
CLINICAL AND TRANSLATIONAL SCIENCE AWARD (CTSA) 

Clinical Research Office: Services 

From       
 
       To  

of a Clinical Research Study 



CLINICAL AND TRANSLATIONAL SCIENCE AWARD (CTSA) 

NIH Definition of Clinical Research  
 • Patient-oriented research.  Research conducted with 

human subjects (or on material of human origin such as 
tissues, specimens and cognitive phenomena) for which an 
investigator (or colleague) directly interacts with human 
subjects.  Excluded from this definition are in vitro studies 
that utilize human tissues that cannot be linked to a living 
individual.  Patient-oriented research includes: 

  a.  Mechanisms of human disease,  
 b.  Therapeutic interventions,  
 c.  Clinical trials, or  
 d.  Development of new technologies. 

•   Epidemiologic and behavioral studies 
•   Outcomes research and health services research 
 

http://grants.nih.gov/grants/policy/hs/glossary.htm
http://grants.nih.gov/grants/policy/hs/glossary.htm
http://grants.nih.gov/grants/policy/hs/glossary.htm
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NIH definition of Clinical trials 
 
• A research study in which one or more human 

subjects are prospectively assigned to one or more 
interventions (which may include placebo or other 
control) to evaluate the effects of those 
interventions on health-related biomedical or 
behavioral outcomes.  
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Clinical Research Office March 8, 2016 
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Clinical Research Office Staff 
Function Number of Staff 

Assigned 

Oversee Operations (RNs) 2 

Contract negotiation 2 

Budget design and negotiation 2 

Coverage analysis 2 

Regulatory review and support 2* 

IRB pre review (clinical research facilitators) 2* 

Accounts receivable/accounts payable 2 

Research coordinators 7 

CTMS “Super Users” trained 5 

IT, data entry, data “extraction” support 2* 

*Supported by CTSA 
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CRO:  Initiatives 
• Developing new workflows incorporating 

• Study Registration 
• Departmental/School Scientific Review  
• Research facilitator  

• Policies and Procedures (Investigator Handbook/Website 
redo) 

• CTMS  (OnCore) Implementation 
• Collection of metrics 
• Central IRB for multi-site Clinical Trials  
• Accelerated Confidential Disclosure Agreements (ACDA) 
• Accelerated Clinical Trial Agreements (ACTA) 
• SUNY Integrated Clinical Trial Infrastructure 
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Scientific Review 

• Not a Top Down approach 
• Recognize diversity of Clinical Research  

• Biomedical research 
• Social and Behavioral research 

• Two working groups 
• Initial drafts (policy and form) substantially 

modified based on input from working groups 
• Currently working on integration into CLICK 
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Scientific Review: Final Products 
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Proposed Workflow  

Study 
Registration 

Scientific 
Review 

Facilitator 
Review IRB Review 

PI 

CLICK Environment 

Add Docs 

Parallel Processing when 
feasible: 
• Contract negotiation 
• Budget negotiation 
• Affiliate agreements 
• Conflict of interest 
• Coverage analysis 
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One year goals: Clinical Study Activation 

Reduce IRB turnaround time 
• Implement scientific review 
• Fully implement pre review by facilitators 
• Multi center industry sponsored trials to be reviewed 

by centralized IRBs 
• Follow metrics in real time and be responsive 

Sign and use IRBrely Master Common Reciprocal IRB 
Authorization Agreement 

Reduce time for contracts, budgets and coverage analysis.  
Adopt and use Accelerated Clinical Trials Agreement (ACTA) 
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