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REC PURPOSE

* Faculty Senate committee, separate from OSPRe

* To protect the safety and privacy of human subjects research participants.
* Charged with reviewing all research projects involving human subjects

» Assure research is conducted in accordance with the Department of Health and Human Services, Office
for Human Research Protections (OHRP) policy for protection of human research subjects as written in the
code of federal regulations (CFR)Title 45 Part 46.

Duties & Responsibilities

1. communicate the regulations of the United 5tates Health and Human Services regarding the use of human subjects in research to the
University

2. evaluate the protection of human subjects in research projects proposed by faculty and students

3. catalog all research proposals submitted to the Research Ethics Committee in the Office of the Provost, along with the recommendations
made regarding those proposals

4. promote research and share research reports completed in the University community, and to recommend (via the Faculty Senate/or
appropriate administrative channels) University-wide research policies and procedures

. submit summmary reports via the chair to the Faculty Senate
>. review and maintain the REC website

. provide training to University programs involved in human-subject research at least once during each academic year



Presenter
Presentation Notes
2 parts to define
Human subject
Research

Nazi Experiments: 1939-1945
Medical experiments on prisoners in the concentration camps; consent was not offered
Experiments led to the creation of the “Nuremberg Code” which describes aspects of informed consent
Tuskegee Study: 1932-1972
Study attempted to record the natural history of untreated syphilis in African-American men
While the men agreed to participate, they were not given proper informed consent and not told of the study or its purposes
Led to the Belmont Report (summarizes guidelines and principles for research) and the Office for Human Research Protections (OHRP)


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html
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PROJECT DEVELOPMEN
PROPOSAL PREPARATION
& SUBMISSION

Faculty advisor / chair = Principal Investigator

Student = Co-Investigator




Proposal
Worksheet

REC Proposal worksheet
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Good to work into a course or program requirement….easy early checkpoint or could even be split up

https://spalding-my.sharepoint.com/:w:/g/personal/lpotts01_spalding_edu/EYNRzRiqrUtLu2macXBSEaEB3OvV1LsR40hak9OCYN_k3Q?e=79vY7z

WHAT IS HUMAN SUBJECTS
RESEARCH?
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Presentation Notes
Employee satisfaction survey.

Effect of mindfulness program on student exam grades.

Patient satisfaction survey.

Case report of intermittent claudication.


IS THIS HUMAN SUBJECTS RESEARCH?

[45 CFR 46.102 E (2-6)]: 2 QUESTIONS TO ASK

'?i' 1) What is the purpose of the project?
Systematic investigation designed to contribute to generalizable
knowledge > RESEARCH

Solely to evaluate or improve processes at a specific organization
- NOT RESEARCH

2) How is human subject defined?

living individual about whom an investigator obtains
information...

through intervention or interaction with the individual
OR

generates or uses identifiable private information
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WHAT IS RESEARCH? [45 CFR 46.102 I]
*systematic investigation includes the collection or analysis of data to answer specific questions
RESEARCH: 
“….a systematic investigation…designed to develop or contribute to generalizable knowledge.”  It continues to note that, “some demonstration and service programs may include research activities.” 
Four specific types of activities are NOT considered to be research
Biographical work
Public health information
Criminal justice casework
National defense, homeland security, etc.

Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. For example, some demonstration and service programs may include research activities. For purposes of this part, the following activities are deemed not to be research:
(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.
(2) Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).
(3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.
(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.


1) Scholarly and journalistic activities that focus directly on the specific individuals about whom the information is collected. 
EXAMPLE TO CONSIDER: ARE YOU WRITING A BIOGRAPHY OR ARTICLE ABOUT A SPECIFIC PERSON?
2) Public health surveillance activities conducted, supported, requested, ordered, required, or authorized by a public health authority. Activities are necessary to allow a public health authority to identify, monitor, assess or investigate potential public health concerns such as disease outbreaks or consumer injuries. Activities are associated with providing awareness or action planning during an event or crisis that threatens public health. 
EXAMPLE TO CONSIDER: AM I COLLECTING PUBLIC HEALTH INFORMATION TO BE USED BY PUBLIC 
3) Collection of information for a criminal justice agency for activities authorized by law or court order to be used solely for criminal justice purposes.
EXAMPLE TO CONSIDER: ARE YOU COLLECTING INFORMATION FOR A COURT CASE?
4) Authorized activities supporting national intelligence, homeland security, defense or other agencies.
EXAMPLE TO CONSIDER: ARE YOU COLLECTING INFORMATION FOR THE FBI, CIA, OR OTHER FEDERAL AGENCY IN SUPPORT OF A NATIONAL SECURITY MISSION?

A living individual about whom an investigator obtains:
Data through intervention or interaction with the individuals 
and/or

Private includes information about behavior that occurs in a context that one would not expect observation or recording to take place
Identifiable means the information either contains, could be used to obtain or is associated with the subject’s identity

(e) 
(1) Human subject means a living individual about whom an investigator (whether professional or student) conducting research:
(i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or
(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
(2) Intervention includes both physical procedures by which information or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.
(3) Interaction includes communication or interpersonal contact between investigator and subject.
(4) Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record).
(5) Identifiable private information is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.
(6) An identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.



APPLYINGTHE COMMON RULE

RESOURCES

e D
BENEFICENCE
- J
e N
RESPECT FOR PERSONS
- J
- D
JUSTICE
. J

¢ Belmont Report

¢ HHS Regulations — 45 CFR part 46

¢ Office of human research protections
(OHRP)

¢ Privacy Rule — 45 CFR parts 160 and 164

¢ ClTlItraining

¢ REC policies and procedures



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://privacyruleandresearch.nih.gov/irbandprivacyrule.asp
https://about.citiprogram.org/welcome-to-citi-program/?gad_source=1&gad_campaignid=21179670200&gbraid=0AAAAACq-3H02N6vpwZJnzVbXpjbztz-Cn&gclid=Cj0KCQjwndHEBhDVARIsAGh0g3DrdWQKl2XEliPHdAcpq9B4Wu_lPP7jrXfAR2J_HrgsS7qfdOozA_oaAvOlEALw_wcB
https://rec.spalding.edu/research-ethics-committee/rec-policies-procedures/

APPLYING THE COMMON RULE

BENEFICENCE

e Risk / benefit assessment


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

Purpose / Importance

What are the specific aims of
the research?

Why is this important?

1. How does it contribute to
knowledge in the field?

2. Who does it benefit?

REC must consider beneficence—>
weighing benefits against the risks


Presenter
Presentation Notes
The introduction should really be honing in on this. Hit the high points regarding the need for the work / gaps, but get to the point—why do this? What good is it for? How will the results be used?
So this is really the first thing to think about even before or as a part of determining the category of research…


WHAT QUALIFIES AS RISK?
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Factors to consider:

Recruitment strategy

Consent process

Data storage

Inclusion criteria

Dissertation timeline


RISKS TO CONSIDER

* Physical
* Emotional
* Criminal or civil liability

* Damaging to:
* Financial standing
- Employability
* Insurability
- Reputation

- Stigmatizing




Consider risks-what's the worst that could happen (during the study and/or if the data were disclosed)?
MNote that risk includes potential risk to physical, psychological / emotional, social (reputation / stigma)
well-being as well as economic, legal and employability implications.

RISKS

How will you minimize these risks?

Risk level—> type of review



LEVELS /| TYPE OF REVIEW

EXEMPT: Risk is no more than
everyday life / a routine doctor visit
or psychological assessment.

See OHRP exemption decision charts

Not bound by the OHRP regulations
(but still good to follow)

Reviewed by REC chair or co-chair

Must still submit to REC to approve
EXEMPT status

Allow ~4 weeks from submission to
final approval (~2wks for review)

EXPEDITED: No more than minimal risk

See Expedited categories on REC OR
OHRP websites
Reviewed by REC chair or committee
member

Allow ~4 weeks from submission to
final approval (~2 wks for review)

FULL: Studies that involve more
than minimal risk

Reviewed by all REC committee
members and discussed at a
convened meeting

Requires quorum of REC members
and majority voting for approval

Allow ~6 weeks - 3 months from
submission to final approval
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Full Board:
Research that involves more than minimal risk 
Minors if data are sensitive
Vulnerable populations (prisoners, individuals with impaired decision making abilities, pregnant women, fetuses, newborns)
Increased physical discomfort, risk of injury or invasion of privacy

Requires a quorum of REC members present at convened meeting with a majority voting to approve


https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
https://rec.spalding.edu/research-ethics-committee/review-categories/
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html

APPLYING THE COMMON RULE

RESPECT FOR PERSONS

e Individual autonomy

e Considerations for reduced autonomy


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

HOW CAN INDIVIDUAL

AUTONOMY BE RESPECTED?
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Informed consent

Sharing raw data with stakeholders

Third party help with recruitment of students

Providing extra credit for research participation

Disclosing conflict of interest








APPLYING THE COMMON RULE

JUSTICE

e Fair distribution of benefits and burdens of research



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

INCLUSION / EXCLUSION
CRITERIA

Does it align with the study aims?
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Factors to consider:

Potential vulnerability of the target population

Rationale for limiting inclusion

Convenience of accessing participants









Who will be the participants?

Consider:

1. Who will you be getting information from?

2. Who (or what) will you be getting infcrmdtiﬂn about?

Are they a vulnerable population?

If prisoners are involved have you considered:
1. The 7 additional components required for prisoner research (see REC website)?
[ ] [ ]
2. Whether or not a CoC will be needed to protect against potentially incriminating information?
a r I C I p a n S 3. Explaining that disclosure of certain information requires reporting to the appropriate
authorities?
If children are involved have you considered:

1. How you will obtain parental permission?
2. If / how you will obtain assent?

Will any part of the recruitment, consent or research process give the perception of coercion or undue
influence to participate (e.g. faculty soliciting students to participate, etc.)?

https://rec.spalding.edu/research- |

ethics-committee/review-
categories/

How will you reduce the potential for coercion?

Are there any potential or perceived conflicts of interest for any of the investigators that need to be
disclosed?
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Go to website / show prisoner info
Show / discuss also student info / policy
	cannot recruit students you are actively teaching—wait until after final grades are posted or come up with a different plan

https://rec.spalding.edu/research-ethics-committee/review-categories/

s __________________________________________________________________________________________________________________
APPLYING THE COMMON RULE

BENEFICENCE

® Risk [/ benefit assessment
e Maximize benefits /| minimize harms
e Confidentiality

RESPECT FOR PERSONS

e Individual autonomy-=> informed, voluntary participation

e Considerations for reduced autonomy (children, impaired, etc.)
e |s there potential for coercion / undue influence?

JUSTICE

e Fairdistribution of benefits and burdens of research
e Inclusion criteria=> who are you recruiting and why?
* Recruitment strategy



Presenter
Presentation Notes
Consider who, what, where, when, why and how for each step
Example for the recruitment process: 
How will you find and recruit participants? 
Where will your recruitment materials be posted? Do you have permission to post them there? 
What will you /others say to recruit people verbally?  
Is there a specific time and location that recruitment will take place? 
Who will help with the recruitment process? 
Will you recruit via social media / snowball sampling? Provide the drafted social media post. 
Explain why you might need to use any specific procedures for this process. 


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

TYPES OF RESEARCH & LEVEL OF REVIEW

Complete the for feedback to help you determine how to classify your project.
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Survey on parenting styles including the ACES questionnaire

Evaluation of mindfulness program for improving job retention

Comparison of teaching methods on student performance

Development of educational materials for improving patient compliance with home exercise program

Latent class analysis for development of a new diagnostic tool

https://form.jotform.com/230245941667056

Latent class analysis for
development of a new diagnostic

tnnl
Latent class analysis for

development of a new diagnostic
tool

pevelopment o1 educational
materials for improving patient
compliance with home exercise
program



DETERMINE THE TYPE OF PROJECT
& LEVEL OF REVIEW

il Survey Research

Program evaluation [/ quality improvement

E'@ Records-based research

B Vulnerable Populations



Presenter
Presentation Notes
First thing after CITI training
Figure out the type of research—always keep risk assessment in mind
Consider risks type / level of review

Survey on parenting styles including the ACES questionnaire

Evaluation of mindfulness program for improving job retention

Comparison of teaching methods on student performance

Development of educational materials for improving patient compliance with home exercise program

Latent class analysis for development of a new diagnostic tool



SURVEY RESEARCH: DECISION CHART 4

See the America Association for Public opinion research website for a list of FAQ regarding survey research.

* May be asked to use “information sheet” as consent (i.e. name / signature not included)

* Online survey research must be conducted through the University’s QuestionPro account.
- Disable collection of IP addresses when possible

* Survey research may be exempt if:
* The information cannot be linked to or used to ascertain the identity of the subject.*

OR

* The subjects’ responses were disclosed it would not place them at risk of criminal or civil liability or affect
their financial, educational, occupational or social status.*

OR
* It has been determined that confidentiality of identifiable information will be maintained.

*If your research involves children, these criteria only apply if the research involves educational tests or is strictly observational.
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American association for public opinion research 

https://questionpro.com/edu
https://www.aapor.org/Standards-Ethics/Institutional-Review-Boards.aspx

PROGRAM EVALUATION /QUALITY
IMPROVEMENT PROJECTS

s the ONLY goal / purpose to evaluate or YES—> NOT RESEARCH
improve processes internally? NO-= HSR

YES-> HSR

NO-> questions only about the > NOT
HSR

Will you collect private information about
individuals ?

Program eval / development /improvement =~ CAN BE BOTH!-> distinguish program
PLUS human subjects research from research

See the FAQ on quality improvement projects on the OHRP website for more information


Presenter
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If you have determined that your work is research and does involve human subjects, chances are you will need to submit a proposal to the REC for approval prior to commencing your work. There are some exceptions, which are outlined here. Note, these exceptions are NOT the same as exemptions, which we will get to momentarily. 
Note, intent to publish is not a 


NO Systematic investigation of programs designed to contribute to generalizable knowledge of “best practices”  RESEARCH

YES  hsr

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-improvement-activities/index.html

RECORDS-BASED RESEARCH

* Data completely stripped of identifiers & not coded = NOT human subjects

* Coded data: if ALL 3 are met = NOT human subjects research:
1. Coded data is the only thing being used

2. Data were not collected for the proposed research via interaction or intervention
with a living individual

3. Investigator(s) cannot readily ascertain participants identity due to
(a) the investigators and the holder of the key enter into an agreement prohibiting the release of the key to the
investigators under any circumstances OR

(b) there are IRB-approved written policies and operating procedures for a repository or data management center
that prohibit the release of the key to the investigators under any circumstances OR

(c) there are other legal requirements prohibiting the release of the key to the investigators
OHRP info on secondary use and consent requirements for coded data

https://www.hhs.qgov/ohrp/sites/default/files/ohrp/policy/cdebiol.pdf
https://www.hhs.qgov/hipaa/for-professionals/special-topics/research/index.html
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The following three criteria must be satisfied for an IRB or Privacy Board to approve a waiver of authorization (for consent) under the Privacy Rule: 
The use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:
an adequate plan to protect the identifiers from improper use and disclosure; 
an adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 
adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart; 
The research could not practicably be conducted without the waiver or alteration; and 
The research could not practicably be conducted without access to and use of the protected health information. 

Under the definition of human subject at 45 CFR 46.102(f), obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research. Obtaining identifiable private information or identifiable specimens includes, but is not limited to: (1) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that have been provided to investigators from any source; and (2) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that were already in the possession of the investigator. In general, OHRP considers private information or specimens to be individually identifiable as defined at 45 CFR 46.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. Conversely, OHRP considers private information or specimens not to be individually identifiable when they cannot be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. For example, OHRP does not consider research involving only coded private information or specimens to involve human subjects as defined under 45 CFR 46.102(f) if the following conditions are both met: 4 (1) the private information or specimens were not collected specifically for the currently proposed research project through an interaction or intervention with living individuals; and (2) the investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain because, for example: (a) the investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased (note that the HHS regulations do not require the IRB to review and approve this agreement); (b) there are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased; or (c) there are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased



Research not Involving Human Subjects Versus Exempt Human Subjects Research
OHRP is aware that questions often are raised regarding the distinction between research involving private information or specimens that does not involve human subjects (as above) and human subjects research that is exempt from the requirements of HHS regulations at 45 CFR part 46. This distinction can be made easier by always using the following sequential assessment when evaluating a particular activity conducted or supported by HHS:
Does the activity involve research? If yes, proceed to question (2). If no, 45 CFR part 46 does not apply to the activity.
Does the activity involve human subjects? If yes, proceed to question (3). If no, 45 CFR part 46 does not apply to the activity.��In analyzing a particular activity under the second question, it is important to focus on what is being obtained by the investigators. If the investigators are not obtaining either data through intervention or interaction with living individuals, or identifiable private information, then the research activity does not involve human subjects. Therefore, no assessment of the research activity using the third question below regarding exemptions is required because the exemptions provided for under 45 CFR 46.101(b) apply only to research involving human subjects.
Is the activity exempt under HHS regulations at 45 CFR 46.101(b)? If yes, 45 CFR part 46 does not apply. If no, 45 CFR part 46 does apply.��With respect to research involving private information and specimens, the exemption that is most frequently relevant is the exemption under HHS regulations at 45 CFR 46.101(b)(4):� "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 investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects."
��Having determined under the second question above that a research activity involves human subjects because the investigators are obtaining identifiable private information or specimens, assessment under the exemption at 45 CFR 46.101(b)(4) focuses, in part, on: (1) whether the data or specimens are existing at the time the research is proposed to an institutional official or IRB for a determination of whether the research is exempt, and (2) how the data or information is recorded by the investigators. This exemption would not apply if the investigators, having obtained identifiable private information or specimens from existing records or specimens, record the data or information in a coded manner, since the code would enable subjects to be identified through identifiers linked to the subjects.
To demonstrate how the determination of whether a research study is human subjects research differs from the determination of whether a human subjects research study is exempt under 45 CFR 46.101(b)(4), consider the following examples, in which an investigator obtains health information of living patients who were treated for arthritis with either Drug A or Drug B. The investigator obtains this information in order to evaluate and compare the treatment outcomes associated with these two drugs:
An investigator obtains only coded information on the treatment outcomes of patients treated for arthritis with Drug A versus Drug B from the patients’ treating physician. The only involvement of the treating physician is to provide coded information to the investigator. The investigator and the treating physician enter into an agreement prohibiting the release of the key to decipher the code to the investigator under any circumstances, until the individuals are deceased. In this example, the investigator is not conducting human subjects research because the investigator cannot readily ascertain the patients’ identity.
An investigator obtains individually identifiable information on the treatment outcomes of patients treated for arthritis with either Drug A or Drug B by viewing patients’ existing individually identifiable medical records at the clinics where the patients were treated. The investigator records the patients’ treatment outcomes in a coded manner that could permit the identification of the patients. In this example, the investigator is conducting human subjects research because the investigator is obtaining identifiable private information from patients’ (and now subjects’) medical records. The study would not be exempt under 45 CFR 46.101(b)(4) since the investigator is recording the information in a coded manner, thus allowing the subjects to be identified indirectly through identifiers linked to the subjects.
An investigator obtains individually identifiable information on the treatment outcomes of patients treated for arthritis with either Drug A or Drug B by viewing patients’ existing individually identifiable medical records at the clinics where the patients were treated. The investigator records only patient age, sex, diagnosis, treatment, and health status at the end of 6 months of treatment so that the investigator cannot link the recorded information back to the patients. In this example, the investigator is conducting human subjects research because the investigator is obtaining identifiable private information from patients’ (and now subjects’) medical records. However, the study would be exempt under 45 CFR 46.101(b)(4) since the investigator records the information in such a manner that subjects cannot be identified either directly or indirectly through identifiers linked to the subjects.
Comparison to the HIPAA Privacy Rule
The Privacy Rule is a Federal regulation under the Health Insurance Portability and Accountability Act (HIPAA) of 1996 (see 45 CFR part 160 and subparts A and E of part 164). The Privacy Rule permits covered entities under the Rule to determine that health information is de-identified even if the health information has been assigned, and retains, a code or other means of record identification, provided that:
the code is not derived from or related to the information about the individual;
the code could not be translated to identify the individual; and
the covered entity under the Privacy Rule does not use or disclose the code for other purposes or disclose the mechanism for re-identification (see HHS guidance entitled, Institutional Review Boards and the HIPAA Privacy Rule, page 6, Q and A #3, at http://privacyruleandresearch.nih.gov/pdf/IRB_Factsheet.pdf - PDF).
Regarding condition (1) above, in contrast to the Privacy Rule, information that is linked with a code derived from identifying information or related to information about the individual is not considered to be individually identifiable under the HHS regulations for the protection of human subjects at 45 CFR 46.102(f), if the investigators cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimen pertains. Therefore, some coded information, in which the code has been derived from identifying information linked to or related to the individual, would be individually identifiable under the Privacy Rule, but might not be individually identifiable under 45 CFR part 46.
If you have specific questions about how to apply this guidance, please contact OHRP by phone at (866) 447-4777 (toll-free within the U.S.), (240) 453-6900, or by e-mail at ohrp@hhs.gov.
Documents in PDF format require the Adobe Acrobat Reader® . If you experience problems with PDF documents, please download the latest version of the Reader® .


https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.116p-46.116(d)
https://www.hhs.gov/ohrp/sites/default/files/ohrp/policy/cdebiol.pdf
https://www.hhs.gov/hipaa/for-professionals/special-topics/research/index.html

CONSIDERATIONS FOR WAIVER OF CONSENT

- No more than minimal risk

» Confidentiality plan

» Plan to destroy the identifiers at the earliest opportunity, unless there is a health, research or legal
justification for retaining the identifiers

- Written assurances that the PHI will not be reused or disclosed
* Research could not practicably be carried out without the waiver

* Research could not practicably be carried out without using private information
or identifiable biospecimens

* The waiver will not adversely affect the subjects

* When appropriate, subjects will be provided with additional pertinent
information after participation
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The following three criteria must be satisfied for an IRB or Privacy Board to approve a waiver of authorization (for consent) under the Privacy Rule: 
The use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:
an adequate plan to protect the identifiers from improper use and disclosure; 
an adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 
adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart; 
The research could not practicably be conducted without the waiver or alteration; and 
The research could not practicably be conducted without access to and use of the protected health information. 

Under the definition of human subject at 45 CFR 46.102(f), obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research. Obtaining identifiable private information or identifiable specimens includes, but is not limited to: (1) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that have been provided to investigators from any source; and (2) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that were already in the possession of the investigator. In general, OHRP considers private information or specimens to be individually identifiable as defined at 45 CFR 46.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. Conversely, OHRP considers private information or specimens not to be individually identifiable when they cannot be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.
 For example, OHRP does not consider research involving only coded private information or specimens to involve human subjects as defined under 45 CFR 46.102(f) if the following conditions are both met: 4 (1) the private information or specimens were not collected specifically for the currently proposed research project through an interaction or intervention with living individuals; and (2) the investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain because, for example: (a) the investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased (note that the HHS regulations do not require the IRB to review and approve this agreement); (b) there are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased; or (c) there are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased



VULNERABLE POPULATIONS


Presenter
Presentation Notes
Prisoners

Children

Pregnant women

Students

History of self harm


RESEARCHWITH PRISONERS (SUBPART ()

 Exemptions do not apply unless the research only incidentally includes prisoners
* Un-incarcerated persons are the reference for risk

Four categories of research involving prisoners:

1. Cause, effects, processes of incarceration and criminal behavior
* No more than minimal risk and inconvenience

2. Prison institutions or prisoners as incarcerated persons
* No more than minimal risk and inconvenience

3. Conditions specifically affecting prisoners*

4. Practices that may improve the health or well-being of the subject*

*require HHS secretary approval


Presenter
Presentation Notes
COC May be obtained from NIH for certain types of identifiable, sensitive information
Individual identified
OR
At least small risk for data could be used to reveal the identity of the individual

Commonly used in prisoner research
Provides assurance that researcher will maintain confidentiality
https://grants.nih.gov/policy/humansubjects/coc/information-institutional-responsibilities.htm
https://grants.nih.gov/policy/humansubjects/coc/suggested-consent.htm 



RESEARCHWITH PRISONERS (SUBPART ()

Must provide documentation of additional considerations:

1.

2.

Falls into one of the permissible categories under § 46.306(a)(2).

Any benefits offered by participation must not be so large as to impair a prisoner’s ability to weigh risks and
advantages in a constrained environment.

Risks in the research must be no greater than those acceptable to non-prisoner volunteers in similar studies.

Subject selection methods must be fair and free from arbitrary influence; absent justification to the contrary,
control subjects must be chosen by random selection among eligible prisoners.

The information presented to prisoner subjects must be in language understandable to them.

Adequate assurance that participation will NOT affect parole decisions, and prisoners must be informed in advance
of this assurance.

Adequate provision for follow-up care or examination post-study as needed, considering varying sentence
lengths—inform participants accordingly.

https://www.hhs.qov/ohrp/requlations-and-policy/requlations/4g-cfr-46/common-rule-subpart-c/index.html#46.305



Presenter
Presentation Notes
COC May be obtained from NIH for certain types of identifiable, sensitive information
Individual identified
OR
At least small risk for data could be used to reveal the identity of the individual

Commonly used in prisoner research
Provides assurance that researcher will maintain confidentiality
https://grants.nih.gov/policy/humansubjects/coc/information-institutional-responsibilities.htm
https://grants.nih.gov/policy/humansubjects/coc/suggested-consent.htm 

§46.305 Additional duties of the Institutional Review Boards where prisoners are involved.
 (a) In addition to all other responsibilities prescribed for Institutional Review Boards under this part, the Board shall review research covered by this subpart and approve such research only if it finds that:
 (1) The research under review represents one of the categories of research permissible under §46.306(a)(2);
 (2) Any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired;
 (3) The risks involved in the research are commensurate with risks that would be accepted by nonprisoner volunteers;
 (4) Procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners. Unless the principal investigator provides to the Board justification in writing for following some other procedures, control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project;
 (5) The information is presented in language which is understandable to the subject population;
 (6) Adequate assurance exists that parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole; and
 (7) Where the Board finds there may be a need for follow-up examination or care of participants after the end of their participation, adequate provision has been made for such examination or care, taking into account the varying lengths of individual prisoners' sentences, and for informing participants of this fact.



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-c/index.html#46.305

RESEARCHWITH CHILDREN:

45 CFR 46 SUBPART D

* Only certain exemptions apply to children
* Observation with no researcher participation
* Educational tests
* Identity can not be ascertained
* Disclosure of information would not put at criminal or civil risk or be
damaging

- Must be no more than minimal risk to be considered for
expedited review

* Will need parental permission and child assent, if applicable


Presenter
Presentation Notes
List applicable exemptions here (note---survey research on children is not exempt)



LEVEL OF REVIEW



EXEMPT REVIEW (~4 WEEKS)

* Research involves no more than minimal risk / every day life
 Exempt research does not require ongoing (annual) review

 However, REC application for human subjects research must
be submitted and approved in advance

REC determines and approves exempt status



CATEGORIES OF EXEMPTION

45 CFR 46.104(d)

1) Established educational setting involving normal education practices
* Will not impact student learning opportunities
- Assessment of educators
*applies to children

2) Onlyincludes educational tests, surveys, interviews or observation
AND:

- Identity cannot be ascertained or linked to subject OR

* Disclosure of information would not put subject at any kind of risk OR
- Confidentiality of identifiable information is maintained

**does NOT apply to children


Presenter
Presentation Notes
Some research activities involving human subjects may be considered as “exempt” from the regulations imposed on human subjects research.



CATEGORIES OF EXEMPTION

45 CFR 46.104(d)

3) Research involving benign behavioral interventions* and
collection of information from adults with their agreement

AND:

* Identity cannot be ascertained or linked to subject OR
* Disclosure of information would not put subject at any kind of risk OR

* Confidentiality of identifiable information is maintained

*benign behavioral interventions are brief, harmless, painless, non-invasive, will not
have significant adverse lasting impact, and no reason to believe they would be

offensive or embarrassing

**does NOT apply to children


Presenter
Presentation Notes
Some research activities involving human subjects may be considered as “exempt” from the regulations imposed on human subjects research.



CATEGORIES OF EXEMPTION

45 CFR 46.104(d)

) Secondary research for which consent is not required if one of the
following criteria is met:
- Identifiable info or specimens are publicly available
* Identity of info or specimens cannot be ascertained or linked to subject
* Research is for health care operations or public health activities per 45 CFR
164.512(b)
* Research is conducted on behalf of a federal department or agency using

government generated or collected information
- Must be in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501

*applies to children


Presenter
Presentation Notes
Some research activities involving human subjects may be considered as “exempt” from the regulations imposed on human subjects research.

https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-C/part-164/subpart-E/section-164.512 


CATEGORIES OF EXEMPTION

45 CFR 46.104(d)

5) Research and demonstration projects that are conducted or supported by a Federal
department or agency, or otherwise subject to the approval of department or agency

heads....

* The research or demonstration project must be published on the supporting department
/agencies website list prior to commencing the research involving human subjects.

*applies to children

6) Taste and food quality evaluation if using wholesome foods without additives or with
additives at the level approved by the FDA
*applies to children

7-8) Secondary research on information or specimens utilizing broad
consent that meets additional requirements per CFR 46.111, .116 or .117
*applies to children


Presenter
Presentation Notes
(i) Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained in accordance with §46.116(a)(1) through (4), (a)(6), and (d);�(7) Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by §46.111(a)(8).
(8) Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met:
(ii) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with §46.117;�(iii) An IRB conducts a limited IRB review and makes the determination required by §46.111(a)(7) and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of this section; and� (iv) The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.


SUMMARY OF EXEMPTIONS

 Normal educational setting / practices
* Educational tests, surveys, interviews or observation
* Benign behavioral interventions

* Secondary research for which consent is not required or broad
consent may be utilized

* See the full list here
* REC determines approval of EXEMPTION


Presenter
Presentation Notes
NOT eligible for exemption
Research involving prisoners
Surveying or interviewing of children
Observation of children when researcher is participating in the activities being observed


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-a-46104/index.html

RESEARCH THAT IS NOT ELIGIBLE FOR

EXEMPTION:

* Research involving prisoners
* Surveying or interviewing of children

* Observation of children when researcher is participating in the
activities being observed



EXPEDITED REVIEW (~4 WEEKS)

* Research with no more than minimal risk

* Identifiers linked to personal / sensitive responses
* Personal or sensitive information

* Risk minimal, but beyond everyday life

* Approval can be given by REC reviewers without convened meeting
* No continuing review is required

See the full list of expedited categories here.


Presenter
Presentation Notes
The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects= financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.


https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html 

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html

EXPEDITED REVIEW CATEGORIES

* 1. Certain drug and device studies.

" 2. Cg_llection of blood samples by finger stick, heel stick, ear stick, or venipuncture under certain
conditions.

3. Collection of biological specimens for research purposes by noninvasive means (e.g. saliva, hair and nail
clippings, etc.)

' 4. CoIIection)ofdata through noninvasive procedures routinely employed in clinical practice (e.g. EEG, MRI,
sensors, etc.

- 5. Materials / data collected solely for non-research purposes (i.e. secondary use / records review)
* 6. Voice, video, digital, or image recordings made for research purposes

* 7. Research on individual or group characteristics or behavior or research utilizing survey, interview,
oral history, focus group, program evaluation, human factors evaluation, or quality assurance
methodologies.

- 8-9. Certain continuing reviews

https://www.hhs.gov/ohrp/requlations-and-policy/quidance/cateqories-of-research-expedited-review-procedure-1998/index.html



https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html

FULL COMMITTEE REVIEW (6 WEEKS —3 MONTHS)

- Research that involves more than minimal risk
- Minors if data are sensitive

* Vulnerable populations (prisoners, individuals with impaired
decision making abilities, pregnant women, etc.)

* Increased physical discomfort, risk of injury or invasion of privacy

* Requires a quorum of REC members present at convened meeting
with a majority voting to approve



Review Process

‘Proposal Processing Procedures

Submission Received to JotForm

Check Review Level Accuracy

Review for Completion- Check for Consent Form, Recruitment Script, Proposal,
Survey/Questionnaire, Site Permission Letters (if applicable)

No ¢ l Yes

If missing documents: email researcher Yes
asking for additional documents

Check for signatures- need both student and faculty advisor/primary

investigator signatures

vo

If missing signature(s): give 3 days
before emailing researcher and faculty
advisor/PI asking for signatures Yes
No ¢
If still missing signature(s) after a full Yes
week from submission: email
researcher and faculty advisor/Pl again A 4

Yes
If signatures are there: assign to REC reviewer to begin

the review process



Presenter
Presentation Notes
Explain where in the process that the jotform comes in and reiterate timing from submission to final approval


REC POLICIES


Presenter
Presentation Notes
Is it OK?

Ask students to complete a survey about the resources they used to determine which resources contributed to student success in your course.

Ask students in your class to participate in your survey research on college student lifestyle habits and stress.

Ask colleagues to provide a list of low performing students so you can recruit them for your study on factors influencing use of the student success center

Review of retention alert data to understand which programs / students could benefit from additional support. 

https://rec.spalding.edu/research-ethics-committee/rec-policies-procedures/

Ask students to complete a survey about the
resources they used to determine which
resources contributed to student su

your course.

Ask colleagues to provide a list of low
performing students so you can recruit them
for your study on factors influencing use of the
student success center

Ask colleagues to provide a list of low
performing students so you can recruit them
for your study on factors influencing use of the
student success center

Ask students in your class to participate in your
survey research on college student lifestyle
habits and stress.



STUDENTS IN
RESEARCH

The REC will not approve studies
requesting to specifically target Spalding
students who are currently enrolled in a
course taught by faculty involved in the
recruitment, consent or data collection
processes of the study.

Extra credit should be considered an

exception rather than the norm for
encouraging student research
participation

Additional considerations must be made

See best practices document




Approval Flow for Distributing Research Participation Requests to

:) I STRI B UTl N G Spalding Community Members
REQUESTS FOR
RESEARCH Solicitation forwarded to Spalding REC
PARTICIPATION V

REC Chair requests more information (e.g. IRB approval, etc.) as needed and
determines, in consultation with Spalding signatory official, the appropriate SU
approval needed

Must follow approval process

REC Chair forwards request to appropriate personnel

Do NOT give out student or — -
Request to solicit participation across Request to solicit participation within
e m p | Oye e C O nta Ct multiple departments / schools a specific school / program

information v

Appropriate Dean

Additional approvals sought as
needed (e.g. CCO, Provost, etc.)

REC Chair receives decision from appropriate administrator and notifies original

sender and / or distributes request as appropriate




INVESTIGATOR ROLES &

RESPONSIBILITIES
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Who is considered an investigator?

Obtains informed consent only

Analyzes transcribed interview data that does not contain names

Collects data from participants

Analyzes electronic health data that has been properly de-identified


ROLE OF FACULTY ADVISOR

Students need your help with ALL aspects of their research




Help student with:

Developing clear aims &
questions

ROLE OF FACULTY ADVISOR

Determining the type of
research / methods best
Faculty advisor is the principal / primary investigator & for addressing these

responsible for ensuring that all investigators: aims
Designing procedures &
to answer these

e comply ethical requlations / guidelines questions

e follow University policies

Determining procedural
details needed to

thoroughly address REC
proposal components

e adhere to approved research procedures

o]

REVIEW ALL
PROPOSAL
MATERIALS BEFORE
THEY STARTTHE REC
SUBMISSION




REC Proposal Preparation Procedures

Research Project Idea developed in consultation with advisor / collaborators

Visit REC website and review each page in the submission overview
timeline. Be sure all research personnel complete CITI training.

Prepare detailed proposal following guidelines on REC website- consult
with your advisor / collaborators about the procedures / details

v

Email proposal draft and related materials to your faculty advisor.

until

Faculty reviews proposal and all related materials.

¥ Proposal aims and procedures "
are unclear and /or lacking v Proposal aims and procedures are

detail. clear and thorough.
¥ All required materials are included.

Proposal
Preparation
Process

* Required materials missing or
lacking key information

v

Faculty advises student on needed
revisions.

Proposal and related materials revised to
be clear, thorough and include all
necessary information. ¢

Revision process continues between students and facul
faulty approves that project is ready for REC submission

v" Revisit REC website for tips / videos on how to
Student fills proposal form paying complete the form

attention to each question / selection. @ v" Determine appropriate level of review per your

Siegn and click submit. proposed procedures (together with advisor)

v

Email notifies faculty to sign via edit link.

Faculty signs and clicks submit




TIPS FORASUCCESSFUL PROPOSAL


Presenter
Presentation Notes
True of False?  Site permission is not needed if I am conducting research at Spalding University.


PROPOSAL COMPONENTS

- PROPOSAL DETAILING:
* Background / purpose of research-keep it concise

- Recruitment process-be explicit with details

 Consent process-be explicit with details

* Data collection /research procedures and methodology
- Risks and benefits of research-describe ALL potential risks

+ Data storage and confidentiality-be explicit with details
* Appendices and attachments

**DO NOT SUBMIT AN ENTIRE CAPSTONE / DISSERTATION
PROPOSAL. Only submit the REC required information. **

-/[rec.spalding.edu/research-ethics-committee/tips-for-submittin

RESEARCH PROJECT PROPOSAL OUTLINE
Project Title:
Investigator Name:
ABSTRACT: |
PURPOSEBACKGROUND INFORMATION:
PARTICIPANT RECRUITMENT:
INFORMED CONSENT/ASSENT PROCEDURES:
RESEARCH PROCEDURE:
METHODOLOGY
RISKS TO AND PROTECTIONS FOR PARTICIPANTS:
BENEFITS OF RESEARCH:

CONFIDENTIALITY OF DATA:

APPENDICES AND ATTACHMENTS:


Presenter
Presentation Notes
HHS regulations at 45 CFR part 46 define an investigator as any individual who is involved in conducting human subjects research studies. This includes:
Obtaining identifiable & private info about living individuals 
Obtaining info about living individuals by interacting with them 
Obtaining the voluntary informed consent 
Studying, interpreting, or analyzing identifiable, private info or data


https://rec.spalding.edu/research-ethics-committee/tips-for-submitting/

PROPOSAL COMPONENTS

Prepare this information BEFORE starting
jotform submission

Investigator info - Type of project

CITI certificate confirmation - Review category

" Best to upload separately * Question Pro link

Site(s) of research - Proposal

- Site permission letter(s) - Recruitment

Target population - Consent

* Readability justification - Appendices

Duration - Signature

Funding

JOTFORM COVER PAGE

Please be sure to click save before exiting the site
OR clicking on any of the hyperlinks within this
form as doing so will take you out of the form and
progress will be lost.

Please indicate if this is your initial or revised submission. Note, if thisis a

revision, please be sure all revisions have been made in all necessary
attachments and all revisions highlighted throughout.

Click here if this is your initial submission
Click here if you are making revisions per conditional approval
Click here if you are the subm Pl and need to confirm submission

Click here if you are the REC reviewer


Presenter
Presentation Notes
HHS regulations at 45 CFR part 46 define an investigator as any individual who is involved in conducting human subjects research studies. This includes:

Obtaining identifiable & private info about living individuals 
Obtaining info about living individuals by interacting with them 
Obtaining the voluntary informed consent 
Studying, interpreting, or analyzing identifiable, private info or data


https://form.jotform.com/221727612387156
https://form.jotform.com/221727604977061

SITE PERMISSION

e Required for research:
e Taking place at an organization
* Requesting access to recruit specific individuals

On letterhead OR copy of email
e Indicates understanding of procedures
e Signed by authorized individual



Presenter
Presentation Notes
SHOW the new policies page and the recruitment request flow chart


PROCEDURES

* Provide enough detail that
someone outside your field
could understand what will
happen in your project, step
by step.

Confidentiality:

o Will /can confidentiality be maintained?

e How will you protect confidentiality (or reduce likelihood of
disclosure) throughout recruitment, informed consent and
data collection procedures?

e What might happen if there is a breach of confidentiality?

e Could recruitment procedures violate privacy?

Data storage:

e How will data be stored and protected?

e Where will it be stored (Spalding or personal device)?

e Who will have access (and who will not)?

e Must maintain records for 3 years AFTER study is completed

e Audio/video recordings should be deleted as soon as
possible after transcription / verification.

Acknowledgement of confidentiality risks, precautions and data
storage details in the consent form.


Presenter
Presentation Notes
Consider who, what, where, when, why and how for each step
Example for the recruitment process: 
How will you find and recruit participants? 
Where will your recruitment materials be posted? Do you have permission to post them there? 
What will you /others say to recruit people verbally?  
Is there a specific time and location that recruitment will take place? 
Who will help with the recruitment process? 
Will you recruit via social media / snowball sampling? Provide the drafted social media post. 
Explain why you might need to use any specific procedures for this process. 

Is this OK for a social media post?

Click here to participate in my research on alcoholism – anyone can participate

I am interviewing former sex offenders for my dissertation project - click here to participate

LGBTQ individuals needed for my dissertation research on equitable access to mental health services 

Are you a survivor of sexual abuse? If so, I need your help for my research, please click here to find out more




Submit proposal in
jotform

Meet with faculty
as needed to

‘ Review REC ensure everything

website / jotform to is ready to submit

confirm review

Submit revised

type and form :
proposql and selections Review
appendices to y . determinat
faculty advisor for Outline/ . :
ion form (if
4 draft of

approval

Proposal needed)

Worksheet research

procedures

-

Meet with
faculty
advisor to

-

Quiz over
REC

s wiasEE determine
CITI research
training e

certificate



CRITERIA FOR APPROVAL

LAIl necessary components / appendices have been submitted
URisks are minimized

Risks are reasonable in relation to proposed benefit
Equitable selection of subjects

dinformed consent sought and documented

dData monitoring plan (if needed)

JAdequate plans to protect privacy and maintain confidentiality

JAdditional safequards to protect vulnerable populations
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Presentation Notes
Approval certifies that…


RECWEBSITE

- Research Ethics Committee — Human Subjects Research at Spalding University

Proposal Submission Overview

Complete Determine need Prepare Submit Revise as Request Report any Submit
CITI Training for / level of Detailed Proposal needed Changes / events Completion
Review Proposal Extension Report



https://rec.spalding.edu/

REC MEMBERS -THANKYOU!!

Email: rec@spalding.edu

Current Chair:
Lisa Potts, PhD
Ipottsoi@spalding.edu
502-873-4442
KCC 159

Current Graduate Assistant:

Stephanie Lewis

Lisa Potts —ASOT (Chair)

Goutam Singh — Physical Therapy (Co-Chair)

Regina Martin — Business (non-scientist member)

Kristen Harris — Education

Melba Custer—ASOT

Kevin Borders- Social Work

Mike Starling — Psychology

Claire Beaulieu - Psychology

Farrah Thornsberry- Nursing (non-scientist member)

Amanda Roberts —Criminal Justice (Prison Representative)

George Armitage — Clinical mental health counseling (non-scientist member)
Lacy McNary - Community Representative (non-scientist member)

Mike Bassi — Community Representative (non-scientist member)

Betty Goodell - Community representative (non-scientist member, alternate)
Jason Jordan - Clinical mental health counseling (alternate)

Tom Malewitz — Education (alternate)

Norah Chapman — Psychology (Prisoner Representative —alternate)


mailto:lpotts01@spalding.edu
mailto:rec@spalding.edu




WE VALUEYOUR FEEDBACK!

Scan the QR code or click the
link below to share your
feedback about this training and
ideas for additional REC
workshops for students [ faculty

https://spalding.questionpro.com/t/ASjxGZ7M35



https://spalding.questionpro.com/t/ASjxGZ7M35
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