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To reduce the regulatory burdens, on the IRB and investigators, Campbell has chosen to not 
apply all federal regulations to certain minimal risk research that is NOT federally funded or 
federally regulated research. These research projects will nonetheless be afforded equivalent 
protections under the Belmont Report and will provide protections commensurate with risk as 
determined by the IRB. Should a project approved under the FLEX Policy obtain federal funding 
or should the risk level change, it is the responsibility of the Principal Investigator (PI) to notify 
the Institutional Review Board (IRB). 

 

The IRB may make exceptions to this policy for funded research that is not federally funded. At 
no point is a project guaranteed to qualify under this flex review. The Campbell IRB holds the 
final decision on what projects can be reviewed under this policy. Projects reviewed under this 
policy remain subject to Campbell IRB policies and review. 

To qualify as a Registration Project the following criteria must be met: 

1. All project activities are no greater than minimal risk; 

2. There is no/has never been federal support for this project;  

3. The project does not include a student/fellow supported via a federal training grant or 
other federal funding including support from Faculty Advisor’s federal funding; 

4. Projects without contractual obligations or restrictions that preclude eligibility with this 
policy.  For example, a project would not qualify if the sponsor’s contract requires the 
project to be reviewed under FDA or Department of Health and Human Services 
(DHHS) regulations; 

5. Project does not involve prisoners as subjects; 

6. Project does not have an executed Institutional Authorization Agreement (IAA) or 
Individual Investigator Agreement (IIA) in place; 

7. Project is not a data information or biospecimen local banking project; 

8. Project may not include international site(s) under the supervision of the principal 
investigator. 

  

Under no circumstances will federally funded or 
Federal Drug Administration (FDA) regulated 

research be reviewed under this policy. 

For example: the use of a medical device would not 
qualify for a Registration Project. 
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Registration Categories 

All new Campbell IRB-specific categories which are not defined in the federal regulations for 
research projects are listed below. These categories will only be applied to research projects 
which fall outside of the scope of Campbell University’s Federalwide Assurance (FWA) for the 
Projection of Human Subjects. 

Category 1: Educational Evaluation 

Research conducted in established or commonly accepted educational settings that specifically 
involves normal educational practices that are not likely to adversely impact students’ 
opportunity to learn required educational content or the assessment of educators who provide 
instruction. This includes most research on regular and special education instructional 
strategies, and research on the effectiveness of or the comparison among instructional 
techniques, curricula, or classroom management methods. Information is collected by the 
investigator in a de-identified manner. This does not apply to research when the activities are 
introduced for the purpose of the research project. 

Category 2: Conducting Survey, Questionnaires, Focus Groups, or Interviews 

Research that only includes interactions involving educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures, or observation of public 
behavior (including visual or auditory recording) if at least one of the following criteria is met: 

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data. 

Category 3: Use of Biospecimens 

The use of biospecimens that have been or will be collected for research studies (other than the 
proposed research) or for non-research purposes (such as medical treatment or diagnosis) if at 
least one of the following criteria is met: 

(i) The identifiable biospecimens are publicly available; or 



 

IRB Guidance: Registration Research Criteria 
and Categories 

 

Version: 3.1  Page 3 of 6 
 

(ii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(iii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iv) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data. 

(v) The research involves only information collection and analysis involving the 
investigator’s use of identifiable health information when it was collected for “health care 
operations” or “research” as regulated under HIPAA regulations.* 

*Note: Secondary use of identifiable biospecimens falls into this category and may require a 
signed agreement. 

Category 4: Taste and food quality evaluation 

Taste and food quality evaluation and consumer acceptance studies if at least one of the 
following criteria is met: 

(i) If wholesome foods without additives are consumed; or 
(ii) If a food is consumed that contains a food ingredient at or below the level and for a use 

found to be safe, or agricultural chemical or environmental contaminant at or below the 
level found to be safe by the FDA or approved by the EPA or the Food Safety & 
Inspection Service of the USDA. 

Category 5: Blood draws 

Blood draws via venipuncture, finger, heal or ear stick if at least one of the following criteria is 
met: 

1. Subjects are healthy, nonpregnant adults who weigh at least 110. The amounts drawn 
may not exceed 550 ml in an 8 week period and collection may not occur more 
frequently than 2 times per week; or 

2. For other adults, considering the age, weight, and health of the subjects, collection 
procedure, amount of blood to be collected, and frequency of collection. The amount 
drawn may not exceed the lesser of 50 ml or 3mg per kg in an 8 week period and 
collection may not occur more frequently than 2 times per week; and at least one of the 
following criteria is met: 

(i) The blood sample and data is recorded by the investigator in such a manner that 
the identity of the human subjects cannot readily be ascertained, directly or through 
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identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or; 

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to 
the subjects’ financial standing, employability, educational advancement, or 
reputation. When appropriate, there are adequate provisions to protect the privacy 
of the subjects and confidentiality of the information; or 

(iii) If the identity of the human subjects can readily be ascertained directly or through 
identifiers linked to the subjects but adequate provisions have been made to 
ensure the data collected are appropriately monitored and secured to ensure the 
privacy of the subjects; or 

Category 6: Prospective Collection of Biospecimens via Non-Invasive Procedures 

Prospective collection of biospecimens (for research purposes) via non-invasive procedures if at 
least one following criteria is met: 

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data; or 

Category 7: Prospective Collection of Data Information via Non-Invasive procedures 

Prospective collection of data (for research purposes) via non-invasive procedures if at least 
one of the following criteria is met: 

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
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subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data. 

Category 8: Research involving materials that has been collected or will be collected 

Research involving materials (i.e., data, documents, or records) that has been collected, or will 
be collected for either research studies other than the proposed research, or for nonresearch 
purposes if at least one of the following criteria is met: 

(i) The identifiable biospecimens are publicly available; or 
(ii) The information obtained is recorded by the investigator in such a manner that the 

identity of the human subjects cannot readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(iii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iv) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data; or 

(v) The research involves only information collection and analysis involving the 
investigator’s use of identifiable health information when it was collected for “health care 
operations” or “research” as regulated under HIPAA regulations.* 

*Note: Secondary use of identifiable biospecimens falls into this category and may require a 
signed agreement. 

Category 9: Collection of images, video, or audio recordings 

Collection of images, video, or audio recordings solely for research purposes if the following 
criteria is met: 

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data 

Category 10: Psychosocial interventions 

Psychosocial interventions, including benign behavioral intervention which may or may not 
involve deception if at least one of the following criteria is met: 

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through 
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identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects and the investigator will not contact or re-identify the subjects; or 

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through 
identifiers/codes (with a master key code are considered identifiable) linked to the 
subjects, and when appropriate, there are adequate provisions to protect the privacy of 
subjects and to maintain the confidentiality of data. 

Benign behavioral intervention1 must meet both the following criteria: 

a) An intervention which is brief in duration2; and 
b) The intervention is harmless, painless, not physically invasive, not likely to have 

significant adverse lasting impact on the subjects, and neither offensive nor 
embarrassing. 

Benign behavioral intervention includes collection of information only through verbal (oral) or 
written responses (including data entry) or audio-visual recordings. When the research involves 
deception or misleading the subject about the nature or purpose of the research, the research 
must include prospective agreement (not the same as consent) by the participant.3 

 

For detailed information regarding Registration Projects see, HRPP Policy: Registration 
Projects and FLEX Review, located on the IRB website. 

 

 
1 Benign behavioral interventions are harmless, painless, not physically invasive, not likely to have a significant 
adverse lasting impact on the subjects, and neither offensive nor embarrassing. Medical interventions (including 
medical tests, procedures, and devices) may not be used. 
2 Brief in duration refers to the intervention itself. Data collection activities could proceed over a longer period of time 
without precluding the applicability of this exemption. If the intervention and data collection are intertwined or difficult 
to separate, the entirety of the activity should be brief in duration. To meet the requirement of brief in duration, the 
benign behavioral intervention should last a few minutes to a few hours. While it does not have to occur in a single 
session, the entire time for the intervention should occur on a single day and not exceed a few hours in its entirety. 
3 No deception may be used or if deception is used, the participants must be told that they will be kept unaware of or 
misled regarding the nature or purpose of the research. For example, participants may be informed that they will not 
be told the purpose of the research until after the study session is completed as long as they are informed of what will 
occur during the session. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR-030-HRPP-Policy-Registration-Projects-and-FLEX-Review.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR-030-HRPP-Policy-Registration-Projects-and-FLEX-Review.pdf

