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New CDA and CTA Submission Process  

 

   

 All new clinical trial contracts are being processed by the Sponsored Research Services (SRS) Contract 
Management team at the University of Cincinnati. 

Important: An executed CDA between UC and the study sponsor MUST be executed before a CTA can be 
negotiated by UC.

A new online submission process has been developed to support the new contracting process: 
https://redcap.research.cchmc.org/surveys/?s=CLDDCECC84

Existing agreements executed through UC Health will continue to be managed at UC Health until their 
conclusion.

As always, feel free to reach out to the Office of Clinical Research for any questions

https://redcap.research.cchmc.org/surveys/?s=CLDDCECC84
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Overview of the 
Clinical Trial 
Budgeting Process



Overview of Cl inical  Trial  Budget 
Process

REDCap
Submission

Pharmacy 
Pricing

Coverage 
Analysis

Budget 
Development Negotiation Budget 

Finalization Kuali Upload



REDCap Submission
Link:https://redcap.research.cchmc.org/surveys/?s=CLDDCECC84
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REDCap Submiss ion
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Required Documents
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New CTA

 Protocol

 Draft Informed Consent

 Draft Budget

 Budget terms (often found in Clinical Trial Agreement)

 Pharmacy Manual (if IDS pricing is needed)

Budget Amendment

 Amended Protocol (if budget is being changed due to a 

protocol amendment)

 Amended Informed Consent (if applicable)

 Amended Budget 

 Contract Amendment 

 Pharmacy Manual (if updated)



Coverage Analys is
v a u g h t h r @ u c m a i l . u c . e d u
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Comments

Baseline W2 W4 W8 W12 W16 W20 W24 W28 W32 W36 W40 W44 W48
/EOT

W52/
ET/EOS

1.  Support for Coverage under NCD, IDE or standard Bil l ing Rules;
2.  Routine costs to be justified as Conventional Care with appropriate reference; 
Administration of Investigational Item or Service; Monitor and Manage Complications 
with source identified (protocol, IDB, ICF)
3.  Additional support or Limitation on Coverage as referenced in appropriate NCD or LCD

Physical Exam / Vital Signs  (height, weight, BMI, temp) 
/Facility Fee

99202-99205, 
99211-99215,

G0463
S S S S S S S S S S S S S S S S * Paid by sponsor per sponsor budget

Vital Signs /Facility Fee 99211-99212
G0463

* Paid by sponsor per sponsor budget

EKG 93000-93010 S S S S S S S * Paid by sponsor per sponsor budget

Investigational Drug IND: 117288 S S S S S S S S S S S S S S * Supplied by sponsor
subcutaneous or intramuscular
(if study staff)

96372 S S S S S S S S S S S S S S * Administration

QuantiFERON TB Gold Plus or T-SPOT
(locally performed - if applicable)

86480 / 86481 S * Per protocol, Testing to be performed at the central laboratory or locally
* Paid by sponsor per sponsor budget

Covid testing
(local - if applicable)

86769 S * Per protocol, Testing to be performed at the central laboratory or locally
* Paid by sponsor per sponsor budget

ESR
(local - if applicable)

85651 S S S S S S * Per protocol, Testing to be performed at the central laboratory or locally
* Paid by sponsor per sponsor budget

Collection, Shipping, Handling - Blood
- Clinical labs samples ( hematology, blood chemistry, 
coagulation, virology, CD19, Total, IgG, IgA, IgM, 
Complement C3 /C4, CRP, ESR, Serum Preg, Covid, etc.)

36415, 99000-
99001 C C C C C C C C C C C C C C C

* Per protocol, A central laboratory has been selected by the Sponsor to analyze all 
hematology, blood chemistry, coagulation, urine samples, urine protein-creatinine ratio, 
urine drug screen, FSH, serum pregnancy tests, serum virology, CD19 B cell counts, direct 
Coombs test, anticardiolipin, lupus anticoagulant, haptoglobin, immunoglobulin, vaccine-
related immunoglobulin titers in serum, hydroxychloroquine levels where applicable, 
complement C3 and C4, SLE-related autoantibodies (ANA, anti-dsDNA, anti-Smith, anti-
SSA/SSB, anti-RNP, rheumatoid factor), and CRP collected for this study

Collection, Shipping, Handling - Blood
- Vaccine-Related Immunoglobulin Titers in Serum (Tetanus, 
Diphtheria, and Pneumococcus

36415, 99000-
99001 C C * Central lab sample

Collection, Shipping, Handling - Blood
- Serum Biomarker Sample

36415, 99000-
99001

C C C C C * Central lab sample

Collection, Shipping, Handling - Blood
- DNA Sample

36415, 99000-
99001

C * Central lab sample

Collection, Shipping, Handling - Blood
- Blood RNA Sample

36415, 99000-
99001

C C C C C C * Central lab sample

Collection, Shipping, Handling - Blood
- Anti-dsDNA

36415, 99000-
99001

C C C C C C C C C C C C C C C * Central lab sample

Informed Consent Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Genetic Research ICF (Optional) Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Future Scientific Research ICF (Optional) Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Additional Use of Study Photography ICF (Optional) Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Inclusion/Exclusion Criteria Not Applicable F F * Effort based / data collection activity. Performed for research purposes.
Randomization Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Demographic Data Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Medical History Not Applicable F * Effort based / data collection activity. Performed for research purposes.
Prior Corticosteroid and Lupus SOC Therapy Use Not Applicable F F * Effort based / data collection activity. Performed for research purposes.
Concomitant medications Not Applicable F F F F F F F F F F F F F F F F * Effort based / data collection activity. Performed for research purposes.
Adverse events (SAE / TEAEs) Not Applicable F F F F F F F F F F F F F F F F * Effort based / data collection activity. Performed for research purposes.
C-SSRS (Columbia Suicide Severity Rating Scale) Not Applicable F F F F F * Effort based / data collection activity. Performed for research purposes.
Diagnostic 2019 EULAR/ACR Classification Criteria for SLE Not Applicable F F * Effort based / data collection activity. Performed for research purposes.
Skin Photography Not Applicable F F F F F * Effort based / data collection activity. Performed for research purposes.

Procedures / Evaluation Management

Imaging
Drug(s) / Therapy

Laboratory 

Specimens (Centrally Processed)

Staff Activities

Protocol Related Items and Services CPT  / HCPCS
(Sample codes)

Screening

Double-Blind Placebo-Controlled Treatment Period

mailto:vaughthr@ucmail.uc.edu
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Getting to Know 
Your Study 
Budget



Per Patient Grid
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Patient Stipend/Payment v.  
Reimbursement
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• Reimbursement: money repaid to the 

participant of a human subject 

research study to cover expenses or 

money already spent on travel, 

meals, etc. 

 Refund for out-of-pocket expenses

 Requires documentation, such as receipts

 Reimbursable items include mileage, 

transportation, parking, lodging and meals

• Stipend/Payment: money awarded 

to a study participant for time and 

participation in a human subject 

research study.

 Taxable income

 Fixed sum

 Payment triggers by completion of an 

activity/visit



Invoiceable Fees
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 Protocol Amendment

 SAE Reports

 IND Safety Reports

 Study Monitoring

 Dry Ice

 Re-Consenting

 Not-for-cause FDA Audits

 Invoiceable Procedures

Invoiceable Procedures are specific 
to each study. 

Tip: If an invoiceable item is in your budget, 
make sure you are invoicing when the activity 

occurs!!



Startup and Site Fees
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 Startup Fees

 IRB Fees

 Coverage Analysis

 Complion

 Recruitment (High Enroll)

 Annual Regulatory Maintenance

 Study Closeout

 Archiving

Pharmacy Fees

 Pharmacy Startup

 Pharmacy EPIC Build Fee (for 

infusions only)

 Pharmacy Annual

 Pharmacy Closeout

Radiology Fees

 Radiology Startup

 Radiology Protocol Amendment 
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Chargemaster



Chargemaster
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Questions?
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Contact Information

Macy Michael
Office of Clinical Research
Macy.Michael@uchealth.com
michaemy@ucmail.uc.edu
585-6127

Heather Roberson
Office of Clinical Research
Heather.Roberson@uchealth.com
vaughthr@ucmail.uc.edu
264-1475

mailto:Macy.Michael@uchealth.com
mailto:michaemy@ucmail.uc.edu
mailto:Heather.Roberson@uchealth.com
mailto:vaughthr@ucmail.uc.edu
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