
Clinical Trials
Pre-Award: Documents
UCLA  DE PA RTME N T  OF  M E DICIN E
OFFICE  OF RE SE A RCH A DM IN IST RAT ION
ZOOM TRA INING

Class is meant to supplement other training, not as all inclusive training.  This session will not be recorded, but this PowerPoint 
can found:

https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-
research/fund-management-training

https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-research/fund-management-training


Summary
• Pre-Award Clinical Trial Intake

• UCLA Central Pre-Award offices

• Determine which office needs appropriate forms - CT Application Checklist

• Review of Internal Documents & Required Forms
• Budget –Process and Forms

• Best Practices
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Pre – Award Clinical Trial Intake
CLINICA L TRIA LS
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UCLA Central Pre-Award Offices
• Responsibility for handling agreements related to sponsored research and 

other sponsored project activities is distributed across various UCLA 
administrative offices based on the sponsor and the nature of the 
transaction. In some cases, multiple offices may share responsibility for 
different aspects of the negotiation and administration of the 
transaction/agreement.

• There are 3 offices on campus that support investigators with our clinical 
research awards.
1. Clinical Trials Contracts and Strategic Relations (CTC&SR) – CTC&SR Team Assignments

2. Technology Development Group (TDG) - TDG Contract Officer by Dept/Div

3. Office of Contracts and Grants Administration (OCGA) - OCGA Contract Officer by Division
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https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-17
https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-17
https://tdg.ucla.edu/ucla-researchers-innovators/industry-sponsored-research
https://tdg.ucla.edu/ucla-researchers-innovators/industry-sponsored-research/department-assignments
http://ocga.research.ucla.edu/
https://ocga.research.ucla.edu/contacts/


CT Application Checklist –
Internal Documents
CLINICA L TRIA LS
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DOM CT Application Checklist

• Minimum  Documents are 
required to initiate an
agreement negotiation

• Receipt of complete 
Minimum Documents with
PI signature begins the 
review process 

• The sponsor/funding type 
(for-profit vs non-profit) & 
type of submission (new 
vs amendment vs NCTE) 
will determine which 
Minimum Documents are 
necessary
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https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Manual_Post-Award_CT-Application-Checklist-DOM.pdf


CTC&SR (For-Profit Clinical Trials)
After receipt of notification there is a new/Amended contract, you must initiate the routing of the appropriate documents. To 
do this you must retain information on study details surrounding the project  and that information is supplied by our 
PIs/Study Teams to complete routing of internal docs.

To initiate CTC&SR review, Departmental Administrators/Fund Managers should submit the following documents to CTC&SR 
Intake Team at ClinicalTrials@mednet.ucla.edu.

To Route-

• EPASS (Extramural Proposal Approval and Submission Summary)
• Remarks: New – include NCT# 

Amendment – include brief summary of amended changes

• Conflict of Interest (COI) Disclosure Forms for non-government Sponsor +/- CRO
• Form 700-U
• Form 700-U Addendum
• Form 700-U Disclosure Supplement (if applicable)

• PI Exception Form (For PIs who are not Policy 900 PIs)

Docs available in OnCore-

• Sponsor Draft Contract (Word doc)/Budget (Study Team)

• After contract is executed Sponsor Certified Final Budget/Contract and UCLA internal matrix
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http://epass.research.ucla.edu/Account/LogIn
mailto:ClinicalTrials@mednet.ucla.edu
http://epass.research.ucla.edu/Account/LogIn
http://epass.research.ucla.edu/Account/LogIn
https://rpc.research.ucla.edu/coi-forms/
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum-supplement.pdf
https://uclahs.box.com/s/pz6o1hmnyhkkhyr297c1q55e02ij3jaj
https://portal.research.ucla.edu/InvestigatorSearch
http://www.adminpolicies.ucla.edu/app/Default.aspx?&id=900


TDG (For-Profit Supported Basic & Applied Research, MTAs)
• To initiate TDG review, Departmental Administrators/Fund Managers should submit the following documents to 

TDG Contract Officer

• EPASS (Extramural Proposal Approval and Submission Summary)
• Remarks: New – include NCT# 

Amendment – include brief summary of amended changes

• Conflict of Interest (COI) Disclosure Forms for Sponsor +/- CRO [Note: typically non-government sponsors]
• Non-government sponsor: Form 700-U & Form 700-U Addendum &  Form 700-U Disclosure Supplement (if 

applicable)
• Federal PHS agency (i.e. NIH): eDGE date on third page of EPASS
• Non-PHS Federal agency (i.e. DOD): Form 740 & Form 740 Disclosure Supplement (if applicable)

• PI Exception Form (For PIs who are not Policy 900 PIs)

• Industry Sponsored Research (ISR) Proposal Checklist

• Proposal Budget

• Sponsor Draft Contract (Word doc)/Budget (Study Team)

• After contract is executed Sponsor Certified Final Budget/Contract and UCLA internal matrix
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https://tdg.ucla.edu/ucla-researchers-innovators/industry-sponsored-research/department-assignments
http://epass.research.ucla.edu/Account/LogIn
https://rpc.research.ucla.edu/coi-forms/
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum-supplement.pdf
http://edge.research.ucla.edu/
http://epass.research.ucla.edu/Account/LogIn
https://rpc.research.ucla.edu/wp-content/uploads/form-740.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-740-disclosure-supplement.pdf
https://uclahs.box.com/s/pz6o1hmnyhkkhyr297c1q55e02ij3jaj
https://portal.research.ucla.edu/InvestigatorSearch
http://www.adminpolicies.ucla.edu/app/Default.aspx?&id=900
https://tdg.ucla.edu/sites/default/files/ISR_Proposal_Checklist%20(v2.0)_0.pdf
http://tdg.ucla.edu/sites/default/files/Sample_Proposal_Budget_Form.xls


OCGA (Non-Profit Clinical Trials)
• To initiate OCGA review, Dept Administrators/Fund Managers should submit the following documents via EPASS:

• EPASS (Extramural Proposal Approval and Submission Summary)
• Remarks: New - (include NCT#)

Amendment - (include brief summary of amended changes)

• Conflict of Interest (COI) Disclosure Forms for Sponsor [Note: typically Federal sponsors]

• Federal PHS agency (i.e. NIH): eDGE date on third page of EPASS

• Non-PHS Federal agency (i.e. DOD): Form 740 & Form 740 Disclosure Supplement (if applicable)

• Non-government sponsor: Form 700-U & Form 700-U Addendum &  Form 700-U Disclosure Supplement (if 
applicable)

• PI Exception Form (For PIs who are not Policy 900 PIs)

• Sponsor Guidelines

• Budget – draft/final & justification (for non-profit)

• Final Proposal (science, agency required signatures, biosketches, etc.)

• Brief description of proposal aims/abstract

• Subaward: Required Forms & Checklist (if applicable)
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http://epass.research.ucla.edu/Account/LogIn
http://epass.research.ucla.edu/Account/LogIn
https://rpc.research.ucla.edu/coi-forms/
http://edge.research.ucla.edu/
http://epass.research.ucla.edu/Account/LogIn
https://rpc.research.ucla.edu/wp-content/uploads/form-740.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-740-disclosure-supplement.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum-supplement.pdf
https://uclahs.box.com/s/pz6o1hmnyhkkhyr297c1q55e02ij3jaj
https://portal.research.ucla.edu/InvestigatorSearch
http://www.adminpolicies.ucla.edu/app/Default.aspx?&id=900
https://uclahs.box.com/s/vs2h4mtoa49n9ktfo8idr3i29ezg5vkd
https://ocga.research.ucla.edu/required-forms/
https://ocga.research.ucla.edu/wp-content/uploads/UCLA-OCGA-subaward-checklist.pdf


Contract Formation – EPASS (CTC&SR,TDG,OCGA)
Items you need to complete EPASS (Instructions) 

• Sponsor (& CRO if applicable) Name and Address, Contact Name, Phone and email, (NCT)#, 
Protocol Title, Protocol #, Budget (to determine #s on your EPASS)

Sections #1-9 to be completed by preparer:
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http://epass.research.ucla.edu/Account/LogIn
https://ocga.research.ucla.edu/wp-content/uploads/EPASS-instructions.pdf
https://clinicaltrials.gov/
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Contract Formation – Form 700U 
(CTC&SR, TDG, OCGA)

• Original 700-U need to be routed to the appropriate central office.  Electronic versions of 
these forms may be routed. Long are the days that we forward the original wet signature 
versions to the central offices, now they may be routed via DocuSign using a UCLA email 
address! These forms are a State requirement.

• Form 700-U series is applicable to non-government sponsors
(view Conflict of Interest (COI) Disclosure Forms)

• You may visit DOM Pre-award for a Demo on how to use DocuSign.
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https://rpc.research.ucla.edu/wp-content/uploads/form-700-u.pdf
https://rpc.research.ucla.edu/rpc-announcement/electronically-signed-form-700-u/?utm_source=rss&utm_medium=rss&utm_campaign=electronically-signed-form-700-u
https://rpc.research.ucla.edu/coi-forms/
https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-research-8


Contract Formation – Form 700U 
(CTC&SR, TDG, OCGA)

Complete Form 700u for Sponsor +/-
CRO 
• Preparer to fill out Header section
• Preparer to fill out Section 1. 

Information Regarding Funding Entity
• Preparer to fill out 2. Type of Statement

• Amount of funding must reflect EPASS 
total 

• Date of Initial or Interim must match date 
on EPASS

• Preparer to route form to PI  to 
complete Sections 3 & 4 and signature
• Follow-up with PI , if you haven’t heard 

back in 1 week
• Double check form to ensure all questions 

answered including PI signature and date.

• If PI selects YES in Section 3, a
Positive Disclosure Supplement 
Form is required
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https://rpc.research.ucla.edu/wp-content/uploads/form-700-u.pdf
https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum-supplement.pdf


Contract Formation – 700U Addendum 
(CTC&SR, TDG, OCGA)

Complete Form 700U Addendum for 
Sponsor +/- CRO

• Preparer to fill out Header section
• Select Yes or No for Industry Supported 

Clinical Trial
• Select Reason for Disclosure

• New Application: New Contract
• Addt’l Support: Amended Contract 

• Route to all PIs listed on ICF as Co-Is 
• PI to check yes or no, sign & date
• Follow-up with PI , if you haven’t heard 

back in 1 week
• Double check form to ensure all 

questions answered by all PIs prior to 
submission
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https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum.pdf


Contract Formation – 700U Disclosure Supplement Form
(CTC&SR, TDG, OCGA)

Complete Disclosure Supplement for 
PI (when applicable)

• Preparer to fill out Header section

• Route to all PIs that checked having 
a positive disclosure
• PIs to complete form, sign & date
• Follow-up with PI, if you hadn’t heard 

back in 1 week
• Double check form to ensure all 

questions answered by PI prior to 
sending
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https://rpc.research.ucla.edu/wp-content/uploads/form-700-u-addendum-supplement.pdf


Contract Formation – Form 740
(TDG & OCGA)

Complete Form 740 for Sponsor

• Preparer to fill out Header section

• Route to all PIs provided feedback 
by PI/Study Team
• PIs to complete form, sign & date
• Follow-up with PI, if you haven’t heard 

back in 1 week
• Double check form to ensure all 

questions answered by PI prior to 
submission

Note:  Form 740 series is applicable to 
non-PHS Federal agencies 
(view Conflict of Interest (COI) Disclosure 
Forms) 
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https://rpc.research.ucla.edu/wp-content/uploads/form-740.pdf
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Contract Formation – Form 740 Disclosure Supplement
(TDG & OCGA)

Complete Disclosure Supplement for 
PI (when applicable)

• Preparer to fill out Header section

• Route to all PIs that checked having 
a positive disclosure
• PIs to complete form, sign & date
• Follow-up with PI, if you hadn’t heard 

back in 1 week
• Double check form to ensure all 

questions answered by PI prior to 
sending
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https://rpc.research.ucla.edu/wp-content/uploads/form-740-disclosure-supplement.pdf


Contract Formation – PI Exception Form 
(CTC&SR, TDG & OCGA)

Complete PI Exception Form (when 
applicable)

• How to check if PI Exception Form is 
needed
1. Go to ORA Online Resource Center 

– Investigator Directory Search 
2. Search for PI (Last Name, First 

Name)
3. If PI Category indicates EXCEPTION

or EXPANDED (for DOM), a PI 
Exception Form is necessary

• Route PI Exception Form to Vice Dean 
for signature and CC: Dept Chair.

• Note: PI Name, Department and 
Effort will populate throughout form.
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https://uclahs.box.com/s/pz6o1hmnyhkkhyr297c1q55e02ij3jaj
http://portal2.research.ucla.edu/orcportal/InvestigatorSearch


Contract Formation – All Clinical Trials

• Budget – draft/final & justification (for non-profit)

• DOM PI Responsibilities (PDF) | DocuSign (go to Templates (annual-
valid for 1 year) 

• IRB Approval Notice  (obtain from Study Team)

• NCT # (obtain from Study Team)

• Informed Consent Form (ICF) (obtain from Study Team)

• Protocol (obtain from Study Team/OnCore)
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https://uclahs.box.com/s/vs2h4mtoa49n9ktfo8idr3i29ezg5vkd
https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Forms_Pre-Award_DOM-PI-Responsibilities.pdf
https://app.docusign.com/templates?view=shared


Pre-Award Budget Process (For-Profit)

• Patient Care Budgets are created with a quorum of several 
Departments.  Study Teams are best equipped to understand and 
validate research related services provided in association with each 
study. Coding and financial expertise through the Centralized 
Research Billing Partners (CRBP) and Department of Financial 
Services, as well as  Financial Coverage Analysis (FCA) work together 
with Study teams to develop study budget calendars.

• A released version of the Budget is negotiated by Study Team or 
DOMCTP. 

• Budget is uploaded onto OnCore for certification. Fund Managers 
have access to the Budget within OnCore: Financial Console.  
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Pre-Award Budget Process (Non-Profit)

• Budget Preparation (work with PI to complete)
• SF424 Budget
• PHS 398 Budget
• Center Grant Budget

• Budget Justification (work with PI to complete)
• Review and ensure any effort on Justification matches budget
• Review and ensure any amount indicated on Justification matches 

budget

• Tip: DOM CTP offers support to calculate Patient Care Costs- send 
your requests to DOMCTP@mednet.ucla.edu with study protocol
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https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Manual_Pre-Award_Budget-Preparation_0.pdf
https://uclahs.box.com/s/fwvv4y4jdbmss21pjp2dqv5hk9y1nhdd
https://uclahs.box.com/s/ewpx4ueikpm41lbzjflyi6nkwht1irux
mailto:DOMCTP@mednet.ucla.edu


Contract Formation - DOM PI Responsibility Form
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https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Forms_Pre-Award_DOM-PI-Responsibilities.pdf


Best Practices
CLINICA L TRIA LS
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Recap & Tips
• Collect the Necessary Information

• Review your DOM CT Application Checklist to prepare intake forms as soon as you are notified 
of a new study

• Improve turn around times by being proactive and ask for the information from Study Team/PI 
needed to prepare your forms (Sponsor & CRO (if applicable) Name and Address, 
Sponsor Contact Name, Phone and Email, NCT#, Protocol Title, Protocol #, Budget)

• Ensure weekly follow-up on forms that have been routed for signature(s)

• Don’t know where to begin or who to contact?
• Contact DOM Clinical Trial Program (DOMCTP@mednet.ucla.edu) for:

• Guidance on submitting CT application documents
• Updates on internal budget inquiries including negotiations
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https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Manual_Post-Award_CT-Application-Checklist-DOM.pdf
https://clinicaltrials.gov/
mailto:DOMCTP@mednet.ucla.edu


Links from 
Today’s Class

• Sponsor Specific Guidance & Required Forms

• CTC&SR (submit internal docs to Intake Team 
clinicaltrials@mednet.ucla.edu)

• TDG (submit internal docs to TDG Contract Officer)

• OCGA (submit internal docs via EPASS)

• Forms

• DOM Clinical Trials Fund Manager Manual Chapters

• CT Application Checklist (DOM)
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https://medschool.ucla.edu/research/research-infrastructure/administrative-support/department-of-medicine-office-of-17
mailto:clinicaltrials@mednet.ucla.edu
https://tdg.ucla.edu/ucla-researchers-innovators/industry-sponsored-research
https://tdg.ucla.edu/ucla-researchers-innovators/industry-sponsored-research/department-assignments
https://ocga.research.ucla.edu/
http://epass.research.ucla.edu/Account/LogIn
https://ocga.research.ucla.edu/sponsor-specific-guidance/#internal
https://medschool.ucla.edu/sites/g/files/oketem456/files/media/documents/_DOMORA_Manual_Post-Award_CT-Application-Checklist-DOM.pdf


Survey Link
https://forms.gle/QaMyquTmKtNDEj1k8
We  a p p r e c i a t e  i f  y o u  w o u l d  t a ke  a  f e w  m o m e n t s  t o  c o m p l e t e  a  s h o r t  
7  q u e s t i o n  a n o n y m o u s  s u r v ey  t o  h e l p  u s  i m p r o v e  y o u r  t r a i n i n g  
e x p e r i e n c e .   T h a n k  y o u !
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