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Fair Use and
Disclosures

This presentation contains materials that are included under the 
fair use exemption of the US Copyright Law. 
It has been prepared according to the multimedia fair use 
guidelines and is restricted from further use.
Some material included is not owned or prepared by the 
presenter. This material is used for educational purposes only. 
Distribution or recreation of this material is strictly prohibited 
unless prior consent is given.

Neither presenter has any relevant personal, professional, or 
financial relationships with respect to this educational activity.



Low-Volume IRBs
and Supporting Offices

Low-Volume IRBs - IRBs that conduct less than 125 annual 
reviews and are typically housed in community-focused 
organizations lacking a research culture.

Laramie County Community College
Less than 25 reviews per year
Multiple stakeholders (research pool, research subjects, 
researchers, institutional offices, funder, regulators, community)
Diversity and variety of protocols
Growing research culture and increasing number of research-
experienced employees
Staff with multiple roles
Roles with little redundancy



Low-Volume IRBs
and Supporting Offices

University of Central Missouri
156 approvals in FY14
28% from Psychology department
Approximately a dozen reports of IRB Noncompliance in 5 
years
Multiple stakeholders (research pool, research subjects, 
researchers, institutional offices, and regulators)
Diversity and variety of protocols
P&T pressure to publish



Presentation Objectives

Understand the risks faced by Low-Volume IRBs and their 
applicability to campus processes and practices.

(1) review too much, too quickly, with too little expertise, (2) minimal 
continuing review of approved research, (3) conflicts that threaten 
their independence, (4) little training for investigators and board 
members, and (5) little attention to evaluating IRB effectiveness

Develop an understanding of frameworks that can be used when 
implementing IRB process improvements.

Institutional processes and individual-level behavioral change 
interventions to align and comply with all of the laws, regulations, 
restrictions, policies, procedures, professional standards and 
established processes.



Ethical Framework: 
Nuffield Council on Bioethics

❑ Risk

❑ Precaution and Proportion

❑ Balancing

❑ Stakeholders

❑ Choice

❑ Vulnerable Groups

❑ Economic Benefits

❑ Behavior Change

❑ Intervention ladder

NCB Policy Process www.nuffieldbioethics.org



Local Context Will Always Matter

In the historical context of IRB review in the United States, 
there traditionally has been great tolerance for diversity of 
opinion among local IRBs, which have been encouraged to 
exercise their freedom to reach decisions based on local 
circumstances and preferences. 

SACHRP Attachment A: Consideration of Local Context with Respect to 
Increasing Use of Single IRB Review



Local Context Will Always Matter

Because the research environment – at least in these sorts 
of studies – has drastically changed, and significant 
differences among sites and local subject populations can 
remain, SACHRP recommends that FDA and OHRP 
develop unified guidance that facilitates single IRB review, 
and assures adequate consideration of material local 
differences, for studies in which a common study design and 
unified review will tend to yield better science and greater 
subject safety. 

SACHRP Attachment A: Consideration of Local Context with Respect to 
Increasing Use of Single IRB Review



Local Context Will Always Matter

…but material local variations must continue to be 
recognized and accommodated in study design and 
conduct.

SACHRP Attachment A: Consideration of Local Context with Respect to 
Increasing Use of Single IRB Review



Risk Assessment



LCCC (and UCM) IRB Review
Risk Assessment

Challenges Facing Institutional Review Boards, Brown, Varmus and Friedman 
(oei-01-97-00194): (1) review too much, too quickly, with too little expertise

Score  Volume/Review Period  Type  Turnaround Pressure  Human Subjects IRB Expertise 
1  None 

 
Exempt  Minimal  

> 7 working days 
Extensive 
Led an IRB 
> 3 years’ experience on an IRB 

2  Minimal 
1‐2 protocols 

Limited  Manageable 
5‐7 working days 

Strong 
IRB training  
Served on an IRB 
Conducted multiple research studies 

   

3  Moderate 
3‐4 protocols 

Expedited  Firm 
3‐4 working days 

Moderate 
HS training 
Conducted study as a researcher 

4  Heavy 
5‐6 protocols 

 

Full  Tight 
1‐2 working days 

Some 
HS training 
Conducted study as a student 

5  Crushing 
7+ protocols 
 

Full & Complex  Suffocating 
Now 

None 
 



LCCC IRB Review
Risk Assessment

Concerns of IRB reviewers:

Score 
Integrity of the 
researcher 

Minimal Risk  Anonymity of the 
subjects 

Security of the data  Vulnerable Group Issu
Identified and Underst

1  Full confidence 
Extensive training and 
experience 

Full confidence 
Well explained 

Full confidence 
No Identifiers 
collected 

Full confidence 
Extensive researcher training and 
experience 
Handling well explained 

Full confidence 
Well explained 

2  Strong confidence 
Ample training and 
experience 

Strong confidence 
Sufficient explanation 

Strong confidence 
Limited, broad 
identifiers collected 

Strong confidence 
Ample researcher training and 
experience 
Handling sufficiently explained  

Strong confidence 
Sufficient explanation 

3  Moderate confidence 
Some training and 
experience 

Moderate confidence 
Some explanation 

Moderate confidence 
Limited identifiers 
collected 

Moderate confidence 
Some researcher training and 
experience 
Some explanation of handling  

Moderate confidence 
Some explanation 

4  Minimal confidence 
Little training and 
experience 

Minimal confidence 
Little explanation 
 

Low confidence 
Identifiers collected 

Minimal confidence 
Little researcher training and 
experience 
Insufficient explanation of handling 

Minimal confidence 
Little explanation 
 

5  Unable to discern  Unable to discern 
 

Protections Needed 
Significant personal 
information collected 

Unable to discern  Unable to discern 

 



IRB Review
Process Improvements

Asking Effective Process Discovery Questions
theprocessconsultant.com



Managing Risk
Precaution and Proportion

Align policies and processes for risk appetite, 
regulations, and ethics:

❑ Risk avoidance 

❑ Risk limitation

❑ Risk transference

❑ Risk acceptance



❑ Know and build from existing:
❑ norms
❑ attitudes
❑ intentions
❑ cues to action/triggers

❑ Prepare for negative reactance to new expectations 

Ajzen, I. (1991). The Theory of Planned Behavior. Organizational Behavior and Human Decision Processes, 50, 179-211.
Brehm, J. W., & Brehm, S. S. (1981). Psychological reactance: A theory of freedom and control. San Diego, CA: Academic Press.

System Processes and
Behavioral Change



Process Improvement Questions
SWOT and Check Sheets

Strengths Opportunities

Division of 
Institutional Effectiveness

Sponsored Awards and Compliance

Common Rule
Multiple Roles and 
Committee Service

Weaknesses Threats

“Fossilized” process Low Regulatory Awareness
Low Volume of Reviews



Re-Designing the LCCC
Request for IRB Review Form

1) Design process to educate and leverage 
individual choice:

❑ Change the external circumstances making compliant 
choices easier to make

❑ Improve individual’s capacity to make compliant 
choices

2) Design process to increase clarity of, and 
confidence in, information reviewed by the IRB



Laramie County Community College
Research Study Application for Permission
to use Human Subjects in Research Form

(Final 2009)



Laramie County Community College
Research Study Application for Permission
to use Human Subjects in Research Form

(Final 2009) - continued



Process Discovery 
Questions in Action

Principal Investigator(s) (PI): 

Attach curriculum vitae if not a full-time LCCC employee. 

LCCC Sponsor (required if principal investigator is not a full-time LCCC employee): 

Title of Research Project: 

Please check purpose of project:   ___Class Assignment ___Master’s Thesis ___Doctoral Dissertation
      ___ LCCC Research ___Other (please explain): 

Please check the type of review being requested:  ___Exempt  ___Expedited  ___Full 

If requesting Exempt Review or Expedited Review, attach an explanation which includes justification using
the definitions found in Section VIII of the LCCC IRB Human Subjects Research Manual. 

 



Process Discovery Results

Researcher Qualifications

Human Subject Research 
Training:

Provide copies of certificates of training

Prior Research Study 
Experience:

Describe studies and your role

Reason for
IRB review 

request:

□ LCCC research project
□ LCCC employee research project to meet degree requirements at external institution
□ Non-LCCC employee seeking access to LCCC students/employees as research subjects
□ Other (please describe)

LCCC Sponsor Name:
An LCCC research study sponsor required for all research studies conducted by non-LCCC employees or 
students and for all LCCC students, this person will be responsible for supervision of the project, compliance 
with the approved protocol, and ensuring all reporting is met.

Sponsor Signature:



Process Discovery Results

D. Level of review requested 

1) Exempt from full review
To qualify for this level of review, the research must not be greater than 
minimal risk* and must fall into one or more of the exemption categories.

Minimal risk is defined by the federal regulations as the probability and 
magnitude of physical or psychological harm that is normally encountered in 
the daily lives, or in the routine medical, dental, or psychological 
examination of healthy persons.

 Minimal risk met
(must be met to proceed)
Explanation: 



Process Discovery Results

D. Level of review requested (cont.)

Select research study exemption category:

 a) Research conducted in established or commonly accepted educational 
settings, involving normal educational practices, such as:
i) research on regular and special education instructional strategies, or
ii) research on the effectiveness of or the comparison among 
instructional techniques, curricula, or classroom management methods.

Note: Conducting a study in an educational setting does not necessarily involve
normal educational practice. Such studies may need further review, particularly if 
the studied practice is not ongoing (i.e. a one-time intervention) or when the 
questions or subject matter goes beyond the scope of the educational practice 
being studied. 



Process Discovery Results

D. Level of review requested (cont.)

 b) Research involving the use of educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures or 
observation of public behavior, unless:
i) the information obtained is recorded in such a manner that human 
participants can be identified, directly or through identifiers linked to the 
participants; and
ii) any disclosure of the human participants' responses outside the 
research could reasonably place the participants at risk of criminal or civil 
liability or be damaging to the participants' financial standing, 
employability, or reputation.

Note: Survey and interview techniques which include minors are not exempt. 
Reminder: LCCC enrolls students who are younger than 18 – therefore surveys of 
LCCC students could reasonably include minors. 



Process Discovery Results

D. Level of review requested (cont.)

 c) Research, involving the collection or study of existing data, documents, 
records, pathological specimens, or diagnostic specimens, if these 
sources are publicly available or if the information is recorded by the 
original investigator in such a manner that participants cannot be 
identified directly or through identifiers linked to the participants.

Note: The original collection must be unrelated to the proposed study.

 d) Other Category from 45 CFR 46
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Communication







Evidence
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Embedding Ethics 
Into Brief Training Videos 

The free time that is gained by using a 
brief, series of videos is dedicated to 
building campus awareness and 
culture including:

❑ visiting classes & clubs
❑ attending faculty committee meetings
❑ connecting with major research 

stakeholders
❑ board meetings 



Ethical Principles 
& Key Criteria

Federal 
Agencies

Protocol 
Review 

Monitoring 
Activities

Training

Non-
compliance

Staff Roles & 
Professional 

Organizations

Sample Federal Agencies:
USDHHS, FDA,
USDA, NIH, OLAW

Sample of Ethical 
Principles:
Minimize risks
Risk benefit ratio
Equitable selection
Consent
Data monitoring
Privacy/confidentiality
Vulnerable populations

Sample of Reviews:
Human Subjects
IACUC
Amendments
Renewals

Monitoring Activities:
OHP
Inspections & Audits

Sample Training:
RCR
IRB
IACUC

Noncompliance:
Fabrication
Falsification
Plagiarism

Staff Roles and 
Professional Orgs:
Institutional Official
Director 
Committee Chair & 
members
Staff
SRA, PRIM&R, NGMA, 
NCURA, AAALAC

Cooper, J.A. (2011). Institutional Review Board (IRB) 201: An 
In-Depth Analysis of the Criteria for Review. Public 
Responsibility in Medicine and Research. Boston, MA.



When Times Change 
Scholarly Activity Strategic Positioning Platform

Mission

Research, scholarship and creative 
projects are one of the three strategies 
(teaching, service, and scholarship) 
that UCM uses to ensure top notch 
faculty will engage their students in 
relevant co-curricular experiences that 
exemplify learning to a greater degree.

Positioning Statement

Research, scholarship and creative projects are 
a pragmatic approach to attaining knowledge:

• keeping both faculty and students current 
with hands-on experience in discipline-
specific techniques; 

• shaping the future through greater degrees 
of skill development, collaboration and 
problem solving; 

• producing knowledge and further inquiries 
which positively impact local communities 
and the world.



Human Subjects Research
Stakeholders and Vulnerable Groups

Research Pool
Research Subjects
Researchers
IRB Members
IRB Administrators
Institutional Administrators
Funders

Current Students
Future Students
Current Faculty
Future Faculty
Current Employees
Future Employees
Community
Taxpayers



FSGO Elements of an Effective 
Compliance Program

Designation of a Compliance Officer 
Development of Compliance Policies
Development of Open Lines of Communication 
Provision of Training and Education 
Internal Monitoring and Auditing 
Response to Detected Deficiencies 
Enforcement of Disciplinary Standards 
Assessment of Program’s Effectiveness



Combatting Resistance
to Process Improvements

Ability to demonstrate compliance with regulations 

Stability and equality/fairness (and bureaucracy, which 
is not always bad)

Ground rules and performance expectations

Lessens waste

Helps identify and locate “other” problems



Appropriate Intervention Ladders

Guide choices through incentives;

Guide choice through disincentives;

Restrict choice;

Eliminate choice.

NCB Policy Process www.nuffieldbioethics.org
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Questions?
Victoria Steel

vsteel@lccc.wy.edu

Janice Putman
putnam@ucmo.edu


