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1. General Information 
 
Scope 
Throughout this document “institution” refers to Campbell University. 

Purpose 
This document “Investigator Manual” is designed to guide and inform an investigator of 
required policies and procedures related to the conduct of Human subject research that are 
specific to this institution.  All complete policies and procedures can be found on the 
Campbell University IRB website. 

General information regarding Human subject research protections and relevant federal 
regulations and guidance is incorporated into the required human protections training. For 
additional information see below: “What training does my staff and I need in order to conduct 
Human subject research?” 

Definitions 
Although some terms are defined in this document or in individual SOP documents, a 
comprehensive set of definitions relevant for Human subject research can be found in IRB 
SOP: Definitions. Please refer to this appendix for clarification of certain terms employed 
throughout this document. 

Human Research Protection Program 
The HRPP Policy: Human Research Protection Program Plan, located on the IRB 
website, describes this institution’s overall plan to protect subjects in Human Subjects 
Research. 

• The mission of the Human Research Protection Program. 
• The ethical principles that the institution follows governing the conduct of human 

research. 
• The applicable laws that govern human research. 
• When the institution becomes “engaged in human research” and when someone is 

acting as an agent of the institution conducting human research. 
• The roles and responsibilities of individuals within the institution. 

What is Research? 
Research as defined by federal “Common Rule”, 45 CFR 46, means a systematic 
investigation, including research development, testing, and evaluation, designed to develop 
or contribute to generalizable knowledge, regardless of whether or not these activities are 
conducted or supported under a program that is considered research for other purposes.  

Systematic Investigation:  A project which: 
• Attempts to answer research questions (e.g. attempts to prove a hypothesis). 
• Is methodologically driven, i.e. it collects data or information in an organized and 

consistent way. 
• Analyzes information quantitatively and/or qualitatively. 
• Draws conclusions from the results. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR102-IRB-SOP_IRB-Definitions.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR102-IRB-SOP_IRB-Definitions.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR-010-HRPP-Policy-Human-Research-Protection-Program-Plan.pdf
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML
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Generalizable Knowledge:  Knowledge which contributes to a theoretical framework of an 
established body of knowledge. Results are expected to reflect a larger population beyond 
the studied population and are expected to be replicable in other settings. 
 
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 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. 

What is Human Subjects Research? 
Means a living individual about whom an investigator (whether professional or student) 
conducting research obtains: 

• Information or biospecimens through intervention or interaction with the individual, 
and uses, studies, or analyzes the information or biospecimens; or 

• Obtains, uses, studies, analyzes, or generates identifiable private information or 
identifiable biospecimens. 

Intervention includes both physical procedures by which data are gathered (for example, 
venipuncture) and manipulations of the subject or the subject’s environment that are 
performed for research purposes. 

Interaction includes communication or interpersonal contact between investigator and 
subject. 

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 which has been provided for specific purposes by an individual and which the 
individual can reasonably expect will not be made public (for example, medical records or 
school grades). Private information must be individually identifiable (i.e., the identity of the 
subject is or may readily be ascertained by the investigator or associated with the 
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information) in order for obtaining the information to constitute research involving human 
subjects. 

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. 

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. 

Guidance for determining whether an activity is human research, the Human Subjects 
Research Determination Worksheet, can be found on the IRB website. Use this document 
for guidance as to whether an activity meets the definition of human research, keeping in 
mind that the IRB or IRB Office makes the ultimate determination as to whether an activity 
constitutes human subjects research which requires IRB oversight or if the research is Not 
Human Subjects Research. 

• You are responsible to NOT conduct human research without prior IRB review and 
determination or approval.  The IRB cannot review or approve research activity that 
has already occurred. 

• If you have questions about whether an activity is human research, contact the IRB 
Office, they will provide you with a determination.  

• See Not Human Subjects Research later in this document for research projects 
that meet the criteria for this type of research.  Some types of not human subjects 
research may require submission to the IRB for determination. 

• See “Registration Projects”, later in this document or located on the IRB website 
for activities that do not qualify for review under federal regulations.  Note that you 
must still submit research projects qualifying as Registration Projects for IRB Office 
review and determination/approval. 

• See Exempt Category Decision Flowcharts located on the IRB website for 
activities that are exempt from IRB federal regulatory requirements. Note that you 
must still submit research projects qualifying as exempt human research for IRB 
Office review and determination/approval. Only the IRB office makes a determination 
that a project is exempt from review. 

• Human research may be reviewed and approved by an External IRB in certain 
scenarios. See, “Reliance Agreements for Multi-Site Projects”, later in this 
document for those scenarios. 

If your research does not fit into one of the described scenarios, then your human research 
must still be submitted and approved by the IRB office. 

  

https://assets.campbell.edu/wp-content/uploads/2019/01/Exempt-Category-Decision-Flowcharts.pdf
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2. Types of Human Subjects Research and IRB Review 
Categories 

 
A. Not Human Subject Research 

Projects that do not fit the definition of research, do not actively involve human subjects, 
do not access private, identifiable human data, or are not purposed to support the 
marketing of an FDA-regulated drug, biologic, or device product. 

The following are examples of activities that are generally considered not to be Human 
Subjects Research. If your activity is limited to one of the examples below, then it is 
likely not Human Subjects Research which would need to be reviewed by the IRB.  Note 
that publication is not necessarily a determining factor for whether an activity is 
Human Subjects Research. 

Research Using Public or Non-Identifiable Private Information about Living 
Individuals 
The activity is limited to analyzing data about living individuals: 

1. Where the data have been retrieved by the investigator from public, non-
restricted data sets; or 

2. Where the private data have been provided to the investigator without any 
accompanying information by which the investigator could identify the individuals. 

 
Note: that “de-identified data” according to HIPAA may be identifiable according to the 
DHHS definition of “Human Subjects”. Please consult the Human Subjects Research 
Determination Worksheet for clarification and contact the IRB Office with any 
questions regarding research with data. 

The IRB requires investigators at Campbell University submit their research using 
public non-identifiable information about living individuals to the IRB for a 
determination of non-human subject research. See section “IRB Submissions” for 
further information. 

Program Evaluation/Quality Assurance Review/Quality Improvement Project 
The activity is limited to program evaluation, quality assurance, or quality improvement 
activities designed specifically to evaluate, assure, or improve performance within a 
department, classroom, or hospital setting. 

 

 

Note: The purpose of a Quality Assurance (QA) project is to assure known 
quality. The purpose of Program Evaluation (PE) is to assess that a program is 
doing what it is intended to do. Generally Quality Improvement (QI) is designed 
for the purpose of improving the quality of a service, a program, a process, etc.  
A QA, QI or PE study should present NO CHANGE in RISK to participants. 
These studies are mechanisms to assure that a service, a program or process 
functions optimally.  Such projects are usually for internal auditing purposes 
only, and not to be shared with the public (i.e. publication or presentation). 
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If you can answer "yes" to all the following questions, the activity is most likely not 
human subjects research:  

1. Will you simply monitor an existing process for which there will be no 
manipulation of the existing process?  

2. For biomedical or Social Behavioral QA/QI or PE studies, will physicians or 
caregivers (parents, teachers, therapists, etc.) provide usual and customary care 
regardless of the conduct of the study?  

3. Does the study involve collection of data to which the investigator routinely has 
access as part of his or her responsibilities within the institution to monitor data 
associated with, for example: treatment, cost containment, performance, or 
compliance? 

For further information, see IRB Guidance: Comparison of Characteristics of 
Research/QI/PE, IRB Guidance: QI/PE Decision Tree and Explanation, which can be 
found on the IRB website. 
 
Note: an evaluation, assurance review, or improvement project designed specifically for 
a particular setting may yield useful information for similar entities and may still not meet 
one of the definitions for Human Subjects Research. 
 
IRB review and determination are required for QA/QI/PE. 

Case Report 
The project consists of a case report or series (less than three subjects/records) which 
describes an interesting treatment, presentation, or outcome. A critical component is that 
nothing was done to the patient(s) with prior “research” intent. 
 
Note: HIPAA or other state or local laws may still apply to this activity. Please consult the 
entity from which you received or accessed the information contained in the report for 
further guidance. 
 
IRB review and determination are not required for case report research. 

Journalistic or Documentary Activity (including Oral History)  
The activity is limited to investigations or interviews (structured or open-ended) that 
focus on specific events (current or historical), views, etc. Such investigations or 
interviews may be reported or published in any medium, e.g., print newspaper, 
documentary video, online magazine. 
 
IRB review and determination are not required for Journalistic or Documentary Activity. 

Research Using Health Information from Deceased Individuals  
This activity is limited to analyzing data (identifiable or not) about deceased individuals. 
 
Note: deceased individuals cannot be Human Subjects according to DHHS, but they 
may be Human Subjects according to FDA. Please review the definitions of human 
subjects research defined, previously, for clarification. Note also that HIPAA or other 
state or local laws may still apply to this activity. Please consult the entity from which you 
received or accessed the information contained in the report for further guidance. 

https://assets.campbell.edu/wp-content/uploads/2019/10/Guidance-Comparison-of-Characterics-of-Research_QI-PE.pdf
https://assets.campbell.edu/wp-content/uploads/2019/10/Guidance-Comparison-of-Characterics-of-Research_QI-PE.pdf
https://assets.campbell.edu/wp-content/uploads/2019/10/Guidance-QI_PE-Decision-Tree-Explanation.pdf
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IRB review and determination may or may not be required for this type of research.  
Please contact the IRB office to discuss your project prior to submitting any forms. 

Course-Related Activity 
The project is limited to one or more course-related activities designed specifically for 
educational or teaching purposes where data are collected from and about students as 
part of routine class exercises or assignments and otherwise do not meet either of the 
definitions of Human Subjects Research. 

 
IRB review and determination may or may not be required for Course Related Activities.  
Please contact the IRB office to discuss your project prior to submitting any forms. 

Instrument/Questionnaire Development   
This activity is limited to interacting with individuals in order to obtain feedback on the 
types of questions which could or should be used to develop an instrument or 
questionnaire.  The focus is on the development and construction of a data collection 
tool and not on the individuals who are providing the feedback on the questions being 
developed. This will be true even when the feedback may be specifically sought from an 
identified group of people most likely to be affected by the topic of the instrument, survey 
or questionnaire. The instrument or questionnaire development process will apply to 
many aspects of reliability and validity testing of the instrument or questionnaire. Note 
that once the process gets to the level of testing discriminant, concurrent or predictive 
validity, the activity may need to be reclassified as human subject research. 
 
Note:  If the participant is asked to provide additional information unrelated to 
instrument/questionnaire construction, such as, demographic information that will be 
analyzed as part of a research study, the project may need to be submitted to the IRB 
for review. 
 
IRB review and determination are required for Instrument/Questionnaire Development. 
 

Do I need IRB review for classroom based research projects 
conducted by students? 

CU recognizes that some student projects conducted to fulfill course requirements involve 
activities which, in a different context, might meet the definition of human subjects research. 
See, IRB SOP: Undergraduate Classroom Projects for Educational Purposes Only, 
found on the IRB website. In the circumstance of a classroom assignment that might 
otherwise constitute human subjects research the IRB will make the final determination if the 
project requires IRB review. 

However, there are some student human subject research projects that will always require 
IRB review: Doctoral dissertations; funded research; research conducted through 
collaborations external to CU, Masters theses, Honors theses and other undergraduate 
research funded projects. All of these must be reviewed and approved by the IRB before 
students may begin their research. If you have any questions about whether student projects 
need IRB review, contact the IRB Office. 

 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR510-IRB-SOP-Investigator_Undergraduate-Classroom-Projects-for-Educational-Purposes-Only.pdf
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To apply for review and determination of these types of research, please follow the 
instructions above.  As indicated complete and follow the instructions for submission of 
the NHSR Protocol Submission Form which can be found on the IRB website. 

Please note:  The NHSR Submission Form does not replace submission of an IRB 
application to the Campbell University IRB.  Investigators who intend to conduct 
activities that might involve human subject research must submit a formal application to 
the Campbell University IRB Office for determination. 

B. Registration Projects 
To reduce the regulatory burdens, on the IRB and investigators, CU 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 afford 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 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 CU IRB 
holds final decision on what projects can be reviewed under this policy. Projects 
reviewed under this policy remain subject to CU 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 Inter-Institutional Reliance Agreement 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. 

https://assets.campbell.edu/wp-content/uploads/2019/01/NHSR-Protocol-Submission-Form.docx
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Registration Categories 
Are new CU IRB-specific categories which are not defined in the federal regulations for 
research projects.  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: Evaluation or comparison of educational techniques or 
instructional curriculum 

• Category 2: Conducting surveys, questionnaires, focus groups, or 
interviews 

• Category 3: Use of biospecimens that have been collected or will be 
collected solely for non-research purposes (such as medical 
treatment or diagnosis) 

• Category 4: Taste and Food Quality evaluations 
• Category 5: Blood draws via venipuncture, finer, heel, or ear stick* 
• Category 6: Prospective collection of biospecimens via non-invasive 
  procedures 
• Category 7: Prospective collection of data via non-invasive procedures 
• Category 8: Research involving materials (i.e., data, documents, or records)  
 that has been collected, or will be collected solely for 

nonresearch purposes 
• Category 9: Collection of images, video or audio recordings solely for 

research 
• Category 10: Psychosocial interventions, including benign behavioral  
  intervention which may or may not involving deception. 
 
*Category 5 has specific criteria which must be met to qualify under this category 

such as limits on amount of blood collected depending upon the subject 
population to be included. 

 
Registration Projects may or may not require consent documents depending on several 
factors including: if there will be direct contact or interactions with subjects or nature of 
the research activities.  For example, survey projects would not require having the 
subject sign an informed consent document.  
 
Projects determined by FLEX review to be Registration Projects will not be required to 
submit a continuing review for the life of the project unless the project is modified in such 
a way that it no longer qualifies for FLEX review. 
 
For detailed information regarding Registration Projects see, HRPP Policy: 
Registration Projects and FLEX Review, located on the IRB website. 

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
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C. Exempt Research 
Certain types of research may qualify for exemption according to federal regulations 
contained in 45 CFR 46.104(d).  Exempt studies include research that involves no more 
than minimal risk and meets criteria specified by federal regulations.  Depending on the 
research the IRB may determine that an informed consent process may be required.  All 
submissions which are not granted exempt approval status must receive expedited or 
full committee review.  Exempt review is completed by an IRB office member and/or the 
IRB Chair.  

 
Exempt research categories are as follows: 

1. 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. 
 

2. 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 linked to the subjects; 

(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 linked to the subjects, and an IRB conducts a limited IRB 
review to make the determination required by 45 CFR 46.111(a)(7): “When 
appropriate, there are adequate provisions to protect the privacy of subjects 
and to maintain the confidentiality of data.” 
 

3. Research involving benign behavioral interventions in conjunction with the collection 
of information from an adult subject through verbal or written responses (including 
data entry) or audiovisual recording if the subject prospectively agrees to the 
intervention and information collection and 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 linked to the subjects; 

Researchers often interpret the word exempt to mean there is no IRB review needed. However, 
the IRB must initially review the project in order to determine if a project as exempt under the 
federal regulations. 
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(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 linked to the subjects, and an IRB conducts a limited IRB 
review to make the determination required by 45 CFR 46.111(a)(7): “When 
appropriate, there are adequate provisions to protect the privacy of subjects 
and to maintain the confidentiality of data.” 

 
For the purpose of this provision, benign behavioral interventions are brief-in-
duration, harmless, painless, not physically invasive, not likely to have a significant 
adverse lasting impact on the subjects, and the investigator has no reason to think 
the subjects will find the interventions offensive or embarrassing. Provided all such 
criteria are met, examples of such benign behavioral interventions would include 
having the subjects play an online game, having them solve puzzles under various 
noise conditions, or having them decide how to allocate a nominal amount of 
received cash between themselves and someone else. For further information and 
examples of benign behavioral interventions, see IRB Guidance: 
Recommendations on Benign Behavior Intervention located on the Department 
of Health and Human Services website. 
 
If the research involves deceiving the subjects regarding the nature or purposes of 
the research, this exemption is not applicable unless the subject authorizes the 
deception through a prospective agreement to participate in research in 
circumstances in which the subject is informed that he or she will be unaware of or 
misled regarding the nature or purposes of the research. 

 
4. Secondary research for which consent is not required: Secondary research uses of 

identifiable private information or identifiable biospecimens, if at least one of the 
following criteria is met: 

(i) The identifiable private information or identifiable biospecimens are publicly 
available; 

(ii) Information, which may include information about biospecimens, is recorded 
by the investigator in such a manner that the identity of the human subjects 
cannot readily be ascertained directly or through identifiers linked to the 
subjects, the investigator does not contact the subjects, and the investigator 
will not re-identify subjects; 

(iii) The research involves only information collection and analysis involving the 
investigator’s use of identifiable health information when that use is regulated 
under 45 CFR parts 160 and 164 [‘HIPAA’], subparts A and E, for the 
purposes of “health care operations” or “research” as those terms are defined 
at 45 CFR 164.501 or for “public health activities and purposes” as described 
under 45 CFR 164.512(b); or 

(iv) The research is conducted by, or on behalf of, a Federal department or 
agency using government-generated or government-collected information 

https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-august-2-2017.html
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-august-2-2017.html
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obtained for nonresearch activities, if the research generates identifiable 
private information that is or will be maintained on information technology that 
is subject to and in compliance with section 208(b) of the E-Government Act 
of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information 
collected, used, or generated as part of the activity will be maintained in 
systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if 
applicable, the information used in the research was collected subject to the 
Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq. 

 
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 (or the approval of the heads of bureaus or other subordinate agencies that 
have been delegated authority to conduct the research and demonstration projects), 
and that are designed to study, evaluate, improve, or otherwise examine public 
benefit or service programs, including procedures for obtaining benefits or services 
under those programs, possible changes in or alternatives to those programs or 
procedures, or possible changes in methods or levels of payment for benefits or 
services under those programs. Such projects include, but are not limited to, internal 
studies by Federal employees, and studies under contracts or consulting 
arrangements, cooperative agreements, or grants.  Exempt projects also include 
waivers of otherwise mandatory requirements using authorities such as sections 
1115 and 1115A of the Social Security Act, as amended. 

(i) Each Federal department or agency conducting or supporting the research 
and demonstration projects must establish, on a publicly accessible Federal 
website or in such other manner as the department or agency head may 
determine, a list of the research and demonstration projects that the Federal 
department or agency conducts or supports under this provision. The 
research or demonstration project must be published on this list prior to 
commencing the research involving human subjects. 

 
6. Taste and food quality evaluation and consumer acceptance studies: 

(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 Food and Drug 
Administration or approved by the Environmental Protection Agency or the 
Food Safety and Inspection Service of the U.S. Department of Agriculture. 

 
Note: Exempt categories 7 & 8 always require limited IRB review and are only available 
when broad consent will be (or has been) obtained.   
 
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 45 CFR 46.111(a)(8): 

(i) Broad consent for storage, maintenance, and secondary research use of 
identifiable private information or identifiable biospecimens is obtained in 
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accordance with the requirements of 45 CFR 46.116(a)(1) – (4), (a)(6), and 
(d) (See Sections 8.1 and 8.3); 

(ii) Broad consent is appropriately documented or waiver of documentation is 
appropriate, in accordance with 45 CFR 46.117 (See Sections 8.6 and 8.7); 
and 

(iii) If there is a change made for research purposes in the way the identifiable 
private information or identifiable biospecimens are stored or maintained, 
there are adequate provisions to protect the privacy of subjects and to 
maintain the confidentiality of data. 

 
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: 

(i) Broad consent for the storage, maintenance, and secondary research use of 
the identifiable private information or identifiable biospecimens was obtained 
in accordance with 45 CFR 46.116(a)(1) through (4), (a)(6), and (d) (See 
Sections 8.1 and 8.3); 

(ii) Documentation of informed consent or waiver of documentation of consent 
was obtained in accordance with 45 CFR 46.117 (See Sections 8.6 and 8.7); 

(iii) An IRB conducts a limited IRB review and makes the determination required 
by 45 CFR 46.111(a)(7): “When appropriate, there are adequate provisions to 
protect the privacy of subjects and to maintain the confidentiality of data” and 
makes the determination that the research to be conducted is within the 
scope of the broad consent referenced in 8.i above; and 

(v) 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. 

 
D. Expedited Review 

Federal rules permit expedited review and approval for certain kinds of research 
involving no more than minimal risk and for minor changes in approved research 
according to 45 CRF 46.110 and 45 CFR 46.111.  Expedited review is completed by the 
IRB Chair or a designated IRB member. 

 
1. The IRB shall apply the most current list of categories of research published in the 

Federal Register that may be reviewed using expedited review procedures [45 CFR 
46.110(a)]. See categories listed below. 

 
2. Research that falls within the list of categories is presumed to be minimal risk unless 

the IRB determines and documents that the research involves more than minimal 
risk. [45 CFR 46.110(b)(1)(i)] If the reviewer determines that the research involves 
more than minimal risk, it will be referred for review by the convened IRB. 

Projects falling under Exempt categories 7 & 8 may not be to 
be conducted at Campbell University at this time. 
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3. The limited IRB review that is required for certain exempt research may be 

conducted using expedited review procedures [45 CFR 46.110(b)(1)(iii)]. 
 

 
Expedited Research Categories 
1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

a. Research on drugs for which an investigational new drug application (21 CFR 
Part 312) is not required. (Note: Research on marketed drugs that 
significantly increases the risks or decreases the acceptability of the risks 
associated with the use of the product is not eligible for expedited review.) 

b. Research on medical devices for which (i) an investigational device 
exemption application (21 CFR Part 812) is not required; or (ii) the medical 
device is cleared/approved for marketing and the medical device is being 
used in accordance with its cleared/approved labeling. 
 

2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as 
follows: 

a. from healthy, nonpregnant adults who weigh at least 110 pounds. For these 
subjects, 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 

b. from other adults and children, considering the age, weight, and health of the 
subjects, the collection procedure, the amount of blood to be collected, and 
the frequency with which it will be collected. For these subjects, the amount 
drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8-week period 
and collection may not occur more frequently than 2 times per week. 
 

3. Prospective collection of biological specimens for research purposes by noninvasive 
means. 
Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth 
at time of exfoliation or if routine patient care indicates a need for extraction; (c) 
permanent teeth if routine patient care indicates a need for extraction; (d) excreta 
and external secretions (including sweat); (e) uncannulated saliva collected either in 
an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a 
dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid 
obtained at the time of rupture of the membrane prior to or during labor; (h) supra- 
and subgingival dental plaque and calculus, provided the collection procedure is not 
more invasive than routine prophylactic scaling of the teeth and the process is 
accomplished in accordance with accepted prophylactic techniques; (i) mucosal and 
skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) 
sputum collected after saline mist nebulization. 

Does an expedited submission get faster review? 

Expedited is a level of review named and defined by federal regulation. It does not 
indicate speediness. The speed of an IRB review depends on the thoroughness of 
the application, speed of responses from the applicant and information and edits 
requested by the IRB. 
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4. Collection of data through noninvasive procedures (not involving general anesthesia 
or sedation) routinely employed in clinical practice, excluding procedures involving x-
rays or microwaves. Where medical devices are employed, they must be 
cleared/approved for marketing. (Studies intended to evaluate the safety and 
effectiveness of the medical device are not generally eligible for expedited review, 
including studies of cleared medical devices for new indications.) 
Examples: (a) physical sensors that are applied either to the surface of the body or at 
a distance and do not involve input of significant amounts of energy into the subject 
or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) 
magnetic resonance imaging; (d) electrocardiography, electroencephalography, 
thermography, detection of naturally occurring radioactivity, electroretinography, 
ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; 
(e) moderate exercise, muscular strength testing, body composition assessment, and 
flexibility testing where appropriate given the age, weight, and health of the 
individual. 
 

5. Research involving materials (data, documents, records, or specimens) that have 
been collected, or will be collected solely for nonresearch purposes (such as medical 
treatment or diagnosis). (NOTE: Some research in this category may be exempt from 
the HHS regulations for the protection of human subjects. 45 CFR 46.104(d). This 
listing refers only to research that is not exempt.) 
 

6. Collection of data from voice, video, digital, or image recordings made for research 
purposes. (NOTE: Some research in this category may be exempt from the HHS 
regulations for the protection of human subjects. 45 CFR 46.104(d)(3). This listing 
refers only to research that is not exempt.) 
 

7. Research on individual or group characteristics or behavior (including, but not limited 
to, research on perception, cognition, motivation, identity, language, communication, 
cultural beliefs or practices, and social behavior) or research employing survey, 
interview, oral history, focus group, program evaluation, human factors evaluation, or 
quality assurance methodologies. (NOTE: Some research in this category may be 
exempt from the HHS regulations for the protection of human subjects. 45 CFR 
46.104(d)(2) and (d)(3). This listing refers only to research that is not exempt.) 
 

8. Continuing review of research previously approved by the convened IRB as follows: 
a. where (i) the research is permanently closed to the enrollment of new 

subjects; (ii) all subjects have completed all research-related interventions; 
and (iii) the research remains active only for long-term follow-up of subjects; 
or 

b. where no subjects have been enrolled and no additional risks have been 
identified; or 

c. where the remaining research activities are limited to data analysis. 
 

9. Continuing review of research, not conducted under an investigational new drug 
application or investigational device exemption where categories two (2) through 
eight (8) do not apply but the IRB has determined and documented at a convened 
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meeting that the research involves no greater than minimal risk and no additional 
risks have been identified. 

E. Full Committee 
Research that involves greater than minimal risk requires review and approval by a 
convened IRB Committee composed of physicians, scientists, non-scientists, and 
community members.  Risks to research participants should be justified by the 
anticipated benefits to the subjects or society.  Full committee review is conducted at a 
convened meeting at which a majority of the membership of the IRB is present, including 
at least one member whose primary concerns are in nonscientific areas. 

Examples of full committee review projects include: 

• Most research than involves children, prisoners, pregnant women, fetuses and 
other vulnerable populations; 

• Other projects that may involve great than minimal risk such as, sensitive 
questions or unusual interventions. 

 
If you plan on conducting a research project requiring full committee review, you and 
your Faculty Advisor, if applicable, must meet with the IRB Chair prior to submitting your 
protocol to the IRB.  This meeting is to assist researchers to understand IRB criteria 
required for IRB approval and ensure submitted projects meet scientific or scholarly 
review prior to submission to the IRB. 
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3. Role and responsibilities of Principal Investigators 
 

A. Who may be a principal investigator? 
Every research project requires a Principal Investigator.  
 
The CU IRB currently recognized the following classes of individuals that are eligible to 
act as Principal Investigator: 

• Faculty, 
• Staff, 
• Students, Residents and Fellows may serve as the principal investigator on 

projects. They must include a Campbell University Faculty Advisor as a Co-
Investigator. 

 
For specific criteria see IRB SOP: Requirements and Qualifications to Serve as a 
Principal Investigator located on the IRB website. 

B. What are the responsibilities and obligations of a principal 
investigator? 
The principal investigator is responsible for being knowledgeable regarding their role and 
obligations as a principal investigator.  

With each submission to the IRB, the principal investigator is required to affirm that 
he/she agrees to uphold the protection of the rights and safety of human subject 
research subjects through adherence to federal, state, tribal, and local laws, CU IRB 
policies and procedures, and institutional policies. The affirmation is found on the 
Investigator Agreement document which to be submitted with the Initial/New Protocol 
Submission Form. Both documents are located on the IRB website. 

As a Principal Investigator, your responsibilities and obligations are: 

1. Do not start human subject research activities until you have the final IRB 
approval/determination letter. 

2. Do not start human subject research activities until you have obtained all other 
required institutional approvals, including approvals of departments or divisions, if 
applicable, that require approval prior to commencing research that involves their 
resources.  

3. Ensure that there are adequate resources to carry out the research safely. This 
includes, but is not limited to, sufficient investigator time, appropriately qualified 
research team members, equipment, and space. 

4. The principal investigator has final responsibility for all study activities. These 
include, but are not limited to, all actions of other investigators, students and 
research staff (collectively referred to as “research staff” for the remainder of this 
document) as well as actions of vendors or outside laboratories involved in research 
activities.  

5. Ensure that Research Staff continue to remain qualified (e.g., including but not 
limited to appropriate training, education, expertise, credentials, protocol 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR310-IRB-SOP-Investigator_Requirements-and-Qualifications-to-Serve-as-a-Principal-Investigator.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR310-IRB-SOP-Investigator_Requirements-and-Qualifications-to-Serve-as-a-Principal-Investigator.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/Investigator-Agreement.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
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requirements and, when relevant, privileges) to perform procedures and duties 
assigned to them for the duration of the study. 

a. Delegate responsibilities to Research Staff in accordance with staff 
experience, training, and qualifications.  

b. Assure that all research procedures are performed with appropriate 
supervision and only by individuals who are licensed or otherwise qualified to 
perform them and according to institutional policies.  

c. Monitor the research study and perform quality assurance activities to ensure 
that participants are protected and that data are reliable. 

6. Update the IRB office with any changes to the list of study personnel. 
7. Update the IRB office with any changes to investigative sites. 
8. Personally conduct or supervise the human subject research. 

a. Conduct the human subject research in accordance with the relevant current 
protocol as approved by the IRB.  

b. When required by the IRB ensure that consent or permission is obtained in 
accordance with the relevant current protocol as approved by the IRB.  

c. Do not modify the human subject research without prior IRB review and 
approval unless necessary to eliminate apparent immediate hazards to 
participants.  

d. Protect the rights, safety, and welfare of participants involved in the research.  
e. Make arrangements for oversight of the research and protection of 

participants in the event that you become temporarily unavailable to 
personally conduct or oversee the research.  

9. Obtain the legally and ethically effective informed consent of research participants 
according to the plan approved by the IRB. 

a. Ensure that only qualified and trained Research Staff obtain informed 
consent.  

10. Maintain accurate and complete research records.  
11. Submit to the IRB:  

b. Proposed amendments/modifications as described in this manual. (See “How 
do I submit an Amendment?”)  

c. A continuing review application as requested in the approval letter, if 
applicable. (See “How do I submit continuing review?”)  

d. A closure application when the Human Research is closed. (See “How Do I 
Close Out a Project?”) 

e. A Reportable Event. Reportable Events should be submitted within five 
business days to the IRB or earlier as required by the Sponsor (See “How do 
I promptly submit reportable event to the IRB?”).  

12. Submit an updated disclosure of financial interests within thirty days of discovering or 
acquiring (e.g., through purchase, marriage, or inheritance) a new financial interest. 

13. Do not accept or provide payments to professionals in exchange for referrals of 
potential participants (“finder’s fees.”)   

14. Do not accept payments designed to accelerate recruitment that were tied to the rate 
or timing of enrollment (“bonus payments.”)  

15. See additional requirements of various federal agencies in Appendix A. These 
represent additional requirements and do not override the baseline requirements of 
this section.  
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16. When contacted, participate in post-approval monitoring activities.  
17. If the study is a clinical trial and supported by a Common Rule agency, one IRB 

approved version of a consent form that has been used to enroll participants must be 
posted on a public federal website designated for posting such consent forms. The 
form must be posted after recruitment closes, and no later than 60 days after the last 
study visit. Please contact the study sponsor with any questions. 

 
Please see IRB SOP: Responsibilities for Principal Investigators Conducting 
Human Subjects Research located on the IRB website for details. 

C. What training does my staff and I need to conduct Human 
Subject Research? 
All members of the research team involved in the conduct of human subject research 
must complete training. Members of the research team who have not completed human 
subject research protections training may not take part in aspects of the research that 
involve human participants or their identifying information. 

Principal Investigators, Co-investigators, Faculty Advisors, students and other research 
staff conducting Human Research Human subject research must complete the following: 

• The Collaborative Institutional Training Initiative (CITI) human subject online 
training program. 
 Required Training (select at least one group) 

 Group 1: Biomedical Researchers (Biomed) 
 Group 2: Social-Behavioral-Educational Researchers (SBE) 
 Group 3: Combined Biomed/SBE Researchers & IRB Members 
 Group 4: CUSOM MSBS Students 

 Additional Training (may be mandatory depending on type of research 
conducted) – please contact the IRB before submitting your research for 
IRB determination or approval. 
 Good Clinical Practice (GPC) 
 Health Information Privacy and Security (HIPS) for Clinical 

Research Students 
 Responsible Conduct in Research (RCR) 
 Conflict of Interest Training 
 Modules on vulnerable populations, such as minors, if these 

populations are included in the research  
 
Additional other training may be required for individuals when conducting research 
funded by certain federal agencies (e.g. Department of Defense, Department of Navy, 
NIH, NSF). Training is valid for a three-year period, after which time a refresher course 
must be taken.   

Campbell University employees and students conducting human subjects research are 
required to take Campbell University CITI human subjects research (HSR) training 
modules. For investigators or research staff residing at other institutions, training 
required by the IRB of those institutions will be accepted with verifications documents 
submitted to the IRB. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR320-IRB-SOP-Investigator_Repsonsiblities-for-Investigators-Conducting-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR320-IRB-SOP-Investigator_Repsonsiblities-for-Investigators-Conducting-Human-Subjects-Research.pdf
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Please see IRB SOP: Human Subjects Research Protections Training 
Requirements located on the IRB website for detailed information on IRB training 
requirements and instructions for accessing the CITI training website. 

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Human-Subject-Research-Protections-Training-Requirements.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Human-Subject-Research-Protections-Training-Requirements.pdf
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4. Privacy and confidentiality 
 

A. How do I protect the privacy of potential or actual human 
subject research participants? 
The CU IRB defines privacy as an individual’s right to be free from unauthorized or 
unreasonable intrusion into his/her private life and the right to control access to 
individually identifiable information about them. 
 
The Principal Investigator is responsible for designing and conducting research 
studies that protect to the fullest extent possible the privacy of the individuals who 
are potential or actual research subjects in research involving human subjects 
 
The Principal Investigator is responsible for providing a detailed plan to the IRB 
regarding privacy and confidentiality. The plan should include, but is not limited to, 
recruitment methods, identification processes, and approach plan of potential 
subjects for a research project. Investigators should be mindful with regard to these 
activities to ensure and protect a potential research subject’s privacy.   

 
Examples include the following: 

• Approach to Research Subjects:  The investigator should be mindful when 
approaching research subjects, taking into consideration such elements as 
conducting the approach in a private room if possible, time from diagnosis, 
and who to include in the approach if the subject is part of a vulnerable 
population. 
 

• Minimizing the appearance of coercion:  The PI should stress the 
voluntary nature of participation and whenever possible, avoid the use of 
his/her own patients, clients, employees, and students.  PIs should solicit 
research subjects through methods such as bulletin board notices, 
advertisements in newspapers, websites, and announcements in classes 
other than his/her own. 

 
For more information regarding privacy, see IRB SOP: Privacy and Confidentiality, 
located on the IRB website for further information. 

B. How do I store Human Subjects Research data to protect 
confidentiality? 

The CU IRB defines confidentiality as the activities or process used to store and 
share individually identifiable information that protects its unauthorized release. 
 
PIs must describe their plans to store the research data, the methods used to code 
or de-identify data, the length of storage and when the data will be destroyed for a 
research project in their IRB initial submission.   

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Privacy-and-Confidentiality.pdf
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Examples include the following: 
• Identification of Research Subjects:  Research data should be at a 

minimum coded to ensure the confidentiality of subjects, if identifiers are 
being used or collected.  PIs should also be mindful when reporting on their 
research and to ensure that all data reported in papers, abstracts, etc. does 
not include any identifiable information by which either the investigator may 
identify the subject or the subject may identify themselves.  At the end of the 
project or at an earlier opportunity, it is recommended that the Investigator 
destroy the key code and effectively de-identify the data.  The key code 
should not be stored with the research materials.  

• Storage of Research Data:  Project data should be stored in a manner 
consistent with project procedures such as password-protected computers, 
password-protected and encrypted spreadsheets and/or databased with 
limited accessibility (IRB approved project team members only), locked filing 
cabinets, and /or locked offices. Data can be stored either on Campbell 
Owned desktop computers on Campbell premises (not laptops or portable 
devices) or on Egnyte. If storing in Egnyte, no one other than the 
investigative team, should have access to the folder with the data. The IRB 
offers Egnyte files, created and maintained by the IRB for the storage of 
research information as well. If you plan to use a Campbell laptop, you will be 
required to verify that IT services has installed security programs to prevent 
anyone from accessing the research materials in the event that the laptop is 
stolen or lost. 

 
You must have reasonable plans and procedures in place to maintain the 
confidentiality of the research records. You must include a description of your 
data storage methods in the Initial/New Protocol Submission Form. For more 
information regarding, see IRB SOP: Privacy and Confidentiality located on 
the IRB website. 

C. Should I obtain a Certificate of Confidentiality for my 
research? 
For principal investigators and projects proposing to collect sensitive information 
which if disclosed, could have negative consequences for research subjects in 
relation to their financial status, employability, insurability or reputation, it is vital 
to have the appropriate safeguards and protection mechanisms in place to 
minimize the risk of disclosure. 
 
Certificates of Confidentiality (COC):  COCs protect the privacy of research 
subjects by prohibiting disclosure of identifiable, sensitive research information to 
anyone not connected to the research except when the subject consents or in a 
few other specific situations. National Institute of Health (NIH) funded 
researchers are automatically issued a COC through their award. Other 
Department of Health and Human Services (HHS or DHHS) agencies issue 
COCs to researchers they fund. Researchers not funded by HHS can continue to 
apply to NIH or the Food and Drug Administration (FDA) as appropriate to 
request a COC for HHS-mission relevant research. The use of a COC allows the 

https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Privacy-and-Confidentiality.pdf
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investigator to withhold the names of research subjects from all persons not 
connected with the conduct of the research. Investigators, who have a COC, 
generally cannot be compelled to identify research subjects in any Federal, 
State, or local civil, criminal, administrative, or legislative proceedings.  

D. How long do I keep records? 
The IRB requires original source documentation be maintained for 3 years 
following the completion of the research activities and to be readily accessible for 
review.  HIPAA regulations require research information to be maintained for 6 
years. For FDA regulated studies, Investigators review and follow the required 
length of storage as described in the protocol. 
 
A plan should be in place to allow your research materials to be readily 
accessible by the IRB or other external agencies.  This is important for principal 
investigators that leave Campbell University (e.g., student graduates).  IRB 
approved research materials may not be taken from Campbell University and to a 
new institution without a plan in place.  If you will be leaving Campbell University 
and wish to take our human subjects research with you, contact the IRB office 
well in advance of your departure to allow for the processes to be completed. 
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5. Recruitment & Consent 
 

A. What is an appropriate recruitment method? 
When submitting a new submission for IRB review, you should identify all methods of 
recruitment you will use to recruit and/or identify potential research subjects. Any method 
of recruitment to be used in a project should be conducted in a fair and equitable manner 
while maintaining respect for the individual and his/her privacy and confidentiality. 

If you propose to use advertisements such as approach letters/emails/phone calls, 
flyers, posters or web postings, these documents/scripts must be submitted for IRB 
review and approval prior to use. For more information regarding required content, see 
IRB SOP: Use of Advertisements located on the IRB website. 

If you choose to add or change a method of recruitment, during the course of the project, 
you should submit an amendment to the IRB with any revised or new advertising 
materials if applicable for review and approval.  

 
Recruitment Methods 
Record Reviews 

1. You should identify the following for the IRB within the submission: 
• Who owns the records? 
• Who will review the records? 
• What identifying information will be collected to assist with the recruitment 

process? 

You should indicate in your IRB submission if you wish to screen or recruit 
subjects from review of records or to recruit subjects using personally identifying 
information. 

2. The IRB can approve research in which the investigator will obtain information or 
biospecimens for the purpose of screening, recruiting, or determining the 
eligibility of prospective subjects without first obtaining informed consent if either 
of the following conditions are met: 

• The information will be obtained through oral or written communication 
with the prospective subject, OR 

Can I recruit my own students or people in my employ to 
participate in my research? 

An Investigator’s use of students, employees or other subordinates as research participants 
presents the possibility for undue influence or even coercion. The regulatory requirements for 
IRB review and approval provide that when some or all of the participants are likely to be 
vulnerable because of a power differential, additional safeguards are needed to protect the 
rights and welfare of these participants. (See 45 CFR 46.111(b)). Although it is possible to 
recruit students and others with less power to your projects, in such situations, the IRB will 
review the protocol and research procedures to ensure that participation is voluntary, private 
and confidential, and that the decision to participate or not participate will not affect grades, 
class standing or employment in anyway. If you have any questions about how to build the 
necessary protections into your research process, contact the IRB office. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR360-IRB-SOP-Investigator_Use-of-Advertisements.pdf
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• By accessing records or stored biospecimens. 

3. Campbell University Health Center sites and the Community Care Clinic is/are 
considered a covered entity and must abide by the federal regulations regarding 
Health Insurance Portability and Accountability Act (HIPAA). As an educational 
institution Campbell University must abide by federal regulations regarding both 
Family Education Rights and Privacy Act (FERPA) and Protection of Pupil Rights 
Amendment (PPRA). Medical records for students at the Campbell University 
Health Center fall under FERPA regulations. For more information, see IRB 
SOP: Privacy and Confidentiality, located on the IRB website, or contact the 
IRB Office regarding the use of CU student educational records in human 
subjects research. 
 

Approach Letters/Emails or Phone Calls 
Approach letters/emails/calls, are seen as a first step of the informed consent process 
and the subject selection process and should contain the information as outlined in IRB 
SOP: Use of Advertisements located on the IRB website. IRB review and approval of 
recruitment letters and scripts is required. 

Use of a Public List   
When you obtain names through a public list (e.g., telephone book), the name of the 
source should be included in the initial approach communication/contact (letter/email or 
phone call). 
 
Academic Colleague to Colleague Letters/Emails or Professional to Professional 
Letters/Emails 
You can solicit help from outside institutions or entities with recruitment. These soliciting 
letters/emails providing basic information to colleagues/professionals affiliated with 
outside institutions or organizations regarding a Campbell University Investigator's 
project do not require IRB approval. The use of potential participant recruitment 
letters/emails should be explained in the recruitment procedures to be used for the 
project and the actual recruitment letters/emails must be uploaded for IRB approval.  

Advertisements/Flyers/Posters/Radio/TV 
Federal regulations require IRBs to review the information contained in advertisements 
to determine that the procedures for recruiting subjects are not unduly influential or 
coercive and do not promise a certainty of cure beyond what is outlined in the consent 
and the protocol. See IRB SOP: Use of Advertisements for specific language which 
may or may not be allowed in advertisement materials. IRB review is necessary to 
ensure that the information is not misleading to subjects, especially when the project 
may involve subjects considered vulnerable. 
 
Internet Recruitment (e.g. web postings, websites, social networking sites online 
environments) 
If an Investigator chooses to use the Internet for recruitment, CU IRB review and 
approval of the method and content is required. Investigators must describe in their 
submission where and what listing is being used. In addition, the Investigator must 
assure that the information shared for Internet recruitment is in accordance with their 
signed clinical trial agreement or grant, if applicable. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Privacy-and-Confidentiality.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR330-IRB-SOP-Investigator_Privacy-and-Confidentiality.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR360-IRB-SOP-Investigator_Use-of-Advertisements.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR360-IRB-SOP-Investigator_Use-of-Advertisements.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR360-IRB-SOP-Investigator_Use-of-Advertisements.pdf
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Recruitment of Vulnerable Populations 
Projects which will include or target vulnerable populations must include the appropriate 
safeguards to ensure the rights; welfare and safety of these subjects are protected. 
For more information about these safeguards and vulnerable populations refer to the 
following IRB SOP documents located on the IRB website: 

• Research with Subjects Likely to Manifest or Develop Decreased Decisional 
Ability 

• Use of Legally Authorized Representatives (LARs) 
• Research Involving Minors/Children 
• Recruitment and Enrollment of Non-English Proficient or Limited-English 

Proficient Subjects. 
 

You must include a description of your recruitment methods in your Initial/New Protocol 
Submission Form. Additional considerations or requirements for recruitment can be 
found in IRB SOP: Use of Advertisements and IRB SOP: Recruitment Methods for 
Research Subjects located on the IRB website. 

B. How do I obtain informed consent from participants? 
You must describe your process for obtaining informed consent from participants for 
participation in human subject research. The process you employ for obtaining informed 
consent will depend on the research setting and your participant population.  

The informed consent process must (include how this will be achieved in your 
submission): 

• Begin with a concise and focused presentation of the “key information” that is 
most likely to assist a prospective subject in understanding the reasons why 
one might or might not want to participate in the project. This subsection must 
be organized and presented in a way that facilitates comprehension; 

• Occur in circumstances that minimize the possibility of coercion and undue 
influence; 

• Conducted in a private and quiet setting; 
• Utilize language to promote the subject’s understanding of the information;  
• Provide the information that a reasonable person would want to have in order 

to make an informed decision about whether to participate, and an 
opportunity to discuss that information; 

• Allow sufficient time for consideration of the information and decision 
regarding participation. In some cases, this may mean providing all the 
information and giving the prospective subject time to go home and continue 
the consent process on another day; 

• Not waive or appear to waive subjects’ rights; and 

The consent process is a distinct process and not simply providing the 
potential research participant an informed consent form to sign. 

The informed consent form is used only to document (obtain signature of 
subject) that the initial informed consent process has been completed and 

agreed to by the subject. 

 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR620-IRB-SOP-Intestigator_-Research-with-Subjects-Likely-to-Manifest-or-Develop-Dcreased-Desisional-Ability.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR620-IRB-SOP-Intestigator_-Research-with-Subjects-Likely-to-Manifest-or-Develop-Dcreased-Desisional-Ability.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR650-IRB-SOP-Investigator_Use-of-Legally-Authorized-Representative-LAR.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR640-IRB-SOP-Investigator_Research-Involving-Minors_Children.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR360-IRB-SOP-Investigator_Use-of-Advertisements.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR370-IRB-SOP-Investigator_Recruitment-Methods-of-Research-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR370-IRB-SOP-Investigator_Recruitment-Methods-of-Research-Subjects.pdf
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• Include each of the required elements and applicable additional elements of 
informed consent describing the project and the nature of research 
participation as required by federal regulations, tribal laws, institutional 
policies and approved by the IRB; 

• Include a discussion regarding the use and retention of data, if they choose to 
withdraw from a project; 

• Obtained on the most current IRB approved consent document.  

The informed consent process should include information regarding how the person 
obtaining consent will assess if potential participants have understood the information 
provided in the consent form. 
 
When written documentation of consent is a requirement for IRB approval, a participant 
or Legally Authorized Representative (LAR) must sign the consent document, but only 
after you have led participants through your approved consent process. See IRB SOP: 
Informed Consent Process for Human Subjects Research located on the IRB 
website for further information. 

Who can be a legally authorized representative? 
This is dependent on whether the research participant is an adult or a minor. 

Consenting to Research on behalf of an Adult Subject with Decreased Decisional 
Ability requires the following sequence to be followed: 

a. Court Appointed Guardian: Determine if there is a court-appointed guardian 
with the power to make decisions on behalf of the patient who is incompetent 
to do so, always under the court's supervision. Guardianship may or may not 
include health care or research decisions, because legal competency is 
different than incapacity to give informed consent. Therefore, the presence or 
absence of guardianship is only a factor to be considered, and does not 
resolve the question of "who can give informed consent?" In these situations, 
the investigator should always consult with the CU General Counsel. The 
guardian of an adult patient should not give informed consent on behalf of the 
patient until the investigator has determined that the patient lacks capacity to 
consent. 

b. Health Care Power of Attorney (HCPOA): If there is no guardian, next 
determine if the patient has a HCPOA to someone else under North Carolina 
law. This power allows the proxy to make health care decisions when the 
patient is incapable of communicating his/her wishes. Health care providers 
can presume a HCPOA was created by the individual when that individual 
had the capacity to make such an agreement, unless the provider has reason 
to know that the individual lacked capacity at the time the HCPOA was 
signed. One person serving as HCPOA over another cannot (under North 
Carolina law) consent to: 

• Admission to a mental health treatment facility, 
• Experimental mental health research, 
• Psychosurgery, 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR410-IRB-SOP-Investigator_Informed-Consent-Process-for-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR410-IRB-SOP-Investigator_Informed-Consent-Process-for-Human-Subjects-Research.pdf
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• Electroconvulsive treatment, or 
• "Drastic mental health procedures"  

Therefore, in the absence of guidance or case law on what these terms 
mean, investigators should never rely on a person serving as HCPOA for any 
mental health research requiring clinical treatment absent consultation with 
the CU General Counsel. 

c. Durable Power of Attorney for healthcare: If there is no guardian or 
HCPOA for the potential subject, determine if the patient has a durable power 
of attorney for healthcare.  This power allows the proxy to make health care 
decisions when the patient is unable to make his/her own decisions.  It is 
similar to a HCPOA. 
 

d. Next of Kin/Surrogate: Finally, if there is no guardian and the potential 
subject does not have a HCPOA or Durable Power of Attorney for healthcare, 
solicit consent from a next of kin (in the following order): 

• The subject’s spouse; 
• The subject’s reasonably available adult children; 
• The subject’s reasonably available parents; 
• The subject’s reasonably available adult siblings; 
• The subject’s reasonably available grandparents or grandchildren; or 
• Another individual with an established relationship with the subject 

who is acting in good faith on behalf of the subject and can reliably 
convey the subject’s wishes. 

Do not advance to a subsequent category (e.g., adult child) unless you have 
established that there is no one occupying the preceding category (e.g., spouse). 
Document each of these determinations to justify the choice of "next of kin." 

The PI cannot ask an adult child to serve as "legally authorized representative" if 
the subject is married. If the spouse cannot be contacted, or if the spouse 
declines to consent, then no one else may consent on behalf of the subject 
without an opinion from the CU General Counsel. For further information see, 
IRB SOP: Use of Legally Authorized Representative (LAR) located on the IRB 
website.  

Who can consent to Research on Behalf of Minors/Children? 
According to North Carolina State Law, minors are persons under the age of 
eighteen. The general rule is that a person may consent for his or her own medical 
care at the age of eighteen. Therefore, the CU IRB generally defines children as 
persons under eighteen years of age. Because North Carolina law does not 
specifically address consent of children with majority status to research, the CU IRB 
will review issues of consent related to enrollment of these children in research on a 
case-by-case basis. 

Certain statutes and case law provide minors with "majority" status in some 
circumstances, giving them the right to consent to their own medical care. North 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR650-IRB-SOP-Investigator_Use-of-Legally-Authorized-Representative-LAR.pdf
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Carolina Law defines individuals less than 18 years of age to be minors, and children 
as defined in federal regulations, and Subpart D applies to such individuals unless: 

• an emancipated minor 

• a minor who is married, widowed or divorced 

• a minor who is a parent 

• a mature minor (NC law recognizes that some minors may be sufficiently 
"mature" to give consent to medical treatment, even though they do not 
qualify as "emancipated") 

• a minor seeking care for drug addiction, sexually transmitted diseases, 
emotional disorders, or abortion or mental health treatment. 

For research that involves no more than minimal risk (46.404) or more than 
minimal risk with the prospect of direct benefit to the individual subject 
(46.405), the IRB will determine that: 

a. permission of both parents is required unless one parent is deceased, 
unknown, incompetent, or not reasonably available, or when only one 
parent has legal responsibility for the care and custody of the child; or 

b. the permission of one parent is sufficient.  

For research that involves more than minimal risk without prospect of 
direct benefit to the individual subjects (46.406 and 407) and the IRB 
determines that permission must be obtained from parents, both 
parents must give their permission unless one is deceased, unknown, 
incompetent, or not reasonably available, or when only one parent 
has legal responsibility for the care and custody of the child. 

For further information regarding consenting minors please see, IRB SOP: 
Research Involving Minor/Children located on the IRB website. 

C. How do I obtain a waiver or alteration of the informed consent 
process? 
The IRB may waive the requirement for you to obtain informed consent from participants 
or to alter the consent process if certain conditions are met. See IRB SOP: Waiver or 
Alteration of the Informed Consent Process, located on the IRB website, for the 
criteria the IRB uses to determine whether a waiver or alteration of the informed consent 
process is acceptable.  Include information in your IRB protocol submission that will help 
the IRB to make a determination.  

For the entire project  

In general an IRB may waive or alter the requirement of informed consent under 45 CFR 
46.116(d), provided that the IRB finds and documents that all of the following four 
conditions are met: 

1. The research involves no more than minimal risk to the participants; 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR640-IRB-SOP-Investigator_Research-Involving-Minors_Children.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR640-IRB-SOP-Investigator_Research-Involving-Minors_Children.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR430-IRB-SOP-Investigator_Waiver-or-Alteration-of-the-Informed-Consent-Process.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR430-IRB-SOP-Investigator_Waiver-or-Alteration-of-the-Informed-Consent-Process.pdf


33 
 

2. The research could not practicably be carried out without the requested waiver or 
alteration; 

3. If the research involves using identifiable private information or identifiable 
biospecimens, the research could not practicably be carried out without using 
such information or biospecimens in an identifiable format; 

4. The waiver or alteration will not adversely affect the rights and welfare of the 
participants; and 

5. Whenever appropriate, the participants will be provided with additional pertinent 
information after participation. 

Examples of the IRB granting a waiver of consent process: 

• projects which do not have direct contact with subjects such as those that 
propose to review records or access biospecimens not created for the research 
project; 

• prospective collection of data or biospecimens through non-invasive procedures 
with participants may be granted a waiver of consent;   

• projects where participants may be involved and it would be either prohibitive or 
potentially dangerous to obtain a consent.  

The IRB may require offering potential participants an informational letter or consent 
scripts about the research and giving the potential participant the opportunity to decide 
whether or not to participate (alteration of the consent process). 

Examples of the IRB granting an alteration of consent process: 

• projects evaluating education curriculum, instructional techniques; 
• projects requiring distributing surveys or questionnaires; 
• projects conducting interviews and/or focus groups; 
• projects which require that participants be left unaware of the particular purpose 

of the research, because the participants’ responses might be biased if they 
know in advance what the investigators are seeking. 
 

For screening, recruiting or determining eligibility 

The IRB may approve a research protocol in which an investigator will obtain information 
or biospecimens for the purpose of screening, recruiting, or determining the eligibility of 
prospective subjects without the informed consent of the prospective subject or the 
subject’s legally authorized representative, if either of the following conditions are met: 

• The investigator will obtain information through oral or written communication 
with the prospective subject or legally authorized representative, or 

• The investigator will obtain identifiable private information or identifiable 
biospecimens by accessing records or stored identifiable specimens. 

If you will use one of the above listed methods for screening, recruiting or determining 
eligibility, you are not required to complete and submit Request of Alteration/Waiver of 
Consent Process, located on the IRB website, but you must clearly explain your 

https://assets.campbell.edu/wp-content/uploads/2018/12/Request-for-Alteration-Waiver-of-Consent-Process.docx
https://assets.campbell.edu/wp-content/uploads/2018/12/Request-for-Alteration-Waiver-of-Consent-Process.docx
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recruiting, screening methods in the appropriate sections of the Initial/New IRB 
Protocol Submission Form. 

D. Do research participants have to sign a consent document? 
For Registration Projects the IRB may not require subjects to provide written consent 
prior to their involvement in human subjects research based on the level of risk 
associated with the research activities and under which category the research is 
approved.  For further information see, HRPP Policy: Registration Projects and FLEX 
Review located on the IRB website. 

 
The IRB may waive the requirement for the Principal Investigator to obtain a signed and 
dated consent document for some or all subjects, if it finds one of the following: 
• That the only record linking the subject and the project would be the consent 

document and the principal risk would be potential harm resulting from a breach of 
confidentiality. Each subject will be asked whether the subject wants documentation 
linking the subject with the project, and the subject’s wishes will govern; or 

• That the project presents no more than minimal risk of harm to subjects and involves 
no procedures for which written consent is normally required outside the project 
context; or 

• That the subjects are members of a distinct cultural group or community in which 
signing forms is not the norm. This is limited to minimal risk research projects and 
requires an appropriate alternative method for recording that informed consent was 
obtained. 

 

See, IRB SOP: Waiver or Alteration of Documentation of Informed Consent, located 
on the IRB website, for the criteria the IRB uses to determine whether a waiver of written 
documentation of consent is acceptable. Include information in your IRB protocol 
submission that will help the IRB to determine if a waiver or alteration of documentation 
of consent is appropriate.  

A participant or Legally Authorized Representative must sign a consent document if the 
IRB has not waived the requirement to obtain written documentation of informed 
consent.  

E. How do I create consent or assent documents? 
Use one of the IRB approved consent, consent/assent/assent form templates which can 
be found on the CU IRB website to create a consent document. Each template contains 
information that is generally relevant for each type of research. You may ultimately need 
to use sections from both the biomedical research and Social/Behavioral informed 
consent form templates for your consent document.  Contact the IRB Office if this is the 
case. 

Note that all consent documents must contain all of the required and all additional 
appropriate elements of informed consent disclosure.  The IRB office only provides 

Difficulty in obtaining a signed consent is never a sufficient 
condition to request a waiver or alteration of informed consent. 

 

https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
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
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR440-IRB-SOP-Investigator_Waiver-or-Alteration-of-Documentation-of-Consent.pdf
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informed consent form templates in English.  If you require research informed consent 
forms in another language, you must have the English form translated into the 
appropriate language.  See, IRB SOP: Recruitment and Enrollment of Non-English 
Proficient or Limited-English Proficient Subjects, located on the IRB website for 
further information. 

We recommend you number/date the revisions of your consent documents to ensure 
that you use the most recent version approved by the IRB. The IRB Office also will 
watermark consent documents with IRB approval and expiration date if applicable. 

F. How do I document consent and/or assent? 
Use the signature sections on the informed consent document approved by the IRB. 
Complete all items, including dates and optional elements. The following are the 
requirements for long form consent documents: 

• The participant or legally authorized representative signs and dates the consent 
document. 

• The individual obtaining consent signs and dates the consent document, if 
applicable.  This is required for research conducted under ICH-GCP-6 
regulations and sometimes under FDA federal regulations.  The IRB Office does 
not recommend including this signature line on consent forms unless it is a 
regulatory condition. 

• Whenever the IRB or the sponsor require a witness to the oral presentation, the 
witness signs and dates the consent document. 

• For participants who cannot read and whenever required by the IRB or the 
sponsor, a witness to the oral presentation signs and dates the consent 
document. 

• A copy of the signed and dated consent document must be given to the 
participant, the original is kept by the Principal Investigator. 

See IRB SOP: Informed Consent Process for Human Subject Research and IRB 
SOP: Informed Consent Documentation for Human Subjects Research, located on 
the IRB website, for further information on obtaining signatures. 

G. When am I required to obtain a HIPAA Authorization? 
If you plan to use or share protected health information (PHI) when conducting your 
research, you must conduct your study in accordance with the Privacy Rule of the Health 
Insurance Portability and Accountability Act (HIPAA). 

A HIPAA Authorization is an individual's signed permission to allow a covered entity to 
use or disclose the individual's protected health information (PHI) as described in the 
Authorization. In contrast, an Informed Consent Document is an individual's agreement 
to participate in the research study and includes, among other things, a description of 
the study, anticipated risks and benefits, and how the confidentiality of records will be 
protected. A HIPAA Authorization is part of CU’s Biomedical Informed Consent and 
Consent/Assent templates.  If you are conducting a multi-site project with a covered 
entity, you may need to confirm if the covered entity has already obtained a signed 
HIPAA Authorization from their patients and if the authorization covers the access and 
use of private health information (PHI) for research purposes  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR410-IRB-SOP-Investigator_Informed-Consent-Process-for-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR420-IRB-SOP-Investigator_Informed-Consent-Documentation-for-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR420-IRB-SOP-Investigator_Informed-Consent-Documentation-for-Human-Subjects-Research.pdf
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A research participant may revoke his/her Authorization at any time. However, a covered 
entity may continue to use and disclose PHI that was obtained before the participant 
revoked Authorization to the extent that the entity has taken action according to and in 
reliance on the signed Authorization. This would permit the covered entity to continue 
using or disclosing the PHI as necessary to maintain the integrity of the research, as, for 
example, to account for a participant's withdrawal from the research study, to conduct 
investigations of scientific misconduct, or to report adverse events. 

The Authorization must be written in plain language. A copy of the signed Authorization 
must be provided to the individual signing it if the covered entity itself is seeking the 
Authorization. The Privacy Rule does not specify who must draft the Authorization, so it 
may be drafted by a researcher. However, the Privacy Rule does specify core elements 
and required statements that must be included in an Authorization. An Authorization 
form may also, but is not required to, include additional, optional elements provided the 
elements are not inconsistent with the required elements and statements and are not 
otherwise contrary to the Authorization requirements of the Privacy Rule. 

An Authorization, whether prepared by a covered entity or by a person requesting PHI 
from a covered entity, must include the following core elements and required statements: 
Authorization Core Elements (see Privacy Rule, 45 C.F.R. 164.508(c)(1)) 

• Description of the PHI to be used or disclosed (identifying the information in a 
specific and meaningful manner).  

• The name(s) or other specific identification of person(s) or class of persons 
authorized to make the requested use or disclosure.  

• The name(s) or other specific identification of the person(s) or class of persons 
who may use the PHI or to whom the covered entity may make the requested 
disclosure. 

• Description of each purpose of the requested use or disclosure. Researchers 
should note that this element must be research study specific, not for 
future unspecified research. 

• Authorization expiration date or event that relates to the individual or to the 
purpose of the use or disclosure (the terms "end of the research study" or "none" 
may be used for research, including for the creation and maintenance of a 
research database or repository). 

• Signature of the individual and date. If the Authorization is signed by an 
individual's personal representative, a description of the representative's 
authority to act for the individual. Authorization Required Statements (see Privacy 
Rule, 45 C.F.R. § 164.508(c)(2)) 

• The individual's right to revoke his/her Authorization in writing and either (1) the 
exceptions to the right to revoke and a description of how the individual may 
revoke Authorization or (2) reference to the corresponding section(s) of the 
covered entity's Notice of Privacy Practices. 

• Notice of the covered entity's ability or inability to condition treatment, payment, 
enrollment, or eligibility for benefits on the Authorization, including research-
related treatment, and, if applicable, consequences of refusing to sign the 
Authorization. 

https://www.govinfo.gov/content/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-vol1-sec164-508.pdf
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• The potential for the PHI to be re-disclosed by the recipient and no longer 
protected by the Privacy Rule. This statement does not require an analysis of risk 
for re-disclosure but may be a general statement that the Privacy Rule may no 
longer protect health information. 

As stated above, HIPAA Authorization is part of CU’s Biomedical Informed Consent and 
Consent/Assent templates. Therefore, you do not need to submit a separate HIPAA 
Authorization form for IRB review.  

 

Under certain conditions, the IRB may waive the requirement for HIPAA Authorization or 
alter the Authorization Process. See the Request for HIPAA Alteration/Waiver of 
Authorization, located on the IRB website, for the criteria the IRB uses to determine 
whether a waiver of HIPAA Authorization is acceptable. Including this information in your 
protocol will help the IRB determine if an alteration or waiver of HIPAA Authorization 
may be granted. 

If the IRB has not waived the requirement to obtain HIPAA authorization, you must 
obtain HIPAA authorization prior to accessing or using Protected Health Information.  

 
H. What if I want to enroll participants who are non-English 

proficient or have limited-English proficiency? 
Participants who are non-English proficient or have limited-English proficiency may be 
enrolled in your research provided that you have the resources to communicate 
effectively with participants during recruitment, while obtaining consent, and for the 
duration of the research. If you expect to enroll more than one participant with limited or 
non-English proficiency or if your study is being conducted internationally, you are 
expected to translate your approved consent document into the appropriate language for 
your research. In addition, you are expected to have available translations of all research 
recruitment materials, surveys and other patient-related information or data collection 
tools. You should also have research personnel available who are fluent in the 

Note: IRB approval of a HIPAA Authorization or of a 
waiver of HIPAA Authorization does not mean that you 
have approval to access or use PHI held by a Covered 
Entity. The Covered Entity holding the PHI may have 
additional requirements that must be met before you can 
access or use that information. 

Personal Health Information (PHI) which is covered 
under HIPAA regulations must never leave the 

covered entity.  Information must be stripped of the 
18 PHI identifiers before leaving the covered entity. 

The only exception to this is if a Data Use Agreement or Material 
Transfer Agreement has been executed between the covered 

entity and another party, such as, CU, sponsors and/or the FDA. 

https://assets.campbell.edu/wp-content/uploads/2018/09/Request-for-HIPAA-Alteration-Waiver-of-Individual-Authorization.v4.docx
https://assets.campbell.edu/wp-content/uploads/2018/09/Request-for-HIPAA-Alteration-Waiver-of-Individual-Authorization.v4.docx
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appropriate language, throughout your study for recruitment, consent and other research 
activities. 

To reduce translation costs if you are using a commercial translation service, it is 
recommended that you first obtain IRB approval for your English-language consent and 
other research documents/materials. After you receive approval, translate your 
document, and submit that document as an amendment with the appropriate translation 
declaration and back translation documentation included. 

For further information see, IRB SOP: Recruitment & Enrollment of Non-English 
Proficient or Limited-English Proficient Subjects located on the IRB website. 

Please note that when appropriate, the IRB Office does accept translations by a native 
speaker provided, the person has the appropriate language fluency in English and the 
other language to provide an accurate translation. Documentation equivalent to the 
Certificate of Translation must be provided. 

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR630-IRB-SOP-Investigator_Recruitment-and-Enrollment-of-NEP-or-LEP-Subjects.pdf
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6. IRB submissions 
 

The IRB is responsible for protecting the rights and welfare of human research participants.   

Your submission must include information that will allow the IRB to: 

1. Determine risks to subjects are minimized by using procedures, which are consistent 
with sound research design and which do not unnecessarily expose subjects to risk. 

2. Determine risks to subjects are minimized by using procedures already being 
performed on the subjects for diagnostic or treatment purposes, if applicable. 

3. Determine risks to subjects are reasonable in relation to anticipated benefits, if any, 
to subjects, and the importance of knowledge that may reasonably be expected to 
result. 

4. Determine is selection of subjects is equitable (considering the purpose and setting 
of the research, involvement of vulnerable subjects, selection criteria, and 
recruitment, enrollment, and payment procedures). 

5. Determine the informed consent process or waiver/alteration of the informed consent 
process meets the regulatory requirements and institutional requirements. 

6. Determine the informed consent document or waiver/alteration of the informed 
consent document meets the regulatory requirements and institutional requirements. 

7. Determine the research plan makes adequate provisions for monitoring the data 
collected to ensure the safety of subjects, if applicable. 

8. Determine there are adequate provisions to protect the privacy of subjects. 
9. Determine there are adequate provisions to maintain the confidentiality of data. 

10. If applicable, determine if additional safeguards have been included in the study 
to protect the rights and welfare of subjects vulnerable to coercion or undue 
influence. 

It is important for investigators to include justifications when applicable and provide detailed 
information on how they will achieve the requirements listed above. 

A. How long will it take to obtain IRB approval? 
The amount of time it takes to receive IRB approval depends on the type of research 
and what level of review is required by the IRB.  It is extremely important for your IRB 
submission to be well written, thorough and complete before submitting to the IRB.  
Submissions received which are incomplete or lack required information need to conduct 
an IRB review will increase the overall time for obtaining approval.  Please see below for 
approximate time frames required for the IRB to process submissions. 

IRB Process of Submissions: 

1. IRB receives notification of submission and completes an initial review to ensure 
that all required documentation has been submitted and that all project team 
members have completed human subjects research training certification. 

• If the protocol submission is incomplete the IRB Coordinator will send the 
investigator an email describing the missing information to be submitted.  
The submission will be placed on HOLD until the investigator submitted 
the required information 
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• If the protocol submission is complete, it moves to the next step. 
2. The IRB Coordinator will complete the initial intake of the submission. 

• If the submission requires changes the IRB Coordinator will prepare and 
send the investigator a requested changes email and wait for the 
investigator’s response before proceeding to the next step. 

• If the submission does not require changes, it moves to the next step. 
3. The IRB Coordinator prepares the submission for review based on the type of 

review required: 
• FLEX Review and Exempt Review Submissions will be reviewed by the 

IRB Coordinator or the IRB Chair. This typically takes 24 to 48 hours to 
complete. 
 If the reviewer requests modifications to the submission the IRB 

Coordinator will prepare and send a Modifications Required Letter 
to the investigator and wait for the investigators reply. 

 Once modifications have been received by the IRB Office and 
approved or the submission is approved upon initial review the 
IRB Coordinator will prepare the approval letter, consent 
documents and other applicable documents and email the 
approval letter, etc. to the investigator.  Please see section, 
“What will happen after IRB review?” for details. 

• Expedited Review Submissions will be sent to a designated reviewer.  
The reviewer has 10 business days to complete the review and return it 
to the IRB Office. The overall process can be completed in as little as 2 
weeks if not modifications are required. Typically, it takes 1 to 2 months 
to complete with minor modifications. 

 If the reviewer requests modifications to the submission the IRB 
Coordinator will prepare and send a Modifications Required 
Letter to the investigator and wait for the investigators reply. If 
the requested modifications require the reviewer’s approval, the 
IRB Coordinator will forward the information to the reviewer. 
This could happen several times before the reviewer approves 
the submission. If the modifications requested do not require 
approval by the reviewer, the IRB Coordinator will move the 
submission to the next step. 

 If no modifications are required, the reviewer will approve the 
protocol and return to the IRB Coordinator and they will move 
the submission to the next step. 

 Once approval has been received by the IRB Office the IRB 
Coordinator will prepare the approval letter, consent documents 
and other applicable documents and email the approval letter, 
etc. to the investigator.  Please see section, “What will happen 
after IRB review?” for details. 

• Full Committee Review will be sent to a primary reviewer and a 
secondary reviewer prior to the meeting of the full committee. The 
reviewers have 10 business days to complete the review and return it to 
the IRB Office. 
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 If the reviewers request modifications to the submission the IRB 
Coordinator will prepare and send a Modifications Required 
Letter to the investigator and wait for the investigators reply. The 
reviewer may also contact the investigator for further clarification. 
If the requested modifications require the reviewer’s approval, the 
IRB Coordinator will forward the information to the reviewer. This 
could happen several times before a reviewer determines the 
submission may be reviewed by the full committee.  Each time a 
modification is requested and received the IRB reviewers have 
10 business days to respond to the submitted modifications.  This 
is a lengthy process and investigators should submit their 
protocols for full committee review well in advance of a needed 
approval date.  Typically, a full committee review with approval 
takes 2 to 3 months to complete. Please consult the IRB website 
for the schedule of IRB Committee meeting dates. 

 If the reviewers do not request modifications, the protocol 
submission will be placed on the next full committee meeting 
agenda for review. The agenda must be sent to the IRB 
committee members 5 business days prior to the meeting. 

o If the protocol is not approved by the full committee the 
investigator will be notified within 5 days of the meeting of 
the determination of the committee. See section, “What 
are the decisions the IRB can make when reviewing 
proposed research?” for more information. 

o Once approval has been received by the IRB Office the 
IRB Coordinator will prepare the approval letter, consent 
documents and other applicable documents and email the 
approval letter, etc. to the investigator.  Please see 
section, “What will happen after IRB review?” for 
details. 

B. How do I submit new Human Subjects Research to the IRB? 
Please consult the Human Subject Research Determination Worksheet prior to 
completing one of the documents listed below.  For detailed information regarding 
submission of new human subject research projects to the IRB please consult, IRB 
SOP: IRB Initial/New Protocol Submission found on the IRB website. 
 
Use the Initial/New Protocol Electronic Application Form for the following listed 
project types: 
 

1. Initial/New Protocol Submission Form found on the IRB website. 
Please use this form for all projects meeting the definition of human subjects 
research. 
 

2. Non Human Subjects Research (NHSR) Protocol Submission Form found on 
the IRB website. 
Use for projects that do not meet the definition of human subjects research. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR520-IRB-SOP-Investigator_Initial_New-IRB-Protocol-Submission.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR520-IRB-SOP-Investigator_Initial_New-IRB-Protocol-Submission.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/01/NHSR-Protocol-Submission-Form.docx
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It is the Principal Investigator's responsibility to ensure that an Initial/New Protocol 
Submission Form is completed and submitted to allow the IRB adequate time to 
conduct its review of the project before conduct of the research begins. The Principal 
Investigator bears the ultimate responsibility for knowing when IRB approval is required 
and securing IRB approval prior to beginning research activities. 
 
If you are submitting a Multi-Site or single IRB (sIRB) project please see “External 
IRBs” in this document or consult IRB SOP: Reliance Agreements for Multi-Site 
Projects and IRB SOP: Conducting Multi-site (sIRB) Research and Investigator 
Responsibilities.  

C. What supporting documents must I include with my IRB 
submission? 
Supporting documents must be uploaded into the appropriate Electronic Application 
Form, including protocol(s), consent document(s), recruitment material(s), etc. Any other 
study-specific documents should be also be listed in the last section of the appropriate 
submission form. Examples of supporting documents include (but are not limited to):  

• Letters of Support from sites that do not have an IRB, Childhood educational 
permission letters from schools, Data Use Agreements and Material Transfer 
Agreements from external sites or sites that do not have an IRB 

• CITI Training Documents for external research team members 
• Evidence of international Human Subjects Research review 
• Applicable Safety Office approval documentation 
• Data collection instruments, including diaries, surveys, questionnaires, or 

interview scripts 
• Certificates of Confidentiality from a federal agency 
• Authorization agreements or agreements to collaborate 

D. What other approvals are required before initiating Human 
Subject Research? 
In addition to securing IRB approval for Human Subject Research (or IRB Office 
determination of exempt Human Subject Research), you may need to secure other 
institutional approvals prior to receiving your final IRB approval. Below are examples 
where other approvals are relevant; however, this list is not all inclusive. The IRB Office 
may ask you to obtain other approvals not listed below on a case-by-case basis 
depending on the particulars of your research:  
 

• Childhood Educational Settings. Some school districts have their own IRB or 
Research Review Board process. You are required to follow the policies and 
procedures of those bodies. In addition, if you are conducting research within 
childhood educational settings, e.g., pre-school, primary school, or secondary 
school, you are required to obtain permission from an educational official such as 
the School Principal as well as the teacher(s) at your research site prior to 
initiating research. See, IRB Guidance: Research Involving K-12 or Higher 
Education Schools. 

https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR720-IRB-SOP-Investigator_Conducting-Multi-site-SIRB-Research-and-Investigator-Responsibilities.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR720-IRB-SOP-Investigator_Conducting-Multi-site-SIRB-Research-and-Investigator-Responsibilities.pdf
https://assets.campbell.edu/wp-content/uploads/2019/01/Research-Conducted-in-Schools.docx
https://assets.campbell.edu/wp-content/uploads/2019/01/Research-Conducted-in-Schools.docx
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• Campbell University Students as Research Subjects. If you are conducting 

research involving Campbell University Students’ FERPA covered records, 
approval is required by the Registrar and/or the owner of the records.  See, IRB 
Guidance: Use of CU Student Email Addresses for Recruitment Purposes 
in Human Subjects Research and/or contact the IRB Office regarding the use 
of CU student educational records. 

 
• International Research. If you are conducting research outside of the United 

States, you are required to follow local regulations governing Human Research 
for the host country in addition to the requirements described in this document. 
The IRB Office may request evidence of local Human Research review by an 
official review body. Please consult the latest International Compilation of Human 
Research Standards and contact the IRB Office for guidance. See, IRB SOP: 
International Research located on the IRB website. 

 
• Radiation Safety. If your research involves radiation that would not otherwise be 

administered as part of a participant’s standard medical treatment, you must 
obtain approval from the institution where the use of radioactive materials or 
radiation will take place.  

 
• Institutional BioSafety Committee (IBC):  Required if the project procedures will 

include the use of recombinant DNA or synthetic nucleic acids. 
o The IRB requires documentation of approval and training from the IBC 

to be included with your IRB protocol submission prior to review or 
approval by the IRB. 
 

• Laboratory Safety Committee (LSC): Required if the project procedures will 
include the use of toxins, pathogens, human source materials such as human 
blood, tissues, or human cell lines. 

o The IRB requires documentation of approval and training from the 
(LSC) to be included with your IRB protocol submission prior to review 
or approval by the IRB. 
 

• Athletic Approval: Required if the project plans to recruit and enroll potential CU 
student athletes. 

o The IRB requires documentation of approval from the Associate 
Director for Compliance & Academics-Athletics. See, IRB SOP: Use 
of CU Student Athletes in Human Subjects Research located on 
the IRB website. 

E. How do I submit a grant or sponsored funded project to the IRB? 
Grants and sponsored projects should be submitted to the IRB Office using the 
Initial/New Protocol Submission Form located on the IRB website. Grant and 
sponsored funded projects should be submitted well in advance before granting 
agencies or sponsors require verification of IRB approval.  

https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Use-of-CU-Student-Email-Addresses-for-Recruitment-Purposed-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Use-of-CU-Student-Email-Addresses-for-Recruitment-Purposed-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Use-of-CU-Student-Email-Addresses-for-Recruitment-Purposed-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR730-IRB-SOP-Investigator_International-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR730-IRB-SOP-Investigator_International-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR660-IRB-SOP-Investigator_Use-of-CU-Student-Athletes-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR660-IRB-SOP-Investigator_Use-of-CU-Student-Athletes-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
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The IRB recommends submitting grant funded protocols and sponsor funded protocols 
as early as possible for required revisions can be made to meet IRB requirements for 
approval and so you don’t delay your award or funding. 

If your grant application is a Just in Time (JIT) submission, you still need to submit a 
completed IRB protocol and related documents for review to the IRB. The IRB review 
process will take time to complete; therefore, if your IRB submission is still under review 
at the time of the grant submission for funding, inform the Sponsored Research and 
Programs Office, who will inform the funding agency.  
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7. VI External IRBs 
 

A. Can I utilize an external IRB? 
The IRB Office reviews and determines when it is appropriate for the Campbell 
University IRB to cede IRB review to (i.e. rely on) an external IRB from another 
institution/organization in alignment with the requirements outlined in IRB SOP: 
Reliance Agreements for Multi-Site Projects located on the IRB website. 

B. Will Campbell University’s IRB serve as the IRB of Record for 
another institution or site? 
On a case-by-case basis, Campbell University’s IRB may serve as the Single IRB (sIRB) 
or IRB of Record for a Multi-site Study, Collaborative Study or individual investigator.  
The IRB Office reviews and determines if it is appropriate in alignment with the 
requirements outlined in IRB SOP: Reliance Agreements for Multi-Site Projects 
located on the IRB website. 

When an external institution does not have their own Federalwide Assurance and 
an IRB or external IRB, Campbell University’s IRB may serve as the IRB of 
Record.  This is typical, for example when working with private clinics or other 
healthcare institutions and requires Letters of Support to be provided by the 
institution.  For further guidance on Letters of Support see IRB Guidance: 
Letters of Support from External Sites located on the IRB website. 

C. How can I request an IRB Reliance (Authorization) Agreement? 
An IRB Reliance or Authorization Agreement assigns the responsibility for the review of 
research required under a Federal Wide Assurance (FWA) to one or more IRBs. This 
IRB can assume this responsibility for another institution or can cede this responsibility 
to another IRB. In accordance with the Human Subjects Research Protection Plan, the 
IRB Office reviews and determines if it is appropriate to execute an Authorization 
Agreement for either: 

1. The CU IRB to serve as the SingleIRB (sIRB) or IRB of Record for a Multi-Site 
Project, Collaborative Project, or an individual investigator, in alignment with the 
requirements outlined in IRB SOP: Conducting Multi-Site (sIRB) Research 
located on the IRB website. 

2. The Campbell University IRB to cede IRB review to (i.e. rely on) an external IRB 
from another institution/organization, in alignment with requirements outlined in 
IRB SOP: Conducting Multi-Site (sIRB) Research located on the IRB website. 

3. Please refer to IRB SOP: Reliance Agreements for Multi-Site Projects, 
located on the IRB website, for instructions on the types of Reliance Agreements, 
how to submit a request for a Reliance Agreement, how to determine if a site is 
engaged, and additional information about the Reliance Agreement process. 

 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/12/Guidance-Letters-of-Support-from-External-Sites.pdf
https://assets.campbell.edu/wp-content/uploads/2018/12/Guidance-Letters-of-Support-from-External-Sites.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR720-IRB-SOP-Investigator_Conducting-Multi-site-SIRB-Research-and-Investigator-Responsibilities.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR720-IRB-SOP-Investigator_Conducting-Multi-site-SIRB-Research-and-Investigator-Responsibilities.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR710IRB-SOP-Investigator_Reliance-Agreements-for-Multi-Site-Projects.pdf
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8. What are the decisions the IRB can make when reviewing 
proposed research? 
 

The IRB may the following determinations to the submitted human subjects research 
protocol: 

Determination 
A determination may be granted if the research activity meets the criteria for a registration 
project under institutional policy or meets the criteria as not human subjects research as 
defined by 45 CFR 46.102(e) or exempt research as defined in 45 CFR 46 CFR 104. 
Research may proceed once the Principal Investigator receives written documentation of 
IRB approval. 
 

Approved 
Approval may be granted if the research activity meets the criteria for approval as defined in 
45 CFR 46.111 or 21 CFR 56.111 and no changes to the research application are 
recommended. Research may proceed once the Principal Investigator receives written 
documentation of IRB approval. 

Modifications Required/Conditional Approval 
Made when IRB member or designated reviewer requires specific modifications to the 
research before approval can be finalized. Modifications required may require the IRB 
committee approval or designated reviewer approval before final approval is granted. A 
“conditional approval” status is only stipulated when the investigator is required to submit 
required documents and the IRB Committee does not need to judge whether these 
documents meet the regulatory criteria for approval.   

Deferred 
A project may be “deferred” when the IRB Committee lacks sufficient time, at a full board 
meeting, to review a submission. The submission is placed on the next IRB Full Committee 
meeting agenda. A project may also be “deferred” if the primary reviewer and/or consultant 
or subject matter expert is unable to provide or complete their review of the submission and 
provide documentation of this review prior to the convened IRB Full Committee meeting. 

Tabled 
A “tabled” status is stipulated when the project does not meet the criteria for approval as 
defined in 45 CFR 46.111 or 21 CFR 56.111, if the IRB Committee requests substantive 
modifications to the IRB submission that are relevant to the determinations required by the 
IRB.  A project that lacks sufficient information to conduct an adequate review at the IRB 
Full Committee review level is “tabled” pending receipt of the requested information. The 
revised project must be reviewed by the convened IRB and is placed on the next available 
agenda pending receipt of the additional information. The Investigator’s response is 
reviewed by the IRB Full Committee. 

Disapproval 
A “disapproved” status is stipulated when the project does not meet the criteria for approval 
as defined in 45 CFR 46.111 or 21 CFR 56.111, and if the IRB Committee recognizes the 
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project places subjects at substantial risk, or presents a significantly unfavorable risk-benefit 
ratio and cannot recommend substantial revisions to the IRB submission, Sponsor’s 
Protocol, informed consent document(s), and/or other pertinent documents outside of not 
conducting the project as presented. 

Further information can be found in IRB SOP: Institutional Review Board Determination 
or Approval located on the IRB website. 

 

9. After IRB review 
 

A. What will happen after IRB review? 
The IRB will provide you with a written decision of the IRB determination indicating the 
status of the submitted human subjects research protocol. 

• If determination is made or approval is granted: The Principal Investigator may 
begin research activities when he/she receives the (electronic) written letter of 
approval from the IRB. For greater than minimal risk projects or as noted in 
minimal risk projects, IRB approval will usually be for a limited period-of-time less 
than one year which is noted in the approval letter. 

• If the IRB requires modifications to secure approval and you accept the 
modifications or the IRB grants conditional approval: Make the requested 
modifications and submit them to the IRB. If all requested modifications are 
made, the IRB will issue a final determination or approval. Research cannot 
commence until this final determination or approval is received. If you do not 
accept the modifications, write up your response and submit it to the IRB. 

• If the IRB tabled the Human Subjects Research: The IRB will provide written 
notification requesting required information to be included in the protocol 
submission.  If you decide to address the IRB’s concerns, you may resubmit the 
human subjects research protocol. 

• If the IRB disapproves the Human Subjects Research: The IRB will provide a 
statement of the reasons for disapproval and give you an opportunity to respond 
in writing. 

For further instructions see, IRB SOP: Response to IRB Determination or 
Approval located on the IRB website. 

B. How do I submit an amendment/modification or change? 
Principal Investigators who wish to change or modify an ongoing IRB-approved project 
must submit an Amendment (AME) Electronic Application Form to the IRB and 
receive IRB approval before implementing any modification. These changes must be 
submitted using the Amendment (AME) Submission Form, located on the IRB 
website, to and approved by the IRB prior to implementation. Exceptions to this process 
are described below. 

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR570-IRB-SOP-Investigator_Institutional-Review-Board-Determination-or-Approval.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR570-IRB-SOP-Investigator_Institutional-Review-Board-Determination-or-Approval.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR580-IRB-SOP-Investigator_Response-to-an-IRB-Determination-or-Approval.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR580-IRB-SOP-Investigator_Response-to-an-IRB-Determination-or-Approval.pdf
https://cphsadmin.wufoo.com/forms/k1ft90fj1xv3ucs/
https://assets.campbell.edu/wp-content/uploads/2018/09/CU-IRB-Amendment-AME-Submission-Form.docx
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EXCEPTIONS  

1. A modification that is necessary to eliminate apparent immediate hazards to the 
research participant [45 CFR 46.108(a)(3)(iii)]. In such a case, the modification 
can be implemented before IRB approval. The modification must be promptly (no 
longer than 30 days) reported to the IRB via a reportable event, and the IRB will 
review the change to determine that it is consistent with ensuring the research 
subjects’ continued welfare. 

2. Updates such as changes to non-key personnel (administrative staff or staff that 
does not conduct research activities), contact information, or project duration 
should be filed with the IRB by sending an email to the IRB Coordinator prior to 
initiating the changes. 

For further instructions, see IRB SOP: Amendment to Approved IRB Protocol located 
on the IRB website. 

C. How do I submit continuing review? 
While the IRB office will issue email reminders to remind the Principal Investigator of the 
approaching Continuing Review (CR) deadline, the principal investigator bears the 
ultimate responsibility for knowing the expiration date issued when the project received 
approval and submitting a continuing review in a timely manner.  

The deadline for submission of continuing reviews to the IRB is as follows: 

Type of 
Review/Approval 

Number of Days 
Prior to Expiration 

Date 
Date of Continuing Review Approval 

Full Committee 45 days Date of next Full Committee Meeting1 
Expedited 30 days Prior the expiration date 
Exempt with 
Limited Review 30 days Prior the expiration date 

 

Any continuing review submission received after the number of days listed above,  
the IRB will attempt to either: secure approval for a protocol which was previously 
approved by expedited or exempt with limited review or place the review on the next 
scheduled full committee meeting agenda. If a renewal approval is not obtained before 
the end of the previous IRB approval, all research activities need to be stopped after that 
date, until renewal approval is obtained.  

Registration projects and exempt projects may be approved without the requirement of a 
continuing review.  Refer to your initial approval letter or most recent continuing review 
approval letter for information regarding the requirement to submit a continuing review. 

If the determination or approval of human subject research includes the requirement of 
Continuing Review and if the study approval expires all human subject research 
procedures related to the protocol under review must cease, including recruitment, 
advertisement, screening, enrollment, consent, interventions, interactions, and collection 
or analysis of private identifiable information. Continuing human subject research 

 
1 Assuming no modifications are required. 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR530-IRB-SOP-Investigator_Amendment-to-Approved-IRB-Protocol.pdf
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procedures, without current IRB approval is a violation of institutional policy. If current 
participants will be harmed by stopping research procedures that are available outside 
the research context, provide these on a clinical basis as needed to protect current 
participants. If current participants will be harmed by stopping research procedures that 
are not available outside the research context, immediately contact the IRB Office and 
provide a written list of the currently enrolled participants and why they will be harmed by 
stopping research procedures. 

See, IRB SOP: Lapse/Expired IRB Approval of Human Subjects Research, located 
on the IRB website, for more information 

 
D. How do I close out a project? 

The Principal Investigator must file a Closure Electronic Application Form and attach 
a completed Closure Submission Form, located on the IRB website, to close a project 
when: 

• all project activities are completed as designed; or  
• the principal investigator determines the research will not be able to be 

completed as approved by the IRB; 
• The project is terminated by the Sponsor or other party for any reason. 
• For further instructions, see IRB SOP: Closure of IRB Approved Protocol 

located on the IRB website;  
• If your study has been lapsed for more than 45 calendar days, the IRB Office 

may administratively close your study. Any study closed cannot be renewed. If 
investigators wish to re-open a study, they should submit a new application. 

E. How do I promptly submit a reportable event to the IRB? 
During the course, of a research study, Unanticipated Problems Involving Risk to 
Subjects or Others (UPIRSOs) and Non-compliance may occur and need to be reported 
to the IRB. The process for managing the reportable event is outlined in the IRB SOP: 
Requirements for Reporting to the IRB located on the IRB website. When to submit a 
reportable event is dependent on the type of the event.  Events that meets prompt 
reporting criteria must be reported to the CU IRB with 5 calendar days of knowledge or 
notification.  Events which do not meet the prompt reporting criteria may be reported to 
the CU IRB at the time of continuing review submission (CR), if required, or as soon as 
they are recognized for protocols which do not require continuing review submissions 
annually. 

Reporting requirements: 

1. Immediate reporting 
• Death of a CU affiliate participant that is both Unanticipated and Related 

must be reported within 24 hours of knowledge or notification.  

Please be advised, protocol reviews 
requiring IRB full committee approval are 
not possible during the months of June, 

July and August of each year. 

 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR550-IRBSOP-Investigator_Lapsed-Expired-IRB-Approval-of-Human-Subjects-Research.pdf
https://cphsadmin.wufoo.com/forms/z11p9hrl0nitqni/
https://assets.campbell.edu/wp-content/uploads/2018/09/CU-IRB-Closure-Submission-Form.docx
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR560-IRB-SOP-Investigator_Closure-of-IRB-Approved-Protocol.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR590-IRB-SOP-Investigator_Requirements-for-Reporting-to-the-IRB.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR590-IRB-SOP-Investigator_Requirements-for-Reporting-to-the-IRB.pdf
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2. Prompt reporting within 5 calendar days 
• Any Adverse Events that are unexpected, possibly, probably, or definitely 

related to the research and suggests the research places research 
participants or others at a greater risk of physical or psychological harm 
than was previously known or recognized. 
Examples include but are not limited to: 

o New information that might affect adversely the safety of the 
participants or the conduct of the project; 

o Any change significantly affecting the conduct of the project or 
increasing the risk to participants 

• Follow-up reports to initially reported Adverse Events meeting the criteria 
listed above. 

• Unanticipated Problems or any incident, experience, or outcome that 
meets all of the following criteria: unexpected with reference to 
procedure/risks defined in initial IRB application, possibly, probably, or 
definitely related to participation in the research project, and suggests the 
research places subjects or others at greater risk of harm than was 
previously known or recognized. 
Examples included but are not limited to: 

o Breach of privacy or confidentiality including lost or stolen project 
records that contain private identifiable subject information; 

o Any other problem that the investigator considers to be 
unanticipated and indicates that subjects or others are at 
increased risk of harm; 

o Incarceration of a subject in a protocol not approved to enroll 
prisoner; 

o Complaint of a subject when the complaint indicates unexpected 
risks or cannot be resolved by the research team. 

• Report from a Data Safety Monitoring Board (DSMB) or Equivalent if the 
report describes new information regarding risks or unanticipated 
problems involving risks.  

• External Audit Reports which identify activities that increases risk to 
subjects or others, compromises the integrity of the research or is out of 
compliance with CU HRPP policies and procedures. 

• Internal Routine Review or Audit Reports which identify activities that 
increases risk to subjects or others, compromises the integrity of the 
research or is out of compliance with CU IRB policies and procedures. 

• Significant Protocol Deviation 
Examples include by are not limited to the following: 

o Any departure from the protocol (deviation or violation) that 
harmed subjects or others; that indicates subjects or others might 
be at increased risk of harm; or that compromises the integrity of 
the research data. 

o Any change made to the research without prior IRB approval in 
order to eliminate apparent immediate harm. 
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• Planned Protocol Deviation which increases the risk to participants or 
others, decrease potential benefits of the project, or undermines the 
scientific integrity of the project. 
Examples include but are not limited to the following: 

o Enrolling a subject who does not meet eligibility criteria, 
o Not performing a specific screening procedure for a patient as 

indicated in the protocol. 
The IRB Office will follow the process outline in IRB SOP: External Reporting Process 
to notify applicable federal agencies, if required, within 30 business days of any IRB 
determinations that constitute Serious Non-Compliance, Continuing Non-Compliance, 
Unanticipated Problems Involving Risks to Subjects or Others, Suspension of IRB 
Approval or Termination of IRB Approval of that research. For US Department of 
Defense, (USDOD) research the report is sent to the USDOD human research 
protection officer. 

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR163-IRB-SOP_External-Reporting-Process.pdf
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10. Frequently Asked Questions 
 

What should I do if I leave Campbell University? 
Contact the IRB Office or IRB chair immediately to discuss the situation. You may file a 
closure submission of the IRB approved protocol, transfer the IRB approved protocol to 
a new Principal Investigator or you may, depending on funding, transfer the IRB 
approved protocol to another institution.  If you choose to close the IRB approved 
protocol or transfer the IRB approved protocol to a new Principal Investigator all data 
and research materials must remain with CU.  Contact the IRB office to discuss which 
option and the details involved with transferring your research to another institution. 
 
Am I a mandated reporter of child or elder abuse? 
All University employees (including all faculty, staff, and student employees) regardless 
of their position or assignment, by law (under the NC Law, NSGS 7B-301) have a duty to 
report suspected cases of child abuse and/or neglect. All students, volunteers, and third-
party contractors who are engaged in research activities are required by University 
policy to report suspected cases of child abuse and/or neglect.  

University employees are not mandated reporters in North Carolina of elderly abuse, 
neglect, or exploitation. However, it is possible that during the conduct of research you 
will encounter a circumstance in which an elderly participant in your research reports 
abuse, neglect, or exploitation. While there is no University policy that requires reporting, 
you may decide it is your ethical duty to make a report in good faith to the appropriate 
County Department of Social Services. By law, anyone making an elder abuse report in 
good faith has civil and criminal immunity from liability and professional disciplinary 
action. 
 
Am I allowed to compensate human subjects research 
participants? 
You may choose to provide compensation to subjects for the time, effort or 
inconvenience associated with participating in their project.  Compensation is not a 
requirement for a project and should be evaluated and explained in detail in the 
Initial/New Protocol Submission Form. The IRB will evaluate and determine if 
compensation is appropriate for the specific project and subject population. 

Examples of compensation include the following but are not limited to: 

• Monetary compensation. This includes check, cash, gift cards, and prepaid debit 
cards; 

• Meal coupons, 
• Items such as bags, blankets, pens, coolers, calendars, magnets. 

Please see, IRB SOP: Compensating Research Participants and IRB Guidance: Use 
of Gift Cards as Compensation, located on the IRB website, for detailed information. 

The IRB recommends contacting the appropriate office regarding specific methods of 
compensation and policies involved. 
 

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR380-IRB-SOP-Investigator_-Compensation-of-Research-Subjects.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Use-of-CU-Student-Email-Addresses-for-Recruitment-Purposed-in-Human-Subjects-Research.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Use-of-CU-Student-Email-Addresses-for-Recruitment-Purposed-in-Human-Subjects-Research.pdf
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What if I hold the IND for an investigational drug or an IDE for an 
investigational device? 
The CU IRB’s Federalwide Assurance (FWA) currently does not allow the IRB to review 
research projects that are governed by Food and Drug Administration regulations.  Both 
Investigative New Drug (IND) research and Investigative Device Exemption (IDE) 
research require IRB approval under FDA human subjects research protection 
regulations.  If you plan or think you might conduct this type of research, you must 
contact the IRB Office well in advance. 
 
When should I register my research with ClinicalTrials.gov? 
Most human subjects research conducted at Campbell University do not meet the 
submission requirement for registering with clinicaltrails.gov. Please see the 
ClinicalTrials.gov website for more information.  If you are required to register your 
research with ClinicalTrails.gov, you must also include a statement indicating so in your 
consent document. If you plan on publishing your research the IRB advises contacting 
the publishers for their requirements for publications.  If you do need to register your 
research project on clinicaltrials.gov, please contact the IRB Office.  CU has a registered 
account with clinicaltrials.gov and grants access to the site. 
 
Do I need to submit an Investigator Protocol? 
The IRB Office currently does not require the submission of an Investigator Protocol 
unless your study sponsor or lead study investigator for multi-site research require the 
document.  The IRB strongly encourages investigators to develop and submit an 
Investigator Protocol document with your submission. 

You may use the Research Protocol or Plan, located on the IRB website, as a starting 
point for drafting a new Investigator Protocol, and reference the instructions and 
guidance in this template for the information the IRB looks for when reviewing research. 

If you received an Investigator Protocol from your study sponsor or lead study 
investigator for multi-site research, include this information in your Initial/New Protocol 
Submission Form to document relevant local information not included in the sponsor or 
multi-site protocol. Upload both the received protocol and the local protocol addendum 
when you electronically submit your application. 

 
What if my research involves community engagement? 
Community engaged research is a process for working collaboratively with stakeholders, 
such as patients, healthcare providers, public health leaders, policymakers, local human 
service agencies and community partners to strengthen and contribute to the well-being 
of the stakeholders and to development and dissemination of knowledge. Community 

Including the submission of the Investigator Protocol 
or the Research Protocol or Plan does not substitute 

or a replacement for submitting a completed 
Initial/New Protocol Submission Form.   

https://assets.campbell.edu/wp-content/uploads/2018/09/Guidance-Research-Protocol-or-Plan.pdf
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
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engaged research embraces the use of many forms of engagement, such as informing, 
consulting, involving, collaborating and empowering. When engaging the community in 
research, there are specific considerations a researcher should keep in mind: 

• Level of engagement with the community the research will require 
• Ability to develop and maintain relationships with community partners 
• Level of input or collaboration community partners will have during the research  
• Process for disseminating results to community partners. 

Community engaged research often involves partnerships and coalitions, which help 
mobilize resources and influence systems, and serve as a catalyst for changing policies, 
programs, and practices. The IRB will periodically review community-engaged research 
projects to ensure appropriate methods are consistent with the local needs of the 
participant demographic involved in the research, with regard to collaboration, respect 
and impact on the community.    

If your research project involves community engagement please contact the IRB prior to 
your submission. 

How do I get additional information and answers to questions? 
This document, policies, procedures and additional guidance documents for the Human 
Subject Research Protection Program are available on the IRB Web Site at: 
https://www.campbell.edu/about/leadership/provost/institutional-review-board/ 

 

If you have any questions or concerns, about the Human subject research Protection 
Program, contact the IRB Office at: 

Dr. Miranda van Tilburg, PhD. Shawn Leming, BA, CIP 
IRB Chair IRB Coordinator 
Associate Professor IRB Office 
College of Pharmacy & Health Sciences Campbell University 
Campbell University Buies Creek, NC 27506 
Buies Creek, NC 27506  
910-814-4913 910-893-7780 
irbchair@campbell.edu        irbadmin@campbell.edu 

 

 

If you have questions, concerns, complaints, allegations of undue influence, allegations or 
findings of non-compliance, or input regarding the Human Subject Research Protection Program 
that cannot be addressed by contacting the IRB Office, follow the directions in the HRPP 
Policy: Human subject research Protection Program Plan under “Reporting and 
Management of Concerns.” 

  

https://www.campbell.edu/about/leadership/provost/institutional-review-board/
https://www.campbell.edu/about/leadership/provost/institutional-review-board/
mailto:irbchair@campbell.edu
mailto:irbadmin@campbell.edu
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR-010-HRPP-Policy-Human-Research-Protection-Program-Plan.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR-010-HRPP-Policy-Human-Research-Protection-Program-Plan.pdf


55 
 

11. Appendices 
Appendix A-1: Additional requirements for DHHS-Regulated 
Research2 
 

1. When a subject decides to withdraw from a clinical trial, the investigator conducting the 
clinical trial should ask the subject to clarify whether the subject wishes to withdraw from 
all components of the trial or only from the primary interventional component of the trial. 
If the latter, research activities involving other components of the clinical trial, such as 
follow-up data collection activities, for which the subject previously gave consent may 
continue. The investigator should explain to the subject who wishes to withdraw the 
importance of obtaining follow-up safety data about the subject. 

2. Investigators are allowed to retain and analyze already collected data relating to any 
subject who chooses to withdraw from a research study or whose participation is 
terminated by an investigator without regard to the subject’s consent, provided such 
analysis falls within the scope of the analysis described in the IRB-approved protocol. 
This is the case even if that data includes identifiable private information about the 
subject. 

3. For research not subject to regulation and review by FDA, investigators, in consultation 
with the funding agency, can choose to honor a research subject’s request that the 
investigator destroy the subject’s data or that the investigator exclude the subject’s data 
from any analysis. 

4. When seeking the informed consent of subjects, investigators should explain whether 
already collected data about the subjects will be retained and analyzed even if the 
subjects choose to withdraw from the research. 

 
2 http://www.hhs.gov/ohrp/policy/subjectwithdrawal.html 
 

http://www.hhs.gov/ohrp/policy/subjectwithdrawal.html
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Appendix A-2: Additional Requirements for USFDA-Regulated 
Research 
 

1. The FDA defines a human subject as: An individual who is or becomes a participant in 
research, either as a recipient of the test article or as a control. A subject may be either a 
healthy human or a patient. A human subject includes an individual on whose specimen 
an investigational medical device is used. When medical device research involves in 
vitro diagnostics and unidentified tissue specimens, the FDA defines the unidentified 
tissue specimens as human subjects.  

2. When a subject withdraws from a study:3  
a. The data collected on the subject to the point of withdrawal remains part of the 

study database and may not be removed.  
b. An investigator may ask a participant who is withdrawing whether the participant 

wishes to provide continued follow-up and further data collection subsequent to 
their withdrawal from the interventional portion of the study. Under this 
circumstance, the discussion with the participant would distinguish between 
study-related interventions and continued follow-up of associated clinical 
outcome information, such as medical course or laboratory results obtained 
through non-invasive chart review and address the maintenance of privacy and 
confidentiality of the participant’s information.  

c. If a participant withdraws from the interventional portion of the study, but agrees 
to continued follow-up of associated clinical outcome information as described in 
the previous bullet, the investigator must obtain the subject’s informed consent 
for this limited participation in the study (assuming such a situation was not 
described in the original informed consent form). IRB approval of informed 
consent documents is required.  

d. If a subject withdraws from the interventional portion of a study and does not 
consent to continued follow-up of associated clinical outcome information, the 
investigator must not access for purposes related to the study the participant’s 
medical record or other confidential records requiring the participant’s consent. e. 
An investigator may review study data related to the subject collected prior to the 
subject’s withdrawal from the study, and may consult public records, such as 
those establishing survival status.  

3. For USFDA-regulated research involving investigational drugs: 
a. Investigators must abide by USFDA restrictions on promotion of investigational 

drugs:4  
i. For clinical investigations requiring an Investigational New Drug 

Exemption (IND), the IRB will not approve the investigation until one of 
the following are satisfied: 

1) The IRB receives evidence that an IND has been approved (e.g. 
including an IND number on the protocol or other sponsor 
document); or  

2) The IRB receives evidence that an IND application was received 
by the FDA and 30 calendars days have elapsed with no 
 

3 http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126489.pdf 
4 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.7 

http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126489.pdf
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.7
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communication(s) from the FDA. (Note: The IND goes into effect 
30 days after the FDA receives the IND, unless the sponsor 
receives earlier notice from the FDA). 

ii. An investigator, or any person acting on behalf of an investigator, must 
not represent in a promotional context that an investigational new drug is 
safe or effective for the purposes for which it is under investigation or 
otherwise promote the drug.  

iii. This provision is not intended to restrict the full exchange of scientific 
information concerning the drug, including dissemination of scientific 
findings in scientific or lay media. Rather, its intent is to restrict 
promotional claims of safety or effectiveness of the drug for a use for 
which it is under investigation and to preclude commercialization of the 
drug before it is approved for commercial distribution.  

iv. An investigator must not commercially distribute or test market an 
investigational new drug 

b. Follow USFDA requirements for general responsibilities of investigators5  
i. An investigator is responsible for ensuring that an investigation is 

conducted according to the signed investigator statement, the 
investigational plan, and applicable regulations; for protecting the rights, 
safety, and welfare of subjects under the investigator's care; and for the 
control of drugs under investigation.  

ii. An investigator must, in accordance with the provisions of 21 CFR §50, 
obtain the informed consent of each human subject to whom the drug is 
administered, except as provided in 21 CFR §50.23 or §50.24 of this 
chapter.  

iii. Additional specific responsibilities of clinical investigators are set forth in 
this part and in 21 CFR §50 and 21 CFR §56. 

c. Follow USFDA requirements for control of the investigational drug6  
i. An investigator must administer the drug only to subjects under the 

investigator's personal supervision or under the supervision of a 
subinvestigator responsible to the investigator.  

ii. The investigator must not supply the investigational drug to any person 
not authorized under this part to receive it.  

d. Follow USFDA requirements for investigator recordkeeping and record retention7 
i. Disposition of drug: 

1) An investigator is required to maintain adequate records of the 
disposition of the drug, including dates, quantity, and use by 
subjects.  

2) If the investigation is terminated, suspended, discontinued, or 
completed, the investigator must return the unused supplies of the 
drug to the sponsor, or otherwise provide for disposition of the 
unused supplies of the drug under 21 CFR §312.59. 

ii. Case histories. 

 
5 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.60 
6 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.61 
7 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.62 

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.60
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.61
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.62
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1) An investigator is required to prepare and maintain adequate and 
accurate case histories that record all observations and other data 
pertinent to the investigation on each individual administered the 
investigational drug or employed as a control in the investigation. 

2) Case histories include the case report forms and supporting data 
including, for example, signed and dated consent forms and 
medical records including, for example, progress notes of the 
physician, the individual's hospital charts, and the nurses' notes. 
The case history for each individual must document that informed 
consent was obtained prior to participation in the study. 

iii. Record retention: An investigator must retain required records for a period 
of 2 years following the date a marketing application is approved for the 
drug for the indication for which it is being investigated; or, if no 
application is to be filed or if the application is not approved for such 
indication, until 2 years after the investigation is discontinued and FDA is 
notified. 

e. Follow USFDA requirements for Expanded Access to Investigational Drugs for 
Treatment Use per 21 CFR 312.300 (Subpart I). This is often referred to as 
“compassionate use”. The aim of this subpart is to facilitate the availability of 
investigational new drugs and approved drugs to patients with serious diseases 
or conditions when there is not comparable or satisfactory alternative therapy to 
diagnose, monitor, or treat the patient’s disease or condition. Expanded access 
to investigational drugs requires prior IRB review and approval (with the 
exception of Emergency Use).  

f. Follow USFDA requirements for investigator reports8  
i. Progress reports: The investigator must furnish all reports to the sponsor 

of the drug who is responsible for collecting and evaluating the results 
obtained.  

ii. Safety reports: An investigator must promptly report to the sponsor any 
adverse effect that may reasonably be regarded as caused by, or 
probably caused by, the drug. If the adverse effect is alarming, the 
investigator must report the adverse effect immediately.  

iii. Final report: An investigator must provide the sponsor with an adequate 
report shortly after completion of the investigator's participation in the 
investigation.  

iv. Financial disclosure reports:  
1) The clinical investigator must provide the sponsor with sufficient 

accurate financial information to allow an applicant to submit 
complete and accurate certification or disclosure statements as 
required under 21 CFR §54.  

2) The clinical investigator must promptly update this information if 
any relevant changes occur during the course of the investigation 
and for 1 year following the completion of the study. 

g. Follow USFDA requirements for assurance of IRB review9  

 
8 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.64 
9 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.66 

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.64
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.66
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i. An investigator must assure that an IRB that complies with the 
requirements set forth in 21 CFR §56 will be responsible for the initial and 
continuing review and approval of the proposed clinical study.  

ii. The investigator must also assure that he or she will promptly report to 
the IRB all changes in the research activity and all unanticipated 
problems involving risk to human subjects or others, and that he or she 
will not make any changes in the research without IRB approval, except 
where necessary to eliminate apparent immediate hazards to human 
subjects.  

h. Follow USFDA requirements for inspection of investigator's records and reports10 
i. An investigator must upon request from any properly authorized officer or 

employee of FDA, at reasonable times, permit such officer or employee to 
have access to, and copy and verify any records or reports made by the 
investigator pursuant to 312.62.  

ii. The investigator is not required to divulge subject names unless the 
records of particular individuals require a more detailed study of the 
cases, or unless there is reason to believe that the records do not 
represent actual case studies, or do not represent actual results obtained. 

i. Follow USFDA requirements for handling of controlled substances11  
i. If the investigational drug is subject to the Controlled Substances Act, the 

investigator must take adequate precautions, including storage of the 
investigational drug in a securely locked, substantially constructed cabinet, 
or other securely locked, substantially constructed enclosure, access to 
which is limited, to prevent theft or diversion of the substance into illegal 
channels of distribution. 

4. For USFDA-regulated research involving investigational devices:  
a. General responsibilities of investigators.12 

i. An investigator is responsible for ensuring that an investigation is 
conducted according to the signed agreement, the investigational plan 
and applicable USFDA regulations, for protecting the rights, safety, and 
welfare of subjects under the investigator's care, and for the control of 
devices under investigation. An investigator also is responsible for 
ensuring that informed consent is obtained in accordance with 21 CFR 
§50. 

b. Specific responsibilities of investigators13  
i. Awaiting approval: An investigator may determine whether potential 

subjects would be interested in participating in an investigation but must 
not request the written informed consent of any subject to participate, and 
must not allow any subject to participate before obtaining IRB and 
USFDA approval.  

a) When the IRB determines an Investigational Device Exemption 
(IDE) is required for a clinical investigation, the IRB will not 
approve the investigation until one of the following are satisfied: 
 

10 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.68 
11 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.69 
12 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.100 
13 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.110 

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.68
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.69
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.100
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.110
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The IRB receives a copy of a letter from the FDA indicating that an 
IDE has been approved; or  

b) The IRB receives evidence that an IDE application was received 
by the FDA and 30 days have elapsed with no communication(s) 
from the FDA. 

ii. Compliance: An investigator must conduct an investigation in accordance 
with the signed agreement with the sponsor, the investigational plan, and 
other applicable USFDA regulations, and any conditions of approval 
imposed by an IRB or USFDA.  

iii. Supervising device use: An investigator must permit an investigational 
device to be used only with subjects under the investigator's supervision. 
An investigator must not supply an investigational device to any person 
not authorized to receive it. 

iv. Financial disclosure:  
1) A clinical investigator must disclose to the sponsor sufficient 

accurate financial information to allow the applicant to submit 
complete and accurate certification or disclosure statements 
required under 21 CFR §54.  

2) The investigator must promptly update this information if any 
relevant changes occur during the course of the investigation and 
for 1 year following completion of the study.  

i. Disposing of device: Upon completion or termination of a clinical 
investigation or the investigator's part of an investigation, or at the 
sponsor's request, an investigator must return to the sponsor any 
remaining supply of the device or otherwise dispose of the device as the 
sponsor directs. 

c. Maintain the following accurate, complete, and current records relating to the 
investigator's participation in an investigation:14  

i. All correspondence with another investigator, an IRB, the sponsor, a 
monitor, or USFDA, including required reports.  

ii. Records of receipt, use or disposition of a device that relate to:  
1) The type and quantity of the device, the dates of its receipt, and 

the batch number or code mark.  
2) The names of all persons who received, used, or disposed of each 

device.  
3) Why and how many units of the device have been returned to the 

sponsor, repaired, or otherwise disposed of.  
iii. Records of each subject's case history and exposure to the device. Case 

histories include the case report forms and supporting data including, for 
example, signed and dated consent forms and medical records including, 
for example, progress notes of the physician, the individual's hospital 
charts, and the nurses' notes. Such records must include:  

1) Documents evidencing informed consent and, for any use of a 
device by the investigator without informed consent, any written 

 
14 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.140 
 

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.140
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concurrence of a licensed physician and a brief description of the 
circumstances justifying the failure to obtain informed consent. 

2) Documentation that informed consent was obtained prior to 
participation in the study.  

3) All relevant observations, including records concerning adverse 
device effects (whether anticipated or unanticipated), information 
and data on the condition of each subject upon entering, and 
during the course of, the investigation, including information about 
relevant previous medical history and the results of all diagnostic 
tests.  

4) A record of the exposure of each subject to the investigational 
device, including the date and time of each use, and any other 
therapy. 

iv. The protocol, with documents showing the dates of and reasons for each 
deviation from the protocol.  

v. Any other records that USFDA requires to be maintained by regulation or 
by specific requirement for a category of investigations or a particular 
investigation. 

d. Inspections15  
i. Entry and inspection: A sponsor or an investigator who has authority to 

grant access must permit authorized USFDA employees, at reasonable 
times and in a reasonable manner, to enter and inspect any establishment 
where devices are held (including any establishment where devices are 
manufactured, processed, packed, installed, used, or implanted or where 
records of results from use of devices are kept).  

ii. Records inspection: A sponsor, IRB, or investigator, or any other person 
acting on behalf of such a person with respect to an investigation, must 
permit authorized USFDA employees, at reasonable times and in a 
reasonable manner, to inspect and copy all records relating to an 
investigation.  

iii. Records identifying subjects: An investigator must permit authorized 
USFDA employees to inspect and copy records that identify subjects, upon 
notice that USFDA has reason to suspect that adequate informed consent 
was not obtained, or that reports required to be submitted by the 
investigator to the sponsor or IRB have not been submitted or are 
incomplete, inaccurate, false, or misleading.  

e. Prepare and submit the following complete, accurate, and timely reports16 
i. Unanticipated adverse device effects. An investigator must submit to the 

sponsor and to the reviewing IRB a report of any unanticipated adverse 
device effect occurring during an investigation as soon as possible, but in 
no event later than 10 working days after the investigator first learns of the 
effect.  

 
15 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.145 
16 http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.150 

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.145
http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.150
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ii. Withdrawal of IRB approval. An investigator must report to the sponsor, 
within 5 working days, a withdrawal of approval by the reviewing IRB of the 
investigator's part of an investigation.  

iii. Progress. An investigator must submit progress reports on the 
investigation to the sponsor, the monitor, and the reviewing IRB at regular 
intervals, but in no event less often than yearly.  

iv. Deviations from the investigational plan:  
1) An investigator must notify the sponsor and the reviewing IRB of 

any deviation from the investigational plan to protect the life or 
physical well-being of a subject in an emergency.  

2) Such notice must be given as soon as possible, but in no event 
later than 5 working days after the emergency occurred.  

3) Except in such an emergency, prior approval by the sponsor is 
required for changes in or deviations from a plan, and if these 
changes or deviations may affect the scientific soundness of the 
plan or the rights, safety, or welfare of human subjects, USFDA 
and IRB also is required.  

v. Informed consent. If an investigator uses a device without obtaining 
informed consent, the investigator must report such use to the sponsor 
and the reviewing IRB within 5 working days after the use occurs.  

vi. Final report. An investigator must, within 3 months after termination or 
completion of the investigation or the investigator's part of the 
investigation, submit a final report to the sponsor and the reviewing IRB. 

vii. Other. An investigator must, upon request by a reviewing IRB or USFDA, 
provide accurate, complete, and current information about any aspect of 
the investigation.  
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Appendix A-3: Additional Requirements for Clinical Trials (ICH-GCP) 
 

1. Investigator's Qualifications and Agreements  
a. The clinical trial should be conducted in accordance with the ethical principles 

that have their origin in the Declaration of Helsinki and that are consistent with 
good clinical practice and the applicable regulatory requirements.  

b. The investigator should be qualified by education, training, and experience to 
assume responsibility for the proper conduct of the trial, should meet all the 
qualifications specified by the applicable regulatory requirements, and should 
provide evidence of such qualifications through up-to-date curriculum vitae 
and/or other relevant documentation requested by the sponsor, the IRB, and/or 
the regulatory authorities.  

c. The investigator should be thoroughly familiar with the appropriate use of the 
investigational product, as described in the protocol, in the current Investigator's 
Brochure, in the product information and in other information sources provided by 
the sponsor.  

d. The investigator should be aware of, and should comply with, GCP and the 
applicable regulatory requirements.  

e. The investigator/institution should permit monitoring and auditing by the sponsor, 
and inspection by the appropriate regulatory authorities.  

f. The investigator should maintain a list of appropriately qualified persons to whom 
the investigator has delegated significant trial-related duties.  

2. Adequate Resources a 
a. The investigator should be able to demonstrate (e.g., based on retrospective 

data) a potential for recruiting the required number of suitable subjects within the 
agreed recruitment period.  

b. The investigator should have sufficient time to properly conduct and complete the 
trial within the agreed trial period.  

c. The investigator should have available an adequate number of qualified staff and 
adequate facilities for the foreseen duration of the trial to conduct the trial 
properly and safely.  

d. The investigator should ensure that all persons assisting with the trial are 
adequately informed about the protocol, the investigational product, and their 
trial-related duties and functions.  

3. Medical Care of Trial Subjects  
a. A qualified physician (or dentist, when appropriate), who is an investigator or a 

sub-investigator for the trial, should be responsible for all trial-related medical (or 
dental) decisions.  

b. During and following a subject's participation in a trial, the investigator/institution 
should ensure that adequate medical care is provided to a subject for any 
adverse events, including clinically significant laboratory values, related to the 
trial. The investigator/institution should inform a subject when medical care is 
needed for co-existing illnesses of which the investigator becomes aware.  

c. It is recommended that the investigator inform the subject's primary physician 
about the subject's participation in the trial if the subject has a primary physician 
and if the subject agrees to the primary physician being informed.  
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d. Although a subject is not obliged to give his/her reasons for withdrawing 
prematurely from a trial, the investigator should make a reasonable effort to 
ascertain the reasons, while fully respecting the subject's rights.  

4. Communication with IRB  
a. Before initiating a trial, the investigator/institution should have written and dated 

approval opinion from the IRB for the trial protocol, written informed consent 
form, consent form updates, subject recruitment procedures (e.g., 
advertisements), and any other written information to be provided to subjects.  

b. As part of the investigator's/institution’s written application to the IRB, the 
investigator/institution should provide the IRB with a current copy of the 
Investigator's Brochure. If the Investigator's Brochure is updated during the trial, 
the investigator/institution should supply a copy of the updated Investigator’s 
Brochure to the IRB.  

c. During the trial the investigator/institution should provide to the IRB all 
documents subject to review.  

5. Compliance with Protocol  
a. The investigator/institution should conduct the trial in compliance with the 

protocol agreed to by the sponsor and, if required, by the regulatory authorities 
and which was given approval opinion by the IRB. The investigator/institution and 
the sponsor should sign the protocol, or an alternative contract, to confirm 
agreement.  

b. The investigator should not implement any deviation from, or changes of the 
protocol without agreement by the sponsor and prior review and documented 
approval opinion from the IRB of an amendment, except where necessary to 
eliminate an immediate hazards to trial subjects, or when the changes involves 
only logistical or administrative aspects of the trial (e.g., change in monitors, 
change of telephone numbers).  

c. The investigator, or person designated by the investigator, should document and 
explain any deviation from the approved protocol.  

d. The investigator may implement a deviation from, or a change of, the protocol to 
eliminate an immediate hazard to trial subjects without prior IRB approval 
opinion. As soon as possible, the implemented deviation or change, the reasons 
for it, and, if appropriate, the proposed protocol amendments should be 
submitted: a) to the IRB for review and approval opinion, b) to the sponsor for 
agreement and, if required, c) to the regulatory authorities.  

6. Investigational Product  
a. Responsibility for investigational product accountability at the trial site rests with 

the investigator/institution.  
b. Where allowed/required, the investigator/institution may/should assign some or 

all of the investigator's/institution’s duties for investigational product 
accountability at the trial site to an appropriate pharmacist or another appropriate 
individual who is under the supervision of the investigator/institution.  

c. The investigator/institution and/or a pharmacist or other appropriate individual, 
who is designated by the investigator/institution, should maintain records of the 
product's delivery to the trial site, the inventory at the site, the use by each 
subject, and the return to the sponsor or alternative disposition of unused 
product. These records should include dates, quantities, batch/serial numbers, 
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expiration dates (if applicable), and the unique code numbers assigned to the 
investigational product and trial subjects. Investigators should maintain records 
that document adequately that the subjects were provided the doses specified by 
the protocol and reconcile all investigational product received from the sponsor. 

d. The investigational product should be stored as specified by the sponsor and in 
accordance with applicable regulatory requirements.  

e. The investigator should ensure that the investigational product are used only in 
accordance with the approved protocol.  

f. The investigator, or a person designated by the investigator/institution, should 
explain the correct use of the investigational product to each subject and should 
check, at intervals appropriate for the trial, that each subject is following the 
instructions properly.  

g. Randomization Procedures and Unblinding: The investigator should follow the 
trial's randomization procedures, if any, and should ensure that the code is 
broken only in accordance with the protocol. If the trial is blinded, the investigator 
should promptly document and explain to the sponsor any premature unblinding 
(e.g., accidental unblinding, unblinding due to a serious adverse event) of the 
investigational product. 

7. Informed Consent of Trial Subject  
a. In obtaining and documenting informed consent, the investigator should comply 

with the applicable regulatory requirements, and should adhere to GCP and to 
the ethical principles that have their origin in the Declaration of Helsinki. Prior to 
the beginning of the trial, the investigator should have the IRB's written approval 
opinion of the written informed consent form and any other written information to 
be provided to subjects.  

b. The written informed consent form and any other written information to be 
provided to subjects should be revised whenever important new information 
becomes available that may be relevant to the subject’s consent. Any revised 
written informed consent form, and written information should receive the IRB's 
approval opinion in advance of use. The subject or the subject’s legally 
acceptable representative should be informed in a timely manner if new 
information becomes available that may be relevant to the subject’s willingness 
to continue participation in the trial. The communication of this information should 
be documented.  

c. Neither the investigator, nor the trial staff, should coerce or unduly influence a 
subject to participate or to continue to participate in a trial.  

d. None of the oral and written information concerning the trial, including the written 
informed consent form, should contain any language that causes the subject or 
the subject's legally acceptable representative to waive or to appear to waive any 
legal rights, or that releases or appears to release the investigator, the institution, 
the sponsor, or their agents from liability for negligence.  

e. The investigator, or a person designated by the investigator, should fully inform 
the subject or, if the subject is unable to provide informed consent, the subject's 
legally acceptable representative, of all pertinent aspects of the trial including the 
written information and the approval opinion by the IRB.  

f. The language used in the oral and written information about the trial, including 
the written informed consent form, should be as non-technical as practical and 
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should be understandable to the subject or the subject's legally acceptable 
representative and the impartial witness, where applicable.  

g. Before informed consent may be obtained, the investigator, or a person 
designated by the investigator, should provide the subject or the subject's legally 
acceptable representative ample time and opportunity to inquire about details of 
the trial and to decide whether or not to participate in the trial. All questions about 
the trial should be answered to the satisfaction of the subject or the subject's 
legally acceptable representative.  

h. Prior to a subject’s participation in the trial, the written informed consent form 
should be signed and personally dated by the subject or by the subject's legally 
acceptable representative, and by the person who conducted the informed 
consent discussion.  

i. If a subject is unable to read or if a legally acceptable representative is unable to 
read, an impartial witness should be present during the entire informed consent 
discussion. After the written informed consent form and any other written 
information to be provided to subjects, is read and explained to the subject or the 
subject’s legally acceptable representative, and after the subject or the subject’s 
legally acceptable representative has orally consented to the subject’s 
participation in the trial and, if capable of doing so, has signed and personally 
dated the informed consent form, the witness should sign and personally date the 
consent form. By signing the consent form, the witness attests that the 
information in the consent form and any other written information was accurately 
explained to, and apparently understood by, the subject or the subject's legally 
acceptable representative, and that informed consent was freely given by the 
subject or the subject’s legally acceptable representative. 

j. Both the informed consent discussion and the written informed consent form and 
any other written information to be provided to subjects should include 
explanations of the following:  

i. That the trial involves research.  
ii. The purpose of the trial.  
iii. The trial treatments and the probability for random assignment to each 

treatment.  
iv. The trial procedures to be followed, including all invasive procedures.  
v. The subject's responsibilities.  
vi. Those aspects of the trial that are experimental.  
vii. The reasonably foreseeable risks or inconveniences to the subject and, 

when applicable, to an embryo, fetus, or nursing infant.  
viii. The reasonably expected benefits. When there is no intended clinical 

benefit to the subject, the subject should be made aware of this.  
ix. The alternative procedures or courses of treatment that may be available 

to the subject, and their important potential benefits and risks.  
x. The compensation and/or treatment available to the subject in the event 

of trial related injury.  
xi. The anticipated prorated payment, if any, to the subject for participating in 

the trial.  
xii. The anticipated expenses, if any, to the subject for participating in the 

trial.  
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xiii. That the subject's participation in the trial is voluntary and that the subject 
may refuse to participate or withdraw from the trial, at any time, without 
penalty or loss of benefits to which the subject is otherwise entitled.  

xiv. That That the monitors, the auditors, the IRB, and the regulatory 
authorities will be granted direct access to the subject's original medical 
records for verification of clinical trial procedures and/or data, without 
violating the confidentiality of the subject, to the extent permitted by the 
applicable laws and regulations and that, by signing a written informed 
consent form, the subject or the subject's legally acceptable 
representative is authorizing such access.  

xv. That records identifying the subject will be kept confidential and, to the 
extent permitted by the applicable laws and/or regulations, will not be 
made publicly available. If the results of the trial are published, the 
subject’s identity will remain confidential.  

xvi. That the subject or the subject's legally acceptable representative will be 
informed in a timely manner if information becomes available that may be 
relevant to the subject's willingness to continue participation in the trial. 

xvii. The persons to contact for further information regarding the trial and the 
rights of trial subjects, and whom to contact in the event of trial-related 
injury.  

xviii. The foreseeable circumstances and/or reasons under which the subject's 
participation in the trial may be terminated.  

xix. The expected duration of the subject's participation in the trial.  
xx. The approximate number of subjects involved in the trial.  

k. Prior to participation in the trial, the subject or the subject's legally acceptable 
representative should receive a copy of the signed and dated written informed 
consent form and any other written information provided to the subjects. During a 
subject’s participation in the trial, the subject or the subject’s legally acceptable 
representative should receive a copy of the signed and dated consent form 
updates and a copy of any amendments to the written information provided to 
subjects.  

l. When a clinical trial (therapeutic or non-therapeutic) includes subjects who can 
only be enrolled in the trial with the consent of the subject’s legally acceptable 
representative (e.g., minors, or patients with severe dementia), the subject 
should be informed about the trial to the extent compatible with the subject’s 
understanding and, if capable, the subject should sign and personally date the 
written informed consent. 

m. Except as described above, a non-therapeutic trial (i.e. a trial in which there is no 
anticipated direct clinical benefit to the subject), should be conducted in subjects 
who personally give consent and who sign and date the written informed consent 
form.  

n. Non-therapeutic trials may be conducted in subjects with consent of a legally 
acceptable representative provided the following conditions are fulfilled: a) The 
objectives of the trial cannot be met by means of a trial in subjects who can give 
informed consent personally. b) The foreseeable risks to the subjects are low. c) 
The negative impact on the subject’s well-being is minimized and low. d) The trial 
is not prohibited by law. e) The approval opinion of the IRB is expressly sought 
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on the inclusion of such subjects, and the written approval opinion covers this 
aspect. Such trials, unless an exception is justified, should be conducted in 
patients having a disease or condition for which the investigational product is 
intended. Subjects in these trials should be particularly closely monitored and 
should be withdrawn if they appear to be unduly distressed.  

o. In emergency situations, when prior consent of the subject is not possible, the 
consent of the subject's legally acceptable representative, if present, should be 
requested. When prior consent of the subject is not possible, and the subject’s 
legally acceptable representative is not available, enrolment of the subject should 
require measures described in the protocol and/or elsewhere, with documented 
approval opinion by the IRB, to protect the rights, safety and well-being of the 
subject and to ensure compliance with applicable regulatory requirements. The 
subject or the subject's legally acceptable representative should be informed 
about the trial as soon as possible and consent to continue and other consent as 
appropriate should be requested.  

8. Records and Reports  
a. The investigator should ensure the accuracy, completeness, legibility, and 

timeliness of the data reported to the sponsor in the CRFs and in all required 
reports.  

b. Data reported on the CRF, that are derived from source documents, should be 
consistent with the source documents or the discrepancies should be explained. 

c. Any change or correction to a CRF should be dated, initialed, and explained (if 
necessary) and should not obscure the original entry (i.e. an audit trail should be 
maintained); this applies to both written and electronic changes or corrections. 
Sponsors should provide guidance to investigators and/or the investigators' 
designated representatives on making such corrections. Sponsors should have 
written procedures to assure that changes or corrections in CRFs made by 
sponsor's designated representatives are documented, are necessary, and are 
endorsed by the investigator. The investigator should retain records of the 
changes and corrections.  

d. The investigator/institution should maintain the trial documents as specified in 
Essential Documents for the Conduct of a Clinical Trial and as required by the 
applicable regulatory requirements. The investigator/institution should take 
measures to prevent accidental or premature destruction of these documents. 

e. Essential documents should be retained until at least 2 years after the last 
approval of a marketing application in an ICH region and until there are no 
pending or contemplated marketing applications in an ICH region or at least 2 
years have elapsed since the formal discontinuation of clinical development of 
the investigational product. These documents should be retained for a longer 
period however if required by the applicable regulatory requirements or by an 
agreement with the sponsor. It is the responsibility of the sponsor to inform the 
investigator/institution as to when these documents no longer need to be 
retained.  

f. The financial aspects of the trial should be documented in an agreement 
between the sponsor and the investigator/institution.  
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g. Upon request of the monitor, auditor, IRB, or regulatory authority, the 
investigator/institution should make available for direct access all requested trial 
related records.  

9. Progress Reports  
a. The investigator should submit written summaries of the trial status to the IRB 

annually, or more frequently, if requested by the IRB.  
b. The investigator should promptly provide written reports to the sponsor, the IRB 

and, where applicable, the institution on any changes significantly affecting the 
conduct of the trial, and/or increasing the risk to subjects.  

10. Safety Reporting  
a. All serious adverse events (SAEs) should be reported immediately to the sponsor 

except for those SAEs that the protocol or other document (e.g., Investigator's 
Brochure) identifies as not needing immediate reporting. The immediate reports 
should be followed promptly by detailed, written reports. The immediate and 
follow-up reports should identify subjects by unique code numbers assigned to 
the trial subjects rather than by the subjects' names, personal identification 
numbers, and/or addresses. The investigator should also comply with the 
applicable regulatory requirements related to the reporting of unexpected serious 
adverse drug reactions to the regulatory authorities and the IRB.  

b. Adverse events and/or laboratory abnormalities identified in the protocol as 
critical to safety evaluations should be reported to the sponsor according to the 
reporting requirements and within the time periods specified by the sponsor in 
the protocol.  

c. For reported deaths, the investigator should supply the sponsor and the IRB with 
any additional requested information (e.g., autopsy reports and terminal medical 
reports).  

d. Premature Termination or Suspension of a Trial If the trial is prematurely 
terminated or suspended for any reason, the investigator/institution should 
promptly inform the trial subjects, should assure appropriate therapy and follow 
up for the subjects, and, where required by the applicable regulatory 
requirements, should inform the regulatory authorities. In addition:  

i. If the investigator terminates or suspends a trial without prior agreement 
of the sponsor, the investigator should inform the institution where 
applicable, and the investigator/institution should promptly inform the 
sponsor and the IRB, and should provide the sponsor and the IRB a 
detailed written explanation of the termination or suspension.  

ii. If the sponsor terminates or suspends a trial, the investigator should 
promptly inform the institution where applicable and the 
investigator/institution should promptly inform the IRB and provide the 
IRB a detailed written explanation of the termination or suspension.  

iii. If the IRB terminates or suspends its approval opinion of a trial, the 
investigator should inform the institution where applicable and the 
investigator/institution should promptly notify the sponsor and provide the 
sponsor with a detailed written explanation of the termination or 
suspension.  

11. Final Reports by Investigator: Upon completion of the trial, the investigator, where 
applicable, should inform the institution; the investigator/institution should provide the 
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IRB with a summary of the trial’s outcome, and the regulatory authorities with any 
reports required. 
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Appendix A-5: Additional Requirements for Department of Defense 
(USDOD) research 
 

1. When appropriate, research protocols must be reviewed and approved by the IRB prior 
to the Department of Defense approval. Consult with the Department of Defense funding 
component to see whether this is a requirement.  

2. Civilian researchers attempting to access military volunteers should seek collaboration 
with a military researcher familiar with service-specific requirements.  

3. Employees of the Department of Defense (including temporary, part-time, and 
intermittent appointments) may not be able to legally accept payments to participate in 
research and should check with their supervisor before accepting such payments. 
Employees of the Department of Defense cannot be paid for conducting research while 
on active duty.  

4. Service members must follow their command policies regarding the requirement to 
obtain command permission to participate in research involving human subjects while 
on-duty or off-duty.  

5. Components of the Department of Defense might have stricter requirements for research 
related injury than the DHHS regulations.  

6. There may be specific educational requirements or certification required.  
7. When assessing whether to support or collaborate with this institution for research 

involving human subjects, the Department of Defense may evaluate this institution’s 
education and training policies to ensure the personnel are qualified to perform the 
research.  

8. When research involves U.S. military personnel, policies and procedures require 
limitations on dual compensation:  

a. Prohibit an individual from receiving pay of compensation for research during 
duty hours.  

b. An individual may be compensated for research if the participant is involved in 
the research when not on duty.  

c. Federal employees while on duty and non-Federal persons may be compensated 
for blood draws for research up to $50 for each blood draw.  

d. Non-Federal persons may be compensated for research participating other than 
blood draws in a reasonable amount as approved by the IRB according to local 
prevailing rates and the nature of the research.  

9. Other specific requirements of the Department of Defense research be found in the IRB 
SOP: Research Involving Department of Defense Funding/Military Participants. 

  

https://assets.campbell.edu/wp-content/uploads/2018/09/HSR740-IRB-SOP-Investigator_Research-Involving-DOD-and_or-Miliatary-Participants.pdf
https://assets.campbell.edu/wp-content/uploads/2018/09/HSR740-IRB-SOP-Investigator_Research-Involving-DOD-and_or-Miliatary-Participants.pdf
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Appendix A-6: Additional Requirements for Department of Justice 
(USDOJ)) Research 
 

1. The project must have a privacy certificate approved by the National Institute of Justice 
Human Subjects Protection Officer. 2. 

2. All investigators and research staff are required to sign employee confidentiality 
statements, which are maintained by the responsible investigator.  

3. The confidentiality statement on the consent document must state that confidentiality 
can only be broken if the subject reports immediate harm to subjects or others.  

4. Under a privacy certificate, investigators and research staff do not have to report child 
abuse unless the subject signs another consent document to allow child abuse reporting. 

5. A copy of all data must be de-identified and sent to the National Archive of Criminal 
Justice Data, including copies of the informed consent document, data collection 
instruments, surveys, or other relevant research materials.  

6. Other specific requirements of the Department of Justice (USDOJ) Research Funded by 
the National Institute of Justice can be found by contacting the IRB Office. 
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Appendix A-7: Additional Requirements for Department of Education 
((USED) Research 
 

1. Each school at which the research is conducted must provide an assurance that they 
comply with the Family Educational Rights and Privacy Act (FERPA) and the Protection 
of Pupil Rights Amendment (PPRA).  

2. Provide a copy of all surveys and instructional material used in the research. Upon 
request parents of children16 involved in the research17 must be able to inspect these 
materials.  

3. The school in which the research is being conducted must have policies regarding the 
administration of physical examinations or screenings that the school may administer to 
students.  

4. Research or experimentation program or project means any program or project in any 
research that is designed to explore or develop new or unproven teaching methods or 
techniques.  

5. Children are persons enrolled in research not above the elementary or secondary 
education level, who have not reached the age or majority as determined under state 
law.  

6. Other specific requirements of the US Department of Education (USED) Research can 
be found by contacting the IRB Office.  

7. Family Education Rights and Privacy Act Regulations (FERPA) provides guidance 
for the research community and support for the FERPA officer in determining whether 
personally identifiable information can be released from student educational records, 
student records, or personal education information from an education program. 
Education Program is defined as: any program principally engaged in the provision of 
education, including, but not limited to, early childhood education, elementary and 
secondary education, postsecondary education, special education, job training, career 
and technical education, and adult education.  
 
Please contact the IRB Office regarding the use of CU student educational records in 
human subjects research. 

  

https://www.federalregister.gov/documents/2017/01/19/2017-00958/family-educational-rights-and-privacy-act
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Appendix A-8: Additional Requirements for Environmental Protection 
Agency (USEPA) Research 
 

1. Research conducted, supported, or intended to be submitted to USEPA is subject to 
Environmental Protection Agency Regulations.  

2. Intentional exposure of pregnant women or children to any substance is prohibited. 
3. Observational research involving pregnant women and fetuses are subject to additional 

DHHS requirements for research involving pregnant women (45 CFR §46 Subpart B) 
and additional DHHS requirements for research involving children (45 CFR §46 Subpart 
D.)  

4. Research involving children must meet category #1 or #2.  
5. Other specific requirements of the US Environmental Protection Agency (USEPA) 

Research can be found by contacting the IRB Office. 
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Appendix A-9: Additional Requirements for Research Subject to EU 
General Data Protection Regulations (GDPR) 
 

1. Human subject research involving personal data about individuals located in (but not 
necessarily citizens of) European Union member states, Norway, Iceland, and 
Liechtenstein, are subject to EU General Data Protection Regulations.  

2. For all prospective Human subject research subject to EU GDPR, contact the [who at 
CU] to ensure that the following elements of the research are consistent with institutional 
policies and interpretations of EU GDPR:  

a. Any applicable study design elements related to data security measures.  
b. Any applicable procedures related to the rights to access, rectification, and 

erasure of data.  
c. Procedures related to broad/unspecified future use consent for the storage, 

maintenance, and secondary research use of identifiable private information or 
identifiable biospecimens.  

3. Where USFDA or DHHS regulations apply in addition to EU GDPR regulations, ensure 
that procedures related to withdrawal from the research, as well as procedures for 
managing data and biospecimens associated with the research remain consistent with 
Appendices A-1 and A-2 above. 

4. Contact the IRB Office for tools available to provide guidance regarding the collection, 
management, protection and ongoing handling of personal and other research data 
when conducting research in one of the countries of the European Economic Area. 
Please use these tools when drafting the Letter of Information and Consent Document, 
and when completing the Initial/New Protocol Submission Form. 

  

https://assets.campbell.edu/wp-content/uploads/2019/08/CUIRB-Initial_New-Protocol-Submission-Form-4.docx
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Appendix A-10: Single IRB (sIRB) Projects 
 

1. That National Institutes of Health expects that all sites participating in multi-site studies 
involving non-exempt human subjects research funded by the NIH will use a single 
Institutional Review Board (sIRB) to conduct the ethical review required by the 
Department of Health and Human Services regulations for the Protection of Human 
Subjects at 45 CFR Part 46.  

a. This policy applies to the domestic sites of NIH-funded multi-site studies where 
each site will conduct the same protocol involving non-exempt human subjects 
research, whether supported through grants, cooperative agreements, contracts, 
or the NIH Intramural Research Program. It does not apply to career 
development, research training or fellowship awards.  

b. This policy applies to domestic awardees and participating domestic sites. 
Foreign sites participating in NIH-funded, multi-site studies will not be expected 
to follow this policy.  

c. Exceptions to the NIH policy will be made where review by the proposed sIRB 
would be prohibited by a federal, tribal, or state law, regulation, or policy. 
Requests for exceptions that are not based on a legal, regulatory, or policy 
requirement will be considered if there is a compelling justification for the 
exception. The NIH will determine whether to grant an exception following an 
assessment of the need. 
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