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Research Rates, Fees & Included Services

This schedule describes the fair market value costs associated with clinical research studies conducted at
Stanley Manne Children’s Research Institute at Ann & Robert H. Lurie Children’s Hospital of Chicago. The
fees are set by the hospital service areas providing the associated services, are considered non-negotiable,
are subject to annual changes, and are applied uniformly to allindustry-funded clinical research studies. The
charges are only incurred when the study requires the specified service (e.g., if no investigational drug is
required, IDS Pharmacy charges do not apply). Rates listed are effective 09/01/2025-08/31/2026.

Indirect Cost Rate

It isthe position of Stanley Manne Children’s Research Institute at Ann & Robert H. Lurie Children's Hospital
of Chicago to recover full indirect costs as allowable when entering into grants and contracts

for organized research and other sponsored activities. Our FY26 indirect cost rate for industry-funded
clinical research is 35%.

Fixed Start-up, Maintenance & Close-out Costs

Institutional Review Board (IRB) & Institutional Biosafety Committee (IBC) / Research Compliance

Oversight
Administrative

* These feesapply to allindustry funded studies whether reviewed by  |Initial Review/Start-up
the Lurie Children’s IRB or when relying on an external IRB

* Fees applied at the time of periodic review (typically Lurie IRB Initial Review (Lurie IRB or
annual), and includesall modifications, continuing review, External IRB): $4,050
and compliance maintenance for that year

* Please note that single IRB (sIRB) fees apply when Lurie Lurie sIRB (Lurie IRB of Record) - Initial Site
Children’s is the IRB of record for a multi-site trial Addition (Per Site): $1,620

* Close-out fee applied at the time of IRB termination

* These pricesdo notinclude IRB fees from a third party, such as Lurie IBC Initial Review (Lurie IBC or
the Western Institutional Review Board (WIRB) External IBC): $4,050

* These fees apply to all industry funded studies requiring IBC review,
whether reviewed by the Lurie Children’s IBC or when relying on Annually (modifications, continuing
an external IBC review, compliance maintenance)

(Lurie IRB Review or External IRB): $5,738
SIRB (Lurie IRB of Record) (Per Site): $1013

Close-out: $439
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Office of Clinical and Community Trials (OCCT) Start-up

Administrative
* The OCCT is a specialized research administrative group Start-up:
tasked with performing Medicare coverage analysis, financial Non-oncology: $13,500
feasibility assessments, budget review and development, Hematology-Oncology: $17,550
comprehensive and ongoing financial management, Epic
charge review and research billing compliance, detailed OCCT Amendment, each: $1,350
financial record-keeping, and provision of ongoing and close-
out administrative and technological support throughout the OCCT Clinical Research Billing
study, including amendment management and document Compliance Annual Maintenance:
archiving. $2,025
OCCT Research Technology Fee:
$2,700
OCCT Close-out: $675

Department of Pathology and Laboratory Medicine (DPLM) / Research Lab

Administrative

* The fee applied at start-up covers the cost of pathology and Start-up: $3,375
lab analyzing the protocol and the applicable lab manualsto
determine the requirements for blood, urine, or tissue
submission, the necessary supplies to meet the
requirements, and the creation of study-specific requisition
forms

Translational Services Research Lab (TransLab)

Administrative

e The TransLab is equipped to manage biospecimen needs, including | Start-up: 54,708
the stabilization, storage, and shipment of whole blood, serum,
plasma, and urine, while adhering to IATA, ICH GCP, HSP, and HIPAA
guidelines. All temperature-sensitive equipment is monitored 24/7
via an electronic LabAlert system. These services ensure proper
handling, tracking, and compliance for all biological specimens
involved in the study.
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Divisional Administrative Fees

Administrative

Administrative Start-up Start-up: $19,575
* Includes the study team'’s efforts in preparing IRB documents,
completing site feasibility questionnaires, conducting protocol
implementation meetings, conducting ongoing staff training,
inventorying study supplies, preparing regulatory binders,
conducting prescreening activities, creating source
documents, etc.
Administrative Annual Maintenance Annual Maintenance Fee: $2,700
* Includes submitting all updated regulatory documentation for
IRB and other committee reviews. Management and
maintenance of regulatory binder, including patient logs and
study correspondence. Maintenance and updates of source
documentation to reflect the most current versions of all
study documentation, distribution of protocol correspondence
to all necessary departments to ensure all personnel use the
most up-to-date version.
Administrative Close out Close out Fee: 51,350
* Includes preparing and submitting all study close-out
documents to the Sponsor, IRB and necessary ancillary
departments, final reconciliation of all data, and the final
close-out visit.

Protocol Amendment Preparation — IRB document preparation and Per Occurrence: $1,350
notification of ancillary research support services

Serious Adverse Event (SAE) Reports Per SAE Report: $675
Investigational New Drug (IND) Safety Reports Per Report: 554
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Administrative

Fee applied at study start-up offsets costs associated with
processing, reviewing, and approving submissions to the CRU

* The Clinical Research Unit (CRU) is a modern facility located

on the 19th floor of the main hospital, with eight outpatient
rooms and six private inpatient beds. The CRU employs
experienced research nurses and medical assistants to
ensure that research protocols are carried out seamlessly in
a child and family-friendly environment. Our CRU is
committed to providing investigators with customized
clinical services, incorporating ongoing quality control
measures, and maintaining regular communication with
research teams to uphold the highest standards of patient
care and data collection. Our CRU is designed to meet the
diverse needs of investigators, offering study coordination
space, work areas for study auditors and monitors, and
storage for study equipment and materials.

Start-up: $4,725

Per Patient

CRU fees are calculated based on a tiered intensity metric,
considering a multitude of factors. These include, but are not
limited to, overall estimated time requirements, staffing
availability and logistics, the complexity of the protocol, ongoing
guality control process implementation, ongoing training
requirements, and supplies. Importantly, CRU fees encompass
specialized pediatric research staff support, a testament to our
commitment to providing high-quality services and access to a
dedicated research facility.

Additional tasks not noted above but requiring RN support

Tiered system based ontime and
visit complexity in 30-minute
units
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‘Investigational Drug Service (IDS) Pharmacy

Administrative

Start-up:

* Fee applied at start-up, includes initial review of protocol and IDS
Pharmacy Feasibility process, initial meeting with study team prior to
participant recruitment, development of procedures for IDS Pharmacy
staff, development of SOP for inpatient pharmacy staff, site initiation
visit, study set-up in Vestigo (electronic drug accountability system),
working with pharmacy informatics for Epic medication entries (e.g.
eRXs, Beacon treatment plan), and initial training of IDS pharmacy staff

Annual Maintenance:

* Storage of medication, daily monitoring of room, refrigerator, and
freezer temperatures, monthly audits - Inventory of study medication,
expiration inspections of study medication, updated IDS Pharmacy
staff training with new study documents, and study monitor visit set-

up

Close-out:

* Final inventory reconciliation of medication, review all documents for
proper signatures, dates, etc., close-out visit with study monitor -
provide copies of requested documents including but not limited to
shipping documents, accountability log, training logs; destroy
remaining medications on-site or return to sponsor by monitor,
prepare pharmacy paperwork for long term storage, close-out
procedures - inform pharmacy informatics & CRU regarding retirement
of eRX, billing for study, removal of IWRS access, print out drug
accountability record, and Vestigo update

Storage Exemption:
* Approval must be obtained by the IDS pharmacy. All other studies
will follow the IDS Drug Destruction Criteria (please contact IDS
Pharmacy for details)

Start-up: 54,455

Annual Maintenance: 51,350

Close-out: $1,080

Annual Storage Exemption: $1,350
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Administrative

Medical Imaging / Radiology

Start-Up:

* Thefee applied at start-up offsets costs associated with processing,
reviewing, and approving submissions to Medical Imaging. This
includes analyzing the protocol and applicable medical imaging
manuals to determine requirements for scans and the necessary
equipment to meet those protocol requirements.

Amendment Fee:
* Fee applied upon new support agreement provided to the study
team. This fee offsets the cost of reviewing and approving updated
study documents and modifying the current study support plan

Specialty Support Services:

These fees include the costs associated with implementing study-specific
protocols and are applied throughout the life of the study as dictated by the
protocol.

* Protocol Training:
Sponsor-mandated training for medical imaging technologists,
tailored to a research protocol in a clinical trial, briefly diverts
resources from patient care. The associated charge reflects value of
the resource and compensates for the downtime, ensuring a
balanced approach to both research activities and the maintenance
of efficient patient care services.

* Research Analysis Report/Measurement:
Research specific measurement and report requirements differ from
our locally established clinical protocols. Research-specific
measurements demand additional expertise and analysis. The
associated charge reflects the extra effort and resources invested in
delivering precise research data interpretation, ensuring accurate and
tailored results for specific clinical trial.

Start-up: $6,750

Amendment: $1,350

Specialty Support Services:

Protocol Training (CT/Nuc
Med): $810

Protocol Training (Gen Med):
$1,620

Protocol Training (Ultrasound):
$1,620

Protocol Training (MRI): 52,295
Research Analysis

Report/Measurements (per exam):
S473 per body part scanned
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Phantom Scan: Phantom scans temporarily divert resources away
from patient care, as the equipment is unavailable for scanning
patients until the research-related activity is complete. The charge
reflects the value of the resource and compensates for the
downtime, ensuring a balanced approach to both research
activities and maintaining efficient patient care services.

Raw Data/QA/QC Collection:

The retrieval of research imaging data, such as Raw Data and
QA/QC collections, significantly slows down the scanner,
necessitating data pulls during non-patient periods to avoid
disrupting clinical care. This diversion temporarily affects
patient care, rendering the equipment unavailable for routine
scans. The associated charge compensates for downtime,
ensuring a balance between research activities and efficient
patient care services.

Volunteer Scan: some studies require healthy volunteer scans that

must be performed for QA/QC purposes before a study is activated.

Physics Support: Consulting, radiation dosimetry, quality control
and assurance tests, phantom calibrations and other study
requirements that may require the services of a medical physicist.

3D Imaging Lab

Phantom Scan: $878 per scan

Raw Data/QA/QC Collection:
S473 per scan

Volunteer Scan: Per procedures
performed, per chargemaster + IDC

Physics Support: $270 (per hour)

Simple (Up to 8 hours): $675
Moderate (9-16 hours): $1,350
Complex (17-40 hours): $3,375

Project (>40 hours): TBD
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Additional Site Level Fees

Monitoring - Change in study monitor (per occurrence) $675

Monitoring — Site Monitoring Visit (includes remote, per day) $1,350
Monitoring - Cancellation within 5 business days $1,350
Not for Cause Sponsor and/or FDA initiated QA Audit Fee $1,350

Archiving (up to 5 years maximum). Additional fees will apply for extended $2,025
period of archiving if mandated by Sponsor.

Additional fees may apply based upon protocol requirements. All rates may increase at the start of a new fiscal year
(9/1/26).

We look forward to partnering with you in our pursuit to advance healthcare options for the children and families
that we serve.

Please contact me with any questions at 312-503-7122 or ahoambrecker@I|uriechildrens.org.

Ashley Hoambrecker

Senior Director, Clinical and Community Trials
Stanley Manne Children's Research Institute

Ann & Robert H. Lurie Children's Hospital of Chicago

Fiscal Year 2026


mailto:ahoambrecker@luriechildrens.org

	Indirect Cost Rate
	Fixed Start-up, Maintenance & Close-out Costs

