
Clinical Research Management

Office of Research and Project 
Administration- Lessons Learned

Risk Assessment Process-
Modifications are 

currently being explored 
to shorten this historically 

lengthy process. One 
possibility is to create an 
educational component 
that would explain the 

process and identify the 
documentation needed 

Office of Research and Project 
Administration- Improvements

• Creation of a guide for assembling SF424 
applications for use by Principal Investigators 
and Departments

• Creation of funding agency specific proposal 
review checklists for use by ORPA

• Creation of a Sharepoint Site for the deposit 
of proposals by departments / Principal 
Investigators followed by retrieval by ORPA

Recent Improvements Made to 
the Process

Institutional Review Board

Biomedical (Two Boards)

Behavioral 

AIDS / Oncology

Industry Sponsored Clinical Trials (Offsite)

The current Institutional Review Board (IRB) Structure consists of five boards that each 
focus on a specific research area. These boards coordinate with all related internal 

oversight committees prior to approval.  The four internal boards are coordinated by 
the Research Subject Review Board (RSRB) Office.

Institutional Review Board-
Lessons Learned

Expand both the 
internal and external 
focus of the RSRB’s 
current structure

Contribute to 
cooperative IRB 

models

Participate in RSRB / 
Investigator 

collaborative efforts 
from an early stage 

onward

Analyze both RSRB 
and Investigator 

efficiency to 
determine success 

Institutional Review Board-
Improvements

• RSRB and Investigators to collaborate on research 
proposal phase

• Increase awareness of and participation in 
community efforts

Internal 
Submission Process

• Record turn-around times and seek methods to 
improve

• Creative use of staff to support review efforts and 
enhance relationships with investigators

Internal RSRB 
Review Process

• RSRB-initiated study to determine investigator 
success in study enrollment and accrual of minoritiesInternal Post 

Review Process

• Initiating the lead-IRB system within the Upstate New 
York Consortium for Health Care Research and 
Quality

External Regional 
Involvement

Lean Six Sigma 

Lean: 

A simple 
strategy that 
creates  the most 
efficient flow by 
elimination of 
waste 

Requires that 
each activity 
must create 
value from the 
perspective of 
the customer 

Six Sigma- A project-focused approach consisting of 
five phases:

Define- Creation of problem statement to identify 
the root causes and establish a timeline
Measure- Determine the baseline performance and 
input / output variables of the process
Analyze- Use data to establish the key process 
inputs that affect process output
Improve- Identify improvements that optimize 
outputs and eliminate defects and variations
Control- Document, monitor and assign 
accountability for sustaining the gains made by the 
process improvements

Lean Six Sigma- Processes

Optimize the grants management 
process at the University by focusing on 
the following solutions:

Accountability

Communication

Culture/ Respect

Management / Supervisors

Skill Building

Standards / Policies.

Specify value in the customers eyes

Identify value stream and eliminate 
waste 

Make value flow at the pull of the 
customer

Involve and empower employees

Continuously improve in pursuit of 
perfection

Strategy Principles

This process has thus far focused on administrative procedures.

Lean Six Sigma- Lessons Learned

Frustration of 
sponsors and 

customers related 
to the process

Late reports Loss of Revenue

Financial Write-
Offs

Unreconciled
reports

Numerous 
avoidable cost-

transfers

Internal Control 
Concerns

The following areas were identified as items connected to the internal 
sponsored project management process that were in need of improvement:

Lean Six Sigma- Improvements

Benchmarked process against 
peer university
Clearly defined roles and 
responsibilities for faculty and 
staff
Created a Resource Center to 
support departments
Created an Action Plan for 
continuous improvement

Standards for the quality of 
deliverables
Transaction-based training 
for Administrators
Training and Mentorship for 
Faculty and PIs
A 360º feedback process
Electronic forms processing
Standardization of the 
budget process for clinical 
trials

Completed In Process

Research and Project Administration 

Institutional Review Boards

Institutional Process Improvements

Office of Research and Project Administration –
Clinical Research Agreement Review Process

Identify funder requirements Advise PI on implicated 
internal policies

Support PI with format 
requirements associated with 

submission

Support creation of proposed 
budgets, including 

coordination of agreement 
negotiations for industry-

sponsored research

Coordinate electronic 
submissions and related 

communications

Support PI with certification 
of compliance with internal 
regulatory processes
•Initiate internal Risk Assessment 
Process for subset of Industry-
Sponsored Clinical Research 
triggered by specified criteria

Project Initiation- Provide Support to Principal Investigators 
(PI) for Proposal Development

Office of Research and Project Administration –
Clinical Research Agreement Review Process

Initiate account creation
Process Notice of Award 

and summarize terms 
and conditions for PI

Support PI with 
necessary budget 

revisions

Coordinate 
subaward/contract 

agreements

Support PI with ongoing 
communications and 
sponsor approvals, 
including progress 

reports

Retire agreements at 
conclusion

Post Award- Provide Support to PI for Award Management:
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