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Signature Individual Project Schedule (IPS)
Study Title, abbreviated:    
     




IRB#        
Practice Group or Department/Division:
     


Sponsor:        
Principal Investigator






Check all that apply at UC HEALTH:

Name:       







 FORMCHECKBOX 
  Pharmacy IDS (complete Table on pg 3)
Phone:       







 FORMCHECKBOX 
  Laboratory Services

Pager:       







 FORMCHECKBOX 
  Radiology and Nuclear Medicine










 FORMCHECKBOX 
  Cardiology Services

Study Coordinator/Primary Contact




 FORMCHECKBOX 
  Barrett Cancer Center

Name:       







 FORMCHECKBOX 
  Facility/Equipment Use and Rental

Phone:       







 FORMCHECKBOX 
  Device Trial, see pg 3
Pager:       


ML:     



 FORMCHECKBOX 
  Chart Review Study
Email:       








Required Documents:  









(All Studies submit these)

Billing/Business Administrator





 FORMCHECKBOX 
  Study Protocol

Name:       







 FORMCHECKBOX 
  Informed Consent Form - Final IRB–approved
Address and ML:       






 FORMCHECKBOX 
  IRB Approval Letter
City, State, Zip:       






 FORMCHECKBOX 
  Coded Schedule of Events* (See Below)
Phone:        








Fax:  
This study will occur at which location within UC HEALTH:  
(NOTE: Study locations must have IRB approval for EPIC entry)
 
For UCHealth use:  Indemnification required  FORMCHECKBOX 

Please check all that apply: 
 FORMCHECKBOX 
  University of Cincinnati Medical Center (UCMC)


   
 FORMCHECKBOX 
  West Chester Hospital (WCH)
 FORMCHECKBOX 
  University Pointe Surgical Hospital (USPH)
 FORMCHECKBOX 
  UC Physicians (UCPC)
 FORMCHECKBOX 
  The Drake Center/Bridgeway Pointe (TDC)

Expected start date at UCHealth:       





Number of study patients expected at UCHealth:
Duration of study:







*Schedule of Events:  Mark each event that will occur at UCHealth using the following codes. More than one code may apply:

· SOC:  Service/item required at this time for conventional care; for detection, prevention or treatment of

complications; or for administration of investigational item;
· SOC-R: Service/item clinically indicated, needed for the study, AND funds are available from sponsor; or
· R:  Service/item required at this time point for research only.

· FR:  Mark any service/item as FR that will be provided “free: according to the ICF.

· R-SC:  When study coordinators perform research-related procedures at the hospital (e.g., obtaining specimens to be sent to an outside lab), mark the event R-SC.
[image: image1.png]CONTINUE WITH PAGE 2
After completion of this IPS, PI should initial the following and sign below.

 FORMCHECKBOX 
 I certify that the codes provided on the Schedule of Events correctly reflect services/items billable to Medicare (SOC) and those to be paid for by the study (SOC-R; R) or provided free (FR).

 FORMCHECKBOX 
 I certify that the Medicare Coverage Analysis contained in this document is accurate.

 FORMCHECKBOX 
 (If applicable) I accept the price estimate for hospital services and/or Pharmacy IDS services.

I confirm the accuracy of all documents submitted to UC HEALTH.

_________________________________________________________

____________________________________

PI Signature







Date

This section will help determine if the study is qualified for Medicare coverage of routine clinical costs.

Part 1:  Check any of the following that apply.

 FORMCHECKBOX 
 The study is funded by the NIH, CDC, AHRQ, CMS, DOD, or VA.
 FORMCHECKBOX 
 The study is supported by a center of cooperative groups that are funded by the NIH, CDC, AHRQ, CMS, DOD, or VA.
 FORMCHECKBOX 
 The study is conducted under an investigational new drug application (IND) reviewed by the FDA. 
     (Give IND#                             )
 FORMCHECKBOX 
 The study is a drug trial that is exempt from having an IND under 21 CFR 3:12.2(b)(1) (Attach FDA exemption letter).
Part II:  Check all of the following that apply.

 FORMCHECKBOX 
 The subject or purpose of the study is the evaluation of an item or service that falls within a Medicare benefit category and is not statutorily excluded from coverage.

 FORMCHECKBOX 
 The study is not designed exclusively to test toxicity or disease pathophysiology; the study has therapeutic intent.

 FORMCHECKBOX 
 The study will enroll patients with diagnosed disease rather than healthy volunteers (the study may enroll healthy volunteers in order to have a proper control group).

If NO boxes in Part I above are checked, COMPLETE the remainder of this section.

 FORMCHECKBOX 
 The principle purpose of the study is to test whether the intervention potentially improves the participant’s health outcomes.
 FORMCHECKBOX 
 The study is well-supported by available scientific and medical information, or the study is intended to clarify or establish the health outcomes of interventions already in common clinical use.

 FORMCHECKBOX 
 The study does not unjustifiably duplicate existing studies.
 FORMCHECKBOX 
 The study protocol design is appropriate to answer the research question being asked.

 FORMCHECKBOX 
The trial is sponsored by a credible organization or by an individual capable of executing the proposed trial successfully.

 FORMCHECKBOX 
 The study is in compliance with Federal regulations relating to the protection of human subjects.

 FORMCHECKBOX 
 All aspects of the trial are conducted according to the appropriate standards of scientific integrity.

 FORMCHECKBOX 
 Involves implantation of an investigational device performed at UC HEALTH or use of investigational device at UC HEALTH.  
 FORMCHECKBOX 
 Involves an investigational drug that is dispensed/distributed or administered by UC HEALTH.
 FORMCHECKBOX 
 Involves use of hospital equipment with different settings or in different modes than used for standard tests or procedures at UC HEALTH.

 FORMCHECKBOX 
 Involves a routine test or procedure that has been modified from standard practice at UC HEALTH specifically for the purpose of the research study.
 FORMCHECKBOX 
 Involves performance of an invasive test or procedure at UC HEALTH being done only for the purpose of the research study (e.g., biopsies, lumbar puncture, endoscopy, etc).

 FORMCHECKBOX 
 Involves standard non-invasive procedures at UC HEALTH (e.g., x-ray, ECG, echocardiogram, etc., including blood draws)

 FORMCHECKBOX 
 Involves a waiver of HIPAA authorization

 FORMCHECKBOX 
 Involves inpatients who will be admitted for clinically required treatment and not solely for the study

 FORMCHECKBOX 
 Involves inpatients who will be admitted only for the purpose of the study

 FORMCHECKBOX 
 Involves outpatient procedures or tests

 FORMCHECKBOX 
 Involves patients seen for research purposes in a UC HEALTH Clinic
    (Name the Clinic:                                       )
 FORMCHECKBOX 
 Involves patients in the Emergency Department.


	Drug
	Drug Type
	Drug Source
	Billing for non-drug charges*
	Does study drug replace standard of care drug?

	     
	Commercial  FORMCHECKBOX 

Investigational  FORMCHECKBOX 

	Sponsor  FORMCHECKBOX 

Pharmacy  FORMCHECKBOX 

	Patient  FORMCHECKBOX 

Study  FORMCHECKBOX 

	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	     
	Commercial  FORMCHECKBOX 

Investigational  FORMCHECKBOX 

	Sponsor  FORMCHECKBOX 

Pharmacy  FORMCHECKBOX 

	Patient  FORMCHECKBOX 

Study  FORMCHECKBOX 

	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	     
	Commercial  FORMCHECKBOX 

Investigational  FORMCHECKBOX 

	Sponsor  FORMCHECKBOX 

Pharmacy  FORMCHECKBOX 

	Patient  FORMCHECKBOX 

Study  FORMCHECKBOX 

	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	     
	Commercial  FORMCHECKBOX 

Investigational  FORMCHECKBOX 

	Sponsor  FORMCHECKBOX 

Pharmacy  FORMCHECKBOX 

	Patient  FORMCHECKBOX 

Study  FORMCHECKBOX 

	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	     
	Commercial  FORMCHECKBOX 

Investigational  FORMCHECKBOX 

	Sponsor  FORMCHECKBOX 

Pharmacy  FORMCHECKBOX 

	Patient  FORMCHECKBOX 

Study  FORMCHECKBOX 

	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


  * Non-drug charges include pharmacy charges such as IVPB, Set, etc.  See Pharmacy IDS Fee Schedule
 FORMCHECKBOX 
 This study involves a Category B device and has an FDA IDE.

Note:  Medicare covers routine costs in a device trial for a “covered device.”  CMS uses the categorization of the device as a factor in making Medicare coverage decisions.  The hospital will request additional information from you and will contact the CMS regional medical director to pursue approval of Medicare coverage of routine costs associated with use of the device for Category B devices.

THE PI MUST SIGN THE BOTTOM OF THE FIRST PAGE

Fax all pages of this signed IPS to 513-584-5376

Or scan and send by e-mail to

TaraBurt@uchealth.com
PI Confirmation and Signature





Medicare Coverage Analysis





Study Characteristics:  Check all that apply





Pharmacy IDS:  If IDS is handling the drug, please complete this table





Device Trials








