	PROCESS FOR INITIATING A NEW STUDY THAT UTILIZES YCCI RESOURCES	

1. Fill out and submit the electronic intake form via the following link: YCCI Intake Form
a. NOTE: All studies rendering billable services must request OnCore support for subject management via this Intake Form. This is also the recommended mechanism for participant compensation. Once built in OnCore, the study team will receive an email requesting review/approval of the protocol calendar.  
2. YCCI leadership will review the protocol/applicable documents for feasibility.
3. Once deemed feasible to conduct the study utilizing YCCI clinical research resources, the study team will be emailed a YCCI conditional approval letter to include in your IRB submission.
a. NOTE: This letter is for the purposes of obtaining IRB approval. Further action is required before your study can be activated.
4. After receiving conditional approval, a YCCI registered nurse will be assigned to work on the study (study lead), and that person will help to guide the study team through this process and assist with Epic orders, arrange for an in-service, etc. 
5. Concurrent with IRB submission: Please reference the Epic orders template (see Appendix) and utilize the OnCore calendar build export as a starting point to create MD orders. The assigned study lead will help to finalize these orders and will submit the orders in IRMA along with the eRx that IDS creates (if applicable). Once the orders are built, the study’s PI will receive an email from the Epic Team requesting that the orders be verified by the PI or designee (must be MD/PA/APRN). Once verified, the orders will be put in place and ready for use. 
a. NOTE: The study team cannot begin seeing patients in YCCI clinic space until the Epic orders are built/verified. There is an approximate 3-week turnaround time from receipt of orders to when they are available for use in Epic.
6. Once IRB approval is obtained, the study team must: 
a. Send the IRB approval letter to clinicalresearchresources@yale.edu 
b. Request an in-service with your assigned lead RN for clinical and lab staff
7. Once the above action items have been completed and the study has a fully executed contract with COA assignment, your study can be activated for use of the approved YCCI resources.  

APPENDIX:
Epic Orders Template
ORDERS - HIC #: xxxxxxxxxx     
Visit #: 
Study Title:   
Name of PI:   
Name of Responsible MD (if different from PI):                                                              
· Subject to arrive at HRU at designated time
· RN to Verify Informed Consent
· RN to insert peripheral IV (for blood collection or infusion)
· Infuse 0.9NS @ 30mL/hr. (or whatever is applicable)
· Obtain vital signs (specify what you need and timepoints)
· Specify blood draw time points as well as what tubes are needed and volume
· All medications need to be written to include 
· Name of drug
· Route of drug
· Dose of drug
· Frequency of administration
· For example: RN to administer DRUG X, 123mg, inhaled x one (and any special instructions)
· Any other tasks/timepoints or important info must be included.
· We need a word document for each visit in the study that will take place at HRU.

I. To Request an Appointment at a YCCI clinic
Please create a referral in Epic (refer to tip sheets). For questions, please contact Lynda Knaggs by phone at 203-688-5067 or email Lynda.Knaggs@ynnh.org 


II. Clinical Trials Process Flowchart
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Epic Research 
Research Appointment Referral Request 
Research users in YCCI may make a Referral for an Appointment to a Research Encounter. This only applies for 


existing Epic patients. 
 


Creating the Referral with APPT Activity: 
1. Click on Appt from Main Menu Bar. 
2. Or type search Appt in the Search Window 
3. Or Select from the Epic Dropdown 


 
 


4. Find and select your patient from the Patient Lookup Dialog 


 
 


5. This will open the Appt Desk 
6. Click on Reports dropdown 
7. Select Referrals 


 
 


8. Click on New  in the Referral Action tab. 
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9. In the General section complete the following fields for the New Referral Request in the following order. Note: 


Once information is entered unnecessary Required and Recommended fields will complete as appropriate. 
a. Type – Select General 
b. Class – Select Internal 
c. Referred by Department – Select YNH YCCI RESEARCH 
d. Referred To Department – Select where you want the patient to go – e.g. YNH YCCI WEST CAMPUS 


 


 
10. Once information specified is entered nothing else is required. 


a. Note that the Department Specialty field updated automatically when referred To Department was entered. 
b. Click Next to proceed to Dx/Px section. 
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11. In the PX/DX section complete the required fields. 


a. Procedures (free text) – this is free text field. Enter relevant documentation with as much detail as required 
per workflow. Always include the HIC number, PI Name and Phone, Coordinator Name and Phone in this 
field. Also include the visit information that complies with your email format: 
i. HIC# 
ii. Length of visit time 
iii. APRN 
iv. RN 
v. Phlebotomy 
vi. Processing*requires lab manual and sample/specimen type: blood, urine, saliva, buccal swab, NP swab, 


other_____ and must include volume amount 
vii. Space only 
viii. Consultation Room 
ix. EKG 
x. Other 


b. Procedure – Enter the relevant procedure. For Research Procedure enter Research Task 


 
 


12. Once complete click Next to proceed to Authorization 
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13. In the Authorization section enter a Start and End Date Range.  
a. Ensure the date range selected complies with the timeframe that the patient is required to be seen. Entering 


both Start and End Dates ensures that scheduling does not deviate from requested timeframe. 
b. This completes the Referral Request. Click Accept to save and close. 


 


 
 
14. You can confirm the Referral has been completed by going to the: 


a. Appt Desk tab 
b. And click on the Referrals section. 
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Principal Investigator (PI) 
connects Sponsor with the 
Office of Sponsored Projects 


(OSP)


OSP negotiates and executes 
Confidentiality Agreement 


(CDA)


PI/Department reviews 
protocol and feasibility to 


determine Yale’s 
participation


PI submits 
application to IRB 


(or requests 
authorization 


from HRPP to use 
external IRB) 


Department or 
YCCI initiates 


budget 
discussion


OSP obtains all signatures and 
submits to Award Set Up 


(ASU)


OSP Process Complete


PI/Department provides the following to 
OSP via IRES PD: 


 Draft Clinical Trial Agreement (CTA)
 Sponsor Correspondence
 Draft Budget
 Payment Schedule


HRPP/IRB assigns 
consistency 


review to OSP. 
OSP reviews ICF 
and provides 
review to IRB/
HRPP. IRB/HRPP 
notifies PI of any 
ICF revisions 
needed for 


consistency with 
CTA 


Upon IRB 
approval, PI and/
or Department 
notifies OSP


Department and/
or YCCI 


negotiates and 
finalizes budget 
with industry 


sponsor


Department and/
or YCCI 


collaborates with 
regulatory to 


confirm ICF aligns 
with budget 


OSP responsibilities for 
Clinical Trial Agreement (CTA)


 Review, negotiate,
approve & execute CTA


 Confirm consistency
between CTA, including
budget, and informed
consent form (ICF)


OSP sends final CTA to PI for 
review and signature


INDUSTRY‐SPONSORED CLINICAL TRIAL PROCESS


Yale University 
Office of Sponsored Projects, Clinical Agreements
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IRB Submission
Budget Review
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OSP collaborates 
with Department 
and/or YCCI to 
negotiate final 
payment terms 


for CTA


Final budget sent 
to OSP


Department and/
or YCCI 


collaborates with 
regulatory to 


confirm draft ICF 
aligns with 
budget 
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