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Presenter
Presentation Notes
Welcome and thank you.  Research Administrators are central administrators’ front line.  Brief introduction DC.  
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Learning Objectives
• Quick overview of  federal regulations and policies that protect human research 

subjects;

• Understand upcoming changes to the Common Rule, including how to identify 
studies involving human subjects; projects that are eligible for “self-
determination” exemptions to 45 CFR 46 and when research requires additional 
reviews by the IRB or Privacy Officer;

• Understand how administrators can assist their investigators:

 Prepare grant applications
 IRB Protocols; Human Subjects Research Training
 Authorization Agreements/Reliance Agreements
 JIT/IRB Certifications
 Good Clinical Practice Training
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Institutional Certifications and Assurances 
• Northeastern University, as a grantee, provides at the time of  proposal 

submission and throughout the life-cycle of  an award certification and 
assurances that it is in full compliance with all relevant laws, rules and 
regulations.

• How each grantee implements its research management responsibilities varies 
but all grantees should include documented practices that address specific 
regulatory requirements.    

• Some regulations required that the grantee monitor the covered activity; 
monitoring involves verification and tracking of  compliance with a specific 
term or condition of  the award.
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45 CFR 46
The Common Rule 
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Human Subjects Protections Training 
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Human Subjects Research

Humans subject means a living individual about 
whom an investigator conducting research obtains 
information or biospecimens.  

• Data:  PHI, PII 
• Materials
• Secondary Data Use & Analysis
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Human Subjects Research
Research means a systematic investigation, including 
research development, testing, and evaluation, 
designed to develop or contribute to generalizable 
knowledge. 
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Human 
Subjects 
Determination 
Form 
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Changes to the Common Rule

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/finalized-revisions-common-rule/index.html
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Changes to the Common Rule

 Continuing Reviews
 Exempt Categories  - Self  Determination & Limited Reviews
 Informed Consent
 Single IRB
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Human Subjects Research

Minimal Risk means that the probability and 
magnitude of  harm or discomfort anticipated in the 
research are not greater in and of  themselves than 
those ordinarily encountered in daily life or during the 
performance of  routine physical or psychological 
examinations or test
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Studies Exempt 
from 45 CFR 46.

Unless otherwise required by law or by department 
or agency heads, research activities in which the 
only involvement of  human subjects will be in one 
or more of  the categories in paragraph (d) of  this 
section are exempt from the requirements of  this 
policy, except that such activities must comply with 
the requirements of  this section and as specified in 
each category.

45 CFR 46.104(d)
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Self  Determination 
of  Exempt Studies 
(IRB oversight) and 
Limited IRB 
Reviews

 Educational Studies
 Surveys, Interviews, Educational Tests 

& Observation of  Public Behavior
 Benign Behavioral Interventions
 Secondary Research Projects
 Federal Demonstration Projects
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Self  Determination 
of  Exempt Studies 
(IRB oversight) and 
Limited IRB 
Reviews
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IRB Review

 More than Minimal Risk
 At risk populations, e.g., minors
 Student Educational Records (FERPA)
 Involves sensitive data, PHI or PII
 Physiological Data Collection
 Deception



Northeastern University  

Exempt Determination

https://www.hhs.gov/ohrp/regulations-and-
policy/decision-charts/index.html
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NU-RES Oversight & 
Procedure – Self  
Determined Exempt 
Studies

1. Investigator Completes Self-Determination Form
2. Submits to the IRB
3. IRB Provides Concurrence or Requests Additional 

Information for a Limited, Expedited or Full Review
4. For all sponsored research projects, a copy of  the 

self-determination IRB Form is maintained with the 
award record.
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Federal Wide Assurance & IRB Certification 

FWA requires IRB of  all research involving human 
subject regardless of  source of  funding (internal or 
extramural).

IRB Certification required for all funded research 
projects.   The IRB reviews the grant application and the 
protocol to certify that the work proposed is governed by 
an approved protocol.  



Northeastern University  

IRB CERTIFICATION

7. Certification of IRB Review (Respond to one of the following IF you have an 
Assurance on file) 

[ ] This activity has been reviewed and approved by the IRB in accordance with 
the Common Rule and any other governing regulations. 

by:     [ ] Full IRB Review on (date of IRB meeting) _____                    or   
[ ] Expedited Review on (date) 

[ ] If less than one year approval, provide expiration date 
_____________________
[ ] This activity contains multiple projects, some of which have not been 

reviewed. The IRB has granted approval on condition that all projects
covered by the Common Rule will be reviewed and approved before they are 

initiated and that appropriate further certification will be submitted.
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Clinical Research includes all research 
involving human participants. It does 
not include secondary studies using 
existing biological specimens or data 
collected without identifiers or data that 
are publicly available. 

Clinical 
Research

Clinical Trials

Clinical Research … NIH Clinical Trials
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NIH Definition of  a Clinical Trial

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 Trial.gov
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TEST YOUR KNOWLEDGE:  HUMAN SUBJECTS RESEARCH

 Federal Wide Assurance & Institutional Review Board (IRB)
 Privacy:  Protected Health Information (PHI)/HIPAA; Personally 

Identifiable Information (PII)

 Training:   HSP and GCP 
 Common Rule Changes
 Exempt ?  
 IRB Certification of  Research Awards
 Clinical Trials; ClinicalTrials.gov; 
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Additional Resources
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