLung Candidate $93.80

Listing Registration + 4.65 $436.17
84 Adult Lung Candidate Listing $93.80

Registration 3,948.38 $370,358.04
85 Pediatric Lung Candidate Listing $93.80

Registration 31.75 $2,978.15
86 Candidate Registration Listing $93.80

Removal 13,809.27 $1,295,309.53
87 VCA Abdominal Wall Candidate $93.80

Listing Registration*** 0 $0.00
88 VCA External Male Genitalia 0 $93.80 $0.00

Candidate Listing Registration*** ’
89 VCA Head and Neck Candidate $93.80

Listing Registration 0.33 $30.95
90 VCA Lower Limb Candidate Listing $93.80

Registration*** 0 $0.00
91 VCA Musculoskeletal Composite $93.80

Graft Segment Candidate Listing | O $0.00

Registration***
92 VCA Other Genitourinary Organ $93.80

Candidate Listing Registration 0.33 $30.95
93 VCA Spleen Candidate Listing $93.80

Registration*** 0 30.00
94 VCA Upper Limb Candidate Listing $93.80

Registration*** 0 $0.00
95 VCA Uterus Candidate Listing $93.80

Registration 3.62 $339.56
96 VCA Vascularized Gland 0 $93.80 $0.00

Candidate Listing Registration*** )
97 Organ Export Verification Form 0.48 $93.80 $45.02
98 OPTN Waiting Time Transfer Form 307.12 $93.80 $28 807.86
99 OPTN Waiting Time Modification $93.80

Form 1,310.37 $122,912.71
100 OPTN Renal Waiting Time $93.80

Reinstatement Form 83.31 $7,814.48
101 OPTN Pancreas Waiting Time $93.80

Reinstatement Form 1.02 $95.68
102 Intestinal Waiting Time $93.80

Reinstatement Form 0.26 $24.39
103 Prior Living Donor Priority 2568 $93.80 $2 408.78
104 Kidney Minimum Acceptance 66.82 $93.80 $6,267.72
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Criteria

105 Adult Liver Status 1A Initial

$93.80
Justification and Extension Form 174.83 $16,399.05

106 Pediatric Liver Status 1A Initial

$93.80
Justification and Extension Form 100.89 $9,463.48

107 Pediatric Liver Status 1B Initial $93.80
Justification and Extension Form 196.88 $18,467.34

108 Liver Cholangiocarcinoma (CCA) $93.80
Initial MELD/PELD Score 51.39 $4,820.38
Exception Form

109 Liver Cholangiocarcinoma (CCA) $93.80
MELD/PELD Score Exception 30.87 $2,895.61
Extension Form

110 Liver Cystic Fibrosis (CF) Initial $93.80
MELD/PELD Score Exception 3.8 $356.44
and Extension Form

111 Liver Familial Amyloid $93.80
Polyneuropathy (FAP) Initial 0 $0.00
MELD/PELD Score Exception )
Form***

112 Liver Familial Amyloid $93.80

Polyneuropathy (FAP)
MELD/PELD Score Exception 0.43 $40.33

Extension Form

113 Liver Hepatic Artery Thrombosis $93.80
(HAT) Initial MELD/PELD Score | 27.72 $2,600.14
Exception and Extension Form

114 Liver Hepatocellular Carcinoma $93.80
(HCC) Initial MELD/PELD Score | 1,501.14 $140,806.93
Exception Form

115 Liver Hepatocellular Carcinoma $93.80
(HCC) MELD/PELD Score 1,453.54 $136,342.05
Exception Extension Form

116 Liver Hepatopulmonary Syndrome $93.80
(HPS) Initial MELD/PELD Score | 65.43 $6,137.33
Exception Form

117 Liver Hepatopulmonary Syndrome $93.80
(HPS) MELD/PELD Score 29.16 $2,735.21
Exception Extension Form

118 Liver Metabolic Disease Initial $93.80
MELD/PELD Score Exception 33.87 $3,177.01
and Extension Form

119 Liver Portopulmonary $93.80
Hypertension Initial MELD/PELD | 31.45 $2,950.01
Score Exception Form

120 Liver Portopulmonary $93.80
Hypertension MELD/PELD 18.06 $1,694.03
Score Exception Extension Form

121 Liver Primary Hyperoxaluria Initial $93.80
MELD/PELD Score Exception 5.04 $472.75
and Extension Form

122 Liver Other Diagnosis Initial $93.80
MELD/PELD Score Exception 722.23 $67,745.17
and Extension Form

123 Pediatric Heart and HeartLung 509.75 $93.80 $47,814.55
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Status 1A Initial Justification
Form

124

Pediatric Heart and HeartLung
Status 1A Extension and Appeal
Justification Forms

2,178.41

$93.80

$204,334.86

125

Pediatric Heart and HeartLung
Status 1B Initial Justification
Form

186.54

$93.80

$17,497.45

126

Adult Heart and HeartLung Status
1-6 Justification Form
Demographic Data

7,703.66

$93.80

$722,603.31

127

Adult Heart and HeartLung Status
1-6 Justification Form Risk
Stratification Data

17,333.23

$93.80

$1,625,856.97

128

Adult Heart and HeartLung Status
1 Initial Justification Form
Medical Urgency Data

719.01

$93.80

$67,443.14

129

Adult Heart and HeartLung Status
1 Exception Extension
Justification Form Medical
Urgency Data

54.09

$93.80

$5,073.64

130

Adult Heart and HeartLung Status
1 Criteria 1 Extension
Justification Form Medical
Urgency Data

68.7

$93.80

$6,444.06

131

Adult Heart and HeartLung Status
2 Initial Justification Form
Medical Urgency Data

3,413.89

$93.80

$320,222.88

132

Adult Heart and HeartLung Status
2 Exception Extension
Justification Form Medical
Urgency Data

982.91

$93.80

$92,196.96

133

Adult Heart and HeartLung Status
2 Criteria 1 Extension
Justification Form Medical
Urgency Data

0.63

$93.80

$59.09

134

Adult Heart and HeartLung Status
2 Criteria 4 Extension
Justification Form Medical
Urgency Data

520.04

$93.80

$48,779.75

135

Adult Heart and HeartLung Status
2 Criteria 5 Extension
Justification Form Medical
Urgency Data

167.18

$93.80

$15,681.48

136

Adult Heart and HeartLung Status
3 Initial Justification Form
Medical Urgency Data

1,056.04

$93.80

$99,056.55

137

Adult Heart and HeartLung Status
3 Exception Extension
Justification Form Medical
Urgency Data

368.78

$93.80

$34,591.56

138

Adult Heart and HeartLung Status
3 Criteria 2 Extension
Justification Form Medical
Urgency Data

25.75

$93.80

$2,415.35

32




OMB 0906-0110 — Revision
Expiration Date: 8/31/2028

139 Adult Heart and HeartLung Status $93.80

3 Criteria 5 Extension

Justification Form Medical 2.86 $268.27

Urgency Data
140 Adult Heart and HeartLung Status $93.80

4 Initial Justification Form 1,744.05 $163,591.89

Medical Urgency Data
141 Adult Heart and HeartLung Status $93.80

4 Exception Extension

Justification Form Medical 80.83 $7.581.85

Urgency Data
142 Adult Heart and HeartLung Status $93.80

4 Criteria 2 Extension

Justification Form Medical 46.49 $4,360.76

Urgency Data
143 Adult and Pediatric Lung and $93.80

HeartLung Goal Exception Form 311.78 $29,244.96
144 Pediatric Lung Priority 1 Status $93.80

Justification Form /.87 $738.21
145 Review Board Voter Form 1.428.82 $93.80 $134.023.32
146 Living Donor Feedback Form 1.055.83 $93.80 $99 036.85
147 Extra Vessels Reporting Form 446.38 $93.80 $41.870.44
148 Non-US Transplants Reporting $93.80

Form** 0 $0.00
149 Discrepant HLA Typings Reporting $93.80

Form 899.53 $84,375.91
150 Interim Event Reporting Form 1.332.06 $93.80 $124.947.23
151 Patient Safety Contact $93.80

Management Form ** 1,807.85 $169,576.33
152 Patient Transfer Form ** 1502.61 $93.80 $140,944.82

Total: 903,607.5
8 $84,758,391.00

Planned frequency of information collection:

Frequency of information collection varies by form. Data submission requirements are
specified in OPTN Policy 18.

13. Estimates of other Total Ahnual Cost Burden to Respondents or

Recordkeepers/Capital

Costs

(a) Total Capital costs and start-up costs component:
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There are no capital or start-up costs associated with this information collection.

The OPTN Computer System is an established, web-based system, and respondents
use existing information technology infrastructure, including computers and internet
connectivity, to submit data. No additional equipment, software, no other capital
investments are required to comply with the information collection requirements. and,
therefore, does not carry capital or start-up costs. Additionally, facilities are equipped
with personal computers and Internet connections and should incur no costs.

(b) Total Operation and maintenance and purchase of services component:

There are no estimated operation and maintenance costs or purchase of services costs
associated with this information collection beyond the labor costs reported in Item 12.
Respondents use existing information systems and business processes to submit
required data through the OPTN Computer System. Some respondents have internal
import/export systems that assist in completing data submissions via their electronic
medical record systems. These systems may require some cost to be developed,
resulting in cost to respondents. Transplant centers are responsible for all proposed
data collection modifications and are routinely responsible for most of the data collection
volume. Most of the costs are attributable to respondents’ staff time.

14. Annualized Cost to Federal Government

The annual cost to the Federal Government consists of those costs allocated to the data
system under the applicable HRSA contract, as described below. There also is the cost
to the government to monitor the data system.

Listed below are costs from the OPTN Task #5 “Collect official OPTN data to support
the operations of the OPTN” and Task # 20 “Security and Privacy requirements”. Task
#20 includes costs for development and maintenance of OPTN systems and
maintaining OPTN security requirements.

A. OPTN contract (HRSA 250-2019-00001C)

Task # 5: Direct Cost

1. Direct Salaries and Wages $
1,117,320.06
2. Fringe Benefits $
528,492.37
3. Travel $0
4. Other Direct Costs $
501,090.49
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5. Indirect Costs $ 403,617.75
TOTAL ESTIMATED COST $ 2,550,520.67*

Task # 20: Direct Cost

1. Direct Salaries and Wages $ 896,286
2. Fringe Benefits $ 442,765
3. Travel $0
4. Other Direct Costs $ 1,263,521
5. Indirect Costs $ 351,437
TOTAL ESTIMATED COST $ 2,953,919*

* The OPTN Data and Operating Contractor is a cost-share contract with the contractor
contributing 76 percent of this cost from patient registration fees. Thus, the estimated
net cost to the Federal government for the performance of the contract tasks for data
collection and dissemination in fiscal year 2025 is $1,376,109.9.

15. Explanation for Program Changes or Adjustments

The total estimated annual burden for this information collection increased by 52,023.83
hours compared with the previous OMB-approved information collection package,
approved June 25, 2025. This increase reflects updates to the number of respondents
and responses based on actual OPTN data from calendar year 2025, the addition of two
new data collection forms, and revisions to existing data collection forms approved by
the OPTN BOD. These increases are partially offset by the reduction of 6,960.18
burden hours resulting from the removal of three forms from the OPTN Computer
System.

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

Data collected through the OPTN are used to produce annual reports and biannual
reports to Congress, and these data are published online in the OPTN/SRTR Annual

Data Report.
The SRTR contractor uses data collected by the OPTN to produce updated program-

and OPO-specific reports every six months. These reports are published online on the
SRTR website..
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Routine uses of records maintained in the system include the disclosure to physicians
or other health care professionals providing clinical treatment to such individuals for
clinical purposes, as outlined in the System of Record Notice (09-15-0055).

HRSA provides selected OPTN data to the public through the HRSA Health Data
Warehouse, Health Systems page.. The HRSA Health Data Warehouse publishes
state-level OPO and their associated Transplantation Centers, along with related organ
donation and transplantation datasets, all sourced from the OPTN. This data is provided
to enhance transparency around the organ donation, procurement, and transplantation
system and to help the public and researchers assess equitable access to
transplantation.

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

The OMB number and Expiration date will be displayed on every page of every
form/instrument.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.
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